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I'nasa 1. OBIIIUE ITOJIOKEHUS

Crartba 1. [Ipeamer peryjupoBanus HacTosiero ®exepajbHOr0O
3aK0OHa
1. Hacrosimuit @enepalibHbli 3aKOH PEryJUpPYET OTHOIICHMS, BO3HHMKAIONIME B CBSI3U C

oOpamieHueM -  pa3paOOTKOM,  JOKJIMHUYECKUMH  HCCIIEJOBaHUSIMHU, KJIIMHUYECKUMHU
HCCJEI0OBAaHUAMHM, HKCIEPTU30H, TOCYAApCTBEHHOM PpErUCTpalMel, CO CTaHAApTU3ALMEed U C



KOHTpOJIEM KauecTBa, IPOU3BOACTBOM, H3IOTOBJIIEHHEM, XpAaHEHHEM, II€PEBO3KOM, BBO3OM B
Poccuiickyto ®@enepaiuto, BbIBO3oM U3 Poccuiickoit @Denepaliuu, peKJIaMoO, OTIIYCKOM,
peanuzanueli, mnepenadyel, NPUMEHEHHEM, YHHUTOKEHHUEM JIEKapCTBEHHBIX CpEACTB. (B pel.
®enepanpHOro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosimuii denepanbHbIil 3aKOH YCTAHABIMBACT MIPHOPUTET TOCYIAPCTBEHHOTO PETYIUPOBAHUS
0e30macHOCTH, KayecTBa U 3(PPEKTUBHOCTU JCKAPCTBEHHBIX CPEJCTB MPHU MX OOpalieHuu. (B pe.
®enepanbHOro 3akoHa ot 25.06.2012 N 93-P3)

Cratbs 2. Cepa npumenenns HacTosimero ®@enepajabHOro 3aKo0Ha

Hacrosimmit @enepanbHblii 3aKOH MPUMEHSETCSI K OTHOLICHHUSM, BO3HUKAIOUIMM IPH OOpalleHun
JIEKQpCTBEHHBIX CPEACTB Ha Tepputopun Poccuiickon @enepanun.

Cratps 3. 3aK0HOAaTENBCTBO 00 00OpAILlIEeHUN JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOmATENbCTBO 00 OOpameHUU JICKAPCTBEHHBIX CPEJICTB COCTOWT M3 HACTOSIIETO
denepanbHOrO 3aKOHA, APYrHX (elepalbHbIX 3aKOHOB W MHBIX HOPMATHUBHBIX IPABOBBIX aKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOATENBCTBO 00 OOpAIIEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUAMUECKUX JIUI] U
WHAUBHUIYaJIbHBIX — TPEANPUHUMATEICH, OCYIIECTBISIOMIUX JIEATEIbHOCTh HA  TEPPUTOPUU
MEXJIYHAPOJHOTO  MEIUIIMHCKOTO  KJIacTepa, TNPUMEHSETCS C  Y4eTOM  OCOOEHHOCTEH,
ycTaHOBJIEHHbIX DenepanbHbIM 3aKk0OHOM OT 29 miond 2015 roga N 160-®3 "O mexayHapoIHOM
MEJIUIMHCKOM KJIacT€pEe U BHECEHHH U3MEHEHUN B OTJEbHBIE 3aKOHOIaTEIbHbIE aKThl Poccuiickoii
®enepanun'. (B pea. PeaepanbHbix 3ak0HOB 0T 29.06.2015 N 160-P3, ot 04.08.2023 N 428-D3)

2. I[eflCTBI/IC HaCTOAIICTO CDG,I[GpaIIBHOFO 3aKOHa pacrpoCTpPaHsACTCs Ha O6paH_I€HI/I€ HAapKOTHUYCCKUX
JICKAPCTBCHHBIX CPCEACTB M IICUXOTPONHBIX JICKAPCTBCHHBIX CPCACTB C YUYCTOM OCO6€HHOCT€I>1,
YCTAHOBJICHHBIX 3aKOHOAATCJIbCTBOM Poccuiickoit CDez[epauHI/I O HApKOTHUYCCKUX CPCACTBAX,
MNCUXOTPOITHBIX BCHICCTBAX U 00 ux IMpEeKypCcopax.

3. [MHeiictBue Hactosimero DenepaqbHOTO 3aKOHA  pacmpocTpaHseTcss Ha  oOpalieHue
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB C Y4YETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKOoHOJATeNbcTBOM  Poccuiickoit  ®enepanui B oOjmacTH  oOecrieueHUs  paJdalluOHHOM
0€3011acHOCTH.

4. Ecnu MexyHapoiHbIM J1oroBopoM Poccuiickoit depepaiii ycTaHOBIEHBI MHBIE MTPAaBUIIA, YEM
T€, KOTOpbIE NpeayCMOTpeHbl HacTosmuM @DenepanbHbIM 3aKOHOM, IPUMEHSIOTCS IpaBUIia
MEXJIyHapOIHOTO TOTOBOPA.

4.1. PemeHuss MEXrocyJapCTBEHHbIX OpPraHoB, MPUHATHIE Ha OCHOBAaHUU MOJIOXKEHHI
MEXIYHapOJHbIX J0ToBOpoB Poccuiickoil denepanuu B HMX HCTOJKOBAaHUM, MPOTHUBOpPEYAIIEM
Koucrutynmu Poccuiickoit denepanuu, He mHoJUIekaT UcnojHeHUto B Poccuiickoit denepauui.
Takoe mnpoTUBOpeYHEe MOXKET OBbITh YCTAaHOBICHO B TMOPSIKE, OMpeaesieHHOM (enepaabHbIM
KOHCTUTYLIMOHHBIM 3aKOHOM. (B pel. denepanbHoro 3akona ot 08.12.2020 N 429-D3)

5. B Poccuiickoit ®denepannyi B COOTBETCTBHHM € MEXIYHApOIHBIMU JOoroBopamu Poccuiickon
@®enepauuu ¥ (MIUM) Ha OCHOBE MPUHLMUIIA B3aMMHOCTU NPHU3HAIOTCA PE3YJIbTATHl KIMHUYECKUX
HCCIICIOBAaHUI JIEKAPCTBEHHBIX IPENaparoB ISl MEIWLIHUHCKOIO NPUMEHEHHs, IMPOBEICHHBIX 3a
npeaenamu tepputopun Poccuiickoi @enepannu.



Crarbsi 4. OCHOBHBIE IOHATHS, MCIIOJIb3yeMble B HACTOSIIIIEM
DenepajbHOM 3aKOHE

I[JI}I ueneﬁ HaCTOAIICTO (DeI[epaJ'II)HOI‘O 3aKOHA UCIOJIb3YIOTCA CICAYIONIUEC OCHOBHBIC ITIOHATHUSAL

1) nexkapCTBEHHbIE CpeJICTBAa - BEIIECTBA MJIM HMX KOMOMHAIMM, BCTYIAIOUIME B KOHTAaKT C
OpPraHU3MOM YEJIOBEKA WM KMBOTHOTO, IPOHUKAIOIINE B OPraHbl, TKAHW OpraHU3Ma 4eJIOBEKa WIH
KHUBOTHOTO, MIPUMEHsIEMbIE Il MPO(UIAKTUKY, JUATHOCTUKU (32 MCKIIIOUYEHHEM BELECTB WM MX
KOMOMHALMM, HE KOHTAKTUPYIOIIUX C OpPraHu3MOM 4YeJlOBeKa WM JKMBOTHOIO), JICUEHUs
3a0oJieBaHusl, peadWiInTaluy, Uil COXpaHEeHUs, PEAOTBPALLEHHUs WU MpepbIBaHUs O€peMEHHOCTH
Y NIOJIyYE€HHBIE U3 KPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHu3Ma 4YeJI0BeKa WIN KUBOTHOTO,
pacTeHui, MUHEpaJIoOB METOJaMU CHHTE3a WJIM C MPUMEHEHHEeM Ouosoruyeckux TexHojoruil. K
JIEKapCTBEHHBIM CPEACTBaM OTHOCATCS (apMaleBTUYECKHe CYOCTaHIMM U JIeKapCTBEHHbIE
Ipenaparsl;

2) ¢dapmaneBTUyeckas CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BMJE OJHOTO HMJIM HECKOJIBKHUX
obsafgaronux (apMaKoJIOrMYeCKOl aKTHBHOCTBIO JEHCTBYIOIIMX BELIECTB BHE 3aBHCUMOCTH OT
IPUPOABl IIPOUCXOXKIACHUSA, KOTOPOE IMPEAHA3HAYECHO JUI1 IPOU3BOACTBA, H3TOTOBJICHUS
JIEKapCTBEHHBIX TpenapaTtoB U onpezaessieT ux 3¢dekTuBHOCTH; (B pea. denepaibHOrO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BCIIOMOTI'aTCJIbHBIC BCHICCTBA - BEIICCTBA HCOPIraHNICCKOTI'O UJIXM OPraHUYCCKOTO IIPOUCXOKACHUA,
HCIIOJIB3YyEMbIC B IIPOLCCCC IMPOU3BOACTBA, MH3rOTOBJICHHA JICKADCTBCHHBIX IPCIApaToB I
npuaaHusg UM H€06X0,I[I/IMBIX (1)I/IBI/IKO-XI/IMI/I‘I€CKI/IX CBOﬁCTB;

4) nexkapCTBEHHBIC IIpemapaThl - JIEKAPCTBEHHBIE CpPEJICTBA B BHUJAC JIEKAPCTBEHHBIX (HOpM,
MpUMEHsIEMbIE JUIS TPOQUIAKTUKH, IUATHOCTUKH, JICUCHUS 3a00JieBaHUs, peaduauTanuu, s
COXpaHEHUsI, MPEJIOTBPAICHUS WK TPEPBIBAHUS OCPEMEHHOCTH;

5) nexapcTBeHHas (popMa - COCTOSIHHE JIEKapCTBEHHOTO MpenapaTa, COOTBETCTBYIOIEEe crocobam
€ro BBEJICHUA U MTPUMEHEHUS U 00eCTieUrBaloOIIee JOCTHKEHIE HEOOX0UMOro JiedeOHoro A dexTa;

5.1) 1o3upoOBKa - COIEPIKaHUE OJTHOTO HIIM HECKOJIBKHUX JCHCTBYIOIIMX BEUIECTB B KOJIMYECTBEHHOM
BBIPQXKCHUHM HA C€IWHUILYy JI03bl, WM €JUHHIY 00beMa, WIM €IUHHUILy MacChl B COOTBETCTBUH C
JeKapcTBeHHON (opmoit b0 UIsi HEKOTOPHIX BHIOB JIEKAPCTBEHHBIX (OPM KOJIMYECTBO
BBICBOOOXKAEMOT0 M3 JIEKAPCTBEHHOU (hOpMBI JEHCTBYIOIIETO BEIIECTBA 3a €AMHHIY BpEMEHH; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) nepevyeHb KU3HEHHO HeOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENApaTOB - YTBEPKIAEMBbIi
[IpaButensctBOM Poccuiickoit ®enepanuu mnepeyeHb JEKApCTBEHHBIX  MpenapaToB s
MEIMIMHCKOTO MPUMEHEHUs, 00eCIeUnBaOUX MPUOPUTETHBIE TOTPEOHOCTH 3/IPAaBOOXPAHEHHS B
Hensax NpopWIAKTUKH W JiedeHHus 3a00JieBaHUM, B TOM 4YHUCIIE NPeoOIaJaloluX B CTPYKType
3aboneBaemoctu B Poccuiickoit ®enepanuu; (B pen. denepanpHoro 3akona ot 13.07.2020 N
206-D3)

6.1) opdaHHbIC JIEKaPCTBEHHBIC Mpernaparbl - JIEKAPCTBEHHBIC IMperaparhbl, MpeIHa3HAYCHHBIC
UCKJIIOYMTEIBHO JIJISl TUATHOCTUKH WJIM TATOI€HETUYECKOro JICUeHUs (JICUSHHUsI, HAallPaBJICHHOIO Ha
MEXaHHU3M pPa3BUTHS 3a0oyieBaHus) peakux (opdaHHbIX) 3aboneBanuii; (B pea. deaepaibHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

62) OHMOIOTHYECKHE JICKAPCTBCHHLIC IPCIlapaThbl - JICKAPCTBCHHLIC IIPCIIapaThl, HeﬁCTBYIOMGC
BCHICCTBO KOTOPBIX IIPOHU3BCACHO WK BBIJACJICHO U3 OMOJIOTMYECKOTO HCTOYHHMKA H JIIA



OTIpeJICJICHUs] CBOMCTB M KadecTBAa KOTOPHIX HEOOXoauMa KOMOHWHAIMS OHOJIOTUYECKUX U
(GU3UKO-XUMUYECKUX MeTo/0B. K OHONOrMYecKuM JIeKapCTBEHHBIM IpernapaTaMm OTHOCSTCS
MMMYHOOHOJIOTHYECKHE JIEKapCTBEHHBIE Tpernaparhl, JIEKAPCTBEHHBIE Mperaparsl, MOJyYeHHbIC U3
KpOBH, IIIa3Mbl KpPOBH 4YeJOBEKa M JKMBOTHBIX (32 HCKJIIOUYEHHEM IIeTIbHOH KpOBH),
OMOTEXHOJIOTHUECKUE  JICKApCTBEHHBIE  MpenapaThl, TI'eHOTEPANeBTUYECKUE  JIEKAPCTBCHHBIC
npenapartsl; (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) UMMYHOOMOJIOTWUYECKHE JIEKaPCTBEHHBIE IpemapaThl -  JIEKAPCTBEHHBIE  IpEraparsl,
npeIHa3HA4YCHHbIE Uit (OPMHUPOBAHHMA AKTUBHOTO WJIM TIACCHBHOTO HMMYHHTETa JHOO
JMAarHOCTUKA HalW4Ydsl WMMMYHHTETAa WIH JUAarHOCTHKU CHEIU(PUUECKOTO MPHOOPETEHHOTO
W3MEHEHUS MMMYHOJIOTHYECKOT O OTBETa Ha aJIepru3upyrouue BEILECTBA. K
UMMYHOOHOJIOTUYECKUM JIEKApCTBEHHBIM IpernapaTaM OTHOCATCS BaKIMHBI, aHATOKCUHBI, TOKCUHBI,
CBIBOPOTKH, UMMYHOTJIOOYIMHBI U ajuieprensl; (B pen. PexepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

7.1) OGMOTEXHOIOTHYECKHUE JICKAPCTBEHHBIE MPENapaThl - JEKApCTBEHHBIE MTPEMapaThl, MPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISIETCS] C UCMOJIB30BAHMEM OMOTEXHOJIOTHMYECKUX IMPOIECCOB U METOAOB (B TOM
gyrcne JIHK-pexoMOWHAHTHON TEXHOJIOTHH, TEXHOJIOTHH KOHTPOJIUPYEMOW SKCIPECCUU TECHOB,
KOAMPYIOIIUX OWOJIOTUYECKH aKTUBHBIE OEJNKM B MPOKAPHUOTAX M JYKApUOTaX, BKIIOYAs
W3MEHEHHBIE KJIETKH MJICKOIUTAIONINX), THOPUIOMHOTO METOJa M METOJa MOHOKIIOHAJIBHBIX
anturedn; (B pen. GenepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

7.2) TreHOTepaneBTHUYECKHWE JIEKAPCTBEHHbIE Ipenaparsl - JIEKApCTBEHHbIE  IIperaparsl,
(dapmarieBTHYECKasE CyOCTaHIIMSI KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEHMHOBOW KUCIIOTON WMIIU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, IO3BOJISIIOIIYIO0 OCYIIECTBISTh
peryiupoBaHue, — pemnapanuio, 3aMeHy, Jo0aBleHHe MM  yAaJeHHEe  TI'€HETUYEeCKOU
nocnenoBatenbHocTd; (B pea. denmepampHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

8) HapKOTHUYECKHE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC Ipemnaparbl U (GapMaieBTUIECKHe
cyOCTaHIIMH, COoJeprKallie HapKOTUYECKUE CPEeJICTBA U BKIIIOUEHHBIE B IlepedeHbh HApKOTHUECKUX
CpEACTB, MCUXOTPOMHBIX BEUIECTB M HX MPEKYpPCOPOB, MOJJIEKAIIUX KOHTpod B Poccuiickoii
®denepanuu, B COOTBETCTBUU C 3aKOHOJaTeIhCcTBOM Poccuiickoit depepanuiu, MexyHApOIHBIMU
noroBopamu Poccuiickoin ®@enepaiui, B TOM 4YHUCI€ EAWHONW KOHBEHIMEW O HAPKOTHYECKUX
cpeactBax 1961 ropa;

9) NMCUXOTPOTHBIE JIGKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE IMpemnapaThl U (hapMaleBTUYECKUE
CyOCTaHIIMH, COJIEprKaIlie MCUXOTPOITHBIC BEIIECTBA M BKIIOUEHHBIC B [lepedeHh HApPKOTHUECKUX
CpPEACTB, MCUXOTPOMHBIX BEUIECTB M HUX MPEKYpPCOPOB, MOJJIEKAIIUX KOHTpod B Poccuiickoii
®denepanuu, B COOTBETCTBUU C 3aKOHOJaTeIbCcTBOM Poccuiickoit depepanuu, MexyHApOIHBIMU
norosopamu Poccuiickoit @enepainu, B Tom uncie KoHBeHIuel 0 NCUXOTPOIHbIX BelecTBax 1971
roja;

10) pagmodapmaneBTUYECKHE JIEKapCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
coaepaT B TOTOBOM Uil WCIOJB30BaHUS (OpME OJWMH PAJAUOHYKIUA WIA HECKOJIBKO
PaIMOHYKIUIOB (PaAMOaKTUBHBIX U30TOIOB);

10.1) opurMHagBHBIN JIEKAPCTBEHHBIM TMpemnapar - JIGKApCTBEHHBIM TMpemapar C HOBBIM
JIEWCTBYIOIIMM BEIIECTBOM, KOTOPBIM MEpPBbIM 3apeructpupoBad B Poccuiickoit denepanuu uim B
WHOCTPAHHBIX TIOCYAAapCTBaX HAa OCHOBAHMM PE3YJIbTATOB JOKIMHUYECKHUX HCCIIEJJOBAHUMN
JIEKapCTBEHHBIX CPEACTB W  KIMHUYECKUX HCCIEAOBAHMM  JIEKAPCTBEHHBIX  IPENapaTos,
MOJITBEPKIAIOIINX €Tr0 KauecTBO, 3((EeKTUBHOCTh U Oe3omacHoCTh; (B pen. DenepaibHOTO 3aKOHA



or 27.12.2019 N 475-®3)

11) pedepeHTHBII TEeKapCTBEHHBIN MpemnapaT - JEKapCTBEHHBIM MpemnapaT, KOTOPI HCIIOJIb3YEeTCs
JUIs  OIEHKH OWOSKBUBAJICHTHOCTH WJIM TEPANEeBTHUECKON OSKBHUBAJICHTHOCTH, KauecTBa,
3¢ ¢deKkTUBHOCTH ¥  0E€30MaCHOCTH  BOCIPOU3BEICHHOTO JICKAPCTBEHHOTO Tperapara Hiu
O6uoanamoroBoro (O6MOMOJOOHOrO) JIEKAPCTBEHHOrO Tpemnapara (Ouoananora). B kadectBe
pedepeHTHOrO JIGKAPCTBEHHOTO Tpemnapara Ui MEAMIMHCKOTO TPUMEHEHHUS HCIIONIb3yeTCs
OpPUTHHAJBHBIN JIEKAPCTBEHHBIN TIpernapar Judo0, €ClIM OPUTHHAIBHBIN JICKaPCTBEHHBIN MpernapaT He
3aperuCTPUPOBAH WM HE HaxomuTcs B obopore B Poccuiickoit denepannu u He HAXOAWUTCS B
000poTe B HMHOCTPAaHHBIX TOCYJapCTBaX, BOCIPOU3BEJICHHBIN JICKAPCTBEHHBIA Mpenapar WiIu
OunoaHanoroBelii  (OMOMOJOOHBIN) JIEKAPCTBEHHBIN mpenapaT (OMoaHanor), KOTOPBIA TMEepBBIM
3aperUCTPUPOBAH W3 4YHCIA Haxodmuxcs B obopore B  Poccwiickoii  Denepanuw,
OMODPKBUBAJICHTHOCTh WM TEPANEeBTUYECKAass HSKBUBAJICHTHOCTb, KayeCTBO, J(PPEKTUBHOCTH U
0€30I1acCHOCTh KOTOPOTO OLEHUBAIUCH TIO0 OTHOWIEHUIO K OPUTHHAIBHOMY JIEKApCTBEHHOMY
mpernapary, a TakXke KadecTBO, 3(P(EKTUBHOCTh M 0€30MacHOCTh KOTOPOrO IOATBEPKIAIOTCS
pe3ynapTaTaMu (apMakoHaA30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB, HAXOMALIUXCS
B TPaXJIaHCKOM 000pOTE, YCTAaHOBJICHHBIM TPEOOBAHMM K MX KauecTBYy. B kauecTBe pedepeHTHOTO
JIEKapCTBEHHOT'0 Tpenapara /Ui BETEPUHAPHOTO TNPUMEHEHHS MCIIOJIb3YeTCsl JIeKapCTBEHHBIN
npenapar Juisi BETEpUHApHOTO MPUMEHEHUs!, 3aperucTpupoBaHHbiii B Poccuiickoit ®@enepanun Ha
OCHOBAHHMM PE3yJIbTATOB JOKIMHUYECKUX HCCIEAOBAaHUN JIEKApCTBEHHBIX CPEJCTB U KIMHUYECKUX
HCCIIEJIOBAHNI JIEKAPCTBEHHBIX IPENapaToB, MOJITBEPXKIAIOIIUX €ro KauecTBO, 3PPEKTUBHOCTb U
6e3omacHOCTh; (B pen. @enepanbHoro 3akoHa or 27.12.2019 N 475-03)

12) Bocmipou3BeIEHHBIN JIEKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar Ui MeTUITMHCKOTO
NPUMEHEHUsS, KOTOPHI HMEEeT SKBUBAJICHTHBIM pepepeHTHOMY JIEKapCTBEHHOMY IIpernapary
KAUeCTBEHHBI COCTaB M KOJIMYECTBEHHBIN COCTAB JCHCTBYIOIIMX BELIECTB B 3KBHUBAJIEHTHOM
JIEKapCTBEHHOU (opMe, 1100 JIeKapCTBEHHBIN Mperapart JJisi BETEpUHAPHOTO MPUMEHEHHSI, KOTOPBIi
MMEeT TaKue J>K€, 4YTO M pPEePEepEeHTHhIN JIEKAPCTBEHHBIN TMpernapar, KauyeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBIH COCTaB JICHCTBYIONIMX BEIIECTB B TaKOW K€ JIEKAPCTBEHHOH ¢opme,
OMOAPKBUBAJIEHTHOCTh MJIM TEpareBTUYECKas HKBHUBAJEHTHOCTb KOTOPHIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKApCTBEHHOMY Ipenapary NOATBEPKIAEHAa COOTBETCTBYIOIIMMH HCCIIEJOBAHUSIMU;
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTHYECKAasi SKBUBAJICHTHOCTh JIKAPCTBEHHBIX IMPEMApaTOB - JOCTIKEHUE KIMHUYECKU
COIOCTaBUMBIX TepamneBTHYecKoro 3dexra u mokasareneid 3G(HeKTUBHOCTH U 0€30MacHOCTH MPHU
MPUMEHEHUHN JIEKAPCTBEHHBIX MPEenaparoB i MEIUIMHCKOTO NPUMEHEHMs, HUMEIOIIUX OJHO
MEXJIYHApOJTHOEC HETATeHTOBAHHOE (WM XMMHUYECKOe, WJIM TPYNIUPOBOYHOE) HAWNMEHOBAHHE, B
SKBHUBAJICHTHBIX JI03UPOBKAX MO OJHUM U TEM K€ MOKA3aHUSAM K MPUMEHEHUIO U IIPH OJMHAKOBOM
crioco0e BBEJCHUS Y OJHOM W TOH ke Tpymmbl O00NbHBIX; (B pen. demepanbHOTO 3aKOHA OT
27.12.2019 N 475-®3)

12.2) 6uoananoroBsii (6MOTIOOOHBIN) JIEKAPCTBEHHBIN mpenapat (OMoaHasnor) - OMOJIOTHYECKUi
JIEKapCTBEHHBIN MpemnapaT, CXOKUN M0 mapaMeTpaM KadecTBa, dPPEKTUBHOCTH U OE30MMaCHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JIEKAPCTBEHHBIM IMPETapaToM B TaKOH K€ JIEKAPCTBEHHON Gopme U
MUMEIOIINIA UICHTHUYHBINA crioco0 BBeneHus; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

12.3) B3anMoO3aMeHSEMBbIN JIEKapCTBEHHBIM Tpemapar - JICKApCTBEHHBIN Mpernapar ¢ JT0Ka3aHHOU
TeparneBTUYECKOW HKBHUBAJIECHTHOCTHIO HJIM OMOPKBUBAJIEHTHOCTHIO B OTHOLIEHUH pPEePEPEeHTHOIo
JIEKapCTBEHHOTO0  TIperapara, HUMEIOIIMKM OSKBUBAJIEHTHbIE €My KayeCTBEHHBIM cocTaB U
KOJIMYECTBEHHBI  COCTaB  JIEHCTBYIOIIMX  BEILIECTB, COCTaB BCIIOMOTraTEJIbHBIX  BEILECTB,



neKkapcTBeHHYI0 (opmy u crmocoO BBenmeHus; (B pen. dexepanmpHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

12.4) OMOPKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX NpPENapaTroB - JIOCTIXKEHHE COMOCTaBUMBIX
MoKa3areyeidl CKOPOCTHM BCAChIBAHUS, CTENEHH IOCTYIUIEHUS K MECTy JEUCTBUS M CKOPOCTH
BBIBEJICHUSI OJIHOTO WM HECKOJNBKHX  0oOJajarommx  (apMaKoJIOTHUYECKON  aKTHUBHOCTBIO
JNEUCTBYIOIIMX BELIECTB NpPH MPUMEHEHUU JIEKAPCTBEHHBIX MpENnapaToB JUIsl MEAULMHCKOTO
NPUMEHEHUS, HMMEIOIIMX OJHO MEXKIYHapOJHOE HENMaTEeHTOBaHHOE (WM XUMHUYECKOE, WU
TPYNIIUPOBOYHOE) HAMMEHOBAHHE, B SKBHBAJICHTHBIX JIO3UPOBKAX W NPHU OJMHAKOBOM CIIOCOOE
BBeieHNs; (B pen. denepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

13) JICKAPpCTBCHHOC PACTUTCIIBHOC CBIPBC - CBCIKUC HJIM BBICYIICHHBIC PACTCHUA b0 Hx qacTHu,
HCIIOJIB3yEMbIC U MPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB OpraHu3alusaIMH - HNPOU3BOJUTCIIIMU
JICKAPCTBCHHBIX CpeaAcCTB niIn HU3TrOTOBJICHUA JICKAPCTBCHHBIX npernapaToB allITCYHbIMH
OpraHu3alusAMH, BCTCPUHAPHBIMHA allITCYHBIMH OpraHu3anusaMu, WHANBUAYAJIbHBIMU
OpCaAnpruHUMATCIIIMA, UMCIOIIIUMU JIMLCH3WIO HAa (bapMaI_IeBTI/I‘-IGCKYIO ACATCIIbHOCTD,

14) nexapCTBEHHBIN PACTUTENBHBIM TpemapaT - JEKapCTBEHHBIM Npemapar, MpPOU3BEICHHBIA WIH
W3TOTOBJIEHHBIM W3 OJIHOTO BHJA JIEKAPCTBEHHOT'O PACTUTENBHOTO CHIPbSI WM HECKOJIBKMX BHUJIOB
Takoro ChIpbS W peaju3yemMblii B pacdacoBaHHOM BHJE BO BTOPUYHON (TIOTPEOUTENHCKOM)
YIaKOBKE;

15) romeonaTudeckuii TIEKapCTBEHHBIN MIpenapar - JIEKapCTBEHHBIN Mpenapar, MpOu3BeIeHHBIN WK
W3TOTOBJICHHBIN U3 (apMaleBTHUYECKOW CyOCTaHIIMU WM ¢dapMaleBTUYECKUX CyOCTaHIIUH B
COOTBETCTBUM C TpeboBaHUSAMHU OOHMX (apMaKONMEHHBIX CTaTel K TOMEONaTUYECKUM
JIEKapCTBEHHBIM IIperapaTaM MJId B COOTBETCTBHUM C TpeOOBaHUAMH (apMakolen CTpaHbl
MIPOU3BOAMUTENS TAKOTO JIEKAPCTBEHHOTO Mpernapata; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

16) MexxyHapOAHOE HENATEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJCTBA - HAMMEHOBAaHUE
JCHCTBYIOIIETO BemlecTBa (hapMaleBTUYECKOW CYOCTAaHIIMM, PEKOMEHJOBaHHOEe BcemupHoOU
opranuzanuent 3apaBooxpaHenus; (B pen. @eaepanpHoro 3akona ot 22.12.2014 N 429-03 (pea. ot

13.07.2015))

17) ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOIO CPEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, MPHUCBOEHHOE €ro pa3paboTUMKOM, JEpKaTelieM MM BIAJIENbIEM PETUCTPAIIMOHHOTO
YAOCTOBEPEHMs JIEKApCTBEHHOro mnpemnapara; (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

17.1) rpynmupoBOYHOE HAaWMMEHOBAHHWE JIEKAPCTBEHHOTO  TIpermapaTta -  HaWMEHOBAaHUE
JIEKapCTBEHHOTO Iperapara, He UMEIOIIEro MEX/IyHapOJIHOTO HEMaTeHTOBAHHOTO HAaUMEHOBAHMS,
WM KOMOMHAIIUM JIEKAPCTBEHHBIX MPENapaToB, UCIOIb3YEMOE B LEIIX O0bEIUHEHHS UX B TPYIILY
[0J1 €IMHBIM HAaUMEHOBAaHUEM HCXOJ U3 OJMHAKOBOIO COCTaBa JEHCTBYIOUIMX BEIIECTB; (B pea.
®denepanpHOro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

18) obmras apmakorneiiHasi cTaThsl - JOKYMEHT, YTBEP)K/ICHHBIN yIIOJTHOMOYEHHBIM (penepaibHbIM
OpraHOM HCIIOJHUTENIbHOW BIACTH W COJEp)KAIMK IepedyeHb ToKa3zaTeneil kadecTBa U (WIIH)
METOJIOB KOHTPOJISl KaueCcTBa KOHKPETHOM JIeKapCTBEHHON (DOPMBI, JIEKAPCTBEHHOI'O PaCTUTEIHHOIO
CBIPBSI, OMUCAHUSI OMOJIOTHYECKUX, OMOXMMHYECKUX, MUKPOOHUOIOTHUECKUX, (PU3UKO-XUMHYECKUX,
¢u3NYeCcKNX, XUMHUYECKMX M JPYTrUX METOJO0B aHaju3a JIEKAPCTBEHHOI'O CPEACTBA, a TaKkKe
TpeOOBaHMsI K MCIIOJIb3YEMbIM B IEJIAX MPOBEACHUS JaHHOTO aHaiu3a peakTUBaM, TUTPOBAHHBIM
pacTBOopaM, uHAMKaTopaMm; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot




13.07.2015))

19) papmakomneiiHas cTaThs - JOKYMEHT, yTBEPKICHHBIN YITOJHOMOYEHHBIM (pe/iepaabHbIM OPTraHOM
WCIIOJIHUTEJILHOM BJACTH U COAEp KalUil MepeyeHb MoKa3aTejiell KauecTBa U METOJOB KOHTPOJIS
KayecTBa JICKApCTBEHHOTO cpeAcTBa; (B pen. PexepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

19.1) cranmapTHBIe 00pa3Ibl - BEIIECTBA, MMOCPEACTBOM CPABHEHUSI C KOTOPBIMU OCYIIECTBIISIETCS
KOHTPOJIb Ka4yeCTBa HCCIEIYyEeMbIX JIEKAPCTBEHHBIX CPEJICTB C TMOMOIIBI0 (PU3UKO-XUMHUYECKUX U
OMOJIOTUYECKUX METOJIOB B WEISIX MOJITBEPKICHUS COOTBETCTBUSI JICKAPCTBEHHBIX CPEICTB
TpeOOBaHMSIM  HOPMATHUBHOW  JIOKyMEHTAIlMM,  YCTAHOBJCHHBIM  TPU  OCYILIECTBICHUU
rOCyJITapCTBEHHOM PETUCTPALIMHU, H KOTOPBIC MPUMEHSIOTCS JJIs1 KaTMOPOBKH CTaHIAPTHBIX 00paslioB
MIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, MCIONb3YEMBIX JJII KOHTPOJS KauecTBa M MHBIX LENeH
npu OOpaleHUH JIEKApCTBEHHBIX CPeNCTB; (B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-03
(pen. ot 13.07.2015))

19.2) dapmakoneiinplii CTaHAAPTHBIM 00pasen - CTaHJApTHBIA oO0paser, MPOU3BEICHHBI B
COOTBETCTBUHU C (papMaKkoreiHou cratbeii; (B pen. denepansHoro 3akoHa oT 22.12.2014 N 429-03
(pen. ot 13.07.2015))

20) HopMaTMBHas JOKYMEHTAIMsl - JOKYMEHT, COJEpXKAlllMid TepedeHb ONpeaesieMbIX 10
pe3yapTaTaM COOTBETCTBYIOIIMX SKCIEPTHU3 MOKa3aTeeil KauecTBa JIEKAPCTBEHHOTO CPEJICTBA IS
MEIMIIMHCKOTO TPHUMEHEHUs, METOJ0B KOHTPOJII €ro KauecTBa U YCTAHOBJICHHBIH €ro
MIPOU3BOUTETIEM;

21) HOpMaTHBHBIfI HOKYMCHT - NOKYMCHT, coz[epncamnﬁ MEPCUCHb OIPCACIIACMBIX 10 pE3yJibTaTaM
COOTBCTCTBYIOLIUX JKCIECPTU3 ImokasaTejey KauecTBa U (I/IJ'II/I) MCTOJOB KOHTPOJIA KadcCTBa
HeKapCTBeHHOﬁ (bOpMBI, OIIMCaHUA 6I/IOJ'IOFI/I‘-I€CKI/IX, 6I/IOXI/IMI/I‘-I€CKI/IX, MI/IKpO6I/IOJ'IOFI/I‘-I€CKI/IX,
q)HSI/IKO-XI/IMI/I‘-IGCKI/IX, (1)I/IBI/I‘I€CKI/IX, XUMHYCCKUX WU JApYIruX MCETOHNOB aHajlln3a JICKAPCTBCHHBIX
CpCaACTB AJii BECTCPHUHAPHOI'O IIPUMCHCHUA, Tp€6OBaHI/I5[ K HCIIOJIb3YEMBIM B ICJISX HNPOBCACHUSA
JaHHOI'O aHalJin3da pCeaKTHBaM, THUTPOBAHHBIM paCcTBOpaM, HHIAUKATOpaAM H YCTaHOBJ'IeHHHﬁ €ro
MIPOU3BOJUTCIICM,

21.1) oOmmii TEXHUYECKUH MOKYMEHT - KOMIUIEKT IOKYMEHTOB W MAaTEpUAJOB, COCTOSIIUN W3
HECKOJIbKMX  Pa3/ieJioB - JOKYMEHTAlMd aJMHHHCTPATUBHOTO  XapakTepa, XHMHUYECKOM,
(hapMaleBTHYECKONH M OMOJIOTHYECKON MOKYMEHTAIMH, (hapMaKoIOrHUECKOW, TOKCUKOJIOTHYECKOM
JOKYMEHTAIINY, KIIMHUYECKON JOKYMEHTAllMU U TPEJCTABIIIEMbI OJJHOBPEMEHHO C 3asBICHHEM O
rOCYJapCTBEHHOM PETUCTPALMU JICKAPCTBEHHOTO IMperapara Jyii MEJUIIMHCKOTO NPUMEHEHUs B
(dbopMaTe, yCTaHOBIIEHHOM YIOJIHOMOYEHHBIM (peliepabHbIM OPTaHOM HCIOJHUTEIBHOU BIAcTH; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

22) KauecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPEOOBAHUAM
(dapmakoneitHOW cTaThu JMOO B Ciydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAllMd WU
HOPMAaTHBHOI'O JOKYMEHTA;

23) 0e30macHOCTb JIEKApCTBEHHOI'O CpPEJICTBA - XapaKTepUCTHKA JIEKAPCTBEHHOTO CpEJNCTBa,
OCHOBaHHas Ha CpPAaBHUTEJIbHOM aHaiu3e ero 3(pQEeKTUBHOCTH U PUCKA MPUUMHEHHS Bpeaa
3/I0POBBIO;

24) 3} (eKTUBHOCTh JIEKAPCTBEHHOTO IMperapaTa - XapaKTEPUCTHKA CTEINCHH IOJIOKUTEIBHOTO
BIUSHHS JICKQPCTBEHHOTO Mperapara Ha TEUEHHE, MPOJOLKUTEIBHOCTh 3a00JI€BaHUS WM €ro
IpeIoTBpalleHue, peaOWIMTAllMI0, Ha COXpaHCHHWE, IMPEJAOTBpAIllCHUe WM IpepbIBaHUE
OCpEMEHHOCTH;



25) cepust ITEKapCTBEHHOTO CPENCTBA - KOJIWYECTBO JIGKAPCTBEHHOT'O CPEJNCTBA, MPOU3BEJCHHOE B
pe3ysbTaTe OJHOTO TEXHOJIOTUYECKOTO UKJIIA €r0 MPOU3BOAUTEIIEM;

26) perucTpalMOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOI'O Ipenaparta - JOKYMEHT, MOATBEPK AT
(akT rocyIapCTBEHHOW PETUCTPAINH JICKAPCTBEHHOTO MpenapaTa;

26.1) nepkaTenb WM BJaJelel] PerucTPallMOHHOTO YAOCTOBEPEHHSI JIEKApCTBEHHOIO Tpernapara -
pa3paboTYUK JIEKAPCTBEHHOTO CPEJICTBA, IPOU3BOIUTENH JIGKAPCTBEHHBIX CPEACTB WIA HWHOE
IOPUIMYECKOE JIUII0, 00JIaAaro1Iee PaBOM BIIAJICHHUS PETUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPBIE
HECYT OTBETCTBEHHOCTH 32 Ka4eCTBO, A(P(HEKTUBHOCTh U 0€30MaCHOCTh JEKAPCTBEHHOTO Mpenapara;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

27) perucTpanvoOHHBIA HOMEp - KOJOBOE 0003HAUEHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY IIpernapary
IIPU €T0 TOCYAapCTBEHHOW PEruCTPaIIH;

28) oOpamieHne JEKapCTBEHHBIX CpPEACTB - pPa3paboOTKa, JAOKIMHHYECKHE HCCIICIOBaHUS,
KIIMHUYECKUE HCCJEI0BAaHUA, HKCIEPTU3a, TOCYAAPCTBEHHAs PErucTpalus, CTaHAapTU3alMs |
KOHTPOJIb KauecTBa, MPOU3BOACTBO, M3rOTOBJICHHE, XpaHEHHE, MEepeBO3Ka, BBO3 B Poccuiickyro
®enepanuto, BbIBO3 U3 Poccuiickoit ®enepanuu, pekiama, OTIYCK, pealu3aius, [epeaaya,
MpUMEHEHUE, YHUUTOKEHHE JICKAPCTBEHHBIX CpencTB; (B pea. denepanbHoro 3akoHa oT 06.12.2011
N 409-®3)

29) cyOBekThl oOOpaieHusi JEKapCTBEHHBIX CPEACTB - (HU3WYecKue JHIila, B TOM YHUCIE
WHMBHIyaJIbHBIC TIPEANPUHUMATEIHN, U FOPUAUMYECKUE JIUIA, OCYIIECTBISIOIINE I TEIILHOCTD PU
oOpalleHIH JICKAPCTBEHHBIX CPE/CTB;

30) pa3pabOTYHK JEKapCTBEHHOTO CPEJICTBA - OpTaHU3alMs, 00Jaatomas IpaBaMy Ha Pe3yJIbTaThl
JNOKJIMHUYECKUX  HCCIIECAOBAaHHWN  JIGKAPCTBEHHOTO  CpPEACTBA, KIMHUYECKUX  HUCCIIEeIOBaHUMN
JIEKapCTBEHHOTO Tpernaparta U (WiIM) Ha TEXHOJIOTHIO MPOHM3BOJCTBA JIEKAPCTBEHHOTO CPEICTBA; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

31) IMPOU3BOACTBO JICKAPCTBCHHBIX CPCEACTB - ACATCIIBHOCTHL II0 HMPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHvu3anusaIMu - IPOU3SBOAUTCIIIMU JICKAPCTBCHHBIX CpPCACTB Ha O,I[HOI71 cTaguu,
HCCKOJIbBKUX HJIM BCCX CTAAUAX TCXHOJIOIMYCCKOTO IMPOHCCCA, a TAKIKC IO XPAaHCHHUIO N pCaIN3allun
MMPOU3BCACHHBIX JICKAPCTBCHHBIX CPCACTB,

31.1) mpou3BOACTBEHHAs IUIOUIA/IKA - TEPPUTOPUATHHO 000COOICHHBIN KOMITJIEKC MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB, NpPEIHA3HAUYEHHBIN /Ji1 BBIIOJHEHHS BCEro Ipolecca MPOU3BOJICTBA
JICKApCTBEHHBIX CPEJCTB HIIM €ro OompeaeieHHol cramuu; (B pen. dDenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

32) npou3BOAUTENb JIEKAPCTBEHHBIX CPEACTB - OpPraHU3allusi, OCYIIECTBISIOIIAs MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHM € TPeOOBaHUSAMHU HacTosiero deaepaibHOro 3aK0Ha;

33) dapmarneBTHUecKas NEATEIBLHOCTh - JIEATEILHOCTh, BKIIIOYANOINIAsA B CE0S ONTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMU CPEICTBAMH, WX XpaHEHHe, NepeBO3Ky U (WIM) PO3HHYHYIO TOPTOBIIO
JICKapCTBEHHBIMU TpenapaTaMy, B TOM YHWCIIE TUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHECHHE,
MEPEeBO3KYy, W3TOTOBIICHHE JIEKAPCTBEHHBIX INpenapatoB; (B pen. dDenepanbHOro 3aKOHa OT
03.04.2020 N 105-®3)

34) OpraHu3anus ONTOBOM TOPTOBJIA JICKAPCTBCHHBIMU cpeacTBaMu - OopraHusanus:,
OCYIICCTBJIAIOIIAsT OIITOBYIO TOPI'OBJIIO JICKAPCTBCHHBIMU CPEACTBAMU, UX XPAHCHUC, IICPCBO3KY B
COOTBCTCTBHUH C Tp€6OBaHI/15[MI/I HaCTOAIICTO CDG,I[epaJ'IBHOFO 3aKOHa,



35) anTedHas opraHu3amMs - OpraHu3alusi, CTPYKTYpHOE TIOJpa3JeieHHue MEIUIIMHCKON
OpraHu3alliy, OCYLIECTBIISIONIME PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IpenaparamMu, B TOM
quciie JUCTAHLMOHHBIM CIIOCOOOM, XpaHEeHHEe, IePEeBO3KY, U3TOTOBJIEHNE U OTITYCK JIEKAPCTBEHHBIX
IpernapaToB JUisi MEAMIIMHCKOTO IPUMEHEHUS B COOTBETCTBHUM C TPEOOBAHUSMU HACTOSILErO
®denepanpHOro 3aKoHa; (B ped. PeaepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, ot 03.04.2020 N
105-93)

36) BeTepuHapHas anTeyHas OpraHU3alus - OpraHu3alus, CTPYKTYpHOE TMOJpa3feiicHue
BETEPUHAPHON OpraHM3alli{, OCYIICCTBISIONINE PO3HUYHYK) TOPTOBJIIO JIEKAPCTBEHHBIMU
mpernaparaMyd, B TOM YHUCIIE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, W3TOTOBJICHHE U OTITYCK
JIEKapCTBEHHBIX TPENapaToB Il BETEPHUHAPHOIO NMPHUMEHEHHUSI B COOTBETCTBUU C TPEeOOBAHUSIMU
HacTtosiniero deaepanbHOro 3aKoHa; (B pen. eaepanpaoro 3akoHa oT 03.04.2020 N 105-D3)

37) panbcuduimpoBaHHOE JIEKAPCTBEHHOE CPEJICTBO - JICKAPCTBEHHOE CPEJICTBO, COMPOBOXKIACMOE
JIO)KHOM MH(pOpMAIIHEH O €r0 cocTaBe U (MIJIH) IPOU3BOIUTEIIC;,

38) HemoOpokadecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE  CPENCTBO, HE
COOTBETCTBYIOIIIeE TpeOoBaHUSIM (apMaKomeWHOW cTaTh JWMOO B Cclaydae €€ OTCYTCTBUS
TpeOOBaHUSIM HOPMATUBHOMN JTOKYMEHTAIIUH WM HOPMAaTHBHOTO IOKYMEHTA;

39) xoHTpadaKkTHOE JEKAPCTBEHHOE CPEJNICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOIsIIeecs: B 000poTe
C HapyIIEHHEM IPayKIaHCKOTO 3aKOHOIaTeNILCTBA;

40) JOKINHHUYCCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'O cpeacTBa - 6I/IOJ'IOFI/I‘1€CKI/I€,
MI/IKpO6I/IOJ'IOl"I/I‘-I€CKI/I€, HUMMYHOJIOTHUYCCKHUEC, TOKCHUKOJOI'M4YCCKHUC, (bapMaKOJ'IOFI/IquKI/Ie,
q)HSquCKI/Ie, XUMHYCCKUC U APYIUC UCCICAOBAHUA JICKAPCTBCHHOI'O CPCACTBA IIYTCM IPUMCHCHUA
HAay4YHbIX MCTOAOB OHICHOK B MHCJMX IIOJNYYCHUSA [JOKA3aTCIILCTB 6630HaCHOCTI/I, KadyeCTBa H
3(1)(1)€KTI/IBHOCTI/I JICKAPCTBCHHOT'O CPCACTBA,

41) KIMHMYECKOE MCCIEeI0BAaHUE JIEKAPCTBEHHOI'O IIpernapara - H3Y4eHHE JUarHOCTUYECKUX,
ne4eOHbIX, MPOPUIAKTUYECKHX, (HDAPMAKOJIOTHYECKHX CBONCTB JIEKApPCTBEHHOrO Ipemnapara B
MpoLIecCEe €ro MPUMEHEHUs Yy YeJOBEKa, JKMBOTHOTO, B TOM YHCJIE NPOLECCOB BCACBHIBAHMS,
pacrpeaeneHusi, U3MEHEHHsI U BBIBEJICHHSI, TyTEM NMPUMEHEHUSI HAYYHBIX METOJIOB OIICHOK B LIEJISIX
MOJTyYEHUSI JI0Ka3aTeIbCTB 0€30MacHOCTH, KauecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOTO Tpenapara,
JAHHBIX O HEXKENATEeIbHBIX pEeakUusX OpraHu3Ma 4YeJlIOBeKa, J>KUBOTHOTO Ha TNPUMEHEHHE
JIeKapCTBEHHOTO Tpemnapara U 00 3ddexre ero B3auMOIEHCTBHUS C APYTUMHU JIEKApCTBEHHBIMU
npernaparaMy U (WIH) TUIIEBBIMH MIPOyKTaMH, KOPMaMHu;

42) MHOTOIICHTPOBOE KJIMHUYECKOE HCCIIEOBaHNE JIEKAPCTBEHHOTO IperapaTa Uil MEeIUIHCKOTO
NPUMEHEHUS] - KIMHHUYECKOE HCCIIeIOBaHME JIEKapCTBEHHOTO TIperapara Uil MEIUIMHCKOTO
NPUMEHEHUsS, MPOBOJMMOE pPa3pabOTUYMKOM JIEKapCTBEHHOTO TIpermapara B JBYyX M Ooiee
MEIMIMHCKUX  OpraHu3alliiaX [0 E€AWHOMY MPOTOKONY  KJIMHUYECKOTO  HCCIEIOBAaHUS
JIEKapCTBEHHOTO MpenapaTta;

43) MeXIyHapOJHOE MHOTOIICHTPOBOE KIMHHUYECKOE HCCIIEJAOBaHHE JIEKaPCTBEHHOTO Iperapara
IUIST METUIIMHCKOTO TPUMEHEHHS - KIMHUYECKOE HCCIIeNOBaHUE JISKApCTBEHHOTO Iperapara s
MEJUIMHCKOTO TPHMEHEHHs, IPOBOANMOE pPa3pabOTYMKOM JIEKapCTBEHHOTO Iperapara B
Pa3NMYHBIX CTpaHaX MO €AWHOMY IPOTOKONY KIMHUYECKOTO HCCIIEIOBAaHHS JIEKapCTBEHHOTO
npenapara;

44) NOCTPECruCTpaivuOHHOC  KIIMHUYCCKOC HCCICAOBAHHC JICKAPCTBCHHOI'O IIpCIiapara I
MCANIHUHCKOTO IPUMCHCHUA - KIHMHHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IIpcriapara IJisd
MCAWLNHUHCKOTO IMPUMCHCHHA, IMPOBOJUMOC IMPOU3ZBOJUTCIICM JICKAPCTBCHHOI'O  IIpCIiaparTta,



IpaX1aHCKUH 00OPOT KOTOPOTO OCYILECTBISIETCS IOCJIE TOCYJapCTBEHHOM perucTpanuu, B LElsx
JIOTIOJTHUTENILHOTO cOOpa JaHHBIX O €ro 0e30MmacHOCTH U d(PPEKTUBHOCTH, PACIIMPEHUS TTOKA3aAHUMA
K IPUMEHEHUIO JAHHOTO JIEKAPCTBEHHOTO MpenapaTa, a TaKkKe BbIIBICHUS HEXXEIaTeIbHbIX peakuit
MaIlMEHTOB Ha €ro JCUCTBHE;

45) wuccrenoBaHue OMOAKBUBAJICHTHOCTH JIGKAPCTBEHHOTO IIperapara - BHJA KIMHUYECKOTO
WCCJEI0OBaHUs JIEKAPCTBEHHOI'O IIpemnapara, IMPOBEJCHHUE KOTOPOro  OCYIIECTBISIETCS IS
OTIpe/IeJICHUsT CKOPOCTH BCAChIBAaHUS M BBIBEJACHUS OJIHOTO WM HECKOJBKHX OOJIAJaroIInuX
(hapMaKoJIOrMYECKO aKTHBHOCTBHIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO
npenapara, JOCTUTAIOIIEr0o CUCTEMHOIO KPOBOTOKA, U PE3yJIbTaThl KOTOPOTO MO3BOJIAIOT CIENATh
BBIBOJI O OMOPKBHBAJIEHTHOCTH BOCIIPOM3BEACHHOTO JICKAPCTBEHHOTO TMpenapaTa B OMPEICICHHBIX
JIEKapCTBEHHOW (opMe H [I03UPOBKE, COOTBETCTBYIOIIMX (opMe U JO3MPOBKE pedepeHTHOro
JIEKapCTBEHHOTO mpemnapata; (B pea. PeaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

46) HCCJIICAOBAHUC TepaHeBTI/I‘ICCKOﬁ O9KBUBAJICHTHOCTU JICKAPCTBCHHBIX IIPCIapaToB - BHUJ
KIIMHUYCCKOT'0 UCCICAOBAHUSA JICKAPCTBCHHBIX NIPCIIapaTOB, MPOBCACHUC KOTOPOTO OCYHICCTBIISACTCA
JJI1 BBISIBJICHHA OJHMHAKOBBIX CBOMCTB JICKAPCTBCHHLIX IIPCIIapaToB OHpG,I[GJ'IGHHOﬁ HeKapCTBeHHOfI
q)OpMBI, a TakKkKC Haln4dyuid OJMHAKOBBIX MoKazaTejael O€30MacHOCTH H 3(1)(1)€KTI/IBHOCTI/I
JICKAPCTBCHHLIX IIPCIIapaTOB, OJMHAKOBBIX KIIMHHYCCKUX 3(1)(1)€KTOB Ipu UuX IPUMCHCHUH

47) mpOTOKON KIMHHYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOTO Iperapara - JOKYMEHT, B KOTOPOM
ONPENENsIOTCS Lend, (GOPMBI OpraHW3alMl M METOMOJIOTHS TIPOBEACHUS KIMHUYECKOTO
WCCIIeIOBAHUS, CTATUCTUYECKHUE METOAbI 00paObOTKH pe3yabTaTOB TAKOTO MUCCIIEIOBAHUS U MEPHI 110
obecriedeHNI0 0€30MacHOCTH (PU3WYECKUX JIMIl, YYACTBYIOIIUX B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO MpenapaTta;

48) OporIopa UCCIeIoBaTeNs - CBOAHOE U3JIOKECHUE PE3YJIbTATOB TOKIMHHYECKOTO MCCIIECIOBAHUS
JICKAPCTBEHHOTO CPEJICTBAa M KIMHUYECKOTO WCCIEeIOBAHUS JICKAPCTBEHHOIO TIperapara Juist
MEIUIIHCKOTO TPUMEHEHUS;

49) nabOpPMAIIMOHHBII JIMCTOK MAIlMEHTa - IOKYMEHT, B KOTOPOM COJEPKaTCsl B JOCTYITHOU (opme
CBEJICHUS, KaCAIOIIMECs] TPOBOIUMOr0 KIMHUYECKOTI0 MCCIIEAOBaHMs JIEKapCTBEHHOTO Mpenapara, u
B TUCBbMEHHOH ¢opMe JOOpOBOJBHOE COIIacMe TNAalMeHTa Ha Yyd4acThe B KIMHHUYECKOM
WCCIICJIOBAHUY JIEKAPCTBEHHOTO Tpernapara Mocjiae 03HAKOMIICHUSI ¢ OCOOCHHOCTSIMH KIIMHUYECKOTO
MCCJEeI0BaHNs, UMEIOIIUMH 3HAYE€HUE JUIS BBIPAXKEHHSI TAKOTO COTJIACHS;

50) MOOOYHOE ﬂeﬁCTBHG - peaKnus oOpraHumimMa, BO3HHKIIAA B CBA3UW C IIPHUMCHCHUCM
JICKApCTBCHHOI'O IIpfrapara B A03aX, PCKOMCHAYCMbBIX B HMHCTPYKIHUH 11O €ro NMpUMCHCHUIO, IJIA
HpO(l)I/IJ'IaKTI/IKI/I, JNAardioCTHKH, JICUCHUA 3a00/1€BaAHUS WIIH JJIA p€a6I/IJ'II/ITaI_II/II/I;

50.1) HexenarenpHas peakluus - HENpeIHAMEpPEeHHas HeOJaronpusTHas peakius OopraHu3Ma,
KOTOpast MOKET OBbITh CBsI3aHa C MPUMEHEHHUEM JIEKapCTBEHHOTO Ipenapata; (B pea. deaepanbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

51) cepbe3Has HeXenaTelbHAas peaknus - HEKeNaTelbHas peakmus OpraHu3Ma, CBA3aHHAs C
NPUMEHEHUEM JIEKapCTBEHHOTO IperapaTa, MPUBEAIIas K CMEPTH, BPOKICHHBIM aHOMAJHSIM MU
MOpPOKaM Pa3BUTHS MO0 MPeICTaBIsIOmas COO0 Yyrpo3y )KHU3HH, TpeOyromasi TOCIUTAIH3AINN I
MIPUBE/IIIAs K CTOWKON yTpaTe TPYAOCIOCOOHOCTH | (MJIM) UHBAJIUTHOCTH;

52) HCIIPCABUACHHAA HCKCIIATCIIbHAA PCaKIUA - HCEKCIIATCIIbHAsA PCaKIHA OpraHu3Ma, KOTOpas
CBsA3aHa C IMPUMCHCHHUEM JICKAPCTBCHHOT'O IIPCIlapaTa B A03aX, PECKOMCHAYCMBIX B IIPOTOKOJIC €TI0
KIIMHHUYCCKOI'O HCCICAOBAaHMA, 6pOIJ_IIOp€ HCCIICAO0BATCIIA, WM C IPUMCHCHHCM JICKAPCTBCHHOI'O



mpernapara B J103aX, PEKOMEHAYEMbIX B MHCTPYKIMU IO €ro MPUMEHEHHUIO IS NMpOo(UIaKTHKHY,
JIMAarHOCTUKY, JIeUeHHUs 3a00JIeBaHUS WM MEJULMHCKOM peadHMTalMM MalueHTa, U CYUIHOCTb,
TSOKECTh WJIM HMCXOJl KOTOPOW HE COOTBETCTBYET HMH(POpPMALMU O JIEKAPCTBEHHOM IIperapare,
coJieprKalleiicsl B MPOTOKOJIE €ro KIMHUYECKOI'O HCCIIeOBaHuUs, OpOLIIOpE UCCIEN0BaTeNsl UM B
MHCTPYKIMM IO MPUMEHEHUIO JIEKAPCTBEHHOTo mpenapata; (B pen. PenepalbHOro 3akoHa OT
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

52.1) ¢dapmakoHan30p - BUI ACATCIHHOCTH MO MOHUTOPHUHTY 3(()EKTUBHOCTH U O€30MACHOCTH
JICKAPCTBCHHBIX IPEMapaToB, HAMPABJICHHBI Ha BBISABICHHE, OICHKY U MPEIOTBPAIICHHE
HEKeJIaTeIbHBIX IOCIECICTBUI NMPUMEHEHHs JIEKApCTBEHHBIX mpemnapatoB; (B pea. PeaepanbHOro
3akoHa 0T 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

52.2) miaH ympaBlieHHS PUCKAMHU - MOAPOOHOE OIMUCAHUE MEPOIPUATHH MO (PapMaKOHAI30py,
HAIPaBJICHHBIX Ha BBISBIICHHUE, OLICHKY M MPEIOTBPALICHAES WM MUHHUMHU3AIUIO PUCKOB, CBSI3aHHBIX
C JICKQpCTBCHHBIMU TIpENIapaTaMu, BKJIF0YAst OIICHKY 3()()EKTUBHOCTH JAHHBIX MEPOIIPHUSTHI; (B peil.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

53) penenTt Ha JIEKQpCTBEHHBIM TpernapaT - MEIUIWHCKHN JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
coJiepKallluii Ha3HAYeHHE JIEKapCTBEHHOTO Mpenapara Jjisi MEAUIUHCKOTO IPUMEHEHUs, BbIJaHHbIN
MEIMIIMHCKUM paOOTHUKOM B ILIEJISIX OTITYCKa JIEKApCTBEHHOTO Mperapara Uid €ro U3roTOBICHUS U
OTITycKa Ha OyMa)XHOM HOCHTEJIE WJIM C COTJacHsl MalMeHTa WJIM €ro 3aKOHHOTO NPEJCTAaBUTEINS B
dbopMe  BIIEKTPOHHOTO  JIOKyMEHTa,  IOJIMCAHHOTO C  MHCIOJIb30BaHUEM  YCHUJICHHOM
KBUTM(PHUITUPOBAHHON JJIEKTPOHHOW TOJNMUCH MEIUIIMHCKOTO pabOTHUKA, JUOO JTOKYMEHT
YCTaHOBJICHHOM ()OpMBI, CoJleprKalllMii Ha3HaYeHHE JIEKAPCTBEHHOTO Ipenapara i BEeTEpUHAPHOTO
MIPUMEHEHUS, BBIJJAHHBIN CHEIMAIUCTOM B 00JaCTH BETEPUHAPUH B LEJISAX OTIIYCKa JIEKAPCTBEHHOTO
mperapara WiIM €ro HM3rOTOBJIEHUS M OTIyCcKa Ha OyMaxxHoM Hocutene; (B pen. DenepasibHbIX
3ak0HOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-03)

54) TtpeboBaHME MEIUIIMHCKOW OpraHW3allud, BETEPUHAPHOW OpraHM3alud - JOKYMEHT
YCTaHOBJICHHOM (OpMBI, KOTOPBIM BBINMHCAH MEJUIMHCKMM pPa0OTHUKOM WM CIIELUAINCTOM B
o0acTu BeTepUHApUH, UMEIOIIMMHU Ha 3TO IPaBO, U COJAEPKUT B MHCbMEHHOM (hopme ykazaHue
anTeYHON OpraHM3allMy WJIM BETEPUHAPHOW amNTEUHON OpraHu3aiu 00 OTIYCKE JIEKAPCTBEHHOTO
npernapara Wil O €ro M3rOTOBJIEHWHW W 00 OTIycKe Juisi oOecriedeHus: jedeOHOro mpolecca B
MEIWIIMHCKON OpraHM3aluy, BETEpUHApHON opranm3anmu; (B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-D3)

55) KOMIUIEKCHasi OIIEHKAa JIGKQpCTBEHHOTO TIpernapara - OILEHKAa 3aperucTPUPOBAHHOTO
JIEKapCTBEHHOTO TIperapara, BKJIOYammas B ceds aHanu3 WHPOPMAIMH O CPaBHUTEIBHOU
KIMHUYECKON  3(Q¢deKTMBHOCTH W O€30MAaCHOCTH  JIGKQPCTBEHHOT'O0  Ipemnapara,  OILEHKY
HSKOHOMHYECKHUX IIOCTCJICTBHHA €ro MpPUMEHEHUsS, HW3y4eHHEe JIOTIOJHUTEIbHBIX IOCIEACTBUI
NPUMEHEHUS JIEKapCTBEHHOT'O Mpernapara B HEJsX MPHHATHS PEIIeHU O BO3MOKHOCTH BKIFOUEHHS
JIEKapCTBEHHOTO Tperapara B MepeyeHb KU3HEHHO HEOOXOMMUMBIX M BAKHEHIINX JIEKApCTBEHHBIX
npenapaToB, HOPMAaTHBHBIE IPABOBbIE AaKThl M WHBIE JOKYMEHTHI, OIpPEICISIOMNE MOPSIOK
OKa3aHUS MEIWIMHCKOW TIOMOIIM, WM HWCKIIOUEHHS €ro W3 YyKa3aHHBIX IEpPeYyHs, aKTOB H
JIOKYMEHTOB; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

56) cucteMa MOHHUTOPHMHTA JBIDKEHHS JICKAPCTBEHHBIX NpenapaToB IS MEIUIMHCKOTO
NpUMeHEHUs - peaepanbHas rocyiapcTBeHHAs HHPOPMALMOHHAs CHCTEMa MOHUTOPHHTA IBHYKEHUS
JICKapCTBEHHBIX TPETaparoB sl MEIUIMHCKOTO MPHMEHEHHS OT MPOU3BOAUTENS 0 KOHEYHOTO
MOTPEOHTENS C WCIONBb30BAaHHEM B OTHOILICHWHU JIEKAPCTBEHHBIX IMPENapaToB Ui MEAUIIMHCKOTO
MpUMEHEHUS CpeNICTB uaeHTUGuKamu. (B pea. @exepanpHoro 3akoHa oT 28.12.2017 N 425-03)




I'aasa 2. IOJTHOMOUYUS ®EJIEPAJIBHBIX OPTAHOB
NCIHOJHUTEJBHOMN BJIACTH, OPTAHOB
UCHOJHUTEJBbHOMN BJIACTU CYBBEKTOB POCCUMCKOM
®EJEPAIINU ITPU OBPAIIIEHUN JEKAPCTBEHHBIX
CPEJICTB

Crartba 5. [lostHOMOuMs deaepaibHbIX OPraHOB HUCIIOJHUTEIbHOMI
BJIACTH NPHU O0pallleHUH JIEKAPCTBEHHBIX CPEACTB

K momaOoMOumMam (be;[epam,HLIx OpraHoOB HUCIIOJIHUTEIILHOMN BIIaCTU npu 06pa].[I€HI/II/I JICKAPCTBCHHLIX
CpEeaACTB OTHOCATCA:

1) npoenenue B Poccuiickoit ®Depepanuu €AMHON TOCYIapCTBEHHON IOJUTUKA B OO0JIACTH
oOecrieueHms] JIEKAapCTBEHHBIMU TMpemapaTamu rpaxkiaan B Poccuiickoir ®Denepanum; (B pen.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2) yTBepkaeHHe OOmux (¢dapMakoONEHHBIX CcTaTed, (QapMaKOMeHHBIX CTaTe, W3AaHHe
rOCYAapCTBEHHON (hapMaKoIled, CO3JaHUEe M BeJCHHE peecTpa (papMaKOMEeHHBIX CTaHAAPTHBIX
o0pas1oB; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

3) ocymiecTBieHne (enepansbHOrO TOCYAapCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CpencTB; (B pea. denepanbubix 3akoHOB 0T 25.06.2012 N 93-P3, ot 11.06.2021 N
170-93)

4) InMUEH3UpOBAaHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM 4Hcie (eaepaabHbII
rOCYapCTBEHHBIN JIMIEH3UOHHBIM KOHTPOJb JEATENBHOCTU IO MPOMU3BOACTBY JIEKAPCTBEHHBIX
CPEICTB, NEPHOIUYECKOE MOATBEPKICHUE COOTBETCTBUS JIMLEH3MATA, MMEIOLIEro JMIEH3UI0 Ha
MIPOU3BOJCTBO JICKAPCTBEHHBIX CPENCTB, U (DapMaIleBTHUECKON AEATETHHOCTH B COOTBETCTBUH C
3akoHOIaTeNbCcTBOM Poccuiickoit ®@enepannu; (B pen. PenepanpHoro 3akoHa or 11.06.2021 N
170-®3)

5) opraHu3anusa SKCIICPTU3bI JICKAPCTBCHHBIX CPCIACTB, STUUYECKOU 9KCIICPTU3bI BO3MOKHOCTHU
NpOBCACHUS KIMHHUYCCKOTO HMCCIACAOBAHHA JICKAPCTBCHHOI'O IIpCliapata i1 MCIAULIUHCKOI'O
MNPUMCHCHUA, OSKCIICPTU3bI MNOKYMCHTOB, IIPCACTABJIICHHBIX [JISI OHNPCACICHHUA BO3MOXHOCTU
pacCMaTpuBaThb HeKapCTBeHHBIﬁ npenapar ajsi MCAUIUHCKOIO IMpUMCHCHUS TIPU FOC}’I[&pCTBGHHOfI
perucTpanu B Ka4CCTBC Op(i)aHHOFO JICKAaPCTBCHHOI'O IIpCIiapara, (B pea. (DeﬂepaJ'IBHOFO 3dKOHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

5.1) opraHuzanusi MPOBEIEHHS KOMIUIGKCHOM OIICHKH JICKQpCTBEHHOTO TIpernapara B IIENIsX
MPUHATHUS PELICHUNA O BO3MOXKHOCTHU BKJIFOUEHHUS JIEKAPCTBEHHOT'O Mpenapara B MepeyeHb )KM3HEHHO
HEOOXOJMMBIX U BAXHEUIINX JICKAPCTBEHHBIX MPEMapaToB, HOPMATHBHBIE MPABOBBIC aKThl U MHBIE
JOKYMEHTBI, ONPEACISIONUEe MOPSA0K OKa3aHUsI MEIULIUHCKON MOMOIIM WJIM UCKIIOYEHUS €ro u3
yKa3aHHbBIX [EPEYHs, aKTOB U TOKYMEHTOB; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

6) BbIJaua paspelieHuid Ha MPOBEJCHUE KIMHUYECKUX UCCIIEJOBAHUMN JIEKAPCTBEHHBIX MPENapaTos,
BEJICHUE pEeCcTpa BBIJAHHBIX PAa3pelICHUH Ha MPOBEACHUE KIMHUYECKHX MCCIEIOBAHUM
JIEKapCTBEHHBIX [IPENApaToB;



7) TocynapCTBEHHas PErucTpauus JEeKapCTBEHHBIX IpEenapaToB, BEIACHHWE TIOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

8) opranmzanus u (WIHM) MPOBEJICHHE HHCIEKTUPOBAHUS CYOBEKTOB OOpAIEHHS JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBUE NpaBWJIaM HaJJIeKalie JabopaTOpHOW MPaKTUKW, NpaBHIAM
HaJUIeKallel KIMHUYECKOW MPAaKTHKH, NMPaBUJIaM HaJJIeKalleld MPaKTUKA XPAaHEHUS U MEPEBO3KU
JIEKapCTBEHHBIX MPENapaToB Uil MEIULUHCKOTO MPUMEHEHHUS, IPaBUIaM XPaHEHUs! JIEKapCTBEHHBIX
CPEICTB U BETEPHHAPHOTO MPUMEHEHHsI, IPABIJIaM HaJUIeXkKalleld AUCTPHUOBIOTOPCKON MPaKTHKH,
MpaBWiIaM HaJJIeKalled anTedyHod mnpakTthku; (B pen. denepanbHbiX 3akoHOB oT 22.12.2014 N
429-®3 (pen. ot 13.07.2015), or 28.04.2023 N 171-P3)

8.1) opranmzanus u (WIM) MPOBEJICHUE MHCIIEKTUPOBAHUSI CYOBEKTOB OOpAICHHS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPeOOBAHMAM NpPAaBHJ HaJUIeKAIIEH MPOU3BOJICTBEHHON IPAKTHKH,
BbIJIaya 3aKIIOYCHHH O COOTBETCTBUHM NPOU3BOAUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MpaBWJ HaJJeXKalled Mpou3BOACTBEHHOM npakTuky; (B pea. deaepanbHoro 3akona ot 22.12.2014
N 429-®3 (pex. ot 13.07.2019))

8.2) ycraHOBJEHHE TOpAIKA BEJACHUS W BEJCHHE TOCYIApCTBEHHOTO peecTpa 3aKIIOYEHUN O
COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM NPaBUI HaJIeKallei
MPOU3BOJICTBEHHON TpakTukH; (B pea. PeaepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pea. oT

13.07.2015))

9) rocymapcTBeHHas perucTpanus INpeAeibHbIX OTHYCKHBIX LEH IpOMU3BOJAUTENIeH Ha
JIEeKapCTBEHHBIE Tperaparbl, BKIIOYCHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOIUMBIX W BaKHEUIIMX
JIEKapCTBEHHBIX IMPENapaToB, U BEICHUE T'OCYIapCTBEHHOIO PEECTPA MPEIENbHBIX OTIIYCKHBIX LIEH
IIPOU3BOAMTENEH HA JIEKAPCTBEHHBIE IIPENapaTrhbl, BKJIIOUYEHHBIE B IIE€PEUYECHb KU3HEHHO
HEOOXOJMMBIX U Ba)KHEHMIIMX JIEKapCTBEHHBIX IMpernaparoB; (B pena. denepalbHOro 3akoHa OT
06.06.2019 N 134-03)

9.1) cornacoBanue MPOEKTOB PELICHHI OPraHOB HCIIOJIHUTENBHON BiacTu cyObekToB Poccuiickoit
denepanuu 00 yCTAaHOBICHUH M (WJIM) M3MEHEHUU NPEJCNBHBIX Pa3MEPOB ONTOBHIX HAJA0aBOK U
MpEeJIeTbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K (DAKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MPOU3BOJUTEIISIMU JICKAPCTBCHHBIX IPENapaToB, Ha JIGKAPCTBEHHBIC MpenapaThbl, BKIIOUYCHHBIC B
MEPEUYCHb JKU3HCHHO HEOOXOJMMBIX M BaXKHEUIIUX JIGKAPCTBEHHBIX MpenaparoB; (B pej.
®denepanpHOro 3axkoHa oT 13.07.2015 N 241-D3)

10) BbIIAa4a, YCTAaHOBIECHHME TMOPSAKA BBIJAYM pa3pelICHUs] HA BBO3 KOHKPETHOM NapTUHU
JEeKapcTBEHHOro cpeacrsa B Poccuiickyro ®Pepepanuto; (B pea. denepanbHOro 3akoHa OT
02.08.2019 N 297-D3)

10.1) BbIIaua, yCTAaHOBJICHHE TIOPAIKA BbIAAUYU U (POPMBI JOKYMEHTA, KOTOPBIM MOATBEPKIAET, YTO
MIPOU3BOJCTBO JIEKAPCTBEHHOI'O IpemnapaTra s MEAULIHMHCKOTO NPHUMEHEHHUs OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHMSIMM TpaBWJI HaJyIeXkKalled MPOU3BOACTBEHHON MNPAKTUKU WM YTO
JIEKapCTBEHHBIN Tpenapart Uik BETEPUHAPHOTO MTPUMEHEHHS JOMYIIeH K oOpanieHuto B Poccuiickoit
denepannu, U MOUICKUT MPEACTABICHUIO MO TPEOOBAHUIO YIIOJIHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCSl JIEKAPCTBEHHBIN Tipemnapar; (B pen. PexepanbHbIXx 3akoHOB oT 22.12.2014 N
429-®3 (pen. or 13.07.2015), or 02.08.2019 N 297-D3)

10.2) BbIa4a, yCTAHOBJICHUE TMOPSJIKA BBIAAYU M (POPMBI JOKYMEHTA, COJEPIKAIIETO CBEICHHS O
CTaJIUSAX TEXHOJOTMUECKOTO MpoIiecca MPOU3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA JIJISl MEIUIIUHCKOTO
MPUMEHEHUS, OCYIIECTBISIEMBIX Ha TeppUTOpUU EBpa3sHMiiCKOTO 3KOHOMHYECKOTO COr03a; (B pe.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-D3)




11) co3nanue coBETOB MO BOIIPOCaM, CBSI3aHHBIM C 0OpaIieHUEM JICKAPCTBEHHBIX CPEJICTB;
12) arTectanus u cepTUGUKAINS CIICIIHATNCTOR;

13) myskT yrpatuin cuiy. (B pen. @enepanpaoro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBienue apmakonanzopa; (B pea. deaepanbHoro 3akona ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

15) yyacTue B MEXIyHApOJHOM COTPYIHUYECTBE;

16) mosrydeHue mo 3ampocaM yHoJHOMOYEHHOTO (helepaibHOTO OpraHa UCIIOJTHUTEILHOM BJIACTH OT
OpraHOB HCIIOJHUTEILHON BiacTH cyObekToB Poccuiickoit deneparnuu, a Takke OT CyOBEKTOB
oOpaleHust JIEKapCTBEHHBIX CPEJICTB AJISI MEAULMHCKOTO MPUMEHEHHUs MUH(OpMaluu 10 BOIpocam
YCTaHOBJICHUS U IPUMEHEHUS LI€H Ha JIEKapCTBEHHBIE MIPenaparThl U Ha0aBOK K HUM;

17) npuMeHeHre Mep OTBETCTBEHHOCTH 3a HapyIlIeHHEe 3aKOHOaTeNIbcTBa Poccuiickoit denepanmu;

18) yTBepkIaeHHE TPpaBWJI HaJUIeKanied J1abopaTopHOW TPAKTUKH, TMPaBUI HaJIekKallen
KJIMHUYECKON MPAKTUKH, MPaBUJI Ha/JIexkKalled NpOorU3BOJACTBEHHOW MPAKTUKH, IPAaBUI HaJIexKallen
MPAKTUKU XPaHEHHUs] M MEPEBO3KHU JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOTO MPUMEHEHMS,
MpaBUJI XPaHEHUS JIEKAPCTBEHHBIX CPEJICTB JJIi BETEPUHAPHOTO MPUMEHEHUS, MTPaBUII HaIekKaIIei
JTUCTPUOBIOTOPCKON TMPAKTUKHU, MPaBUJ HAJIEKANICH anTeYyHOW MPaKTUKW, MPABHI HaJIekKaen
MPAaKTHKU (papMaKOHaI30pa JEKAPCTBEHHBIX MPENapaToB Ui MEJUIIMHCKOTO MPUMEHEHHS; (B pel.
denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 28.04.2023 N 171-D3)

19) ycranoBnenue nopsika GopMHUPOBAHUS PETUCTPAITMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpenapar
u TpeboBaHUI K JOKyMeHTaM B ero cocrtase; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

20) yTBepKJIeHHE MPaBUJI PAIIMOHATBHOTO BEIOOpAa HAMMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB JJIs
MeIMIUHCKOTO TpuMeHeHus; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

21) yTBepiKJIeHHE MepeuHs HAMMEHOBAaHUH JIEKapCTBEHHBIX GopM; (B pea. PepepabHOro 3aK0OHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22) myHKT yTpaTii cuiy. (B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

23) yrBepxkaeHUe TpeOOBaHHM K MHCTPYKIMHU IO MEIWIIMHCKOMY TPUMEHEHHIO JICKApCTBEHHBIX
MperapaToB U K HHCTPYKIIMK 110 BETEPUHAPHOMY MPUMEHEHHUIO JICKAPCTBEHHBIX TPENaparToB; (B pel.
®enepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

24) npUHATHE DPELICHHUH, SBIISIONUXCS OCHOBAHUSMHU JUIS BKJIIOYCHHUS TOMEHHBIX MMEH U (WIIN)
yKazaresiel CTpaHHIl CAalTOB B WH(GOPMAIMOHHO-TEIEKOMMYHHKAIMOHHOW cetu "HMHTepHet", a
TaK)KE€ CETEBhIX /IPECOB B €IMHYI0 aBTOMATH3UPOBAHHYIO HMH(MOPMAIMOHHYIO cucTemy "EnuHbIi
peecTp JOMEHHBIX UMEH, yKa3aTelei CTpaHuIl CaiTOB B MH(GOPMAITMOHHO-TEJIEKOMM YHUKAIITHOHHOU
cetu "WHTepHeT" W CETEBBIX QJPECOB, TO3BOJSIOMIMX HMJICHTH(QHUIMPOBATH CANTHl B
WHPOPMAITMOHHO-TEJICKOMMYHUKAIMOHHOW ~ ceTt  "WHTepHet", conepxkamme HHDOPMALUIO,
pacnpoctpanenue kKotopoit B Poccuiickoit deneparuu 3anpenieHo", B OTHOIMICHUHA WH(POPMAIIHH,
COZEpIKallleld MPEMJIOKEHNE O POSHUIHON TOPrOBIIE JIEKAPCTBEHHBIMH IpENapaTaMy, B TOM YHCIIE
JMCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAs TOPrOBJIS KOTOPHIMH OTpaHHYEHA WM 3ampelieHa B
COOTBETCTBUM C HacTtosumMm DenepanbHbIM 3aKOHOM, M (WiIM) WHGOpPMAIMH, COAEpIKAIIECH
NpEJJIOKEHHE O PO3HWUYHOM TOProOBJIE€ JIEKAPCTBEHHBIMH IpenapaTraMd, B TOM  YHCIIE
JMCTAHIIMOHHBIM CIIOCOOOM, JTUI[AMH, HE UMEIONIMMH JIMIIEH3UN U Pa3pelieHus] Ha OCYIIECTBICHUE



TakOM  JEATEIbHOCTH, €CIAM  IOJY4YeHHE JIMIEH3MM M paspelieHuss  NpeayCMOTPEHO
3aKOHOJIaTEIbCTBOM 00 0OpallleHuH JIEKapCTBEHHBIX CpPeACTB; (B pel. denepanbHOro 3aKoHa OT
03.04.2020 N 105-93)

25) BbIaya pa3penieHnii Ha BBOJI B TPaXKJIaHCKUNA 000POT HMMYHOOHOJOTHYECKHX JIEKAPCTBEHHBIX
npenapatos; (B pen. @exnepanbHoro 3akoHa oT 28.11.2018 N 449-D3)

26) peryiMpoBaHUE BOIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
JUI. MEMLIMHCKOTO puMeHeHus. (B pea. @enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

Cratps 5.1. Ilepenaua ocymecTB/ieHUs MOJHOMOYMH (eaepaibHbBIX
OPraHoOB MCHOJHUTEJIbHOM BJIACTH NPU 00PALIEHUN JIEKAPCTBEHHBIX
CpeACTB OPraHaM MCIOJHUTEJIbHOM BJIACTH CYyObeKTOB Poccuiickou
Denepaunn (B pea. Pexepajabuoro 3akona or 13.07.2015 N 233-D3)

[TonmHoMouus ¢enepaibHbIX OPraHOB HCIIOJIHUTEIBHOM BJIACTH NpPU OOpAIIEHUU JIEKAPCTBEHHBIX
CPEICTB, NpeayCMOTpeHHble HacTosmMM @DenepaabHbIM 3aKOHOM, MOTYT I€pelaBaThCs JUIs
OCYIIIECTBJICHHSI OpraHaM HCIIOJIHUTENIbHON BIacTH cyObekToB Poccuiickoit ®Denepanuu
nocranoBienusimu  [IpaBurenbctBa Poccuiickoit ®Penepanuyu B MOPSAJKE, YCTaHOBIEHHOM
®enepanbHbIM 3aK0OHOM OT 6 OkTs10ps 1999 roma N 184-®3 "OO6 o0mux mpuHIMIIAX OpraHUu3aAIUN
3aKOHOJIATENbHBIX (IIPEJICTABUTENbHBIX) M HCIOJIHHUTEIbHBIX OPraHOB T'OCYIAapCTBEHHOM BilacTH
cyonrekToB Poccuiickoit @eneparun’.

Cratbd 6. [IoiTHOMOYMSI OPraHOB MCIOJHUTEIbHON BJIACTH Cy0ObeKTa
Poccuiickoit @enepanuu npu 00palieHNH JeKAPCTBEHHBIX CPEICTB

K momHOMOYMSM OpraHoB HCHOJHHUTEIBHON BiacTu cyObekta Poccuiickoit denepanuu mpu
0OpalIeHNH JEKAPCTBEHHBIX CPEICTB OTHOCSITCS:

1) pa3paboTka u peanu3anus peruoOHABHBIX MPOTPaMM OOECTICUEHHS HACEICHUS JIEKAPCTBCHHBIMHU
npenapaTramu;

2) YCTAHOBJICHUC NPCACIIbHBIX Pa3MEpPOB OINTOBBIX Ha,[[6aBOK " NpCACIbHBIX PasMCPOB PO3HUYHBIX
HaI[6aBOK K (baKTI/IquKI/IM OTIIYCKHBIM II€HAM, YCTAaHOBJICHHBIM NPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
npernapaToB, Ha JICKAPCTBCHHBIC IIPCIIapaThbl, BKJIIOUCHHLIC B IICPCUYCHDb JKU3HCHHO H€O6XO,I[I/IMBIX u
BaXXKHEHIIINX JICKAPCTBCHHLIX IIPCIIapaTOB,

3) OCYIIECTBIEHHE PETHOHAIBHOIO TOCYJapCTBEHHOTO KOHTPOJII 3a INPUMEHEHMEM IIeH Ha
JIEeKapCTBEHHBIE MpEraparbl, BKIIOYCHHbIE B ME€PEUEHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX IPENapaToB, OpPraHU3alUsIMH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTEeYHbIMU OPTaHU3ALUSIMHU, UHIUBUAYAIBHBIMY MPEANPUHUMATENIIMU, UMEIOIIUMU JIMIIEH3UIO Ha
(apMaleBTHYECKYIO JEsITeIbHOCTh, MEIUIUHCKUMHU OpraHu3alusMU, MUMEIOIUMH JIMIEH3UI0 Ha
(bapmaIreBTHYECKyI0 JESATEIbHOCTh, U UX OOOCOOJCHHBIMU MOJApa3eIeHUsIMU (aMOyIaTOPUSIMU,
denpauepckuMu ¥ QeNbAImepPCKO-aKyIIePCKUMH  ITYHKTaMH, [EeHTpaMu (OTAENEHHUsIMH) OoOmIei
BpaueOHON (ceMelHOW) NpPaKTUKH), PACMOJOKEHHBIMH B CEIIbCKUX HACENCHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTe€4Hble opranu3anuu; (B pen. DenepaibHbIX 3aKOHOB OT 25.06.2012 N
93-@3, ot 27.12.2019 N 475-D3)

4) mpuHATHE pelieHus o0 HCIOIb30BAaHWM Ha TeppuTopuu cyobekta Poccuiickort deneparmu



HapsAy C pelenTaMu Ha JIeKapCTBEHHBIC IMpenapaTthl, 0QOpMIIEHHBIMH Ha OyMa)>KHOM HOCHTEIE,
peLenToB Ha JIEKaPCTBEHHBIE Mpenaparthl, CHOPMHUPOBAHHBIX B (OPME AIIEKTPOHHBIX JOKYMEHTOB.
(B pen. denepanbHoro 3akoHa ot 29.07.2017 N 242-P3)

I'naBa 3. TOCYJJAPCTBEHHASA ®APMAKOIIESA

Crarps 7. Pazpa0boTka u u3xanme rocyiapcrBeHHon ¢papMakoneu,
pa3MenieHue JaHHbIX 0 Hel

1. Tlom rocymapcTBeHHO# (papMakorieeli TOHMMAETCS CBOJ OOMUX (apMaKOMEeWHbIX CTaTedl u
(hapmMakoneHHBIX CTaTeH.

2. Pazpabotka oOmmx QapMakonmeHbIX cTaTeil W (QapMaKONEHHBIX CTaTed, B TOM 4YHCIIE
(dapMakoneiHbpIX cTaTeid Ha (apmakomeiiHble CTaHAapTHbIE O00pa3lbl, W BKIIOUYEHHE WX B
rOCyJITapCTBEHHYIO (hapMaKOIel0 OCYIIECTBISIIOTCS B MOPSJIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
(dbenepanbHBIM OPTaHOM HCIIOJIHUTENLHOUM BiacTu. (B pea. PeaepanbHoro 3akoHa oT 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

3. Pa3pabotka (apmakorneiiHoi cTtaTbu Ha pedepeHTHBIN JIEKaPCTBEHHBIN MpenapaT U BKIIOUECHUE
€e B TOCYJapCTBEHHYIO (hapMaKoIe0 B TEYCHUE CPOKaA JICHCTBHS 3aIIUThl HCKIIFOUUTENILHOTO MpaBa,
YIOCTOBEPEHHOTO MATEHTOM Ha pedepeHTHBI JIEKApCTBEHHBIM IpemnapaT, OCYLIECTBISIOTCS C
cornacusi ero paspaboruuka. (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4. TocynapctBeHHas (apMakoress HW3JaeTCs YIOJHOMOYEHHBIM  (elepalbHbIM  OpraHOM
UCTIOJIHUTETILHOM BJIACTH 3a CUET CPENCTB (heAepabHOTro OIOKETa M MOJUICKHUT TEePeH3IaHHUsIM He
peke 4eM OOWH pa3 B TATh JIET, B MEPHOA MEXKAY KOTOPBIMH H3JAlOTCSA TPHIOKEHHS K
rocyJapcTBeHHOW (apmakomee, coiepxamue oO0mue ¢apMakoneitHple cTtatbu W (WIH)
(dapMakomneiiHble CTaThU, YTBEPXKICHHBIC TOCIE H3JaHUS WM TEpPeH3IaHus TOCYAapCTBEHHOM
¢dapmakoren.

5. YmomHOMOYEHHBIH (QenepalbHblii OpraH HUCHOJHUTEIHHONW BIACTH pa3MellaeT JaHHBIE O
roCyIapCTBEHHON (hapMakoriee W MPWIOKEHUSIX K HEH Ha CBOEM OQHUIIMATBHOM CalTe B CETH
"MHTepHeT" B YCTAHOBJIEHHOM UM TOPSIJIKE.

I'masa 4. JUHEH3UPOBAHUME ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJICTB U ®APMAIIEBTUYECKON
JESATEJBHOCTHU, TOCYJAPCTBEHHBIA KOHTPO.Ib
(HAJ30P) B COEPE OBPAIIEHUSA JIEKAPCTBEHHbBIX
CPEACTB (B pea. ®eaepaabHoro 3akona ot 11.06.2021 N 170-P3)

Crarb4 8. JIuneH3upoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U
(papmManeBTHYECKOH AeATEJIbHOCTH

1. .HI/ILIGHSI/IpOBaHI/Ie IMpOU3BOACTBA JICKAPCTBCHHBIX CPCACTB H (bapMaL[eBTI/IquKOﬁ ACATCIIbHOCTH
OCYIICCTBJIICTCA B COOTBETCTBHUU C 3dKOHOAATCIILCTBOM Poccuiickoit CDC,I[GpaLII/II/I.



2. O6s13aTeNbHBIM YCIOBHUEM IIPEIOCTABICHUS JIMIIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB
SBJIIETCS] IPUIIOKEHHE K 3asIBJICHUIO COMCKATENs JIMIIEH3UU MepeyHs JIEKAPCTBEHHBIX (popM U (HiIH)
BUJOB (hapMalleBTUYECKUX CYOCTaHLUN, KOTOpblE NPOM3BOAUTENb JIEKAPCTBEHHBIX CPEJICTB
HaMepeH MPOU3BOIUTD.

3. B cnyyae HEOOXOAMMOCTH PACIIUPEHUST IPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
JIEKapCTBEHHBIX ()OPM H BHUIOB (hapMaleBTHUECKUX CYyOCTaHIIM MPOU3BOAMTENb JICKAPCTBEHHBIX
CPEICTB JOJDKEH MOJAaTh B JIMIICH3UPYIOIIWNA OpraH 3asBJICHUE O BHECCHHHM W3MEHEHHH B PEecTp
JUIICH3WI Ha TPOU3BOCTBO JICKAPCTBEHHBIX CPeCTB. (B pea. PenepanbHbix 3akoHOB 0T 02.08.2019
N 297-®3, ot 11.06.2021 N 170-D3)

4. JIluneHs3usi Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB ((papManeBTHUECKON CyOCTaHIIMU CIHUpTA
STHJIOBOTO (3TaHOJA) BBIAACTCS MPHU YCIOBUU HAIMYHS Yy OPTaHU3AlMM Ha MpaBe COOCTBEHHOCTH,
XO35MCTBEHHOTO BEJEHUS WM ONEPATHBHOIO YIPABICHUS OCHOBHOI'O TEXHOJIOIHYECKOIrO
o0opyIoBaHHs ISl TIPOM3BOJCTBA ATHIIOBOTO CIUPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBHUU CO
cratbeil 14.1 ®denepanbHOro 3akona ot 22 HosOps 1995 roma N 171-d3 "O rocynapcTBeHHOM
pEryIMpOBaHUU MPOU3BOJICTBA U 000POTA STUIIOBOTO CIUPTA, AIKOTOJIBHON M CIIUPTOCOAEpKAIIEH
OPOAYKIIMA W OO0 OrpaHMYeHHH NOTpeOieHHs (pacluTHs) aJKOTOJILHOW mpoaykuuu". (B pen.
®denepanpHOro 3axkoHa oT 27.12.2019 N 481-D3)

Crarbi 8.1. Oco0eHHOCTH JTMIIEH3MPOBAHUSA NPOU3BOACTBA
JIEKAPCTBEHHBIX CpeAcTB (hapManeBTHYECKOM CYOCTAHIIUN CIIUPTA
3TUJIOBOI0 (3TaHoJ1a) (B pea. PenepanbHOro 3akona or 27.12.2019 N

481-D3)

1. [e#icTBue JMIEH3UM Ha TMPOM3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((papmMareBTHUECKOM
CyOCTaHLIMM CIUPTA ATUIOBOIO (3TaHOJa) NPUOCTAHABIMBACTCS B YAaCTH IpaBa Ha IPOU3BOJICTBO
(dapmareBTH4eCKoil CyOCTaHIIMM CIHpPTAa STUJIOBOTO (ITAHOJA) JIUIEH3UPYIOINIMM OpPraHOM B
cirydasix, omnpezesneHHbIX cratheil 20 denepanpHoro 3akona ot 4 mas 2011 roma N 99-®3 "O
JIMIIEH3UPOBAHUM OTJENIbHBIX BUIOB JEATEIBHOCTH", a TAK)KE€ HA CPOK MPUOCTAHOBJICHUS JEHCTBUS
JUICH3UH Ha MPOU3BOJICTBO STUIIOBOTO CIHMPTA AJISl MPOU3BOJCTBA (hapMalleBTHUECKON CyOCTaHIINN
CIHPTA STUJIIOBOTO (9TaHOJA), BBIIAHHOW B COOTBETCTBUH ¢ DepepanbHbIM 3aKOHOM OT 22 HOS0ps
1995 roga N 171-®3 "O rocyaapCTBEHHOM PETyJIMPOBAHUU MPOU3BOJCTBA U 000POTa ITUIOBOTO
CIHPTA, AJIKOTOJBHOH W CIUPTOCOJEpIKAIIEeH MPOIYKIHMH W 00 OrpaHMYEeHUU MOTPEOICHUS
(pactTHsI) AIKOTOJIBHON MPOTYKITUH'".

2. JleiicTBMe JMIEH3UM HA TPOU3BOJCTBO JICKAPCTBEHHBIX CpeACTB ((apManeBTUUECKON
CyOCTaHIIMM CIUpPTa STUJIOBOTO (TAaHOJA) B YAaCTH MpaBa Ha MPOU3BOJICTBO (papMaleBTHUECKOM
CyOCTaHIIMM CHHUpPTa ATHJIOBOTO (3TaHOJIA) MPEKPAIIACTCs JIMIEH3UPYIOIIUM OPraHOM B CIIy4YasXx,
onpeneneHHbix cratbedd 20 denpepanbHoro 3akoHa ot 4 wmas 2011 roga N 99-®3 "O
JUUEH3UPOBAaHUU OTAEIBHBIX BHJIOB JEATEIBHOCTH", a TaKkK€ C JaThl MPEKpaLIECHUs WU
AQHHYJMPOBAHUS JEUCTBUS JIMLEH3MM HA IMPOU3BOACTBO ASTUJIOBOIO CHUPTA JJs NPOU3BOJCTBA
(apMaleBTHYEeCKONH CyOCTaHIIMM CHHPTa AITHIOBOTO (ITAHONA), BBIIAHHOW B COOTBETCTBHH C
denepanbHbIM 3aKOHOM OT 22 HOA0pst 1995 roga N 171-®3 "O rocynapcTBEHHOM PETyJIUPOBAHUT
MIPOU3BOJCTBA M 000POTA STUIOBOTO CIHPTA, AIKOTOJIBHON U CIIUPTOCOAEpIKAIIEH MPOIYKIIMHA H 00
OTpaHUYCHUU NOTPeOICHHS (PACIUTHS) ATKOTOIBHON MPOAYKIUN" .

Honoxcenun cmamou 8.2 na meppumopusnx /loneyxoii Hapoonoii Pecnyonuku, JIyzanckoi
Hapoonoii Pecnyonuxu, 3anoposcckoil ooaacmu, XepcoHCKoUl 001acmu npumMeHsaomes ¢



01.09.2024 (vacmp 3 cmamobu 3 Dedepanvrnozo 3akona om 04.08.2023 N 428-D3).

Cratps 8.2. Oco0eHHOCTH JTMIEeH3UPOBaAHUSA (papMaLieBTHYECKOM
AEeATEJIbHOCTH B YACTH OCYHIECTBJIEHHUS ONITOBOM TOPTOBJIM

JIEKAPCTBEHHBIMHU cpeAcTBaMH (B pea. PeaepaibHOro 3aK0OHA 0T
04.08.2023 N 428-D3)

1. HeiicTBue nuieH3uHM Ha (PapMalEBTUUYECKYIO JESITEILHOCTh B YaCTH OCYIIECTBICHHS ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU  CPEJCTBAMHU JIJII  MEIUIIMHCKOTO TMPHUMEHEHHS IMpEeKpamiaeTcs
JUUEH3UPYIOIIMM OPraHOM B CIIy4asix, OnpeneieHHbIX cratbeil 20 denepanbHOro 3aKoHa oT 4 mast
2011 roga N 99-®3 "O nuiieH3UpOBaHUU OTACJIBHBIX BUJIOB JACSITEIBHOCTH', @ TAKXKE IO PEIICHUIO
JMUEH3UPYIOUIEr0 OpraHa, IPUHITOMY B COOTBETCTBUU C HACTOSLIEH YacThio. B ciiydae BbIsIBICHHS
IIPU OCYILECTBJICHUU (pelepabHOrO TOCYIapCTBEHHOTO0 KOHTpOJs (Haazopa) B chepe obOpameHus
JIEKapCTBEHHBIX CPEACTB HApYLICHUS OpraHU3alMe ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMHU
cpenctBamu TpeOoBaHui dactet 1 - 3 cratem 53 Hactosmero denepalbHOrO 3aKoHa JCHCTBUE
JUIEH3UH Ha (apMaleBTUYECKYIO AEATEIbHOCTh B YACTH OCYIIECTBICHHS ONTOBON TOPTOBIU
JIEKQPCTBEHHBIMH CPEACTBAMHM JJIS MEAMIIMHCKOTO MPUMEHEHUS MPUOCTAHABIMBACTCS B TCUCHHE
necatu pabouux JHEH CO JHS BBIABICHUS YyKa3aHHOTO HapylieHus. JlelicTBHME JMIIEH3MM Ha
(hapmareBTHYECKYIO JEATeIbHOCTh B YaCTH OCYIIECTBICHUS ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU
CpeACTBAMM IS MEIUIIMHCKOTO TMPUMEHEHHS NPUOCTAHABIMBACTCS Ha CPOK, KOTOPBIH
OTIpeIeNIIeTCS JIMIICH3UPYIOIUM OpraHoM (HO HE MEHee YeM Ha OJIMH MECAIl), MO0 HCTCUYCHHUH
KOTOpOro JIEWCTBUE JAHHOW JIMIEH3UMU TOJJIEKUT TMPEKPAIEHUI0 Ha OCHOBAaHUU pelIeHUS
JIMLIEH3UPYIOLIETO OPraHa, 3a UCKJIFOYEHUEM Cllydasi, YKa3aHHOTO B YACTH 2 HACTOSIIIEN CTAThU.

2. JleticTBue nuUIEeH3UM HA (apMaleBTHUECKYIO NEATEILHOCTh B YaCTH OCYIIECTBJICHUS ONTOBOM
TOPTOBIIM JIEKAPCTBEHHBIMH CPEACTBAMHU JUII MEAMLMHCKOTO NPUMEHEHHs, IeHCTBHE KOTOPOH
MIPUOCTAHOBJIEHO B COOTBETCTBMM C YacThiO | HACTOALIEH CTaThbu, MOJUIEKHUT BO30OHOBJICHHUIO B
cilyyae, €Clid B NEepHoJi NMPUOCTAHOBIEHUsS ACUCTBUS JTaHHOW JIMIIEH3UM B paMKax J0CyJeOHOTO
00XaJoBaHMs pEIIeHHe KOHTPOJIBHOrO (HAJ30pHOTO) OpraHa B YAacTH BBISBICHHOTO HapyIICHUS
TpeboBanmii yacreir 1 - 3 crarbu 53 Hactosmero denepasbHOrO 3aKOHa OTMEHEHO. B ykazaHHOM
cillyuyae JeWCTBUE JIMIEH3UM Ha (apMaleBTUUYECKYIO JESTeIbHOCTh B YaCTH OCYIIECTBIICHUS
OIITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU ISl METUIIMHCKOT'O IPUMEHEHHS] BO30OHOBIISIETCS
HE TI03/JHEE OJTHOTO paboyero JHS CO JHS OTMEHBI PEIIeHUsT KOHTPOJIBHOTO (HaI30pHOT0) OpraHa.

Crateps 9. I'ocynapcTBeHHBI KOHTPOJIb (Haa30p) B cepe oOpaineHust
JIEKAPCTBEHHbIX cpeacTB (B pea. @exepaibHoro 3akona or 11.06.2021
N 170-93)

1. TocymapcTBeHHBIH KOHTpOJdb (Ham30p) B cdepe oOpamieHuss JEKapCTBEHHBIX CPEICTB
OCYILIECTBIISIETCSL MOCPEACTBOM (heIepanbHOr0 TOCyIapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe
oOpamieHust JIGKAPCTBEHHBIX CPEACTB H  (eepalbHOTO TOCYAAPCTBEHHOTO JUIICH3MOHHOTO
KOHTPOJISL  ACSTENIbHOCTH 10 NPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB, OCYILECTBIISEMbIX
denepaNbHBIMH  OpraHaMH HWCIOJHUTENBFHOW BIACTH, YIOJIHOMOYEHHBIMU [IpaBuUTENBCTBOM
Poccuiickoit @enepanuu.

2. Ilpenmerom (enepanbHOrO TOCYIAPCTBEHHOTO KOHTpOJS (Ham3opa) B cdepe obOpamieHus
JIEKapCTBEHHBIX CPEJACTB SIBISIFOTCS:



1) cobmroneHue o0si3aTebHBIX TpeOOBaHMUM B cepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB, B TOM
qHCIIe:

a) Tp€6OBaHI/II\/’I K JOKIMHUYCCKHUM HCCICAOBAHUAM JICKAPCTBCHHBIX CpPCACTB, KIMHHUYCCKHUM
HUCCIICAOBAHUAM JICKAPCTBCHHBIX HPCIapaTOB, HU3rOTOBJIICHUIO, XPAHCHHIO, ICPCBO3KEC, BBO3Y B
POCCHﬁCKym CDe;[epauI/Ho, OTIIYCKY, p€ain3alu, nepeaadc, MnpogakKe JICKAapCTBCHHBIX CPCIACTB,
INPUMCHCHHIO JICKAPCTBCHHLIX npenaaparos, YHUYITOXCHUTIO JICKAPCTBCHHLIX CpeacTs,
YCTAHOBJICHUIO IMTPOU3BOAUTCIIIMUA JICKAPCTBCHHBIX NPENApATOB LCH Ha JICKAPCTBCHHBIC IIPCIIAPAThI,
BKJIFOUCHHBIC B IICPCUCHD ) KU3HCHHO H€06XO,I[I/IMBIX Y BaXKHEUIITUX JICKAPCTBCHHLIX IIPCIIapaTOB,

6) Tp€6OBaHHﬁ K COOTBCTCTBHUIO JICKAPCTBCHHBIX CPCACTB, HAXOAJAIIUXCA B 06paH.[€HI/II/I,
IIOKa3aTCJsIM KadeCTBa, 3(1)(1)€KTI/IBHOCTI/I nu 6630HaCHOCTI/I, YCTAHOBJICHHBIM B COOTBETCTBHUHU C
HaCTOAIIHNM (DCI[CI)EUIBHBIM 3aKOHOM,

B) TpeOOBaHMI K COOJIIOJICHUIO CyOBEeKTaMH OOpalleHHs JICKAPCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu 1 crateu 67.1 HacTosiero deepanbHOTO 3aKOHA, OrPaHUYEHUH, HajJaraeMbixX cTarbsiMu 67.1
u 67.2 Hacrosiero denepalibHOrO 3aKOHA;

2) cobiroieHne JUIICH3NOHHBIX TPeOOBaHUHM K OCYIIECTBICHHIO (hapMaIleBTUIECKON 1eITeTbHOCTH;

3) cobmroaeHue TpeboBaHUH K MPEOCTABICHUIO CYObEKTaMU OOpaIlleHHUs JTEKapCTBEHHBIX CPEICTB
nHGOpPMAIUH O JIEKAPCTBEHHBIX CPEICTBAX U (WJIM) JIEKAPCTBEHHBIX MpenapaTax, IpeIyCMOTPEHHON
cratbamu 9.1, 52.1 u 64 Hacrosiero depepanbHOrO 3aKOHA;

IHonoscenus nynkma 4 wacmu 2 cmamou 9 npumenaomca 0o 01.03.2026 (nynkm 2 cmamou 2
Deodepanvhozo 3axkona om 20.10.2022 N 405-D3).

4) cobmoeHne MpeayCMOTPEHHBIX cTaThelt 55.1 HacTosimero denepanbHOro 3aKoHa TpeOOBaHHMA K
MPOBEJCHUIO HKCIIEPUMEHTA [0 OCYHIECTBICHUIO PO3HUYHOW TOPrOBIM JIEKAPCTBEHHBIMH
npenaparamy il MEJAMIMHCKOTO NMPUMEHEHHUs, OTIYCKA€MbIMHU IO PEUENTy Ha JIEKAPCTBEHHBIN
npernapar, AUCTaHIIMOHHBIM criocoboMm. (B pen. DeaepanpHoro 3akoHa oT 20.10.2022 N 405-D3)

3. Ilpu ocymectBiaernu (heaepaabHOro TOCyIapCTBEHHOTO KOHTPOIIs (Haa30pa) B cdepe oOpaieHus
JIEKAPCTBEHHBIX CPEJICTB MPOBOASTCS CIIEIYIONINE BUABI KOHTPOJIBHBIX (HAI30PHBIX) MEPOIPUSATHIL:

1) nokymeHTapHas POBEPKa;

2) Bbl€3/1Has IPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIb Ka4eCTBa;
4) KOHTPOJIbHAS 3aKYIIKA;

5) UHCTIEKIIMOHHBIN BU3HT;

6) HaOmoneHue 3a coOo/ieHneM o00s3aTeNbHBIX TpeOOBaHM (MOHUTOPUHT 0€30MacHOCTH)
(dbapmaxonamzop).

4. Opranuzanus u OCyIIeCTBICHHE (eepaTbHOTO roCyIapCTBEHHOTO KOHTPOJIS (Haa3opa) B cdepe
oOpareHust IEKAPCTBEHHBIX CPENCTB perynupyrTcs DeaepanbHbiM 3akoHoM oT 31 urons 2020 rona
N 248-®3 "O rocyaapCTBEHHOM KOHTpoOJie (HAJA30pe) U MYHHUILIMIIAIBHOM KOHTpoJe B Poccuiickoi
Deneparun’.

5. BHemiaHOBBI BBIOOPOYHBIH KOHTPOJb KAauyecTBa IMPOBOAMTCS B TOM YHCIIE Ha OCHOBAaHUU
MPOrpaMMbl ITPOBEPOK.



6. [ImaHOBBIN BEIOOPOUYHBII KOHTPOJIb Ka4e€CTBA HE MTPOBOIUTCSI.

7. Ilo pe3ynbTaTaM BBIOOPOYHOTO KOHTPOJISI Ka4eCTBAa HAPSAY C PEIICHUSMH, TPEAYCMOTPECHHBIMU
®enepanbibiM 3akoHOM OT 31 wmrons 2020 roxa N 248-®3 "O rocynapCTBEHHOM KOHTPOJIE
(Ham3ope) W MYHUIMIAIBLHOM KoHTpojde B Poccuiickoit denepanun, ¢enepalbHBIMU OpraHaMu
WCTIOJTHUTEIbHOW BJIACTH, YIOJHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOYHOTO KOHTPOJIS
KauecTBa, IPUHUMAIOTCS CIEAYIOLIME PEIICHUS:

1) 0 I[aJ'IBHefIH.IeM I'pa)KIaHCKOM 060p0T€ CEepuHr, MapTuu COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O
cpeacTtBa B CiIydac HNOATBCPIXKACHHUA 110 pPE3yJjibTaTaM IIPOBCACHHBIX HUCIBLITAHUN COOTBETCTBUS
KadeCTBa JICKAPCTBCHHOI'O CPEACTBA YCTAHOBJICHHBIM Tp€6OBaHI/15[M;

2) 00 W3BATHH W3 TPaKIAHCKOrO0 000pOTa CEepHH, MapTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeAcTBa B Ciydae BBISBICHUS II0 pe3yabTaTaM IPOBEACHHBIX HCIBITAHUN HECOOTBETCTBHS
Ka4yecTBa JICKAPCTBEHHOTO CPEJICTBA YCTAHOBIICHHBIM TPEOOBaAHUSIM;

3) o mepeBOJE JIEKAPCTBEHHOTO CPEJCTBA Ha IOCEPUITHBIA BHIOOPOUHBIM KOHTPOJIb KadecTBa
JICKapCTBEHHBIX CPEJICTB B CIy4yae TIOBTOPHOTO BBISBJICHUS HECOOTBETCTBHS KadeCTBa
JIEKapCTBEHHOTO CpPEJICTBA YCTAHOBJICHHBIM TpeOoBaHUSM W (TpU HEOOXOJAMMOCTH) O TMPOBEPKE
cyOBbeKTa oOpalleHusl JIEKApCTBEHHBIX CpeICTB. Pacxo/ipl, CBA3aHHEBIE C MIPOBEACHUEM TIOCEPUITHOTO
BBIOOPOYHOTO KOHTPOJISI, OIUIAYMBAIOTCS IPOU3BOJUTENEM JIEKAPCTBEHHOTO CpPEACTBa JIMOO
JeprKaTesieM WM BJIaJelblleM PErHCTPAluOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO TIperapara.

8. dexnepanbHbIi rOCYJapCTBEHHBIA JUUEH3UMOHHBIM KOHTPOJIb JIEATEIBHOCTH IO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBISIETCA B COOTBETCTBHMM C 3aKOHOJATEILCTBOM Poccuiickoit
®denepanuu.

Crarbi 9.1. [Iporpamma nposepok (B pea. @eaepajbHOro 3aK0HA 0T
11.06.2021 N 170-®3)

1. B memsx opraHu3aiiy BBIOOPOYHOTO KOHTPOJISI KAUECTBa JICKAPCTBEHHBIX CPEICTB (hOPMUPYETCS
MporpamMma npoBEpOK.

2. Jlns uened peanuzalMd MPOrpaMMbl MPOBEPOK IMPOU3BOJMTENIN JIEKAPCTBEHHBIX CPEJCTB U
OpraHu3alliy, OCYIIECTBISIOIINE BBO3 JEKAapCTBEHHBIX cpencTB B Poccuiickyio depepanuto,
IIPEOCTABIAIOT B OTHOLUEHUHM JIEKAPCTBEHHBIX CPEACTB Ul MEIMIMHCKOTO IPUMEHEHUS B
YIIOJIHOMOYEHHBIN (efiepaabHbIii OpraH WCIIOJHUTEIBLHON BIACTH, OCYIIECTBISIONUN QYHKIIUU 10
KOHTPOJIFO U HAA30py B cdepe 37paBOOXpAHEHUS, B OTHOLIECHUH JIEKAPCTBEHHBIX CPEJCTB IS
BETEPUHAPHOIO NMPUMEHEHUS B YIOJHOMOYEHHBIN (hefepanbHbIii OpraH UCHOJHUTENBLHONW BJIACTH,
OCYIIECTBIISIFOIINI (PYHKITUU TI0O KOHTPOJIIO U HAZI30pY B cpepe oOpareHus JeKapCTBEHHBIX CPEIICTB
JUI. BETEPUHAPHOTO NPUMEHEHMs, CBEIACHHS O CEepusX, NapTUAX JIEKaPCTBEHHBIX CPEJACTB,
MOCTYMAIIUX B TPaKIaHCKHI 000poT B Poccuiickoit denepanun, B Mopsake, COCTaBe U 00beMe,
YCTaHOBJICHHBIX YKa3aHHBIMH (pellepaJbHBIMU OPTraHAMH HCIIOJIHUTEILHOW BIIACTH B OTHOIICHUU
JIEKapCTBEHHBIX CPEJCTB ISl MEJUIIMHCKOTO MPUMEHEHUSI U B OTHOLIEHUU JIEKAPCTBEHHBIX CPEACTB
JUISl BETEPUHAPHOTO MPUMEHEHHUS COOTBETCTBEHHO.

3. IIporpamma mpoBepok ¢opMHpyeTCcs Ha KaJeHIapHbIM rojx B cpok a0 30 mekabps rona,
MPEIIIECTBYIOMIETO IOy MTPOBEJCHHUS BEIOOPOYHOTO KOHTPOJIS.

4. B ciyyae HacTymuieHMs COOBITHH, yKa3aHHBIX B MoAmyHKTax "0" u "B" myHkTa 2 yactu 6
HACTOSIIIEH cTaThy, (efepaTIbHbIM OPraHOM HCIIOJIHUTEIBHOM BJIACTH, OCYILECTBISIOMNM (HYHKIIUU
[0 KOHTPOJIIO U HAJ30py B cdepe 3ApaBOOXpaHEHUs, (enepaibHbIM OpPraHoM HCIOJHUTEIbHON



BJIACTH, OCYIIECTBIISIOIMM (DYHKIIUHU 10 KOHTPOJIIO U HAA30pY B chepe oOpaiieHus JeKapcTBEHHBIX
CPEICTB JJs1 BETEPUHAPHOIO MNPHUMEHEHUs, NpPU HEOOXOJMMOCTH BHOCSATCS COOTBETCTBYIOLIUE
W3MEHEHUS B IPOIPaMMy IIPOBEPOK.

5. B nporpammy npoBepOK MOTYT BKJIFOYATHCSI MEPOIIPUATHUS C YIETOM HapyIICHHM, BbISIBICHHBIX B
pamMKax KOHTPOJIbHBIX (Ha30pHBIX) MEPOTIPUATHIA 32 MPEIbIIYIINI KaJIeHJapHBIA TOJ.

6. [Iporpamma npoBEpPOK COJEPIKUT:

1) mepedeHb JIEKapCTBEHHBIX CPEJCTB, OTOOP 0O0pPa3lloB KOTOPHIX OYAET OCYIIECTBIATHCA B paMKax
BBEIOOPOYHOTO KOHTPOJIS,, (OPMUPYEMBIH C yYETOM pe3yJbTaTOB T'OCYAapPCTBEHHOTO KOHTPOJIS
(mamzopa) B chepe oOpareHUs JEKapCTBEHHBIX CPEACTB 3a KaJCHIAPHBINA T'0JI, MPEIMIeCTBYIONUN
rO/y MPOBEICHUS BHIOOPOYHOTO KOHTPOJIS

2) YKa3aHu€C Ha CO6BITI/I€, HACTYIUICHUEC KOTOPOr'o SABJSACTCA OCHOBAHUCM [JII OCYIICCTBJICHUSA
BBI60quHOFO KOHTPOJIA:

a) MOJIy4eHUE CBEICHMMH, MPEJCTABJIAEMBIX B COCTaBe M O0bEMeE, YCTAHOBIIEHHBIX (hefepanbHbIM
OpPraHOM HCHOJHUTEIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIIUH 110 KOHTPOJIIO U HaJI30py B chepe
3/IpaBOOXpaHEHUs, (eiepalibHbIM OpraHOM HCIOJIHUTEIbHON BJIACTH, OCYLIECTBIISIONIUM (PYHKINU
[0 KOHTPOJIIO U HAA30py B cdepe oOpallleHus JIEKapCTBEHHBIX CPEJICTB JIsi BETEPUHAPHOTO
MIPUMEHEHUS, O CEPUsIX, MAPTHUAX JIEKAPCTBEHHBIX CPEACTB, MOCTYNAONIUX B IPAKIAHCKUI 000pOT B
Poccuiickoit @epepaiu, YyKazaHHBIX B NyHKTe | HacTosed 4YacTd, OpraHu3alusMH,
OCYIIECTBIISIFOIIMMHU TPOU3BOJICTBO JIEKAPCTBEHHBIX CcpeAcTB B Poccuiickoit denepanuu u BBO3
JIEKapCTBEHHBIX CpeAcTB B Poccuiickyto denepanuro;

0) mojydeHue MOCTYMAOIIEH B MOPSJIKE, YCTAHOBICHHOM cTatheil 64 Hactosmero denepaibHOTO
3aKOHa, MH(QOpMaUUMU O TOOOYHBIX JEHCTBUSX, HEXKENATEIbHBIX pEaKIUsIX, CEephe3HbIX
HE)KEJIaTeNIbHBIX pEaKIUsaX, HENPEIBUJCHHBIX HEXEIaTeIbHbIX peakUUsX IMpu [PUMEHEHUU
JIEKapCTBEHHBIX IPENapaToB, 00 MHIUBUAYAIbHON HENEPEHOCUMOCTH, OTCYTCTBUH 3PPEKTUBHOCTU
JICKapCTBEHHBIX TIPENaparoB, a Takke 00 MHBIX (aKTax M O0OCTOSATENBCTBAX, MPEACTABISIONINX
yrpo3y KH3HU KM 370POBBIO YEJOBEKa MO0 >KMBOTHOTO NPU NPUMEHEHUH JIEKapCTBEHHBIX
MpEerapaToB U BbISIBJICHHBIX HA BCEX 3Tamax oOpalleHus JeKapCTBEHHBIX NpenapatoB B Poccuiickoi
denepauuu U APYyrux rocy1apcTBax;

B) TOJIy4eHHE B COOTBETCTBUU ¢ DenepanbHbiM 3aKoHOM OT 31 wmrons 2020 roma N 248-d3 "O
rOCyIapCTBEHHOM KOHTpoJie (Haa30pe) U MyHHUIIUNAIbHOM KOHTposie B Poccuiickoit deneparmn"
CBEJICHUI O NPUYMHEHUHU Bpeaa WM 00 yrpo3e NpUYMHEHHUS Bpea JKU3HHU, 3/I0pPOBBIO IPaXaaH WU
KUBOTHBIX.

Crates 9.2. I'ocynapcTBeHHbI KOHTPOJIb (HAA30P) 32 peaju3anuen
OpraHaMM MCIOJHUTEJIbHON BJIaCTH CyObeKTOB Poccuiickoi
Degepanyy NOJHOMOYMI B cepe oOpaleHus JIeKAPCTBEHHbIX
CPeaCTB JJI MeAUMIIUHCKOT0 NpuMeHeHus (B pea. @enepajibHOro
3axoHa o1 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIN KOHTpPOJIb (HAA30p) 3a peaiu3alyeil OpraHaMd HCHOJHUTEIbHOW BIIACTH
cyobexToB Poccuiickoit denepannu noaTHOMOUYNH B cepe oOpaiieHust IEKapCTBEeHHBIX CPEJCTB IS
MEJIUIMHCKOIO MPUMEHEHHsI OCYIIECTBISETCS YNOJIHOMOYEeHHbIM IIpaButensctBoM Poccuiickoit
®denepanuu OpraHOM UCIIOTHUTENIbHOMN BIACTH.




2. IlpenmeToM rocynapcTBEHHOTO KOHTPOJIS (Haa30pa) 3a peanu3alueil opraHaMu UCTIOJIHUTEILHOM
BIacTu cyObekToB Poccuiickoit @eneparnmu mosHoMounid B chepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB Ul MEJMLMHCKOTO NPUMEHEHHUs SIBIAETCS COOJIIO/IEHUE YIOJIHOMOUYEHHBIMU OpraHaMu
WCIIOJIHUTENFHON  BIacTH cyObekToB Poccuiickoit denmeparui  METOAMKH  YCTAaHOBJICHHS
IpeJIebHBIX Pa3MepOB ONTOBBIX HAJ0AaBOK M IpeNeibHBIX Pa3MEPOB PO3HMYHBIX HAI0aBOK K
(aKkTU4YECKUM OTIIYCKHBIM 1I€HaM, YCTaHOBJIEHHBIM IPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX IPENapaToB,
Ha JIEKAPCTBEHHbIE MpenapaThl, BKIIOYCHHbIE B MEpEUYEHb KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX
JIEKapCTBEHHBIX MPENapaTos.

3. Ilpu ocymiecTBICHHH TOCYIapCTBEHHOTO KOHTPOJs (Haa30pa) 3a peanu3aluedl opraHamu
UCTIIOJHHUTENBHON BiacTu cyOwbekToB Poccuiickoit denepanuu nmoaHomouuii B cdepe oOpaiieHus
JIEKQpCTBEHHBIX CPEACTB Uil MEIULUHCKOTO TPUMEHEHUS TMPOBOIATCA CIEAYIOIIHE BHUIbI
MEPOIPUATHI:

1) noxymMeHTapHbIE NIPOBEPKU;
2) BBIE3/IHbIE TIPOBEPKHU.

4. Opranmzainusi ¥ OCYIIECTBIIEHHWE TOCYIAapCTBEHHOTO KOHTpOJS (HAa30pa) 3a pealu3aiuei
opraHamMu HCIOJHUTEIBHOU BiacTh cyObekToB Poccuiickoit denepanuu mosHOMOuYud B cdepe
oOpameHust  JEeKapCTBEHHBIX CPEJICTB  JUISI  MEQUIIMHCKOTO TNPUMEHEHHUS  PEeryIHpyrTCs
®enepanbHbIM 3aKOHOM OT 6 OKTs10ps 1999 roma N 184-®3 "OO6 o0mux mpuHIMIAX OpraHUu3aIuN
3aKOHOJIATENbHBIX (IIPEJICTABUTENbHBIX) M HCIOJIHHUTEIbHBIX OPraHOB T'OCYIAapCTBEHHOM BiacTh
cyonrekToB Poccuiickoit @eneparun’.

5. TlomoxeHme O TOCYIAapCTBEHHOM KOHTpoJie (Haa30pe) 3a peanm3alueil opraHamu
WCTIIOJHUTENIBHOU BiacTu cyOwbekToB Poccuiickoit denepanuu noaHomounii B cdepe oOpaiieHus
JIEKQpCTBEHHBIX CPEACTB Uil MEIULIHUHCKOTO MPUMEHEHHUS yTBepxkaaerca IIpaBUTEnbCTBOM
Poccuiickoit @enepanuu.

Crarbs 9.3. PernoHajJbHbINA roOCyAapCTBEHHBIA KOHTPOJIb (HAA30P) 32
NpUMeHeHUEeM LIeH HA JIeKAPCTBeHHbIE NpenapaThbl, BKJIIOYEHHbIE B
nepeYyeHb KU3HEHHO HEOOXOIMMBbIX M BaKHENIIUX JIEKAPCTBEHHBIX
npenapartos (B pea. @eaepaabHoro 3axkoHa or 11.06.2021 N 170-P3)

1. PerronanbHbIi rocyaapCTBEHHBINH KOHTPOJb (HAaa30p) 32 MPUMEHEHHEM IIEH Ha JIGKAPCTBEHHBIE
mperaparbl, BKIIOYEHHBIE B MEPEUCHb JKU3HEHHO HEOOXOIMMBIX M BAKHEHIIHX JIEKAPCTBEHHBIX
MperapaToB, OCYIIECTBISIETCS OpPraHOM HCIIOJHUTENBHON BiacTH cyObekra Poccuiickoit
@denepauuu, yMNOJIHOMOYEHHBIM BBICIIMM HCHOJHUTENBHBIM OPraHOM TOCYJApPCTBEHHOM BJIACTHU
cyonexTa Poccuiickoii @enepanuu.

2. [IpenMeToM pEernoHaIBHOTO TOCYJAapCTBEHHOTO KOHTpOJIsi (HAaA30pa) 3a MPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIC TpPENaparhbl, BKIIOYCHHBIE B IMEPEUEHb >KU3HEHHO HEOOXOMUMBIX M BAKHEUIIHX
JICKApCTBEHHBIX TMPEMapaToB, SBISIETCS COONIOJIEHHE OpPraHM3alMsIMH OINTOBOW TOPTOBIIU
JIEKapCTBEHHBIMU CpeICTBaMH, anTeYHBIMU OpraHHU3alHAMH, WH/IMBUyaJIbHBIMU
OpEeINPUHAMATENSIMY,  UMCIOIIMMHU  JIMICH3WIO HAa  (papMaleBTHYECKYIO  JIESTEIbHOCTD,
MEIWIIMHCKUMHU OPTaHU3alMsIMH, UMEIONUMH JIMIEH3UI0 Ha (PapMaleBTHUECKYIO NEeSTeNbHOCTD, U
ux 000CO0ICHHBIMU NOJIpa3IeICHUSIMU (amOynaTopusmu, GenpamepcKkuMu u
(enpaepcKo-akyepcKuMy MyHKTaMu, IEHTpaMu (OTAENCHUsIME) o0IIel BpaueOHOl (ceMeitHOM)
MPAKTHKH), PACIOJIOXCHHBIMH B CEJIBCKHX HACEJIIEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT



anTeyHble OpraHU3aluy, IPU peaIn3alluu JeKapCTBEHHBIX IPEnapaTroB TPeOOBaHUN K MPUMEHEHUIO
LIEH, YPOBEHb KOTOPbIX HE JOJDKEH IMPEBBIIIATh CYMMY (AaKTHYECKOM OTIYCKHOM IIeHBI,
YCTaHOBJICHHOM MpPOU3BOJUTENEM JIEKAPCTBEHHBIX IIPENapaTroB, W KOTOPbIE HE IPEBBILAIOT
3apErUCTPUPOBAHHBIX TMPEAENBHBIX OTIHYCKHBIX II€H, U pa3MepoB OINTOBBIX HaJ0aBOK M (WJIM)
pa3MepoB pO3HUYHBIX HAJ0AaBOK, HE IPEBBIIIAIOLIIMX COOTBETCTBEHHO pPa3MEpPOB IPEesIbHBIX
ONTOBBIX HAJ0aBOK W (WJIM) pa3MEpoOB MPEAENbHBIX PO3HUYHBIX HAI0ABOK, YCTAaHOBJICHHBIX B
cyonekte Poccuiickoit @enepanuu.

3. Opranuzanusi U OCYIIECTBIEHHE PETHOHAIBHOTO TOCYIApPCTBEHHOTO KOHTpOJIs (Haa3opa) 3a
MPUMEHEHUEM I1I€H Ha JIeKapCTBEHHBIC Mpenaparbl, BKIIOUYEHHbIE B MEPEYCHb KU3HEHHO
HEOOXOJMMBIX M BOKHEHIIINX JEKApCTBEHHBIX IMPENaparoB, perynupytorcs denepaabHbIM 3aKOHOM
ot 31 wmtons 2020 roma N 248-@3 "O rocynapcTBEHHOM KOHTpOJie (HAA30pe) U MYHUIIUTIAIBHOM
koHTpoJie B Poccuiickoit deneparmn”.

4. IlonoxeHue O perMOHAJILHOM TOCYJapCTBEHHOM KOHTpOJE (Haa30pe) 3a MPUMEHEHUEM LIEH Ha
JIEKapCTBEHHBIE Ipenaparhl, BKIIOYCHHbIE B NEpPEUCHb XKM3HEHHO HEOOXOIMMBIX M BasKHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB, YTBEPKIAETCA BBICIIMM UCIIOJHUTEIBHBIM OPraHOM I'OCYIapCTBEHHON
BiacTu cyowbekTa Poccuiickoit denepannu.

Cratbs 9.4. ®enepajbHbIid rOCy1apCTBEHHbI JUIEH3MOHHbIN
KOHTPOJIb AeAATEJIbHOCTH 10 NPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB
(B pen. @eaepanbHoro 3akona ot 11.06.2021 N 170-P3)

1. @enepanbHblii TOCYIAPCTBEHHBIN JIUIEH3UOHHBIM KOHTPOJIb JIESITEJIHbHOCTH MO MPOU3BOJICTBY

JIEKapCTBEHHBIX CPEJICTB OCYILECTBISIETCS (eAepalbHbIMM OpPraHaMU HCIIOJHUTENBHON BIIACTH,
ynonHoMmoueHHbIMU [IpaButensctBoMm Poccuiickoit denepannu.

2. ®enepalibHbI TOCYIAPCTBEHHBIN JIMIIEH3MOHHBI KOHTPOJb JAESITEIILHOCTH MO MPOU3BOACTBY
JIEKapCTBEHHBIX CPEJCTB OCYUIECTBIISIETCS B COOTBETCTBUM ¢ DeiepanbHbIM 3aKOHOM OT 4 Mas 2011
roja N 99-®3 "O nuueH3upoBaHUU OTAEIbHBIX BUIOB JieATeabHOCTU" 1 DefepanbHbIM 3aKOHOM OT
31 wrona 2020 roma N 248-®3 "O rocygapCcTBEHHOM KOHTpoJie (HAA30pE) U MYHUIIUNAIBLHOM
koHTpouie B Poccuiickoit denepanun'. B pamkax ¢deaepanibHOT0 rocyAapcTBEHHOTO JIMIIEH3UOHHOTO
KOHTPOJISL JI€ATE€IbHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJIbHBIE
(Ha30pHBIE) MEPOIPUATHUS HE TIPOBOJSATCS, TIPU STOM MTPOBOAUTCS MIEPUOAMUYECKOE MTOATBEPIKICHHUE
COOTBETCTBHSI JIUIICH3UATOB JIUIICH3MOHHBIM TpeOOBaHUSIM B COOTBETCTBHH ¢ DeepanbHbIM
3aKkoHOM OT 4 mas 2011 roga N 99-@3 "O nuueH3upOBaHUU OTAEIbHBIX BUJIOB ACSITEIBHOCTH .

I'naBa S. PABPABOTKA, JOKIMHUYECKHUE UCCJIIEJOBAHUA
JIEKAPCTBEHHBIX CPEACTB, A TAKXKE KIIMHUYECKHE
NCCIEJOBAHUA JIEKAPCTBEHHBIX ITPEITAPATOB JUJIA

BETEPUHAPHOI'O IPUMEHEHUA

Cratps 10. PazpadoTka JieKapCTBEHHBIX CPeJICTB

1. Pa3pa60TI<a JICKAPCTBCHHBIX CPCACTB BKJIHOYACT B ce0s IIOMCK HOBBIX (bapMaKOJ'IOFI/I‘-IGCKI/I
AKTHBHBIX BCHICCTB, IOCICAYIOIMICC H3YUCHHUC HUX JICKAPCTBCHHBIX CBOI\/’ICTB, JOKJIMHUYCCKHUEC
HCCIICOOBaHUA, p33p3.6OTKy TEXHOJIOT UM IMpOU3BOACTBA (bapMaL[eBTI/I‘-IeCKI/IX CY6CTaHLII/II7I,



pa3paboTKy COCTaBOB M TEXHOJIOTHIA IPOU3BOICTBA JIEKAPCTBEHHBIX IPEMapaToB.

2. ®uHaHCOBOE 0bOecreueHne pa3pabOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 3a CUET:
1) cpenctB penepanbHOTO OIOIKETA;

2) cpencTB pa3pabOTUYUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeacCTB HpOI/ISBOI[I/ITeJ'IeI\/'I JICKApCTBCHHLBIX CpCaACTB Ipu BBIINIOJIHCHUH
HAay4YHO-UCCIICAOBATCIBbCKUX pa60T IO JOTOBOPY MCKAY p33p3.60T‘-II/IKOM JICKAapCTBCHHLIX CPCIACTB U
MMPOU3BOJUTCIIEM JICKAPCTBCHHBIX CPCICTB,

4) UHBIX HE 3aMpenieHHBIX 3aKOHOAaTeNIbcTBOM Poccuiickoit denepainu HCTOUHUKOB.

3. HpaBa pa3pa60TqI/IKa JICKAPCTBCHHOTI'O CPCACTBA OXPAHAKOTCA I'PpaXXKIaHCKHUM 3aKOHOAATCIILCTBOM.

Cratba 11. I[OKJII/IHI/I‘ICCKOQ HCCJIICA0OBAHUEC JICKAPCTBCHHOI'0O CpeaACTBa
AJIA MECAUITUHCKOI'O NIPUMECHCHUHA

1. I[OKJ'II/IHI/IIIGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA AJII MCAULHUHCKOTO IHNPHUMCHCHUSA
MNpOBOAUTCA IYTCM HPHUMCHCHUSA HAYYHBIX MCETOJOB OIICHOK B LCJKIX IOJYYCHHUSA AOKA3ATCIbLCTB
6630H3.CHOCTI/I, Ka4yCCTBa U 3(1)(1)€KTI/IBHOCTI/I JICKAapCTBCHHOTI'O CPpCACTBA.

2. JIOKJIMHHYECKOE HCCIIEI0OBAHUE JICKAPCTBEHHOTO CPEACTBA JUISi MEIUIIMHCKOTO TPHUMEHECHUS
OPOBOJUTCS B  COOTBETCTBMM C MpaBWIaMH  HaJUIeKalleil  J1abopaTopHOl  MpaKTHKH,
YTBEPKJCHHBIMU YIIOJIHOMOYCHHBIM (pe/IepajbHbBIM OPraHOM HCIIOJIHUTEIbHON BiacTH. (B pel.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3. Jlnsa opranu3anuy ¥ MpoBEAeHUS JOKIMHUYECKOTO UCCIeI0BaHUS JIEKapCTBEHHOTO CPEeCTBA JIIs
MEIMIIMHCKOTO TMPUMEHEHHUsT pa3paOOTUYMKU JIEKAPCTBEHHBIX CPEACTB MOTYT HPUBJIIEKATh
Hay4YHO-UCCIIEJIOBATEIbCKHE OpraHu3aluy, o0pa3oBaTeIbHble OpraHU3aly BhICIIEr0 00pa30BaHus,
UMEIOIINE HEOOXO0AUMYIO0 MaTepHalIbHO-TEXHUYECKYI0 0a3y M KBaIM(PUIMPOBAHHBIX CIELUATHCTOB
B COOTBETCTBYIOIIEH oOmactu uccienoBanus. (B pen. PexepanmpHoro 3akona or 02.07.2013 N
185-P3)

4. JIOKJIMHHYECKOE HCCIIEAOBAaHHE JICKAPCTBEHHOTO CpPEACTBA JUII MEIUIIMHCKOTO TPUMEHEHUS
MPOBOJMTCS 1O YTBEPKACHHOMY pPa3pabOTYMKOM JIEKApCTBEHHOTO CpEJCTBA IUIAHY C BEIACHUEM
MPOTOKOJIA ATOTO MCCIEIOBAHUS U COCTABICHHEM OTYETa, B KOTOPOM COJEPIKATCS PE3yIbTAaThl ATOTO
UCCIICIOBAHUS M 3aKJIIOYEHHE O BO3MOXKHOCTH TIPOBEACHUS KIMHUYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOTO Tpernapara Jjisl MeJUIIUHCKOTO TIPUMEHEHHS.

5. [IpoBeneHue MpoBepOK COOIIOACHHS MPABUIT HAIJISKAIICH JTAO0OPAaTOPHOI NMPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BAHMSI )KUBOTHBIX MPU MPOBEICHUU TOKIMHUYECKUX MCCIEI0BAHUN JIEKAPCTBEHHBIX
CPEICTB sl MEJULUHCKOTO TPUMEHEHHsI OCYIIECTBIISCTCS YIIOJTHOMOYEHHBIM (efepaibHbIM
OpPraHOM HCIIOJIHUTENBHOH BracTH. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. PeBy.]'IBTaTBI JAOKIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O CpCACTBa I MCAULIMHCKOI'O
MPUMCHCHUA MOTYT OLITE npeacCTaBJICHbI B ynOJ’IHOMO‘IGHHBIfI (beﬂepaﬂBHBIﬁ opradH
HUCIIOJIHUTEIILHON BJIACTH B YCTAHOBJICHHOM IIOPAJAKE B HEJIAX FOC}’,I[&pCTBGHHOfI perucrpannu
JICKAPCTBCHHOI'O IIpCIiaparTta.




Cratba 12. I[OKJII/IHI/I‘IECKOQ HCCJICA0OBAHUEC JICKAPCTBCHHOI'0O CpeaACTBa
N KIIHHUYECCKOC€ UCCJICA0BAHUEC JICKAPDCTBCHHOI'O MIpcapaTa AJisi
BECTCPUHAPHOI'O IPUMECHCHUN

1. I[OKJ'II/IHI/I‘-IGCKOG HCCJIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA AJII BCTCPHUHAPHOI'O0 IIPUMCHCHHA
NpOBOAUTCA IIYTECM HPHUMCHCHUS HAYYHBIX MCETOJOB OIICHOK B LCJKIX IHOJYYCHHUSA AOKA3ATCIbLCTB
6630H3.CHOCTI/I, Ka4y€CTBa U 3(1)(1)€KTI/IBHOCTI/I JICKApCTBCHHOI'O CpEACTBA, B TOM YHCJIC OIIPCACIICHUSA
CpOKa €ro BbIBCACHUA U3 OpraHu3sMa XUBOTHOI'O, B LCIIAX obOecneuenus 0e€30IMaCHOCTH npoaAyKIUH
JKUBOTHOT'O ITPOUCXOKACHUS ITOCJIC IIPUMCHCHHUA COOTBECTCTBYIOLICTO JICKAPCTBECHHOTI'O IIpCIiapara.

2. I[OKJ'II/IHI/IIIGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA H KIMHHUYCCKOC HCCIICOAOBAHUC
JICKAPCTBCHHOTI'O IIpcriapara JJisi BETCPUHAPHOT'O IMIPUMCHCHUA, HCCIICIOBAHUC OMOSKBHUBAJIECHTHOCTH
YKa3aHHOT'O JICKAPCTBCHHOI'O npcrapara HpOBOASATCA B COOTBCTCTBHUH C IIpaBUjIaMu,
YTBCPXKACHHBIMHA YIIOJTHOMOYCHHBIM q)eﬂepaJ'IBHBIM OpranomM HUCIOJIHUTECILHON BJIACTH.

3. JIOKJIIMHUYECKOE UCCIIeZIOBAaHUE JIEKAPCTBEHHOI'O CPEJICTBA M KIMHHYECKOE MCCIe0BaHUE
JIEKapCTBEHHOT'0 Tperapara JUisi BETEPUHAPHOTO MPUMEHEHUS MPOBOAATCSA IO YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEJICTBA IUIAHY C BEJEHHEM INPOTOKOJIOB ATHUX HCCIIEOBAHUN U
COCTaBJICHHEM OTYETOB, B KOTOPBIX COJIEPHKATCS Pe3yJIbTaThl ITUX HCCIIET0BAHUI.

4. Jlns opraHM3alMi M NPOBEACHUS JOKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO CPEJICTBA U
KIMHUYECKOTO MCCIE0BAaHUS JIEKAPCTBEHHOI'O IIpernapara [yl BETEPUHAPHOIO IPUMEHEHUs
pa3paboOTYUK  JIEKApCTBEHHOI'O  CPEJICTBA MOXET [pHUBJIEKATh OpPraHMU3alMM, HMEIoIne
HEOOXOJMMYI0 MaTepHabHO-TEXHUYECKYI0 0a3y M KBaJIM(HUIMPOBAHHBIX CIEIHUAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTHU UCCIIEJOBAHUSI.

5. Knmuauueckne HUCCIICAOBAHUA JICKAPCTBCHHBIX IIp€HapaToB JIA BCTCPHHAPHOI'O IPUMCHCHUA
IpOBOIATCA B BCTCPUHAPHBIX OpraHU3alUAX U B OpraHu3alusiaX, OCYHICCTBIIAIONINX PAa3BCACHUC,
BbIpallluBAHUC U COACPIKAHUC JKUBOTHBIX, B LCIIAX!

1) YCTAaHOBJICHUS IECPECHOCUMOCTH JICKAPCTBCHHBIX IPCTIapaTOB 310POBBIMH KUBOTHBIMHU,

2) no;[60pa OINTUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHBIX IIPCIIAPATOB W KypCa JICHCHUA Ha
KOHerTHOﬁ TPpYIIIC )KUBOTHBIX C OIIPEACIICHHBIM 3360J’I€BaHI/I€M;

3) ycraHoBieHus1 6e30macHOCTH U 3(h(HEKTUBHOCTH JIEKAPCTBEHHOTO Tpernapara, mpeHa3HaueHHOTO
JUIL JICYCHUS OIPENEICHHBIX 3a00JIeBaHUN JKUBOTHBIX, WM A(P(PEKTUBHOCTU JIEKAPCTBEHHOTO
npernapara st IpopUIaKTUKH 3a00JIeBaHUH 3J0POBBIX KHUBOTHBIX;

4) wu3ydeHUs BO3MOXKHOCTEH pacIIMpeHHs TOKa3aHWM K TPUMEHEHHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa U BbISIBICHUSI paHee HEM3BECTHBIX MOOOYHBIX AEHCTBUH.

6. KnuHuueckoe wuccieoBaHUE JIEKAPCTBEHHOTO Ipenapara JJisi BETEPUHAPHOTO IPUMEHEHUS
OCYILIECTBIISIETCS 32 CUET CPEJCTB pa3paboTUMKa JIEKapCTBEHHOTIO CPEJICTBA.

7. OtueTel O pe3yjibTaTax MOOKJIMHUYCCKOTO HCCICAOBaHUA JICKAPCTBCHHOI'O CpCACTBa U
KIIMHUYCCKOI0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta MAJid BCTCPHUHAPHOIO IPUMCHCHUA
COCTaBJIAIOTCA paBpa6OT‘H/IKOM JICKAPCTBCHHOI'O CPEACTBA C YUYCTOM 3aKJIFOYCHUN OpFaHI/IBaHI/Iﬁ,
NPpUHUMABHIUX YYACTHUC B OpraHU3allii U IMIPOBCACHNUU 3TUX HCCHGHOB&HHﬁ.

8. KOHTpOJ'IB 3a IPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ JICKApCTBCHHLIX CPCIACTB H
KIIMHUYCCKHX I/ICCHGI[OBaHI/IfI JICKAPCTBCHHLIX IIPpCIIapaToB MAJid BCTCPHUHAPHOTO IPUMCHCHUA
OCYIICCTBIIICTCA YIIOJTHOMOYCHHBIM (beﬂepaHBHBIM OpraHomMm HUCIIOJIHUTEIILHOMN BJIACTH.



I'nasa 6. OCYIECTBJIEHUE 'OCYJAPCTBEHHOM
PEI'UCTPALIMU JTEKAPCTBEHHBIX ITPEITIAPATOB

Cratbs 13. 'ocynapcTBeHHAasi perucTpanus JeKapCTBEHHbIX
npenaparos (B pea. @exepanabHoro 3akona or 22.12.2014 N 429-®3
(pea. ot 13.07.2015))

1. B Poccuiickoit @enepannu JOMYyCKalOTCsl MPOU3BOJCTBO, U3TOTOBJIEHHE, XpaHEHHE, TIEPEBO3KA,
BB03 B Poccuiickyio ®enepauuio, BbiBo3 u3 Poccuiickoit ®enepanuu, pekiama, OTIYCK,
peanuzanusi, Iepenada, MPUMEHEHUE, YHUYTOXKEHHE JIEKapCTBEHHBIX IIpernapaToB, €CIH OHHU
3aperuCTPUPOBAHBI COOTBETCTBYIOLIUM YIOJTHOMOYEHHBIM benepanbHbIM OpraHom
WCIIOJIHUTENLHOM BiiacTu. (B pen. enepanbHoro 3akona ot 13.07.2015 N 241-D3)

2. l'ocygapcTBeHHOM perucTpaiuu mnojiexar:

1) Bce nexapcTBEHHBIC MpeNaparthbl, BIEPBBIC MOJJICKAIIUE BBOLY B oOpamieHne B Poccuiickoit
®deneparuu;

2) JexKapCTBEHHbIE NpernapaTrhbl, 3apErUCTPUPOBAHHBIE pPaHEE, HO NPOU3BEACHHBIE B JPYTUX
JIEKapCTBEHHBIX (OopMax B COOTBETCTBUHM C IEPEYHEM HAMMEHOBAHHUI JIEKapCTBEHHBIX (OpM, B
HOBOH JI03UPOBKE MPH JI0KA3ATEIbCTBE €€ KIMHUYECKON 3HAYUMOCTH U 3P (HEKTUBHOCTH;

3) HOBbIE KOMOMHAIINY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. FOCYHapCTBeHHaﬂ peructpanus JCKApCTBCHHBIX IPEHIAapaTOB OCYIICCTBJIEICTCS IO PE3yJibTaTaM
OKCIICPTU3DBI JICKAPCTBCHHBIX CPCACTB, a4 T'OCYAAPCTBCHHAA pETUCTpaALUA Opq)aHHBIX JICKAaPpCTBCHHBIX
npernapaTtoB OCYHICCTBIIAACTCA IO PE3yJIbTaTaM IKCIICPTU3bI JOKYMCHTOB, IPCACTABIICHHBIX IJIA
OIIpCACIICHUA BO3MOXXHOCTH pacCMaTpuBaTb J'IeKapCTBeHHBII\/’I npernapar ajii MCEAUIOHUHCKOI'O
NPpUMCHCHUA TIpU OCYIICCTBIICHUU FOCY,I[apCTBeHHOfI perucrtpaiun B Ka4YCCTBC Op(l)aHHOl"O
JICKApCTBCHHOTIO IIpCIiapara, U Mo pe3yjbTaTaM 3KCIICPTU3LI JICKAPCTBCHHBIX CPCACTB.

4. TocynapcTBeHHasi perUCTpaLus JEKapCTBEHHOTO MpernapaTa OCyIEeCTBISIETCS COOTBETCTBYIOIIUM
YIOJIHOMOUYEHHBIM (eJiepaibHbIM OPraHOM HCIIOJHUTENLHOM BJIACTH B CPOK, HE MPEBBIIIAIOLINM cTa
HIECTUECATH paboYuX JHEW CO JHS MPUHATHS COOTBETCTBYIOIIETO 3asiBJICHHS O rOCYAapCTBEHHOM
pEerucTpaluy JIEKapCTBEHHOTO INpenaparta. B ykazaHHBIM CpoOK BKIIIOYaeTcs BpeMsi, HE0OXOIuMoe
JUIsl TIOBTOPHOT'O IIPOBEACHHUS HKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUU CO CTaThel 25
Hactosimiero ®enepanbHoro 3akoHa. CpOK TOCYyIapCTBEHHON pPETHCTpAlM JIEKAPCTBEHHOI'O
nperapara MCYUCISETCS CO JAHS MPUHSATHS COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (hesiepaabHbIM
OpraHOM HCIIOJIHUTENbHOM BIACTH COOTBETCTBYIOIIETO 3asIBJICHUSI O TOCYJaPCTBEHHOM perucrpauuu
JIEKapCTBEHHOTO TIperapara C MPHIOKEHUEM HEOOXOJUMBIX JOKYMEHTOB TIO JIGHb BBIJA4U
PETUCTPALIMOHHOTO YAOCTOBEPEHHS JIGKAPCTBEHHOTO TMpemapaTta. Bpewms, HeoOxoaumoe miis
HaANpPaBJICHHUs YIOJHOMOYECHHBIM (eepalbHBIM OpPraHOM HCIIOJIHUTEIBHON BJIACTHU 3ampoca o
MPEJICTABIICHUU HEOOXOIUMBIX MAaTEpHUaJOB W TPEACTABICHHS 3asBHTEJIEM OTBETa Ha JaHHBIN
3ampoc B COOTBETCTBUM €O cTarhsiMu 16, 19 m 23 Hacrtosimero denepanbHOro 3aKOHA, HE
YUHUTBIBAETCA MTPU UCUUCIEHUU CPOKA FOCYAAPCTBEHHON PErUCTpALMK JIEKAPCTBEHHOT O IIpernapara.

5. T'ocynapcTBEHHOM perucTpalvy HE MOAJIEeKAT:

1) JICKAPCTBCHHLIC IIPCIIapaThbl, HM3TOTOBJCHHBLIC AalITCYHBIMU OpraHu3aluiaAMH, BCTCPHUHAPHBIMU
AllTCYHbIMU  OpraHU3alusIMHi, HWHAUBUAYAJIIbHBIMU  HOPCANPUHUMATCIIIMU, KOTOPBIC  HMCIOT



JUIEH3UI0 Ha (apMaleBTUUECKYIO JEATeIbHOCTh, IO PELenTaM Ha JIEKAPCTBEHHBbIE Ipernaparbl U
TpeOOBaHUSIM MEIUIIMHCKUX OpTraHu3allii, BETEPUHAPHBIX OpraHU3aIuil;

2) nekapCTBEHHBIE MpemnapaThl, MPUOOPEeTeHHbIE (GU3NIECKUMHU JIMIIaMU 3a npeaenamu Poccuiickoi
®denepauuu U NpeIHA3HAYECHHBIE JIJIsl IMYHOTO UCTIOJIb30BaHNUS;

3) JICKAapCTBCHHLIC IIPCIIapaThbl, BBO3UMBLIC B POCCHﬁCKym CDGI[epaI_II/IIO JJIA OKa3aHUsA MGHHHHHCKOﬁ
IIOMOIIM II0 JXHU3HCHHBIM IIOKa3aHUAM KOHKPCTHOI'O IIAaIMCHTA HaA OCHOBAHHWH Pa3pCIICHUA,
BbIJIAHHOT'O YIIOJITHOMOYC€HHBIM q)eﬂepaJ'IBHBIM OpraHomM HUCIIOJTHUTEIILHOMN BJIaCTH,

4) nexapcTBEHHBIE CpelICTBa, BBO3MMbIE B Poccuiickyro denepanuio Ha OCHOBAHMM BBIJAHHOTO
YIOJIHOMOYEHHBIM  (efiepajbHbIM  OpPraHOM  HCIIOJIHUTENIBHOM  BJIACTHM  pas3pelieHuss U
IIPEHA3HAYCHHBIE JUIS NPOBEACHMS KIMHUYECKUX MCCIEHOBAHMM JIEKAPCTBEHHBIX IPENApaToB U
(uM) TPOBEIECHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJACTB JJISI OCYHIECTBIIEHUS] IOCYAapCTBEHHOMN
perucTpanuy JEKapCTBEHHbIX PENapaTos;

5) dapmaneBTHYECKHE CyOCTaHIINM;

6) panumodapmaleBTHUECKUE JIEKapCTBEHHBIEC Ipernaparbl, M3rOTOBJIEHHbIE HENOCPEICTBEHHO B
MEJMIMHCKUX OpraHM3alusAX B IMOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (elepaabHbIM
OpraHOM HCIIOJIHUTEJILHOM BIIACTH;

7) leKkapCTBEHHbIE MpenapaThl, IPOU3BOJAUMBIE I HKCIOPTA.
6. He nomyckaercs rocygapcTBeHHasi perucTpanus:

1) nexapCTBEHHBIX IPENaparoB, OTIMYAIOMIMXCSA JAPYyr OT Jpyra KauyeCTBEHHBIM COCTAaBOM
JNEUCTBYIOIIMX BELIECTB, 01 OIMHAKOBBIM TOPTOBBIM HAUMEHOBAHHUEM;

2) OAHOTO JIEKApCTBEHHOTO TMperapara, MPeACTaBICHHOIO0 Ha TOCYAAPCTBEHHYIO PETHCTPALUI0 B
OTHOIIIEHUH OJHOTO U TOTO JK€ JepKaTels WX BiaJeNblla PErUCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tperapara B BHJE JBYX M 0oJiee JEKapCTBEHHBIX IMPEMapaToB IO Pa3IMYHBIMU
TOProBBIMH HaUMEHOBaHMAMHU. (B pea. DenepanbHoro 3akona oT 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B »yeKTpoHHOH (opMe WM HA OyMaKHOM HOCHTENE) CyObeKTa oOpaieHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (heepaiabHbBIM — OpraHoM
WCIIOJIHUTEIbHON BJACTH, OCYHIECTBIISIIOUIMM TOCYJApCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX
MpenapaToB, B YCTAHOBJICHHOM UM MOPSAKE OCYIIECTBISIETCS HAay4YHOE KOHCYJIbTUPOBAHHE IO
BOIIPOCaM, CBS3aHHBIM C IPOBEIECHHUEM JOKIMHMYECKHX  HUCCJIEIOBAHUN, KIMHUYECKUX
UCCIIEJIOBAHUN JIEKAPCTBEHHBIX IIPErapaToB, SKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEJICTB,
ahdexTuBHOCTH W  OE30MACHOCTH, C  OCYIIECTBICHHEM TOCYJAapCTBEHHOW  PETUCTpaIiu
JIEKapCTBEHHBIX NpenapaToB. KoOHCYIbTHPOBaHKE OCYIIECTBIIETCS C MPUBJIEYEHUEM (eaepabHbIX
rOCyJJapCTBEHHBIX OFOKETHBIX YUPEXKACHUH, [10JIBEJOMCTBEHHBIX JAHHOMY (peliepabHOMY OpraHy
WCIOJHUTEIbHON BJIACTH M HE YYacTBYIOIIUX B OPraHMU3ALMM NPOBEACHUS HKCHEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPEJICTB B LENAX OCYIIECTBICHHUS MX TOCYJapCTBEHHOW pErucTpauuud B
COOTBETCTBUM CcO cTaThed 16 HacTosiero deepaibHOro 3aKOHA, B BUJAE OTBETa B MHCHMEHHOMN
¢dopMe yIOITHOMOYEHHOTO (heepanbHOro OpraHa MCIOJHUTENIBHOM BiacTH Ha 3ampoc. Pasmep
B3MMAEeMOW C 3asBUTENIA TUIAThI ONPEJIENSETCS B COOTBETCTBUM C 3aKOHOJATENhCTBOM Poccuiickoii
®enepaunn 00 oOpraHu3alMM IMPEJOCTABICHUS TOCYJApPCTBEHHBIX W MYHHULMNAIBHBIX YCIYT.
Wudopmarus 06 ocyliecTBIEHUH HAYYHOI'O KOHCYJIBTUPOBAHUS, B TOM YHCIE CTaTbu, 0030pHI,
CIpaBOYHbIE MaTepuaibl U MHass MHPOpMAIUs 00 OCYILECTBICHUH HAYYHOIO KOHCYJIbTUPOBAHUS,
pa3Mmeriaercss Ha O(QULMAIBHOM CaiiTe YIOJIHOMOYEHHOTO (hefiepalbHOr0 OpraHa MCHOJHUTEIbHOU
Bractu B cetu "MHTEepHET" ¢ cOOMOIeHuEM OTpaHUYCHHM, YCTAaHOBJICHHBIX 3aKOHOIAaTEILCTBOM O



MEePCOHANLHBIX JaHHBIX, KOMMEPUYECKON U (MJIN) TOCYIapCTBEHHOM TaiiHE.

8. TocymapcTBeHHasi peructpanus JEKapCTBEHHBIX IPENapaToB, KOTOPbIE MpeIHA3HAYEHBI IS
NPUMEHEHUS B YCJIOBUSIX BOCHHBIX JICMCTBUI, YPE3BBIYANHBIX CUTYyallUd, MPEAYHPEHKIACHUS
YpEe3BBIYAMHBIX CUTYallUi, MPOMUIAKTHKY U JICYCHUsI 3a00JIeBaHNH, PEICTABISIONIUX OMACHOCTD
JUIL  OKPYXKAIOIIMX, 3a00JIeBaHUM W TOPAKCHUH, NOJYyYEHHBIX B pe3yJbTaTe BO3ACUCTBUS
HEOJATONPUSATHBIX ~XUMHUYECKHUX, OHOJOTMYECKUX, pPaJUAIlMOHHBIX (PAKTOpPOB, H KOTOpHIE
pa3paboTaHbl B TOM 4HCIE MO 3aJaHHUI0 (eAepaNTbHBIX OPraHOB WCIOJIHHUTEIBHON BIACTH,
YIOJTHOMOUYEHHBIX B 00jacTu OOOpPOHBI CTpaHbl M O€30MAaCHOCTH TOCYAapCTBa, a TaKKe
JIEKapCTBEHHBIX CPEJICTB B Cllydae UX Ae(EKTypbl WIA PUCKA BOZHUKHOBEHHS Ae(DEKTYPHI B CBSI3U C
BBEJICHHEM B OTHOIIeHHH Poccuiickoit ®enepanuu OrpaHUYUTENBHBIX MEP AKOHOMHUYECKOTO
XapakTepa OCYIIECTBISIETCS B MOpsIKe, ycTaHoBieHHOM [IpaButensctBoM Poccuiickoit denepanuu.
(B pen. @enepanpubix 3ak0HOB 0T 01.04.2020 N 98-@3, ot 08.03.2022 N 46-D3)

Crarps 14. IlIpuHUMIBI IKCIIEPTU3bI JIEKAPCTBEHHbIX CPEACTB (B pel.
dDenepajbHOro 3axkona or 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. DkcnepTH3a JIEKApPCTBEHHBIX CPEACTB OCHOBBIBACTCS HA MPHUHIMUIIAX 3aKOHHOCTH, COOJIIOJICHHS
npaB ¥ CBOOOJ YENIOBEKa W Tpa)JIaHWHA, MPaB OPUIMYECKOTO JIMIA, HE3aBUCUMOCTU IKCIIEPTa,
O00BEKTUBHOCTH, BCECTOPOHHOCTU U IIOJIHOTHI HCCIIEJOBAHUN, MPOBOJUMBIX C MCIIOJIb30BAHUEM
COBPEMEHHBIX JOCTH)KEHUN HAYKU U TEXHUKHU, OTBETCTBEHHOCTU (eIepaibHOTO TOCYIapCTBEHHOTO
OIO/KETHOTO YUPEXKJIEHHUS 110 MPOBEACHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB U JKCIEPTOB 3a
MIPOBEJICHUE U KAUECTBO 3KCIIEPTU3BI.

2. 9KCH€pTI/I33 JICKAPCTBCHHBIX IIPCIIApaTOB I MCAUIUHCKOI'O IIPHUMCHCHUS BKJIFOYACT B ceObs:

1) SKCIIEPTU3Y HOKYMCHTOB, IIPCACTABIICHHBIX UIA OIPCACIICHUA BO3MOKHOCTHU pPaACCMATPUBATDH
HeKapCTBeHHBIﬁ npenapar Al MCAUIUHCKOTO NPUMEHCHUS TIPU OCYIICCTBIICHUH FOCY,I[apCTBeHHOfI
perucTpanu B Ka4CCTBEC Op(baHHOFO JICKaApCTBCHHOT'O IIpCIiapaTta,

2) sKcHepTU3y MPEI0KESHHBIX METOI0B KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHOT'O CPEJICTBA M Ka4ecTBa
MpEeACTaBICHHBIX 00pa3IOB JEKAPCTBEHHOTO CPEACTBA C HMCIOJIB30BAaHHEM STHX METOJOB (lanee -
IKCIIEPTH3a KauecTBa JICKAPCTBEHHOTO CPEJICTBA);

3) D9KchepTU3y OTHOIIEHUS OXKHUJAaeMOW IMONb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHUs
JIEKapCTBEHHOTO MpenapaTa;

4) SKCIepTH3y PETUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIM TpermapaT B LEJSAX OMPEICTCHUS
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX TMPENapaTtoB Ui MEIUIIMHCKOTO MpUMEHEHHUs. (B pel.
®enepanpHOro 3akoHa ot 27.12.2019 N 475-03)

3. DkcnepTu3a JIEKapCTBEHHBIX IPENapaToB JUIsi BETEPUHAPHOTO NPHUMEHEHHs BKIIIOYAeT B ceOs
HKCHEPTU3Y KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA U HKCIEPTU3Y OTHOILIEHUS OKUIAAEMOM MOJIb3bI K
BO3MOKHOMY PUCKY IIPUMEHEHHs JIEKapCTBEHHOT O IperapaTa.

Cratbs 15. ®egepajibHOE TOCYAAPCTBEHHOE OIOIKETHOE YUpPeKIAeHHEe
10 MPOBEJCHUI0 IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

DKcnepTH3a JeKapCTBEHHBIX CPEICTB MPOBOJIUTCS (peaepaibHbIM TOCYAAPCTBEHHBIM OFOHKETHBIM
YUPEXJIEHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (he/lepabHOr0 OpraHa HCHOJHUTEIbHOU



BJIACTH, CO3JaHHBIM JUIsi 00ECTeYeHHs] MCTIOJIHEHUs TIOJTHOMOYUH ATOTO (ellepaibHOro OpraHa Io
BBIJIaUe pa3pelleHNil Ha TMPOBEJCHNE KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX MPEMNapaToB U
(W) WO TOCYIapCTBEHHOW pETHUCTpaIlMi JICKApCTBEHHBIX TIperapaToB (Jajee - HKCIEePTHOE
YUpEKICHUE).

Crartbs 16. Opranusanus npoBeAeHHUs IKCIEPTU3bI JTEKAPCTBEHHbBIX
cpenctB (B pea. PenepajbHoro 3akona ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

1. 9KCH€pTI/I33 JICKAPCTBCHHLIX CPCACTB IMPOBOAUTCA KOMHCCHEH SKCIICPTOB I3KCIICPTHOI'O
YUPCIKACHU, Ha3HA4YCHHOM €ro PYKOBOOAUTCICM, Ha OCHOBAHWU 3aldHUS Ha MTPOBCIACHUC
OKCIICPTU3bI JICKAPCTBECHHOI'O0 CPCACTBA, BbIJAHHOI'O YIIOJIHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHomMm
HUCIIOJIHUTEIILHON BJIACTH. PYKOBOI[I/ITGJ'IB SKCICPTHOTO YYPCKACHUS obOecIieunBaeT HaJICKaIlce
MNpOBCACHUC OKCIICPTHU3blI JICKAPCTBCHHBIX CPEACTB B COOTBCTCTBHU C 3adaHUCM, BbIAAHHBIM
YIOOJIHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHomM HUCIOJIHUTECILHON BJIaCTHU, U OPraHU3YCT MOATOTOBKY
CBOJHOI'O 3aKJIOYCHUA 9TOl Komuccuu. B cocTaB 3TOM KOMHCCHUM IIO PCHICHUIO PYKOBOAUTCIIA
OKCIICPTHOTO YUPCKIACHUA MOI'YT OBLITHL BKJIIOYEHEI B KAUECTBE OKCIICPTOB JiKMla, HC pa6OTaIOH_II/I€ B
JAaHHOM 3KCIICPTHOM YUYPCKIACHUHU, CCJIM UX CICHHUAJIbHBIC 3HAHUA H€O6XOI[I/IMBI JJI1 TIPOBCACHUA
OKCIICPTU3BI U TAKUC IKCIICPTHI OTCYTCTBYIOT B JAHHOM 3KCIICPTHOM YYPCIKIACHUU.

2. DKCHEPTOM IO MPOBEACHUIO JKCIEPTH3bI JICKAPCTBEHHBIX CPEACTB SIBIIACTCS ATTECTOBAHHBIM
pabOTHHUK 3KCIIEPTHOTO yUPEXKICHHS, KOTOPBI UMEET BBICIIEE MEIUIIMHCKOE, (hapMaieBTHUECKOE,
OMOJIOTHYECKOE, BETEPUHAPHOE WM XUMHYCCKOE O0Opa3oBaHWE H TMPOBOIMUT IKCIEPTHU3Y
JICKAPCTBEHHBIX CPEJCTB B MOPSAKE HCIIOJHEHHS CBOMX JOJDKHOCTHBIX OOSI3aHHOCTEH (manee -
IKCIIEPT).

3. Ilpu mpoBeAeHHM SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB HKCHEPT HE MOXKET HaXOJIUThCS B
KaKOH-JIN0OO 3aBUCUMOCTH OT JIMIIA, HA3HAYMBIIIETO 3Ty IKCHEPTU3Y, pa3pab0TUHKa JIEKAPCTBEHHOTO
CPEICTBA WM JPYTUX 3aUHTEPECOBAHHBIX B pe3yJIbTaTax dKCIEPTU3bI JIULI.

4. Tlpm mnpoBeneHUM SKCIEPTH3BI JIEKAPCTBEHHBIX CPEICTB HE JOIMYCKAaeTcs HCTpeOOoBaTh Yy
3asgBHUTENS MO0 WHBIX JIMI] MaTepuasbl, HEOOXOAUMBIEC IJIsl MPOBEIACHHUS JKCIEepPTH3bl. B ciydae
HEJOCTaTOYHOCTHU IPEACTABICHHBIX 3KCIEPTY MaTE€pPUAJIOB JUIS Jaud 3aKIIOUEHHUS SKCIEPT CTaBUT
BOIIPOC O TPEACTABICHHH €My HEOOXOAMMBIX MaTepualoB Mepe]] PYKOBOAHMTEIEM HSKCIIEPTHOTO
YUPEXKIECHHs, KOTOpBIM OOpamaercss ¢ COOTBETCTBYIOIIMM 3alpOCOM B  YIOJHOMOYEHHBIN
(denepanbHbIii OpraH MCHOJHUTEIBHOW BIIACTH, BBIAABIIMN 33aJaHUE HAa TPOBEJCHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA. YKa3aHHBIN (efepaabHblii OpraH HCTOJHUTEIBHON BJIACTH B TEUCHHUE
AT pabodyux JHEH cO JHS TOCTYIUIEHHMS 3arpoca PYKOBOJAUTENS SKCIEPTHOTO YUpEexkICHUs
HaIpaBJIsieT 3asABUTENIO 3alpoc O NPeACTAaBICHUM HEOOXOIUMBIX MarepuaiioB. [laHHBIN 3ampoc
MOKET OBITh TepeZaH YIOJIHOMOYEHHOMY MPEICTABUTENI0 3asBUTENI JIMYHO I0J] PACIUCKY,
HampaBjeH IO T[IOYT€ 3aKa3HbIM [HCBMOM WM TIIepellaH B 3JEKTPOHHOM ¢dopme 10
TeJeKOMMYHHMKAIIMOHHBIM KaHajaM CBs3M. B ciyuae HampaBiieHus JaHHOTO 3ampoca IO Io4Te
3aKa3HbIM MMHUCBMOM OH CUYMTAETCS MOJYYEHHBIM MO MCTEYEHMH LIECTH JTHEH C JaThl HaIllpaBJICHUs
3aka3zHoro nuceMa. (B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3allpOC YIOJHOMOYEHHOTO (eaepaibHOro opraHa
WCIIOJIHUTEIILHON BJIACTH B CPOK, HE TPEBBINAIONIUN JEBSHOCTA padOYMX IHEH CO JHA €ro
MOJIy4EeHHsI. Y TIOJITHOMOUYCHHBIHN (heiepaibHbIi OpTaH UCTIOJHUTEIBHON BJIACTH, BBIIABIINN 3ajaHUE
Ha TMPOBEJECHHUE 3KCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHME MATH pabO4MX THEH co JHS



MOCTYIUIEHUS] OT 3asBMUTENsl OTBETa Ha JAHHBIM 3allpoC HAIpaBJII€T TaKOH OTBET B 3KCIIEPTHOE
yupexJeHue. B ciaydae HempeacTaBieHMs MO MCTEUEHHUHU JEBSHOCTAa paboOuMX JHEH 3asBUTEIEM
OTBETa Ha JIAHHBIH 3amMpoc YIMOJTHOMOYEHHBIH (enepanbHbIi OpraH HWCIOJHUTEIHLHOW BIIACTH,
BBIIaBIIMI 3a/laHue Ha MPOBEICHHE HKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, B TEUEHHUE IATH
pabouux JHEW HampaBiIsieT B SKCIEPTHOE YUpPEXKJECHUE YBEJOMJICHHME O HENpeICTaBICHUN
3asBUTEJIEM OTBETa Ha 3allpoC YKa3aHHOrOo opraHa. Bpems co [HS HampaBleHHs 3ampoca
HKCHEPTHOTO YUYPEXKICHHUS B YINOJHOMOYEHHBIH (efepalibHblii OpraH HCIOJIHUTENBHOM BIAcTH /10
JHS TIOJIyYEHHUS SKCIEPTHBIM YUpPEeKJICHHMEM OTBETa Ha 3ampoc WM  yBEJAOMIIEHUS O
HENpEeJCTaBIEHUN OTBETa Ha 3alpoC HE YUYUTHIBAETCS IPU HCUUCICHHWU CpOKa MPOBEIEHUs
AKCHEPTHU3HI JIEKAPCTBEHHOTO cpecTBa. (B pea. PenepanpHoro 3akoHa ot 25.11.2013 N 317-03)

4.2. Eciu B cocTaBe perucTpallMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpemnapar JUisi MEAULMHCKOTO
MPUMEHEHUSI COJEPKUTCS MpeAycCMOTpeHHas cratbed 18, wacthto 1.1 crateu 30 u crarbeit 34
Hactosimero denepanbHOro0 3aKOHA KOMHS PEUICHHS YIOJIHOMOYEHHOTO (enepaibHOro opraHa
WCIIOJHUTEIBHOW BJIACTU O TPOBEJACHUM HWHCIEKTHUPOBAHUSA IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, JKCHEpPTy J0 O(QOpPMIIEHUS pPE3yJIbTaTOB JKCIEPTU3bl JIEKAPCTBEHHOTO CpEJICTBA
MPEOCTABISIETCS B MOPSJIKE U HA YCIIOBUSX, KOTOPBIE MPeAyCMOTpEHbI YacTsiMu 4 u 4.3 HacTosien
CTaTbU, KOIMSI 3aKJIIOYEHUS O COOTBETCTBUU MTPOU3BOUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
MPaBUJI Ha/JIeKalle MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (peliepanbHbIM
OpraHOM HCIIOJIHUTENBHOU BiiacTh. (B pen. denepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

4.3. 3asgBuTenb 00s3aH TPEJICTABUTh B YIMOJTHOMOYECHHBINH (penepanbHbIA OpraH WCIOJHUTEIbHOMN
BJIACTH KOIUIO 3aKJIFOYEHHSI O COOTBETCTBUU MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM
MpaBUJI HaJUIeKaIled MPOU3BOJACTBEHHOM MPAKTHUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUAECATU
pabouux JHEH CO JIHA MOJYyYEHHUs 3ampoca O €€ MPEeA0CTaBICHUHU. Y TOJIHOMOUYEHHBIHN (enepanbHbIil
OpraH UCHOJHHUTEIbHON BJIACTH, BBIJABIINN 3aJjaHHE HA MPOBEIACHUE SKCHEPTU3bI JIEKAPCTBEHHOTO
CpE/CTBa, B TEUCHUE IISITU pabOYMX JHEH CO AHS MOCTYIUICHHUs OT 3asBUTENSI KOIUM 3aKJIFOUEHHS O
COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUI HaAJeKallei
MIPOM3BOJCTBEHHON TMpaKTUKW, HaNpaBiIsgeT €€ B OKCIepTHOe yupexiaeHue. B  ciydae
HENpPE/JCTABICHUS 3asBUTEJIEM B YyKa3aHHBIH CpPOK KOINWHU 3aKJIIOYEHHUS O COOTBETCTBUU
MIPOU3BOJMTENSI JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSIM MPaBUI HaJUJIeKalled MPOU3BOJACTBEHHOM
MPAKTUKH YIIOJTHOMOYEHHBIN (heiepalibHbIN OpraH UCTIOJHUTEIHHON BJIACTH, BBIIABIINM 3aJaHUE HA
MIPOBEJICHUE HKCIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHUE ISTH pabouux JTHEH HaIpaBiseT B
SKCHEPTHOE YUPEXKJIEHHE YBEIOMJICHHE O HEINPEACTABICHUU 3asBUTEJIEM KOIMU 3aKIIOYCHHS O
COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUI HaJIeKallei
MIPOU3BOJCTBEHHOM MPAaKTUKHU. Bpemsi co qHS HampaBieHHs 3arpoca 3KCIEPTHOIO YUPExKJECHUs B
YIOJTHOMOUYEHHBIN (heJiepanbHbIil OPraH MCIOTHUTEIHLHOW BJIACTH JIO JIHS MOJYYEHUS DKCIEPTHBIM
YUPEKICHUEM KOMHUM 3aKJIIOYEHUS O COOTBETCTBUU IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHMSM TMpPaBHJI HAAJIEKAIICH MPOU3BOJACTBEHHON TMPAKTUKKW WM YBEJIOMJICHHS O €€
HEMpPEACTAaBIICHUH HE YYUTHIBACTCS NPHU HCUYUCICHHMH CpPOKAa TPOBEICHUS  IKCIEPTH3bI
JeKapcTBEHHOTO cpencTia. (B pen. denepansroro 3akoHa oT 04.06.2018 N 140-D3)

5. DkcmepT Npu NPOBEACHUM TMOPYYEHHOH €My PYKOBOJIUTENIEM SKCIEPTHOTO YUPEKICHUS
9KCHEPTHU3bI JIEKAPCTBEHHOTO CpeicTBA 00s3aH:

1) mpoBecTH TMONHOE WCCIEIOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTepHalioB, JaTh
000CHOBaHHOE€ W OOBEKTUBHOE 3aKIIOYEHHUE MO TIIOCTABJICHHBIM II€pPel HUM BOMIPOCAM HIIU
MOTHUBUPOBAHHOE 3aK/IFOUEHHE O HEBO3MOKHOCTH MPOBEACHUS MM SKCHEPTU3bl JIEKAPCTBEHHOIO
CPEICTBA, €CJIM MOCTaBIECHHBIE BOIPOCHI BBIXOJAT 3a IPEEIbl CIEHHUAIBHBIX 3HAHUN JKCIEpTa,
OOBEKTHl HCCJIEIOBAHMM M MaTepHalbl HENMPUrOJHBl MJIM HEJAOCTAaTOYHBI Uil IPOBEICHUS
UCCIIEJIOBAHUN M JJaud 3aKII0YeHUs MO0 COBPEMEHHBIH YpOBEHb PAa3BUTHS HAyKH HE IMO3BOJISET



OTBCTUTH HA IMOCTABJICHHBIC BOITPOCHI;

2) HC pas3rjamarb CBCACHUS, KOTOPBIC CTAJIM €My HU3BCCTHBI B CBA3U C IMPOBCACHUCM JKCIICPTU3bI
JICKApCTBCHHOI'O CPEACTBA, 4 TAKIKC CBCACHUA, COCTABIIONINUC IOCYAApCTBCHHYIO, KOMMEPUYCCKYIO
HJIM UHYKO OXPaHACMYHO 3aKOHOM TaﬁHy;

3) o0ecreunTh COXPAaHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIIEIOBAaHUA U MAaTEPUAIIOB.
6. DKCnepT HE BIpaBe:

1) IPpOBOAUTDb 3KCIIEPTU3Y JICKAPCTBECHHOT'O CpCACTBA IIO O6paH_I€HI/II() HCIIOCPEACTBCHHO K HEMY
OpFaHI/IBaI_II/IfI HnIIn (1)I/ISI/I‘IGCKI/IX JINIT;

2) caMOCTOSTENBHO COOMpPATh MaTepHAaIIbl JJIsl IPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA;
3) mPOBOAUTH SKCHEPTH3Y JIEKAPCTBEHHOT'O CPEJICTBA B KAYECTBE HErOCYAapCTBEHHOTO dKCIIEepTa.

7. B ciiydae He0OXOAMMOCTH KCIIEPT BIIPABE X01aTaliCTBOBATH MEPel PYKOBOAUTEIEM HKCIIEPTHOTO
YUPEXJEHUs] O NPUBJICYEHUH K MPOBEACHUIO SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA JIPYIHX
9KCHEPTOB.

8. Kaxnplil skcnept, BXOASAIIMN B COCTaB KOMHUCCUHM 3KCIIEPTOB, KOTOPOW MOPYUYEHO NPOBEACHUE
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPE/ICTBA, HE3aBUCUMO M CAMOCTOSITEIbHO IPOBOJUT MCCIIEOBAHUSA,
OLIEHUBAET Pe3yJIbTaThl, IOJIyU€HHbIE UM JIMYHO U JAPYTUMH SKCIIEPTaMHU, U (HOPMYIUPYET BBHIBOIbI
OTHOCHTEJIBHO TIOCTaBJICHHBIX BOIPOCOB B MpeJiesiaX CBOMX CHEIMAIbHBIX 3HAHUM.

9. PGSYJ'IBTaTBI OKCIICPTHU3BI JICKAPCTBCHHOI'O CPCACTBA O(bOpMJ'IfIIOTCSI 3aKJIIFOYCHUCM KOMMCCHH
OKCIICPTOB. B 3aknmroueHnMu KOMHCCUM SKCIICPTOB YKAa3bIBAKOTCA INCPCUYCHb I/ICCJIGI[OBaHPIfI, 00BeM
MNPOBCACHHBIX KaXXJIbIM 3JSKCIICPTOM I/ICCJIGI[OBaHHfI, YCTAHOBJICHHBIC KaXXJbIM M3 HHUX (baKTBI n
CACJIaHHBIC B PE3YyJIbTATC I/ICCJ'IG,I[OBaHI/Iﬁ BBIBOBI. 9KCH€pT, MHCHHUC KOTOpPOro HC COBIAAACT C
PCUHICHUCM KOMHCCHH SKCIICPTOB, BIIPABC BBIPA3UTH CBOC MHCHHC B MHUCHLMEHHOM (bopMe, KOTOpOC
HpI/IO6IJ_Ia€TC$I K 3aKJIFOUCHHUIO KOMHUCCHUHU SKCIICPTOB.

10. SKCHepTBI, BXOIsAIMHUE B COCTAaB KOMHUCCHUH, IMPEAYHPCIKAAIOTCIA 00 OTBETCTBEHHOCTH B
COOTBCTCTBHUHU C 3aKOHOAATCIBCTBOM Poccuiickoit CDGI[CpaL[I/II/I 34 Javy 3aKJI0YCHUA, COACPIKALICTO
HeO0OOCHOBAHHBIE HITH (baJ'IBCI/I(l)I/IL[I/IPOBaHHBIG BBIBOJIbI, O YEM OHHU HAAKOT IMOAIIUCKY.

11. Onpenenenne ypoBHs npodeccuoHaIbHOM MOATOTOBKH SKCIEPTOB M aTTECTAIMs UX Ha MPaBO
MIPOBEICHUS JKCIIEPTU3bI JIEKapCTBEHHBIX CPEICTB OCYILIECTBIISIFOTCS
HKCHEPTHO-KBAIN(UKAIMOHHBIMU KOMHCCUSIMU B TOpPSJIKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIIUM
YIOJIHOMOUYEHHBIM (pesiepajibHbIM OPraHOM HCIIOJIHUTENBHOM BiIacTU. Y pOBEHb NMpodeccnoHamIbHON
MOJITOTOBKH HKCIEPTOB IMOJIJIEKUT MEPECMOTPY YKa3aHHBIMU KOMHUCCHSIMH HE peXe 4eM OJIMH pa3 B
ST JIeT.

12. TlpaBuna mnpoBeACHHS SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH SKCIEPTU3BI
OTJEJIbHBIX BHJIOB JIEKAPCTBEHHBIX IpenapaToB (pedepeHTHhIX JIEKAPCTBEHHBIX IPENaparos,
BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX IPENapaToB, OMOJOTMYECKHX JIEKAPCTBEHHBIX IPENaparTos,
OroaHanoroBeix (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpemnapaToB (OMOAHAIOTOB), TOMEOTATHUYECKUX
JICKapCTBEHHBIX  NPENaparoB, JIEKAPCTBEHHBIX  PACTUTENIBHBIX  IpenapaTroB, KOMOMHaUUN
JIEKapCTBEHHBIX TpenaparoB), (OPMbI 3aKIIOUEHUH KOMMCCUU OSKCIEPTOB YCTaHABIMBAIOTCS
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (pe/iepajbHbIM OpraHOM HCHOJIHHUTEIbHOM BIAacTU. (B pen.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))




Cratps 17. [logaua u paccMoTpeHMe 3asiBJIEHHS 0 TOCYIaPCTBEHHOM
perucTpanuu JeKapCTBEHHOI0 NMpenapara 1Jisi BeTePUHAPHOT0
npuMeHeHus (B pea. @exepajabHoro 3akona or 22.12.2014 N 429-03
(pea. ot 13.07.2015))

1. Jlnsg rocyAaapCTBEHHOM peErucTpaluu JIeKapCTBEHHOIO TMpenapara Uil BETEPUHAPHOTO
NPUMEHEHHUs! pa3paboTUYUK TAKOTO JIEKAPCTBEHHOT'O MNperapara WiIK yINOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOE JIMIO (J1ajlee B HACTOSIICH CTaThbe - 3asBUTEIb) MPEJICTABIAET B YIOJTHOMOYEHHbBIN
(benepabHbIi OpraH UCHOJHUTEILHON BJIACTH, OCYIIECTBISIONINM IrOCYAapCTBEHHYIO PErHCTPALIMIO
JIEKapCTBEHHBIX NpENnaparoB /sl BETEPUHAPHOTO NPUMEHEHUs, B 3JEKTPOHHON ¢opMe WiIM Ha
OyMa)XHOM HOCHTEJE 3asiBJICHHE O IOCYAApCTBEHHON PErUCTPaLiU JIEKapCTBEHHOTO Mpemnapara Jiis
BETEPUHAPHOTO TPUMEHEHMs, a Takke B IMOpSAJKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM
YIOJIHOMOUYEHHBIM (eiepabHbIM OPTaHOM HCIIOJHUTENBHON BJIACTH, B JIEKTPOHHOU hopme nim Ha
OyMa)KHOM HOCHTEJIE HEOOXOIUMBbIC TOKYMEHTBI, U3 KOTOPBIX (POPMHPYETCS PETUCTPALMOHHOE
JI0Ch€ Ha JIEKaPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asgBneHUN 0 TOCYyIapCTBEHHON PErHCTPaLUU JEKAPCTBEHHOrO Mpernapara Jijisi BETEpUHAPHOTO
MIPUMEHEHUS YKa3bIBAIOTCSL:

1) HaMMCHOBAHUC U aApCC 3asABUTCIIA, p33p3.60T‘-II/IKa H IIPOU3BOJUTCIIA JICKAPCTBCHHOI'O IIpCIiapaTa
AJIsl BETCPUHAPHOI'O IMPUMCHCHUA U aJIp€C MCECTa OCYHICCTBJICHUSA MPOU3BOJACTBA JICKAPCTBCHHOI'O
npcerapara Ajisi BETCPUHAPHOT'O IIPUMCHCHUA (B CJIydac HAJINYHUsI HECCKOJIbKUX YHYAaCTHHUKOB IIpoHecca
MpOU3BOJACTBA H€O6XO,I[I/IMO YKa3aThb Kaxxa0ro u3 HI/IX);

2) HaMMEHOBAaHHUE JIEKAPCTBEHHOIO IpernapaTa JJisi BETEpUHAPHOTO MPUMEHEHUs (MEXIyHapoIHOe
HENaTeHTOBaHHOE, UJIM IPYNIIUPOBOYHOE, WM XUMHUYECKOE U TOPIrOBOE HAMMEHOBAHMUS );

3) nmepedyeHb NEMCTBYIOUIMX M BCIIOMOTATENIbHBIX BEIIECTB, BXOAAIIUX B COCTaB JIEKAPCTBEHHOTO
nperapara JJisi BETepUHAPHOTO IPUMEHEHHUS, C YKa3aHUEM KOJIMYECTBA KaXKIO0Tr0 U3 HUX;

4) JICKAapCTBCHHAsA q)OpMa, JA03UPOBKa, CITOCOOBI BBCIACHHUA W IIPUMCHCHUS, CPOK TOJHOCTH
JICKAPCTBCHHOI'O IIpfIiapaTta JJIs1 BETCPUHAPHOT'O IPUMCHCHU

5) dbapmakoTepaneBTHUECKas TPYIINA;

6) H€O6XOI[I/IMOCTB IMPUMCHCHUA YCKOPGHHOﬁ mpouecaypsbl SKCIICPTU3bI JICKAPCTBCHHBIX CPCACTB B
Oesx FOC}’I[&pCTBGHHOﬁ perucTpanuu JICKAPpCTBCHHOI'O IIpCIiapara,

7) KOIMMU JOKYMCHTOB, IIOATBCPKAAIOMIUX YIIIIATY FOCY,I[apCTBeHHOfI IIOHIJIMHBI:

a) 3a INPOBEJIEHHE SKCIEPTH3bl KAayecTBa JIEKAPCTBEHHOI'O CPEACTBA U HKCHEPTU3bl OTHOLICHMS
OKMJAeMOIl TOJb3bl K BO3MOXXHOMY pPHCKY TNPUMEHEHMs JIEKapCTBEHHOTO IIperapara Jyis
BETEPUHAPHOI0 IPUMEHEHHUSI TP €r0 TOCYIapCTBEHHOM perucTpanuu;

0) 3a BBIIa4y PETUCTPAIIIOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOT'O TIperapara;

8) HanmMuue corjacusi, NPEeIyCMOTPEHHOIO YacThi0 7 HACTOSIIEW CTaThbW, €CIM C MOMEHTa
peructpanuu peepeHTHOro JIEKapCTBEHHOTO Tpernapara /il BETEPUHAPHOTO TPUMEHEHHSI TPOIILIIO
MEHEee YeM LIeCTh JeT. (B pen. PeaepanbHoro 3akona ot 13.07.2015 N 241-D3)

3. PeructpanuioHHoe J0che B IEJSAX SKCHEPTH3BI JEKAPCTBEHHOTO IMpenapaTa JJsi BETEPHHAPHOTO

npUMeHeHus! GOpMUPYETCsI U3 CIEAYIOUINX JOKYMEHTOB U cBefieHui: (B pel. denepanabHOro 3akoHa
o1 27.12.2019 N 478-03)




1) cBeneHust O jaTe MPENOCTABICHHUS M PErHCTPALMOHHOM HOMEpE JIMIEH3MH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, MPEJOCTABICHHON NPOU3BOIUTENIO PETUCTPUPYEMOIO JIEKApPCTBEHHOI'O
mperapara i BETEPUHAPHOTO NPUMEHEHUs, JUIl POCCHUMCKUX NpOM3BOAUTENEH; (B pen.
®enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeneHUs O Jare MPENOCTABICHHS U PETUCTPAMOHHOM HOMEpE JIMIEH3WU Ha TMPOU3BOICTBO
JICKApPCTBEHHBIX CPEJICTB, MPEIOCTABICHHONW TMPOU3BOIUTENO (papMaleBTHUYECKON CyOCTaHIIHH,
BXOJSIIIEH B COCTaB PETHUCTPUPYEMOrO JICKQpCTBEHHOTO TMpemapara s BETEPUHAPHOTO
MPUMEHEHUS, U1 pOCCUICKUX mpousBoautenel; (B pea. denepanbubix 3akoHOB 0T 04.06.2018 N
140-®3, ot 27.12.2019 N 478-D3)

2.1) xomus JOOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOIAMTENS IS
KQKJIOM TPOU3BOJCTBEHHOM IUIOLIAJKUA PETHCTPUPYEMOTO JIEKAapCTBEHHOTO Ipemnapara Jyis
BETEPUHAPHOIO MPUMEHEHUS U MOATBEPKIAIOLIEI0 COOTBETCTBHE MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHMUSAM IMPABWII HAJIEKANIEH MPOU3BOJCTBEHHONW NMPAKTHKH, U €r0 MEepPEeBOJ Ha
PYCCKUH fA3bIK, 3aBEPEHHBIE B YCTAHOBJIIEHHOM TIOpPAJIKE, a TAaKXE KONUS 3aKJIOYEHUs O
COOTBETCTBUM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPAaBHI HaAJICKaAIICH
MPOU3BOJACTBEHHON  NPAKTUKH, BBIJAHHOTO  YIIOJHOMOYEHHBIM  (peepanbHBIM  OpraHoM
WCIIOJIHUTEIbHOM BJAcTH JJI  KaXJOH MPOU3BOACTBEHHOW IUIOIIAJKU PETUCTPUPYEMOrO
JIEKapCTBEHHOTO TIpernapara JJisi BETePHHAPHOTO MPUMEHEHUs, TH00 KOMHSI PEHICHUS O IPOBEACHUN
MHCIIEKTUPOBAHUSI MNPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJCTB, HPUHATOIO  YIOJIHOMOYEHHBIM
(denepanbHBIM OpPraHOM MCIIOJIHUTENIBHOM BIIACTH JAJIs KaXXJAOW HPOU3BOACTBEHHOM IUIOLIAJAKU
PETUCTPUPYEMOTr0 JIEKAPCTBEHHOTO Ipernapara JUii BETEPUHAPHOIO IPHUMEHEHUs. YKa3aHHbIE
JOKYMEHTBl TPEJICTaBISIOTCS B Clyyae, €cCJd IPOMU3BOJCTBO JIEKAPCTBEHHOIO Ipemnapara
ocymiecTBisieTcst 3a mpenenamu Poccuiickoit @enepanuu; (B pea. denepanbHOro 3aKoHA OT
04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOTUTEIS
(dapMaleBTUYECKOH  CYOCTaHIIMM H  TOJATBEPXKIAIOMIETO  COOTBETCTBHE  MPOU3BOAMTENS
(dapMalneBTHYECKONH CYOCTaHIIMM, BXOMAIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mpernapara  Juis  BETEPUHAPHOTO  NPHUMEHEHUWs, TpeOOBaHWSAM  TMpaBWI  HaJyIeXkallen
MIPOU3BOJCTBEHHON NMPAKTUKU, U €Tr0 MEPEBOJl HA PYCCKHUH SI3bIK, 3aBEPEHHBIC B YCTAaHOBICHHOM
MOpSIZIKE, B CIy4ae, €CIM NPOU3BOJACTBO (PapMaleBTHUECKON CYOCTaHIIMM OCYIIECTBIISIETCS 3a
npeaenamu Poccuiickoit @enepanuy; (B pen. @enepanbaoro 3akona ot 04.06.2018 N 140-D3)

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTAa Ha HeKapCTBCHHBIﬁ nperapar ajsi BCTCPHUHAPHOIO
MNPUMCHCHHUA,

4) MOKYyMEHT, CoAep X alluii cieAyrlyo uHbopMmanuioo o (papManeBTHUECKOW CyOCTaHIIUU WITH
(dapmaneBTHYeCKUX CyOCTaHIMAX, BXOMIIIMX B COCTaB JIEKAPCTBEHHOTO IIpemapara JUis
BETEPUHAPHOTO NMPUMEHECHUSI:

a) HauMeHOBaHHME (papMalleBTHUYECKOW CYOCTaHIIMM, €€ CTPYKTypa, oOIIMe CBOHCTBa (mpu
TOCYJapCTBEHHOM PETUCTPallUd UMMYHOOMOJIOTUYECKUX JICKAPCTBEHHBIX IMPENapaTroB s
BETEPUHAPHOTO NMPUMEHEHHs TPECTABISIOTCS CBEJACHHS O IITaMMeE, BKIIOYast €r0 HaUMEHOBAHHE,
nH(pOPMAITUIO O MPOMCXOXKJIEHNUH, €0 CBOMCTBAaX, XapaKTEPUCTHKAX U MECTe JIENOHUpPOBaHuUsA); (B
pen. @enepansHoro 3akona ot 02.08.2019 N 297-D3)

0) HaMMEHOBaHUE U a/IpeC IPOU3BOIUTEIIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM cTagui IMPOU3BOACTBA U METOAOB KOHTPOJII Ha BCEX
CTagusax Ipou3BOACTBA,



r) wuHpopmamus O TpuMecsX (HE TPEACTaBIseTCS TMPU TOCYNAPCTBEHHON pPEruCTpaIvu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MpPENapaToB Ui BETEPHHAPHOTO TPHMEHEHH:); (B pel.
®enepanpHOro 3akoHa ot 02.08.2019 N 297-03)

1) cnenupukanus Ha GpapMaleBTUIECKYI0 CYOCTaHIIMIO (HE MPEACTABISIETCS IPU TOCYAAPCTBEHHON
pPETUCTpAllMd  UMMYHOOMOJIOTUYECKUX  JICKAPCTBEHHBIX  MPENaparoB i  BETEPHHAPHOTO
MIPUMEHEHU);

e) OIMMCAHUC MCTOAUK KOHTPOJIA Ka4CCTBA,

) Ppe3ylbTaThl aHaNM3a cepuil (apmareBTHUECKOW CcyOcTaHIMM (HE TNPEACTABISIOTCS TPHU
TOCYAapCTBEHHOW PpEerucTpalid HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MpEnapaToB IS
BeTepUHApHOTO NMpuMeHeHus); (B pen. enepanbuoro 3akona ot 02.08.2019 N 297-D3)

3) NEpCUCHb CTAHAAPTHBIX 06pa3u013 HJIM BCIICCTB, UCIIOJIb3YCMBIX IIPU OCYHICCTBJIICHUN KOHTPOJIA
Ka4dyCCTBa,

1) OIMCAHHUE XaPaKTEPUCTUK U CBOMCTB YITAKOBOUHBIX MaTepPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JlaHHble O CTaOWIBHOCTH (HE TPEACTABISIIOTCS TIPU TOCYAApCTBEHHON pETUCTpaIiu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MpPENapaToB Ui BETEPHHAPHOTO TPHMEHEHH:); (B pel.
®enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK TOJTHOCTH, YCIIOBUSI XPAaHECHUS;

5) oryer o pe3yinbTaTtax JOKJIMHUYECKOTO WCCIEAOBaHUS JIGKAPCTBEHHOTO CpPEICTBA  JUIS
BETEPUHAPHOTO TPUMCHCHHUS, BKJIIOYAIONIUN OINKMCAHUE METOJOB ONPEICIICHUS OCTaTOYHBIX
KOJIMYECTB JICHCTBYIOIIETO BEIIECTBA (JIEHCTBYIOIIMX BEIIECTB), JOCTUTAIOMIETO (IOCTUTAOLINX)
CHUCTEMHOTO KpPOBOTOKA, B TMPOJIYKIMH >KUBOTHOTO MPOHMCXOXKIACHUS MOCIE MPUMEHEHHS TaKOTO
JIEKapCTBEHHOTO CPEJICTBA, a TaKKE JOKYMEHTAJIBbHOE MOJATBEP)KICHHE (BalMIAIMs) YKa3aHHBIX
MeTo/10B; (B pen. Deaepanbroro 3akona ot 02.08.2019 N 297-D3)

6) ordyer O pe3yiapTaTax KJIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOrOo IIperapara Juist
BETEPUHAPHOIO IPUMEHEHHs Y KaXJIOr0 BHJA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKLUHU IIO
BETEPUHAPHOMY IPUMEHEHHUIO;

7) IMPOCKT MHCTPYKIUU I10 BETCPUHAPHOMY IIPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIapara, CO,I[Gp)KElIlIGfI
CJICAYIOIIUC CBCACHUAA:

a) HAaMMEHOBaHME JIEKAPCTBEHHOTO Mpernapara Jyis BETEpUHAPHOTO MPUMEHEHMsI (MEXIyHapOoaHOe
HENaTeHTOBaHHOE, UJIM IPYNIIUPOBOYHOE, WM XUMUYECKOE U TOPIrOBOE HAMMEHOBAHMUS);

0) nekapcTBeHHas (popma ¢ yKazaHHMeM HauMEHOBAaHWH M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BEIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTATEILHBIX BEIIECTB;

B) OIMMCAHUC BHCIIHCTO BHUAA JICKAPCTBCHHOTO IIpCIiapaTta JJIs1 BETCPUHAPHOI'O IIPUMCHCHU A,

r) ¢papMakoTepaneBTUUECKas IPyIa JIEKAPCTBEHHOTO MpenapaTa /il BETepUHAPHOTO MPUMEHEHUs
WM yKa3aHue "rTOMeoNnaTuYeCKUid JeKapCTBEHHBIN npenapar";

o)  ¢dapmakoguHamMuKa W (apMakOKMHETHKa (32  UCKIIOYEHHEM  (apMaKOKUHETHKHU
TOMEOIAaTUYECKHX JIEKAPCTBEHHBIX MPENapaToB U PaCTUTEIbHBIX JICKAPCTBEHHBIX MPENapaToOB) WK
ONMCaHNEe UIMMYHOOHOJIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO Mpenapara;

e) IMMoKa3aHuA OJI1 IPUMCHCHHUA,



) IPOTUBOIIOKA3aHUs JJIsl IPUMEHEHMUS,;
3) MephI MPEIOCTOPOKHOCTH P MPUMEHECHHUH;

1) YKa3aHHE BO3MOXKHOCTH U OCOOCHHOCTEH NMPUMEHEHHUsI Y OEPEMEHHBIX KUBOTHBIX, Y )KUBOTHBIX B
[IEPUO/JI JIAKTAL[MH, Y TOTOMCTBA KUBOTHBIX;

K) PECKUM OO3UPOBAHMA, crioco0 BBCACHUA W IIPHUMCHCHUS, IIPU H€O6XO,I[I/IMOCTI/I BpCMiA IIpucMa
JICKAPCTBCHHOI'O IIpfCIiapaTa JJIs1 BETCPUHAPHOT'O IIPUMCHCHUSA, ITPOJOJIKUTCIbHOCTD JICUCHHA

J'I) BO3MOJKHBIE ITOOOYHEIE HeﬁCTBHH, HCKCJIATCIIbHBIC PCAKIHUH IMPHU NPUMCHCHHUH JICKAPCTBCHHOI'O
npemnapara 4Jis1 BETCPUHAPHOI'O IIPUMCHCHHUA,

M) CUMIITOMBI IT€PEJO3UPOBKH, MEPHI TI0 OKA3aHUIO IOMOIIY TPH MEPE03HUPOBKE;
H) B3aUMOJICHCTBHUE C IPYTUMH JICKAPCTBEHHBIMH MpenapaTaMu U (WIM) KOpMaMu;
0) OpMBI BEIITyCKa JIEKAPCTBEHHOTO TIpernapaTa JAJisi BETepUHAPHOTO IPUMEHEHUS,;

) yka3aHue (Tpu HEO0OXOJAMMOCTH) OCOOCHHOCTEW ACWCTBHUS JIEKApCTBEHHOIO Ipemnapara s
BETEPUHAPHOTO MPUMEHEHHS TIPU TIEPBOM TPUEME WU TIPH €r0 OTMEHE;

p) ommcanue (Ipu HEOOXOIMMOCTH) JCUCTBUHN CIEUANIKNCTAa B 0OMACTH BETEPUHAPHH, BIIaJENbla
KHUBOTHOTO TPH TPOIYCKE MpUeMa OJHOW WM HECKOJBKHX JI03 JIKAPCTBEHHOTO Mperapara s
BeTEpUHAPHOTO NpuMeHeHwus; (B pen. denepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

C) CPOK TOAHOCTH UM YKa3aHHWC Ha 3alpeT MNOPUMCHCHUA JICKAPCTBCHHOI'O IIpCliapara It
BCTCPUHAPHOTO MMPUMCHCHUA 11O UCTCUCHUU CPOKA T'OJHOCTH,

T) YCIIOBUSI XpaHEHUS;

y) YKa3aHHUC Ha H€O6XOI[I/IMOCTB XpaHCHUA JICKAPCTBCHHOTO IIpfriapara AJid BETCPHUHAPHOI'O
MNPUMCHCHU B MCCTAX, HCAOCTYITHBIX JJIs I[eTefI;

¢) ykazanue (pu HEOOXOIUMOCTH) CIECIHUAIBHBIX MEp MPEIOCTOPOKHOCTH TPH YHUUYTOKEHUU
HEHCIIOJIB30BAHHBIX JIEKAPCTBEHHBIX MIPENapaToB JJIsl BETEPUHAPHOTO IPUMEHEHUS;

X) CPOKH BO3MOKHOTO HCHOJIb30BaHUS MPOIYKIUH KUBOTHOTO NPOUCXOXKACHHUS IOCIE BBEICHUS
KUBOTHOMY JIEKaPCTBEHHOI'O IIpenapara Jyisi BETEPUHAPHOTO IIPUMEHEHNS;

11) YCJIOBUS OTITYCKa,

Y) HAUMEHOBAaHUS M aJpeca NPOU3BOJACTBEHHBIX IUIOIIAJOK IPOU3BOJUTENS JIEKAPCTBEHHOI'O
npenapara il BETEpUHAPHOTO IIPUMEHEHUS;

II) HAaUMCHOBAHHE, aJpeC OpraHU3alllH, YIOJHOMOYCHHOW JepXKaTeleM WM BJaJelbleM
PETUCTPALIMOHHOTO YIOCTOBEPCHHUsI JICKAPCTBEHHOTO TIperapaTa Ha IMPUHITHE NPETCH3WH OT
MOTPEOUTEIS;

8) MNPOCKTbI MAKCTOB HepBHqHOﬁ YIIaKOBKHU U BTOquHOﬁ YIIAaKOBKHU JICKAPCTBCHHOI'O IIpCIiapaTta AJist
BCTCPUHAPHOTO IIPUMCHCHHUA

9) cnenyromye CBEACHU O JISKAPCTBEHHOM IpenapaTe IJisi BETePHHAPHOTO PUMEHEHUS:
a) ONMCaHNe U COCTAB JICKAPCTBEHHOTO MpernapaTa /Uil BETEPHHAPHOTO IPUMEHEHUS;
0) oncanune GapmareBTUIECKON pa3paboTKH;

B) ONMCAHUE MpoLiecca MPOU3BOICTBA U €r0 KOHTPOJIA, MOANKUCAHHOE B MOPSKE, YCTAHOBJIEHHOM B



COOTBETCTBUM C 4YacThio | Hacrosimeit ctarbu; (B pen. denepanpHoro 3akona ot 02.08.2019 N
297-®3)

I') ONHWCaHWE KOHTPOJII KPUTUYECKUX CTaauil MPOU3BOJCTBA W IMPOMEKYTOUYHOW MPOAYKIIUHU,
MOJIMUCAHHOE B MOPSAJIKE, YCTAHOBJICHHOM B COOTBETCTBUU C YacThbiO | HacTosimiel crathu; (B pel.
®enepanbHOro 3akoHa ot 02.08.2019 N 297-P3)

J) HAMMEHOBAHHMS U ajpeca pa3paboTUMKa, JAEpKaTeNs WIM BIAJENbLA PETHCTPALUOHHOTO
YIOCTOBEPEHHS JICKAPCTBEHHOT'O TIperapara, MPOU3BOJCTBEHHBIX IUIOMIAIOK IPOU3BOIUTEIS
JIEKapCTBEHHOTO  TMpemapaTa Uil BETEPHUHAPHOTO MPHUMEHEHUS C  YKa3aHWeM  CTaJuid
TEXHOJOTMYECKOTO  TPOILECCa,  OCYIIECTBISIEMBIX  HAa  MPOM3BOJCTBEHHBIX  ILUIOMIAJIKAX
MPOU3BOAMTENSI JIEKAPCTBEHHOTO TMpemnapata JUisi BETEPUHAPHOTO NpUMEHEeHHs; (B  pell.
®enepanbHbix 3ak0HOB OT 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

e) (apmarieBTHUECKasi COBMECTHMOCTB;

) MUKPOOHOJIOTHYECKHUE XapaKTEPUCTUKY;

3) MaTepualIbHBIN OaNaHc I MPOU3BOJCTBA CEPHH TOTOBOTO MPOIYKTa;

1) ONMCaHHE XapaKTEPHUCTHK U CBOKWCTB YITAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOUYHBIX CPE/ICTB;
K) JOKYMEHTaJIbHOE TIOATBEPKACHUE (BAIMIAIINS) TIPOIIECCOB U (MJIH) MX OILICHKA;

J) TpeOOBaHMS K KadeCTBY BCIIOMOTATENbHBIX BeHIeCTB (cepTudukar, crenupukanms Ha
BCIIOMOTATEIbHBIC BEIIECTBA U UX 0OOCHOBAHHUE);

M) AHAIIUTUYCCKUEC MCTOAUKH, HUCIOJB3YEMbIC TIIPpH OCYHICCTBJICHHUU KOHTPOJIL KadYeCTBa
BCIIOMOT'aTCJIBbHBIX BCIIICCTB,

H) JAOKYMCHTAJIbHOC IMOATBECPKIACHUC (BaJ'II/I,I[aLII/IH) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMbIX IIpH
OCYIICCTBJICHUU KOHTPOJI Ka4€CTBA BCIIOMOI'aTCIIbHBIX BCIICCTB,

0) I/IHq)OpMaI_II/IH 00 HCIIOJIB30BaHUU BCIOMOI'aTEIBLHBIX BC€IICCTB YCIOBCUYCCKOI'O M KHBOTHOI'O
IMPOUCXOKACHHA

1) MOJNYHKT. - YTpatui cuiy. (B pen. ®enepanbroro 3axkoHa ot 02.08.2019 N 297-D3)

p) TpeOoBaHHMsS K KadyecTBY JICKAPCTBEHHOIO IIperapara JUisi BETEPUHAPHOTO IMPUMEHEHHUS
(ceptudukar, cnenndukaiys Ha JEKapCTBEHHBIN MTpenapaT u uX 000CHOBAHUE);

C) AaHATUTHYECKHE METOJUKH, HCIIOJIb3yeMble TP OCYIIECTBICHMM KOHTPOJS KauyecTBa
JIEKapCTBEHHOTO IpenapaTa Jyisl BETEpMHAPHOI0 PUMEHEHUS;

T) JAOKYMCHTAJIbHOC MOATBCPIKACHUC (BaJ'II/I,I[aLII/IH) AHAJIMTHYICCKUX MCETOIAUK, HCIIOJIBb3YyCMbIX IIpHU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O IIpeIiapaTa Il BETCPUHAPHOTO IPUMCHCHUS

y) HOKYMCHT, HO,I[TBep)K,I[aIOH_II/Iﬁ Ka4CCTBO JICKAPCTBCHHOI'O IIpCIiapaTa TPEX IMPOMBIIIJICHHBIX
CepI/Iﬁ (HpOTOKOJ'I aHaJIn3a HUJIn CepTI/I(bI/IKaT aHaJ'II/ISa), OJJHa CCpUs KOTOPOro AO0JDKHaA COBIIAAATh C
Cepﬂeﬁ o6pa3ua JICKAapCTBCHHOTI'O IMpfriapara, IOAaHHOI'0 Ha PECTUCTpaluro,

() XxapakTepucTuKa mpumMecei;

X) NEepCUCHb CTAaHAAPTHBIX O6p33LIOB, HCIIOJIB3YCMbIX IIPpU OCYIICCTBJIICHUU KOHTPOJII KadeCTBa
JICKAPCTBCHHOI'O IIpfCIiapaTta JJIs1 BETCPUHAPHOTO IPUMCHCHU

11) JaHHBIE O CTAOUIIBHOCTH JIEKAPCTBEHHOTO MpenapaTa JUlsi BETEpUHAPHOI'0 IPUMEHEHUS;



10) xomusi JOKyMEHTa, cojep)Kamero HMH(GpOpMaIuioo O HAIWYUU WIH 00 OTCYTCTBHUH (DAaKTOB
pEerucTpaluy JIeKapCTBEHHOrO Ipemnapata JJii BETEPUHAPHOIO IPUMEHEHHs 3a NpelesiaMu
Poccuiickoit @enepanuu;

11) cornacue B mucbMeHHOW (hopMe, MPEAYCMOTPEHHOE YaCThIO 7 HACTOSIIEH CTAaThU, B CIydae
pETrUCTpallii BOCIIPOM3BEICHHOTO JIKAPCTBEHHOTO Tpenapara; (B pen. demepalbHOr0 3aKoHa OT
13.07.2015 N 241-®3)

12) xommusi JOKYMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOIO0 B YCTAHOBJIEHHOM TIOpPAJIKE H
MOATBEPKAAIOUIEr0 IPABOMOYHOCTD 3asBJICHUS O TOCYJAapCTBEHHOM perucTpauuu JeKapCTBEHHOTO
npernapara i BETEpUHAPHOTO PUMEHEHHS (JOBEPEHHOCTH);

13) cBemeHuss O TOCYJApCTBEHHOW PEruUCTpalldd T'€HHO-WHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpPraHu3MOB, IpEJHA3HAYCHHBIX JI BBITYCKAa B OKPYXKAIOIIYI cpeay (IIpH ToCyIapCTBEHHOM
pErucTpaluy JIEKAPCTBEHHBIX IpEnapaToB JUIsl BETEPUHAPHOTO IPUMEHEHHUS, MNOJYYEHHBIX C
NPUMEHEHUEM TI'€HHO-UH)KEHEPHO-MOJU(PUIMPOBAHHBIX OPraHU3MOB HWJIM COJAEPXKALIUX TaKue
opranu3Mmsl). (B pea. @exepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4. Ilpu mnpoBeAEHUU YCKOPEHHOM MpOIEAypbl SKCHEPTU3bl JIEKAPCTBEHHOrO IMpenapara jis
BETEPUHAPHOIO MPUMEHEHUs (32 HMCKIIOYEHHEM JIEKapCTBEHHOI'O Mperapara JUisi BeTepUHApHOTO
MPUMEHEHUs, yKa3aHHOTO B 4YacTu 4.1 HacTosmiedl CTaThbM) B IENSAX €ro TOCyAapCTBEHHOM
pEerucTpalud BMECTO OTuYeTa pa3padoTyMKa O pe3ysbTaTax JIOKIMHUYECKOTO HCCIIEJOBAHUS
JIEKapCTBEHHOT'O CPEJCTBA JUIl BETEPUHAPHOTO INPHUMEHEHUS MOXKET ObITh MpPEJCTaBlIeH 0030p
Hay4yHbIX pabOT O pe3yibTaTax JOKIMHUYECKOIO HCCIeIOBaHUs peQepeHTHOro JIEKapCTBEHHOTO
mperapara JJisi BETEpUHApHOTO IPUMEHEHHUs, a BMECTO OT4YEeTa O pe3yjbTaTax KIMHUYECKOIO
HCCIIEJIOBAHNUS JIEKAPCTBEHHOIO IpernapaTa JUlsl BETEpUHAPHOTO NMPUMEHEHUs OTYET O pe3yJbTaTax
UCCIIEJIOBAHUN  OMOSKBHBAJIEHTHOCTH BOCIPOM3BEACHHOTO JIEKAPCTBEHHOI'O IIpemapara s
BeTepuHapHOTOo TpuMmeHeHus. (B pen. dDexepanbHbix 3akoHOB 0T 02.08.2019 N 297-®3, ot
28.04.2023 N 171-®3)

4.1. Ilpu mpoBeneHHH YCKOPEHHOM NpOUEAypbl IKCIEPTH3bl JEKApCTBEHHOrO Ipernaparta i
BETEPUHAPHOIO IMPUMEHEHHUS, MNPEJHA3HAYEHHOrO Uil JIEYEHUS JOMAIIHUX  YKUBOTHBIX,
onpeneneHHbpx denepabHbIM 3aK0HOM OT 27 nekadpst 2018 roma N 498-d3 "OO6 0TBETCTBEHHOM
oOpamieHnn ¢ XUBOTHBIMM W O BHECEHWM HW3MEHEHHH B OT/EJbHBIE 3aKOHOJATEIbHBIC AKTHI
Poccuiickoit denepanuu', U 3aperucTpUpOBAaHHOIO B KAa4ECTBE JIEKAPCTBEHHOI'O Mpernapara Jyist
MEIUIMHCKOIO MPUMEHEHUs, B LEISAX €ro TOCYyJapCTBEHHON pErucTpald BMECTO OTYETa
pa3zpaboTumka O pe3yapTaTax JOKIMHUYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TMPUMEHEHHUS MOTYT OBITh TPEACTABICHBI PE3YyJbTAaThl  JOKIMHUYECKOTO
WCCJIEIOBAHUS COOTBETCTBYIOMIETO JIEKAPCTBEHHOTO CPEACTBA JIJIi MEAUIIMHCKOTO MPUMEHEHUS, a
BMECTO OT4YeTa O pe3yJibTaTaX KIMHUYECKOTO HCCIICIOBAHUSI JIEKAPCTBEHHOTO TIpemapara Jyis
BETEPUHAPHOTO NMPUMEHEHUsS - 0030p HAyYHBIX padOT O pe3yiabTaTax KIMHHUYECKUX HUCCIIEIOBAHUMA
JIEKapCTBEHHOTO TIperapara JUisi MEJAMIIMHCKOTO TPUMEHEHHs Ha BUJAX >KUBOTHBIX, KOTOPHIM
MpeHa3HavYaeTCsd HCCIeAyeMbIil JIeKapCTBEHHBINM mpemnapaT. (B pea. deaepanbHOr0 3aKoHa OT
28.04.2023 N 171-P3)

5. Ha skcniepTusy pasnnyHbIX JIEKAPCTBEHHBIX (POPM OHOIO U TOTO K€ JIEKApCTBEHHOIO IpernapaTa
JUIs  BETEPUHAPHOTO NPUMEHEHHs 3asBUTEIb NPEJCTABIIAET  OTHEIbHbIE 3afBIICHUS U
PETUCTPALlMOHHBIE JOChEe HAa KaXAYI JeKapcTBeHHYI ¢opmy. Ilpu yciaoBum oJHOBpeMEHHOU
MO/IaYM Ha SKCIEPTU3Y OJHOU JIEKAPCTBEHHOUW (POPMBI ¢ Pa3TUYHBIMU JO3UPOBKOM, KOHIIEHTPAIHEH,
00BbEMOM 3asBUTEJb MPEACTABISET OJHO 3asBJICHHE U PErHUCTPALMOHHOE JOChE C MPUIIOKEHUEM
MAaKeTOB TEPBUYHON YMAaKOBKM W BTOPUYHOM ymakoBkuM. Ha Mmakerax mNepBUYHOW YMAKOBKU U



BTOPUYHOM YMAaKOBKH YKa3bIBAIOTCS BCE IMPOU3BOAMMBIC JO3HPOBKH, KOHIIEHTpAIMH, OObEMBI U
KOJIMYECTBO JI03 B YIaKOBKE JIEKAPCTBEHHOTO TpernapaTa Jilsi BETEpUHAPHOTO NMPUMEHEHUs. (B pel.
®enepanpHOro 3akoHa ot 02.08.2019 N 297-03)

6. B CJIydac HEHUPCACTABJICHUA C 3asBJICHUCM O FOCYHapCTBeHHOﬁ peructpanuu JCKapCTBCHHOI'O
npcerapara JIIA BCTCPHUHAPHOTO IPUMCHCHHA JAOKYMCHTOB, NOATBCPKAAOIIUX ymiaary
FOCYﬂapCTBeHHOﬁ MOHIJIMHBI U YKAa3aHHBIX B ITYHKTC 7 4dacth 2 HaCTOSIIJ_Iefl CTaThbH, CBG,I[GHI/II\/'I 0
JIMICH3UAX, YKa3aHHBIX B ITYHKTax 1 m 2 gactm 3 HaCTOﬂIHGﬁ CTaTbH, a TAaKXKXC BbIJaBaCMbIX
(Hpe,I[OCTaBJIﬂeMBIX) YIIOJIHOMOYCHHBIMHA (beﬂepaJ'IBHBIMI/I OopraHaMu WCIIOJIHUTEIILHON BJIACTU
JAOKYMCHTOB (CBGHGHHﬁ), YKa3aHHbIX B ITYHKTC 2.1 yactu 3 HaCTOﬂIHGﬁ CTaThbu, yr[OJ'IHOMO‘-IGHHBIfI
q)eﬂepaHBHBIﬁ opraH HUCIIOJIHUTEIILHOM BIIACTH 3aIpammrBacT YKa3aHHbIC TOKYMCHTBL (CBG,I[GHI/IH) B
nopAaAKEe MCKBCAOMCTBCHHOI'O I/IH(l)OpMaI_II/IOHHOl"O BSaHMOHeﬁCTBHﬂ. (B pea. CDGI[epaJ'IBHOFO 3aKOHa
or 27.12.2019 N 478-D3)

7. He nomyckaeTcs HCHOJb30BAHME B KOMMEPYECKHX MEsIX HWHPOpPMAIMH O pPe3yibTaTax
JOKJIMHUYECKUX HCCIEAOBAHMM JIEKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HCCIEIOBaHUI
JIEKapCTBEHHBIX MpPENaparoB JJii BETEPUHAPHOI'O NMPUMEHEHUS, MPEACTABICHHON 3asgBUTENIEM JUIs
rOCYJITapCTBEHHOM PErucTpaliy JIEKAPCTBEHHBIX MpenapaToB, 0€3 ero coriacusi B TeUEHUE IIECTH
JeT C JaThl TOCYHApCTBEHHOW pETUCTpaluu peQepeHTHOrO JIeKapCTBEHHOrO IMpernapara B
Poccuiickoit @enepanuu.

8. Jepxarens WM Biazenel] perucTpallMOHHOIO YAOCTOBEPEHHs JEKapCTBEHHOIO Mpemnapara Jyis
BETEPUHAPHOTO MPUMEHEHHs NPEJCTAaBIsET B  YIOJIHOMOYEHHBIH  (QenepanbHbli  Oprax
WCIOJHUTEIBHON BJIACTU OTYET IO pe3yibTaraM (apMakoHaA30pa OAMH pa3 B LIECTh MECSIEB B
TEUEHHE JIBYX JIET MOCJe TOCyAapCTBEHHON PErucTpaluu JeKapCTBEHHOTO npernaparta B Poccuiickoit
denepanuu, 3aTeM €KEroJHO B T€UEHHUE MOCIEAYIOMIUX TPEX JIET U B AaJbHEHIIEM OJUH pa3 B TPU
roga. (B pea. ®exnepanbroro 3akona ot 02.08.2019 N 297-D3)

Crarps 18. [logaua u paccMoTpeHue 3asiBJIEHHS 0 TOCYIaPCTBEHHOM
PerucTpanuu JeKapCTBEHHOI0 NMpenapara J1jsi MeIHLINHCKOr 0
npuMeHenus (B pea. @exepajabHoro 3akona ot 22.12.2014 N 429-03
(pea. ot 13.07.2015))

1. Jlns rocynapCTBEHHOM perucTpauuy JICKApCTBEHHOTO IIpernapara il  MEJIUIMHCKOTO
MPUMEHEHUS IOPUIMYECKOE JIMII0, JEHCTBYIOIEe B COOCTBEHHBIX MHTEPECAX WJIM YIIOJIHOMOYEHHOE
MIPEJICTABIIATH HHTEPECHI JPYTrOTro IOPUINUYECKOT0 JIMLA U 3asBJISIOIIEe JeKapCTBEHHBIN Ipenapar Ha
rOCYJJapCTBEHHYIO PETUCTpAlUIO (Jajiee B HACTOAIICH CTaTbe - 3asiBUTEINb), MPEICTABISET B
YIOJTHOMOUYEHHBIH  (efiepanbHbIii  OpraH  UCHOJHHUTEIBHOHW  BJIACTH,  OCYIIECTBIISIOIIUN
TrOCYIApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPenapaToB s MEAULMHCKOTO MPUMEHEHUS, B
ANIEKTPOHHON (opMe M HAa OyMaKHOM HOCHUTENE 3asBJICHHE O TOCYAAPCTBEHHOW PETUCTpalluu
JIEKapCTBEHHOTO TpernapaTa JiJIsi MEAULMHCKOTO MPUMEHEHHs, a TAKKE B MOPAJIKE, YCTAHOBIEHHOM
YIOJTHOMOYEHHBIM (he/iepaabHbIM OPraHOM UCTIOJHHUTEIBHON BIACTH, B SJEKTPOHHOH (hopMe U Ha
OyMa)KHOM HOCHTEJIE HEOOXOIUMBbIC TOKYMEHTBI, U3 KOTOPBIX (POPMHPYETCS PETUCTPALMOHHOE
JI0OCh€ Ha JIEKAapCTBEHHBIN Mperapar il MEIUIMHCKOro npuMmeHeHus. (B pen. deaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. B 3adBieHHH O TOCYAAPCTBEHHON PETUCTPALMM JIEKAPCTBEHHOIO IMpenapara Jyisi MeAULIMHCKOTO
npuMeHeHus: ykaswiBaroTcs: (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))




1) HauMeHOBaHME, ajpec 3asgBUTENS W TPOU3BOJAUTENS JIEKAPCTBEHHOIO Iperapara Juis
MEIMIIMHCKOTO TPUMEHEHHs, CBEACHUS 00 MX pPErucTpalyy B KayecTBE HAJIOTOIUIATeNIbIIUKA B
CTpaHe perucTpauuu (JUIsl POCCUHUCKUX IOPUAMYECKUX JIMIl - WJIEHTUPHUKAUMOHHBIA HOMEp
Hanoromnarenpimuka (MHH), nns wWHOCTpaHHBIX IOPHAWYECKUX JIMII - CTpaHa pPETUCTpaIluH,
HAaUMEHOBAaHUE PETUCTPUPYIOLIETO OpraHa, PeruCTPAallMOHHBIN HOMEp, KO/ HaJoroIjIaTelbIluKa B
CTpaHE perucTpamuu (MHKOPIOpAIMK) WIM €ro aHajlor) W aJpec MecTa OCYIIEeCTBICHUS
MIPOU3BOJICTBA JIEKAPCTBEHHOTrO Mpernapara (B cilydae HaJIM4Yusl HECKOJBKUX YYAaCTHHMKOB IIpoliecca
€ro MpOM3BO/ICTBA HEOOXOIMMO YKa3aTh KaXJIOTO YYaCTHHKA B COOTBETCTBHM C OCYILIECTBIIIEMOM
cTajuen nmpou3BoACTBa); (B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBAaHWE JICKAPCTBEHHOI'O IMpernapara JJisi MEIUIMHCKOTO MPUMEHEHUS (MEXTyHAPOIHOE
HEMATEHTOBAHHOE, WJIM TPYIIIHPOBOYHOE, MM XMMHUYECKOS M TOPrOBOE HAUMCHOBaHHs); (B pell.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3) mepeyeHb JCUCTBYIONIMX M BCIOMOTATEIbHBIX BEIIECTB, BXOMAIIMX B COCTaB JICKAPCTBCHHOTO
npenapara i MEJUIMHCKOTO MPUMEHEHHs], C YKa3aHHEM KOJHMYECTBAa KaXKJIOro W3 HUX; (B pel.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

4) nexkapctBeHHass (opma, JO3MPOBKA, CIIOCOOBI BBEJACHHS W TPUMEHEHHUsS, CPOK TOJHOCTH
JIEKapCTBEHHOTO MpernapaTa Uil MEAWIMHCKOTO NMpuMeHeHus; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) dbapmakorepaneBTUUECKas rpyIMa, KOJ aHaATOMO-TE€PANEBTUYECKO-XMMUYECKOM Ki1accu(UKaluy,
peKoMeHJIoBaHHON BcemupHol opraHuzanyei 3ApaBOOXpaHEHUs, 3asBisiEMble IOKa3aHUsl JJis
MIPUMEHEHUS JIEKAPCTBEHHOT'O Mpernapara JJisi MeJMLIUHCKOro npumMeHenus; (B pen. deaepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6) OTCYTCTBHE HEOOXOJMMOCTH TMPEIOCTABJIICHHS OTYEeTa O Pe3yJbTaTax KIMHUYECKOTO
UCCIICIOBAHMUS, UCCIICJIOBaHMs OMOIKBHBAJICHTHOCTH JIGKAPCTBEHHOT'O Iperapara, pa3perlieHHOro
JUIT MEIMIIMHCKOTO TpuMeHeHust B Poccuiickoit denepanuu Oonee aBaaatd JeT, ¢ yKa3aHUEM
HOPMATUBHBIX MPABOBBIX aKTOB, MOJTBEPKIAOIIUX JAaHHBIA CPOK MpUMEHECHUs; (B pel.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

7) HeobxomumocTh OGOpPMIICHHST paspelieHus Ha BBO3 B Poccuiickyro Denepaivio KOHKPETHOM
MapTUU  3apETUCTPUPOBAHHBIX M (WMJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
MpEeJIHA3HAYECHHBIX  JUISI TPOBENEHUS  JKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB B LEIAX
rocyJnapcTBeHHOM peructpanuu; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

8) HeoOXOOMMOCTh TPOBENCHUS SKCIEPTU3bl JTOKYMEHTOB, MPEACTABICHHBIX ISl OINpEaeNICHHS
BO3MOKHOCTH PacCMaTpUBaTh JIEKApPCTBEHHBIH MpenapaT M MEIUIMHCKOTO TPHUMEHEHHS IpH
OCYLIECTBJICHUU TOCYJApCTBEHHOM pETHCTpallil B KadecTBE Op(aHHOro JIEKapCTBEHHOTO
npenaparta; (B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

9) HeoOX0UMOCTh NMPUMEHEHHUSI YCKOPEHHOM MpOIeypbl SKCIEPTU3bI JEKApPCTBEHHBIX CPEJICTB B
LEeJAX TOCYJapCTBEHHOW PEerucTpaluy JIEKapCTBEHHOTo npemnapara; (B pen. denepanbHOro 3akoHa
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) komuM JOKYMEHTOB, MOJITBEPXKIAIOIIMX VYIUIATY TOCYAapCTBEHHOW TWOINLIMHBL: (B pe.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

a) 3a IMpOBEICHHE SKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX Ul OMNpEAeNCHUs] BO3MOXHOCTH
paccmaTpuBaTh JIEKapCTBEHHBIN IIpenapar Uisi MEAMIMHCKOTO NMPUMEHEHMs NPU OCYLIECTBICHUU



rOCyJJapCTBEHHOM pPETHCTpalii B KadyecTBe OpQaHHOIO JIEKAPCTBEHHOTO Ipemapata; (B pe.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) 3a MPOBEJCHUE HKCICPTH3bI KAUECTBA JICKAPCTBEHHOI'O CPEICTBA M DKCIEPTH3BI OTHOIICHHS
OXHMJIAeMOM TIOJNB3bI K BO3MOXXHOMY PHUCKY TPHMEHCHHS JICKAPCTBCHHOTO Iperapara,
pa3peleHHoro Uil MEAWIMHCKOro npuMeHeHus: B Poccuiickoit denepanuu Oojiee JBajIaTH JIET,
IpU  OCYIIECTBJIICHHMH TOCYJAPCTBCHHOW pErHCTpall JICKApCTBCHHOTO Tpemnapara; (B pel.
®denepanbHOro 3akoHa otT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

B) 3a IPOBEACHHUE DKCICPTU3bl KAuyecTBa JIEKAPCTBEHHOI'O CPEJACTBA M SKCIEPTHU3bI OTHOIICHHUS
OXHJIAeMOM TOJIb3bI K BO3MOXXHOMY PHCKY TPUMEHEHHs JICKQpPCTBCHHOTO Iperapara Juis
MEJUIIMHCKOTO MPHUMEHEHUSI MPH €ro roCyIapCTBeHHOW peructpanuu; (B pea. DemepaibHOTo
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

I') 3a MPOBEJIEHHE SKCIEPTH3bl KAayecTBa JIEKAPCTBEHHOTO CPEJCTBA U SKCIEPTU3bl OTHOILIEHUS
OKMJAeMOIl TOJb3bl K BO3MOXXHOMY pPHCKY TNPUMEHEHMs JIEKapCTBEHHOTO IIperapara Jyis
MEIMIIMHCKOTO  NPUMEHEHHUs, B  OTHOIICHWHM KOTOPOrO  TPOBENEHBl  MEXKIyHapOIHbIE
MHOTOIIEHTPOBBIE KIJIMHUYECKHE HCCIEJIOBaHUs, 4acTb M3 KOTOPBIX IMpoBeleHa B Poccuiickoii
denepanuu, IpU OCYIIECTBIEHUH T'OCYIAPCTBEHHOM perucTpaiyy JIEKapCTBEHHOIo Ipenapata; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11) nanuyme coryacusi NPOU3BOJUTENS JIEKAPCTBEHHOIO Nperapara, MPOU3BOJCTBO KOTOPOTO
ocyiecTBisieTcsi 3a npenenamu Poccuiickoir dexpepanvii, Ha MPOBEJICEHUE HWHCIEKTUPOBAHUS
NPOU3BOAMTENS] HAa COOTBETCTBHE TpeOOBaHMSAM MpaBWJI HaJJIeXallell MpOU3BOJCTBEHHON
npakTuk; (B pea. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

12) nanuuume cornacusi, NpeIyCMOTPEHHOr0 4acThio 18 Hacrosuieil crarbu; (B pen. denepanibHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

13) ykazanue BUIa JEKapCTBEHHOTO IperapaTa, MpeJICTaBICHHOT0 Ha perucTpanuio (pedepeHTHbIH
JICKapCTBEHHBI Tpenapar, BOCIPOU3BEICHHBIM JIEKAPCTBEHHBINH MpemnapaTr, OHOJOTHYECKUN
JICKapCTBEHHBI  Tmpemnapar, OWOoaHAJIOTOBBIH  (OMOMOMOOHBIN)  JIEKApPCTBEHHBIM  mpemnapar
(Onoanasnor), romMeonaTHYECKUH JIEKAPCTBEHHBI Mpemapar, JIEKApCTBEHHBINH paCTUTEIbHBIN
npenapar). (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3. PerucrtpauMOHHOE J0Ch€ Ha JIEKAPCTBEHHBIM TMpenapar s MEIUIMHCKOr0 MPUMEHEHUSs
npeaocTaBisieTcss B (opMe 00IIero TeXHHYECKOro JNoKymMeHTa. (B pea. deaepanbHOro 3aKOoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Pasznient TOKyMEHTAIMK aJ]MHHUCTPATUBHOIO XapakTepa BKIroUaeT B ceOs: (B pea. DenepanbHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) 3asBICHHME O TOCYNAPCTBEHHOM pErucTpaliy JIEKApCTBEHHOTO Iperapara A MeIUIMHCKOTO
MPUMEHEHUS B AJICKTPOHHOHN (hopMe u Ha OymMakHOM HocuTene; (B pen. denepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

2) KONWI JIOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOIO B YCTAHOBJICHHOM IOpSJKE U
MOJITBEPIKIAIOIIECTO MPABOMOYHOCTh 3asBHTENSl TOJaBaTh 3asBJICHHE O TOCYAapCTBCHHON
PETUCTpAIIMK JICKAPCTBEHHOTO MperapaTa JUisi MeIUIIHHCKOTO PUMEHEHHUs (J0BEPEHHOCTH); (B pel.
®enepanpHOro 3akoHa o1 22.12.2014 N 429-@03 (pen. ot 13.07.2015))

3) CBCACHUA O HAaTC IMPCAOCTABJICHHA W PErUCTPAIMOHHOM HOMCPE JIMLCH3MU HA IPOU3BOACTBO
JICKAPCTBCHHLIX CPCACTB HJIM CBCACHHUA O HaTC IPCAOCTABJICHUA W PCTUCTPAIMOHHOM HOMCEPC
3aKJIIOYCHUA O COOTBCTCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCIACTB Tp€6OBaHI/15[M IpaBujI



HaQ/JIeKAIEH MPOU3BOJCTBEHHON IPAaKTHKH, BBIAAHHBIX (TIPEIOCTABIECHHBIX) YIOJIHOMOYEHHBIM
(denepasbHBIM OPraHOM MCIIOJIHUTENIBHOM BJIACTH B OTHOIIEHHWM HPOU3BOJACTBEHHOM IIOIIAJKU
PETUCTPUPYEMOTrO JIEKAPCTBEHHOI'O IpernapaTa, B Cilydae, €CiIM MPOM3BOJCTBO JIEKAPCTBEHHOI'O
npenapara ocymiectBisiercss B Poccuiickoit ®denepanuu; (B pen. demepaibHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015), oT 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

4) KONUI0 MPEeAOCTAaBIECHHON YHNOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAMTENS JIMLIEH3UU Ha
MPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara M €€ MEepeBOJ Ha PYCCKUU S3bIK, 3aBEPEHHBIE B
YCTAaHOBJIICHHOM TIOpSIJIKE, a TaKXKe KOMMIO 3aKJIIOUYEHHUS O COOTBETCTBUU MPOU3BOJIUTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAaHUSAM TPAaBUJ HAAJIEKAIICH TNPOU3BOJICTBEHHON NPAKTHUKH,
BBIJIAaHHOTO YIMOJIHOMOYEHHBIM ()eIepalIbHbIM OPraHOM HCIIOJIHUTENIBHOW BJIACTH B OTHOIICHUU
MPOU3BOJACTBEHHON IUIOIIAJKA PErUCTPUPYEMOro JIEKAPCTBEHHOI'O Ipenapara, WM KOIHUIO
pelIeHusT YIMOJIHOMOYEHHOTO (peIepaIbHOTO OpraHa HCIIOJHUTENIEHOW BIIACTH O NPOBEACHUU
MHCIIEKTUPOBAHUSI TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, B Cllydae, €CJIM IMPOU3BOJCTBO
JIEKapCTBEHHOTO TIperapaTta OcCyllecTBiseTcs 3a mnpeaenamu Poccuiickoit deneparuu; (B pen.
®denepanbHBIX 3aKOHOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-P3, ot
27.12.2019 N 478-®3)

5) OpOEKT MHCTPYKLHUHU 110 MEIULUHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOIO Iperapara, cojaepKalen
cinenyroume cpeneHus: (B pea. PegepanmbHoro 3akoHa oT 22.12.2014 N 429-d3 (pen. ot

13.07.2015))

a) HaMMEHOBaHWE JIEKAPCTBEHHOTO Tpemapara (MEeXIyHapoJHOE HENaTeHTOBAHHOE, WM
TPYNIUPOBOYHOE, MM XMMUYECKOE U TOProBoe HauMeHOBaHHA); (B pen. denepanbHOro 3aKOHA OT
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

0) nekapcTBeHHas popma ¢ yKazaHHMeM HauMEHOBAaHUH M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BEIIECTB M KA4YeCTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (TP  HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEeNbHBIX BemiecTB); (B pen. dexepanpHOro 3akoHa OT
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

B) ONKCAHHE BHEIIHETO BHJIA JICKAPCTBEHHOTO Ipenapara Jisi MEIUIMHCKOTO IPUMEHEHUS; (B pel.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

) Gu3MKO-XMMHYECKHE CBOMCTBA (N1 pamrodapMaIieBTHICCKUX JICKApCTBEHHBIX MperapaToB); (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) (apmakoTepaneBTHUUYECKass Tpymna, KOJA JIEKapCTBEHHOro Ipemnapara s MeAMIIMHCKOTO
NPUMEHEHHUSI 110 AaHATOMO-TEPaNeBTUUYECKO-XUMUYECKON KiIacCU(UKALUK, PEKOMEHI0BaHHOU
BcemupHo# opranuzanueit 31paBoOXpaHeHUs], UM yKa3aHUE ''TOMEONaTU4YEeCKUN JIEKapCTBEHHBIN
npenapat"; (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

e) papmakonnHaMuka u papMaKOKHHETHKA (32 CKITIOUeHHEM (DapMaKOKHHETHKU TOMEOTIaTHUECKIX
JICKapCTBEHHBIX TPETapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MpenaparoB); (B pen. dexepansHoro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) TOKa3aHus Juid npuMeHenus; (B pea. denepanbHoro 3akona oT 22.12.2014 N 429-®3 (pen. oT

13.07.2015))

3) MPOTUBOTIOKAa3aHuA i MpuMeHeHus; (B pen. dexepanpHoro 3axoHa oT 22.12.2014 N 429-03
(pex. ot 13.07.2015))

1) Mepbl NPEJOCTOPOKHOCTU Tpu mpuMeHeHnu; (B pea. PenepanpHoro 3akoHa or 22.12.2014 N
429-@3 (pen. ot 13.07.2015))




K) YyKa3aHHE€ BO3MOXXHOCTH M OCOOCHHOCTECH NPUMEHEHHS JICKQpCTBEHHOrO Tperapara s
MEIMIIMHCKOTO TPUMCHEHUS OCPEeMEHHBIMHM KCHIIUHAMHM, >KCHIIMHAMH B IEPHOJ TPYIHOTO
BCKApMIIMBAaHHUs, JIETbMH, B3POCIBIMH, HWMEIONIMMH XPOHHWYECKHE 3a0ojeBaHus, (B pe.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

J) PeXUM J03UPOBAHMSA, CIIOCOOBI BBEACHUS M MPUMEHEHHS, MPU HEOOXOJUMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO Ipenapara JAjs MEIMLUHUHCKOTO0 IPUMEHEHHUS, IPOAOLKUTEIbHOCTh JIEUEHUS, B TOM
qucie y JeTei 10 U mociie ogHoro roaa; (B pea. dexepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pen. ot 13.07.2015))

M) BO3MOJKHBIE HEXEJaTeJIbHbIE PEaKUUH MNpH NPUMEHEHUH JIEKAPCTBEHHOIO Mpemnapara Jyist
MEIMIUHCKOTO TpuMeHeHus; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

H) CHUMIITOMBI II€PEJI03UPOBKH, MEpPHI 0 OKa3aHWIO TIOMOIIM TPU TEPEAO3UPOBKE; (B pE.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) B3aUMOJICUCTBUE C IPYTHMMHU JICKAPCTBEHHBIMH IIperapaTaMu U (MJIU) MUALIIEBBIMU TPOAYKTaMU; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) (Gopmbl BBIMMyCKa JeKapcTBEHHOTO mpenapara; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

p) ykazanue (mpu HEOOXOJAMMOCTH) OCOOCHHOCTEH JCWCTBHUS JIGKQPCTBEHHOIO Ipenapara Jjis
MEJUIIMHCKOTO TPHUMEHEHHs IPH MEePBOM IpUeMe WIH IMpu ero orMmene; (B pen. denepaibHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

¢) onucanue (Tpyu HeOOXOAMMOCTH ) JecTBHIA Bpaua (denpamepa) u (Win) NalueHTa Ipy MpOITycKe
npreMa OJHOW MIJIM HECKOJBKUX JI03 JIEKApCTBEHHOTO IMperapara JJisi MeIUIIUHCKOTO MPUMEHEHUS;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

T) BO3MOXKHOC BJHMSHHE JIGKAPCTBEHHOrO Mpemapara Ui MEIUIMHCKOrO IPHMEHEHHUS Ha
CIIOCOOHOCTh yMPAaBISATh TPAHCHOPTHBIMU CPEJICTBAMH, MexaHM3Mamu; (B pen. DenepaibHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

y) CpOK TOJHOCTHM M YyKa3aHWE Ha 3alpeT NPUMEHEHHs JIeKapCTBEHHOrO mpenapaTta uis
MEJUIIHCKOTO NPUMEHEHUsS MO0 HMCTEUYEHHH CpPOoKa rogHocTw; (B pea. demepanbHOr0 3akoHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) ycnoBus xpanenus; (B pen. DexepanmpHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

X) YKa3aHue Ha HEOOXOAMMOCTb XpaHEHHUs JIEKapCTBEHHOro Mpemnapara i MeAMIIMHCKOTO
MPUMEHEHUSI B MECTaX, HEJOCTYIHBIX JuId jaeTeid; (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

1) yKazaHwe (Mpu HEOOXOAMMOCTH) CHEIHUATBHBIX MEp MPEIOCTOPOKHOCTH TMPH YHHUTOKCHHUH
HEHCIIOB30BAHHBIX JICKAPCTBEHHBIX TMPENapaToB Uil MEAUIMHCKOTO TNpHMEHeHHs; (B pen.
®enepanpHOro 3akoHa o1 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) ycloBHs OTIycKa; (B pen. @eaepanbroro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

II) HAUMEHOBAHMSA M ajpeca MPOU3BOJCTBEHHBIX IUIOMAJA0K MPOU3BOJUTEINS JIEKAPCTBEHHOTO
npenaparta; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

II) HAaUMEHOBAaHHUE, aJpec OpraHu3allid, YIOJHOMOYEHHOW JepiKaTeleM WM BIAJeNbLEM



PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tpernapara sl MEIUIMHCKOTO MPUMEHEHHUs
Ha TPUHATHE TIpeTeH3ul oT motpeduTesns; (B pen. PenepanpHoro 3axkoHa otT 22.12.2014 N 429-93
(pen. ot 13.07.2015))

6) MHCTPYKLHUIO MO MEJAUIMHCKOMY NMPUMEHEHUIO WIH KPaTKYI XapaKTEPUCTHUKY JIEKAPCTBEHHOIO
npenapara, yTBep>KJICHHbIE B CTpaHe npou3BoauTens; (B pea. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pex. ot 13.07.2019))

7) IPOEKThl MAKETOB MEPBUYHOM YITAKOBKU U BTOPUYHOMN YIIaKOBKHU JIEKAPCTBEHHOTO MpenapaTa AJis
MEIWIUHCKOTO TpuMeHeHus; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

8) MpoeKT HOPMATHBHOM JTOKYMEHTAllUM WJIM HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIH
npenapar Juisi MEJIUIIMHCKOTO TPUMEHEHUS JM0O0 YyKa3zaHHWE COOTBETCTBYHOIIEH (hapMakonenHo
ctathy; (B pen. DenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9) nOKyMeHT, coaepKamuii MHPOPMALUI0 O HAIMYHHA WIM 00 OTCYTCTBUU (DAaKTOB PErHUCTPAIHH
JIEKapCTBEHHOTO Tpemnapara il MEAWIMHCKOrO NpPHUMEHEHUs 3a TmpenenaMmu Poccuiickoi
Oenepanuy; (B pen. Denepanpaoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

10) konmM HOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOPSJAKE W TOATBEPKAAIOMIMX (QaKT
pEerucTpanny JIEKapCTBEHHOTO TIperapara B WHOCTPAHHBIX T'OCYAApCTBaX B KadecTBe ophaHHOTO
JIEKapCTBEHHOTO Tpemnapata; (B pea. PexepanmpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. oT

13.07.2015))

11) rmman ympaBieHUsT pUCKaMH Uil OWOJIOTHYECKUX JIEKapCTBEHHBIX MpenapaToB s
MEJUIIMHCKOTO TpuMeHeHus; (B pen. PexepanbHoro 3akoHa oT 22.12.2014 N 429-03 (pen. ot

13.07.2015))

12) nokymeHT o cucreMe (apmMakoHam30pa JAepiKaTeNs WIM BIAJeNbla PETUCTPAUMOHHOTO
YAOCTOBEPEHMs JIEKapCTBEHHOro mnpenapara; (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

13) HOKyMEHT, MOATBEPKAAIOUIMI KayeCTBO JIEKAPCTBEHHOrO MperapaTa TPeX HMPOMBIILIEHHBIX
cepuii (IMMPOTOKOJI aHANIM3a WIIM CepTU(UKAT aHAIM3a), OJIHA CepUsl KOTOPOTO JOJDKHA COBMANATh C
cepueil 00pasiia JISKapCTBEHHOTO Ipemnapara JiuIsl MEAUIIMHCKOTO TPUMEHECHHSI, IIPECTAaBICHHOTO Ha
rOCyJIapCTBEHHYIO peructpanuto. (B pen. eaepanpHoro 3axona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

5. Pazgen xumudeckoil, dapmarieBTUYECKOM W OMOJOTMYECKOM JTOKYMEHTAIlMU BKIJIIOYAaeT B cels
JIOKYMEHTBI, cojiepkaie HHpopManui o dapMaleBTHIeCKO CyOCTaHIIMM U JIEKapCTBEHHOM
npenapaTe Ui MEIUIMHCKOTO MPUMEHEHHS, IPOILECCEe €ro MPOU3BOJICTBA M METOJaX KOHTPOJIS
KauecTtBa, B ToM umcie: (B pen. denepanpHoro 3axkoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) KomMIO TOKYMEHTA, COJIEPKAIETO CIEAYIONY0 HHPopMaIuio 0 (hapMalieBTUIecKoi cyOcTaHIInu
Wi  (papmMalieBTUYECKUX CYOCTaHIMSIX, BXOJIIMX B COCTaB JIEKAPCTBEHHOTO IIpenapara, 3a
UCKJIIOYEHHEM UHpOopMaIMK O papMalleBTUUECKUX CYOCTaHIUAX, BKIIFOUEHHBIX B TOCYapCTBEHHBIN
peecTp JEeKapCTBEHHBIX CPEJICTB B COOTBETCTBUU cO cTaThel 34 HacTosiniero denepanbHOro 3aKoHa:
(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 27.12.2019 N
462-D3)

a) HauMeHOBaHME (hapMaleBTUYECKOW CyOCTaHIMM, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))




0) HaMMEHOBaHKE U ajpec npousBoaAuTeNs; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

B) TEXHOJOTHs MPOU3BOJCTBA C OMHCAHUEM CTaJIUil MPOM3BOJCTBA U METOJOB KOHTPOJSI Ha BCEX
cTamusix mTpou3BojacTBa; (B pen. DexepanpHoro 3akoHa or 22.12.2014 N 429-®@3 (pex. ot

13.07.2015))

') omKcaHue pa3pabOTKH Ipoliecca MPou3BoACTBa; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

1) ONMCaHUE KOHTPOJISI KPUTUIECKUX CTAJHA MPOU3BOJCTBA M IPOMEKYTOYHON MPOAYKIUU; (B Pell.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

€) JOKyMEHTalbHOE MOATBEPXKACHUE (BalUaalysl) NpPOIeccOoB M (WIM) WX OIEHKa; (B pem.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

’K) CBOMCTBA M CTPYKTypa JEHCTBYIOIIMX BemlecTB; (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

3) Xapaktepuctuka npumecei; (B pen. denepanbHoro 3akona oT 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) crienudukanus Ha (HpapMaleBTHUECKYIO CyOCTaHIIUIO U ee oO0ocHOBaHUE; (B pen. denepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) aHaJUTUYECKHE METOAWKH, WCIOJIb3yeMble TPH OCYIIECTBICHWH KOHTPOJII KadecTBa
(dapmarneBTHyecKoil cyocTanuu; (B pea. PeaepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

J) NOKYMEHTAJIbHOE TOITBEPKICHUE (BajHMIAllHs) aHATUTUYCCKUX METOIMK, UCIOJIBb3YEMbIX MpU
OCYIICCTBJICHUU KOHTpOJIA KadecTBa (apmaireBTUuecKkoi cyOctanium; (B pen. DenepaibHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

M) pe3yNbTaThl aHalln3a cepuil apMaleBTUUIEeCKOl cyOocTtannuy; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) TIepeueHb CTaHJAPTHBIX 00pa3I0B MM BEIIECTB, UCIIOJIB3YEMbIX MPH OCYIIECTBICHUN KOHTPOIIS
KauecTBa; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

0) OmnHCaHUE XapaKTEPUCTUK U CBOICTB YIMAaKOBOYHBIX MAaTEPHUANOB M YKYMOPOYHBIX CPEACTB; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

) JaHHble O CTaOMJIBHOCTH (hapmarieBTHUYECKON cyOcraHumu; (B pea. PenepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

p) cpok rogHocTH; (B pea. deaepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pea. ot 13.07.2015))

1.1) B orHomeHHH (hapMalleBTUUECKUX CYOCTaHIMKA, BXOAAIIMX B COCTaB JIEKAPCTBEHHOTO
npenapara U BKJIIOYEHHBIX B TOCYIapCTBEHHBIN peeCTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 nHacrosimero denepasbHOrO 3aKOHA, - KOMUS JOKYMEHTA, COAEPIKAIIETO CIEAYIOIIYIO
uHpopmanuio: (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 462-D3)

a) HauMeHOBaHME (hapMaleBTUYECKOW CyOCTaHIMM, €€ CTPYKTypa, oOlue CBOWCTBa; (B pell.
®denepanpHOro 3axkoHa oT 27.12.2019 N 462-D3)

0) HauMeHOBaHue U ajpec npousBoautes; (B pea. denepanbHoro 3akona ot 27.12.2019 N 462-D3)




B) pe3yJIbTaThl aHanmM3a cepuil papmaineBTHueckoi cydcranmmu; (B pea. denepanbHOro 3aKoHa OT
27.12.2019 N 462-D3)

T) cpok rogHocTH; (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 462-D3)

2) JOKYMEHT, COJIEpIKAIUI CIIeTYIOIIe CBEICHHUS O JIEKAPCTBEHHOM TIpernapare IJisi MeIUIIHHCKOTO
npumMeHeHus: (B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

a) ONMHCAHUE W COCTaB JICKAPCTBEHHOIO IMperapara Uil MEIUIIMHCKOTO NPUMEHEHHs; (B pell.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

0) onucanue papmareBTHUECKOM pa3paboTku (000CHOBaHUE BHIOOpA COCTAaBa, MIEPBUYHON YITAKOBKH
u uHOrO); (B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

B) TEXHOJIOTHS TPOU3BOJICTBA C OMMCAHUEM CTaJHii MPOU3BOACTBA U METOJOB KOHTPOJIS Ha BCEX
cTaausix TpousBoncTBa; (B pen. denmepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I) OIMCAaHWE KOHTPOJS KPUTHUYECKUX CTaauil Mpoliecca IPOU3BOJACTBA M MPOMEKYTOUHOMH
npoaykiuy; (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-d3 (pexn. ot 13.07.2015))

J1) HAUMEHOBAaHUE M aJPeC MECTa OCYLIECTBICHUS MPOU3BOJCTBA JIEKAPCTBEHHOI'O MpernapaTa Juist
MEJUIMHCKOIO MPUMEHEHUS (B Cllydae HaJIM4Msi HECKOJbKHX YYaCTHHUKOB IpoOliecca MPOU3BOACTBA
HEOOXOJMMO YKa3zaTh KakJIoro u3 HuX); (B pen. DexepanbHoro 3akona ot 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

e) ¢apmaieBTHUECKas COBMECTUMOCTb; (B penl. DenepanpHoro 3akoHa ot 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

) MUKPOOMOJIOTHUYECKHE XapaKTePUCTUKH; (B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3
(pex. ot 13.07.2015))

3) MaTepualbHbIA OalaHC i MPOU3BOJACTBA CEPHH T'OTOBOTO MPOAyKTa; (B pen. demepanbHOro
3axoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

M) ONHCAaHHE XapaKTEPUCTHK M CBOWCTB YIIAKOBOYHBIX MAaTEPHAaJOB M YKYIOPOYHBIX CPEACTB; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) TOKYMEHTaJbHOE TIOJITBEPKICHHE (BaHMIAIINsA) MPOIIECCOB MPOU3BOICTBA U (MJIM) UX OIICHKA; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) TpeOOBaHMS K KAdyeCTBY BCIIOMOTAaTENbHBIX BEHIECTB (CepTUUKAT, cHeruduKanus Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA U UX 000CHOBaHUE); (B pea. PenepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

M) aHAJIUTHYECKHE METOAMKH, WCIOJb3yeMble TMPH OCYIIECTBICHHM KOHTPOJII KadecTBa
BCIIOMOTATENbHBIX BemiecTB; (B pea. deaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (ped. oT

13.07.2015))

H) JOKYMEHTaJIbHOE MOATBEPKACHUE (Balualys) aHAIUTHYECKUX METOJIUK, HCIIOJIb3YyEMBIX NpH
OCYILIECTBJIICHUN KOHTPOJISI Ka4€CTBA BCIIOMOTATENIbHBIX BEWIECTB; (B pea. denepanbHOro 3aKoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

0) uH(popManus 00 HCIOIB30BAHUU BCIIOMOTATEIILHBIX BEUIECTB YEJIOBEUECKOTO W IKUBOTHOTO
npoucxoxaeHus; (B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))




n) uHpopmaius 00 KCIOIB30BAaHUM HOBBIX BCIIOMOTATENbHBIX BemlecTB; (B pen. demepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

p) TpebOBaHMS K KauecTBY JIEKApPCTBEHHOIO Tpenapara Juisi MEAMIUHCKOTO TMPUMEHEHUs
(ceptudukar, crenuduKanus Ha JIGKAPCTBEHHBIM Npernapar W uX oOocHoBaHME); (B pel.
®denepanbHOro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

C) AQHAIUTHUYECKUE METOAUKH, HCIOJb3yeMble IIPU OCYLIECTBICHUM KOHTPOJS KauecTBa
JIEKapCTBEHHOI'O MpernapaTa JUll MEIULMHCKOro NpuMeHeHus; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

T) JNOKYMEHTaJbHOE IMOJTBEpPKICHHE (BaIMAALNS) aHAIUTHYECKUX METOJAUK, MCIIOJB3YEMbIX MpHU
OCYIIECTBICHUU KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO MpenapaTa IJisi MEJUIIMHCKOTO TIPUMEHEHHS;
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

y) pe3yabTaThl aHAJIM30B CEPHil JIEKAPCTBEHHOI'O Mperapara Jjas METUIIMHCKOrO NMpUMEHEHUs; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) xapakrepuctuka npumeceit; (B pen. PeaepanbHoro 3axkoHa oT 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

X) IMepeyeHb CTAaHIApTHBIX OOpPa3lloB, HMCIOJIb3YEMbIX IPHU OCYIIECTBICHHUH KOHTPOJS KadecTBa
JIEKapCTBEHHOT'0 Tpemnapara il MEIUIMHCKOro NnpuMeHeHus; (B pen. depepaibHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) TAaHHBIC O CTAOMJILHOCTH JICKAPCTBEHHOIO MperapaTa JUis MEAUIMHCKOTO MPUMEHEHUs. (B pel.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

6. Pa3znen ¢apMakoIoruueckoil, TOKCUKOJIOTHYECKON JOKYMEHTAIlMU BKJIIOYAET B ce€0s OTYETHI O
pe3ynbTarax JOKJIMHUYECKUX HCCIENOBAHUNA JIEKAPCTBEHHOIO CpPEACTBA I  MEAMIIMHCKOTO
npuMeHeHus, B ToM uucie: (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) oTuer 0 papmMakoAMHAMHUYECKHUX HUCCIeI0BaHUAX; (B pea. DenepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

2) oTueT 0 papMaKOKMHETHUECKUX UCcleaoBaHusX; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

3) OoT4eT O TOKCHKOJIOTUYECKUX HcchenoBaHusX. (B pea. PemepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

7. Pazjien KIMHHYECKOHW JOKYMECHTAIlMU BKIIIOYAET B Ce0sl OTYETHI O PE3y/IbTaTax KIMHHYECKUX
WCCJICJIOBAHNH JIEKAPCTBEHHOTO Tpernapara Jijisi MEIUIIMHCKOrO MPUMEHEHUS, B TOM 4Hciie: (B pel.
®denepanpHOro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

1) oTueThl 00 WCCICIOBAHUSIX OUOJOCTYITHOCTH W OWOIKBUBAJICHTHOCTH, HCCIICIOBAHHUSAX,
YCTaHABJIMBAIOIIUX KOPPEJSIIHIO PE3ybTaTOB, MOJYYCHHBIX B YCIOBHSX in Vitro u in vivo; (B pe.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2) oT4eThl 0 (hapMaKOKHMHETUIECKHX HcclenoBaHusX; (B pen. DeaepanbHoro 3akona ot 22.12.2014
N 429-®3 (pex. ot 13.07.2019))

3) oT4eTsl 0 (hapMakoIMHAMUYECKUX MCCIeN0BaHMsX; (B pen. denepanbHoro 3akoHa ot 22.12.2014
N 429-@3 (pen. ot 13.07.2015))




4) OT4ETHI O KIIMHUYECKUX UCCIeT0BaHuIX 3 (PeKTUBHOCTH U Oe3ommacHoCTH; (B pen. PeaepaabHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5) oT4eT O MOCTPErMCTPAIlMOHHOM OIbITe MpUMEHEeHMs (Mpu Hajauuuu). (B pen. PemepanbHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

8. Tp€6OBaHI/I$I K O6’b€My I/IH(bOpMaLII/II/I, HpeI[OCTaBHHGMOﬁ B COCTAaBC PCTUCTPALIMOHHOI'O O0CHE, IJIA
OTACJIIbHBIX BUJOB JICKAPCTBCHHBIX MPEMApaTOB AJISI MCIUIIUHCKOI'O IIPUMCHCHHA YCTAHABJIMBAIOTCS
YIOOJIHOMOYCHHBIM (beﬂepaHBHBIM OpraHomM HUCIIOJTHUTEILHON BIIACTH. (B pea. CDe;[epam,Horo 3aKOHa
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9. B oTHOIIEHUH JEKapCTBEHHBIX IPENapaToB, Pa3pelIeHHBIX IS MEIUIIMHCKOIO NPUMEHEHHsS B
Poccuiickoit @eneparun OoJiee ABAANATH JIET M B OTHOIIEHUH KOTOPBIX HEBO3MOXHO MPOBEICHHUE
UCCIIEJIOBAHUNA UX OHOSKBUBAJIEHTHOCTH (32 MCKIIOUEHHUEM OHOJIOTHYECKHX JIEKApPCTBEHHBIX
IpernapaTroB),  JIONYCKAaeTcs  BKJIIOYEHHME B COCTaB  pasjena  (papMakoJIOTHYECKOM,
TOKCUKOJIOTUYECKOH JOKYMEHTALMU M pazjiea KIMHUYECKON JOKyMEHTAallud BMECTO OT4YeTa
pa3zpaboTuuka O pe3yJabTaTax COOCTBEHHBIX JOKJIMHHUYECKHUX MCCIEI0BAaHUM JIEKapCTBEHHBIX
CPEIACTB M KIMHMYECKUX MCCJIEIOBAaHUM JIEKAPCTBEHHBIX IpPEenapaToB JUIsl MEIUIMHCKOTO
npuMeHeHus: o0030pa HayuHbIX pabOT O pe3yiapTaTax JOKJIMHUYECKHUX  HCCIIeOBaHUMN
JIEKapCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIIEIOBAHMN JaHHBIX JIEKAPCTBEHHBIX IPENaparoB, B
TOM YHCJI€ BKJIKOYasl ONBIT UX MOCTPETUCTPALMOHHOTO IpuMeHeHus. (B pea. denepanbHbIX 3aKOHOB
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-D3)

10. IIpu rocynapCTBEHHOM pErucTpanuyd BOCIPOU3BEJEHHBIX JIEKAPCTBEHHBIX MPENapaToB s
MEIMIIMHCKOTO IMPUMEHEHHUs JIOIYCKAeTCsl BKIIIOUEHHE B COCTaB paszena (papMakoJOTHYecKOH,
TOKCUKOJIOTUYECKOH JOKYMEHTALMU M pazjiea KIMHUYECKON JOKyMEHTAallMd BMECTO OT4YeTa
pa3zpaboTuuka O pe3yabTaTax COOCTBEHHBIX JOKJIMHUYECKHUX MCCIEI0BAaHUM JIEKapCTBEHHBIX
CpelncTB 0030pa HAy4dHBIX pabOT O pe3yiabTaTax MOKIMHUYECKUX HCCIEIOBAaHUN pPePEepEeHTHOTO
JIEKapCTBEHHOI'0 Mpernapara M MpeJCTaBIEHHE BMECTO KIMHMUYECKUX HCCIEIOBAHUN B IOJHOM
o0beMe, YCTAaHOBJIEHHOM Da3/ejoM KIMHUYECKOM JOKYMEHTAalluM, OT4eTa O pe3yibTarax
UCCIIEJIOBAHUN  OMOSKBHBAJIEHTHOCTH BOCIIPOM3BEAECHHOTO JIEKAPCTBEHHOIO IIpernapara s
MeAMIMHCKOro npuMmeHeHus. He tpeOyercs mpejacraBieHre oTdeTa O pe3ysbTaTax HCCleI0BaHUM
OMOSPKBUBAJIEHTHOCTH BOCIPOM3BEACHHOTO JIEKAPCTBEHHOTO Mpemapara i MEAULUHCKOTOo
NPUMEHEHUS, €CIH PETUCTPUPYIOTCS BOCHPOM3BEJCHHBIC JIEKAPCTBEHHBIE IpemapaTsl s
MEIMIIMHCKOTO TpUMEHEHUsI, KoTopeie: (B pen. DenepanbHoro 3akona ot 22.12.2014 N 429-@3
(pex. ot 13.07.2015))

1) mpenHazHa4yeHbl AN MAPEHTEPATbHOTrO (TIOJKOKHOTO, BHYTPHMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPHIJIA3HOTO, BHYTPHIIOJIOCTHOTO, BHYTPHCYCTaBHOTO, BHYTPHKOPOHAPHOTO) BBEICHHS WU
MPEJICTABIIAIOT CO0O0M BOMHBIE pacTBOPHI; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pen. ot 13.07.2015))

2) mpeAcTaBISIOT OO0 pacTBOPHI IS IEPOPATBHOTO MPUMEHEHus; (B pen. PenepalibHOrO 3aKOHA
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) npowusBeneHbl B (popMe MOPOIIKOB WM JTHO(DHUIN3ATOB JIJIsi IPUTOTOBJICHHUST PacTBOPOB; (B peil.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

4) ansarotcs razamu; (B pen. @enepanbaoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) SBISIOTCS YIIHBIMU WM TJIA3HBIMH JICKAPCTBEHHBIMU TpenapaTaMu, MPOU3BEICHHBIMU B opme
BOJHBIX pacTBOPOB; (B ped. PenepanbHoro 3akona ot 22.12.2014 N 429-93 (pex. ot 13.07.2015))




6) mpeaHa3HAYEHBI JUII MECTHOTO MPUMEHEHHs W MPHUTOTOBIICHBI B (hOpMe BOTHBIX pacTBOPOB; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) mpeacTaBIsIOT OO0 BOIHBIE PACTBOPHI JJISI UCTIONB30BAHHUSA B (JOPME MHTAALNUN C TIOMOIIBIO
HeOyraii3epa WM B Ka4eCTBE HA3aJIbHBIX CIPEEB, MIPUMEHIEMbIX C MMOMOIIBIO CXOTHBIX YCTPOUCTB.
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

11. Jlna cnywaeB, yka3aHHbIX B nyHKTax 1 - 3, 5 - 7 wuactu 10 HacTosAwmEed cTaTh,
BOCTIPOM3BEJICHHBIN JIEKAPCTBEHHBIN NpenapaT s MEAUITUHCKOTO IPUMEHEHUS JTOHKEH COACPKATh
TaKMe K€ BCIIOMOTaTelIbHBIC BEIIECTBA B TaKHX JK€ KOJIMYECTBAX, KaK H peepeHTHBIN
JIEKQpCTBEHHBIN Tpemnapar. Eciu cocTaBbl BCIIOMOTATENIBHBIX BEIIESCTB PA3IMYAIOTCS, 3asSBUTEIIH
JOJDKEH TMPEACTaBUTh J0Ka3aTelIbCTBA TOrO, 4YTO HCIOJb3YEMble B JaHHBIX KOHLIEHTpALUSAX
BCIIOMOTATEILHBIC BEIIECTBA HE BIMAIOT Ha 0€30MacHOCTh U (WiH) 3(h(PEKTUBHOCTH JICKApCTBEHHOTO
npenapara Juisi MEAMLMHCKOTO NMpUMEHEeHUs. B ciywae, ecin 3asBUTENb HE MOMKET IMPEACTABUTH
TaKkde J0Ka3aTenbCTBAa M (WMJIM) HE WMEET JOCTyNa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH
MPOBECTH COOTBETCTBYIOIIME HCCIECAOBAHUS ISl JIOKA3aTebCTBA OTCYTCTBUS BJIMSHUS Pa3HBIX
BCIIOMOTATEIbHBIX BEIIECTB WJIM BCIOMOTATENBHBIX YCTPOMCTB Ha Oe30macHOCTh W (WIIN)
3((HEKTUBHOCTH JICKAPCTBEHHOTO Tperaparta Uil MEAUIIMHCKOTO NMPUMEHEHUS B COOTBETCTBUHU C
aKTaMH, COCTABJISIIOIIMMH NpaBo EBpasuiickoro 3KOHOMHUYECKOTO coro3a. (B pea. denepanbHbIX
3aK0HOB 0T 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 22.12.2020 N 444-D3)

12. Ilpu rocynapcTBEHHON perucTpanyuyd KOMOWHAIMN paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB Juisi MEIUIIMHCKOTO IPUMEHEHUs JOMyCKaeTCs BKIIOUEHHE B COCTaB pasjena
(hapMaKoJIOrMuecKoil, TOKCUKOJIOTrMUeCKON JOKYMEHTAIMK U pa3fiesia KIMHUYECKON TOKYMEHTaluu
BMECTO OT4YeTa pa3paboTyuKa O pe3yibTaTax COOCTBEHHBIX JOKIMHUYECKUX HCCIIEJOBAHUN
JIEKapCTBEHHBIX CPEJICTB 0030pa Hay4YHBIX PabOT O pe3yibTaTax JOKJIMHUYECKHUX HCCIIEJOBAHUN
pedepeHTHBIX JEKAapCTBEHHBIX IPEMapaToB, BXOMALIMX B COCTaB KOMOWHAIIMU JIEKAPCTBEHHBIX
npernapaToB, U 00 OTCYTCTBHMHM WX B3aUMOJCHCTBHS B OIHOH JeKapCTBEHHOW ¢opme. (B pen.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

13. Ha »skcmepTusy pa3iuuHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npernapara Juisi MEIUIMHCKOIO MPHUMEHEHHUs 3asBUTENb NPEJCTABISET OTIENIbHBIE 3asBICHUS U
PETUCTPALlMOHHBIE JOChE€ HAa KaXAYI JeKapcTBeHHYI0 ¢opmy. Ilpu yciaoBum oJHOBpeMEHHOU
MOJIa4H Ha SKCIIEPTU3Y OJHOM JIEKapCTBEHHOH (POPMBI C pa3IMyHBIMU JO3UPOBKOW, KOHIICHTPAILIUEH,
00BEMOM 3asBHTEIb MPEACTABISIET OJHO 3asBJICHHE W PETHUCTPALMIOHHOE JI0ChE C MPHIIOKEHUEM
MaKETOB YIMAaKOBOK HAa KAXAYIO TO3HPOBKY, KXY KOHIICHTPALMIO, KKIBIH 00BEM U Kaxa0e
KOJIMYECTBO 1103 B ymakoBke. (B pea. PexepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

14. Tlpum rocymapcTBeHHOW perucTpanuu Op¢haHHOTO JIEKAPCTBEHHOTO TMpernapara 3asBUTEINb
npejacTaBisger HMHPOpMAINMIO, HEOOXoauMyr Juis  GOpPMHUpPOBAHUS pasliena KIMHUYECKOM
JOKYMEHTallud, B O00bEMe, YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (elepalbHbIM  OpraHoM
ucroJIHUTENbHOW BiacTu. (B pen. demepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

15. Tlpu peructpamuu OHOJIOTHUECKOTO JIEKAPCTBEHHOTO IIperapara, MOJYYeHHOTO W3 KpPOBH,
IUIa3Mbl KPOBU 4YEJIOBEKA, B COCTaBE PErMCTPALIMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIM Mperapar ajis
MEIMIIMHCKOTO NMPUMEHEHUs JTOJKHBI OBbITh MPEACTABICHBI JOTOJIHUTENBHO: (B pea. denepanbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) B pa3mene [AOKYMEHTAUMM aJMUHUCTPATHBHOIO XapakTepa JOKYMEHT, CoJepKallui
nHpOpPMAIUIO O CyOBEKTax OOpalleHus JOHOPCKON KpOBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, TJIe



Obly1a OCYIIECTBIICHA JOHAIMs (KPOBU U (UJTK) TUTa3MbI KPOBH), a TAKXKE JaHHBIE 00 WHPEKIIMOHHBIX
3a00JIeBaHUAX, TIEPENAONINXCS TApEHTEPATBLHBIM MyTeM, WH(OpMaIs O cyObeKkTax oOpalieHus
JOHOPCKOH KPOBH W (WJIHM) €e KOMIIOHEHTOB, B OTHOIIEHHH KOTOPBIX OCYIIECTBIISETCS KOHTPOJb
JIOHOPCKOM KpOBH M (WMJM) €€ KOMIOHEHTOB; (B pea. PenepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

2) B pa3zziene XHMHYECKOH, (apManeBTHYECKOH ¥ OHOJOrMYeCKON JOKyMEHTauuu: (B pen.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

a) KPUTEPUHU U CIOCOOBI 0TOOpA, TPAHCTIOPTHPOBAHHUS M XPAaHEHUS JOHOPCKOW KPOBU M (MIH) €€
KOMIOHEHTOB; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pea. ot 13.07.2015))

0) pe3ynbTaThl UCCIIENOBaHUN OTOOPAHHBIX JOHOPCKOM KPOBU U (MJIHM) TUIa3Mbl KPOBU U ITYJIOB Ha
Hajnuuue Bo3OyauTened WHOEKIM, BKIOYas HHPOpMAIUI0 00 HCIOJIb30BAHHBIX METOIMKAX
UCCIIEIOBAaHUN W B Cllydae HCCJIEIOBAaHUS IMYyJOB IUIa3Mbl KPOBH PE3YNbTAaThl JOKYMEHTAIHLHOTO
MOATBEPXKJACHUS (BAJIMAIIMU) MCIIOJIB30BAaHHBIX METONMK; (B pen. DeaepanbHOTO 3aKoHAa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) TEXHUYECKHE XaPAKTEPUCTUKH YIMAKOBKH ISl OTOOpa TOHOPCKOW KPOBH W (MJIM) IJIa3Mbl KPOBH,
BKJIFOUasi MHGOPMaIMo 00 MCIOJIh30BaHHBIX PACTBOpAX aHTHKOAryJsSHTOB. (B pen. DexepaabHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

16. Knunnyeckue uccieoBaHUs JIEKAPCTBEHHOTO Mpernapara JJjisi MEIUIMHCKOTO MPUMEHEHHUS B
LEJsIX €ro TOCYJAapCTBEHHOW perucrpauuu nposoasTcss B Poccuiickont ®enepannu B MOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 38 - 44 nHacrosuiero denepanbHoro 3akoHa. OTY4ET O MPOBEACHHBIX
HCCIIEIOBAHMUIX BKJIIOYAETCA B COCTAB pa3deiia KIMHUYECKOM NOKYMEHTAlMU PETUCTPAllHOHHOTO
JIOCh€ Ha JIEKapCTBEHHBIM mMOpenapar sl MEIULIMHCKOTO NpUMEHEHUs. /[[nd nexapCTBEHHBIX
MpenapaToB Jjsl MEIULIHHCKOTO MPUMEHEHUS, B OTHOIIEHWM KOTOPBIX B PE3YyJIbTATE JKCIEPTU3BI
JOKYMEHTOB, MPEIACTABICHHBIX IJI1 ONPEACIICHUS BO3MOYKHOCTH PacCMaTpUBaTh JICKAPCTBEHHBIN
npenapar Uil MEAMIMHCKOTO NMPUMEHEHHsS B KadecTBE OpPQaHHOrO JICKAPCTBEHHOTO Iperapara,
Takasi BO3MOXHOCTh MPHU3HAHA U B OTHOIICHWU KOTOPBIX MPOBEJCHBI KIMHUYECKUE UCCIIEIOBAHUS,
BBIMOJIHEHHBIE 3a TIpenenaMu Poccuiickoil deepaniii B COOTBETCTBUU C MPABUIIAMH HAJJIEKAIEH
1abopaTopHON TMPAKTUKM W MPaBHIAMHU HaAJeKalled KIMHUYECKOW TPAKTHKH, JOIMYCKaeTCs
BKJIIOYCHHE B COCTaB pas3leia KIMHUYECKOM MTOKYMEHTAlMM BMECTO OT4YETa O pe3yJbTaTrax
KIMHAYECKUX HWCCIEAOBAHUN JIEKAPCTBEHHOIO TIpermapara sl MEIHUIMHCKOTO MNpPUMEHEHUS,
NpoBelleHHBIX B Poccuiickoin ®@enepamnuu, oT4eTa O pPE3yibTaTaXx KIMHUYECKHUX HCCIICTOBAaHHM,
BBITIOJTHEHHBIX 3a Tmpeaenamu Poccuiickoir ®enepanuu. (B pen. DemepaibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

17. B cnyyae HempeacTaBIeHHs C 3asBICHHEM O TOCYIapCTBEHHOM pErucTpalfu JIEKapCTBEHHOTO
mperapara Ui MEIUIIMHCKOTO  MPUMEHEHHUs JOKYMEHTOB, TMOJTBEPXKIAMOIIUX  YIUIATy
rOCyJapCTBEHHOW TMOIIJIMHBI M YKa3aHHbIX B MyHKTe 10 dYacT 2 HacTOsIIEH CTaTbH, a TaKKe
BbIJIaBa€MBIX (IIPEIOCTABIISIEMBIX) YIIOJTHOMOYEHHBIMU (De/iepaabHBIMU OpraHaMH UCTIOJTHUTEIBLHOU
BJIACTH JOKYMEHTOB (CBEIEHUIl), yKa3aHHBIX B MyHKTax 3 W 4 4YacTd 4 HACTOSIIEH CTaThy,
YIOJTHOMOYEHHBIH (peiepalibHBIi  OpPTraH HCIIOJHUTENIBHOM BJIACTH 3ampallvBacT yKa3aHHbBIC
JIOKYMEHTHI (CBEJCHHSI) B MOPSJIKE MEKBEIOMCTBEHHOTO MH(GOPMAIIMOHHOTO B3aUMOJCHCTBUSA. (B
pen. @enepansHoro 3akona oT 27.12.2019 N 478-D3)

18. He pmomyckaeTcsi HMCHOJB30BaHME B KOMMEPYECKHX IIeJIIX HWHGMOpMaIMu O pe3ysbTaTax
JOKJIMHUYECKUX  MCCIEeI0OBAaHUM  JIEKapCTBEHHBIX CpPEACTB U KIMHUYECKUX HCCIIEJJOBAHUUN
JIEKapCTBEHHBIX MpEenapaTroB Uil MEIUIUHCKOIO MPUMEHEHUs, NMPEICTABICHHON 3asBUTENIEM IS
rOCyJJapCTBEHHOW PETUCTPALlUU JIEKaPCTBEHHOTO IperapaTa, 0e3 ero corjiacusi B TEUCHHE IIeCTH



JeT C JaThl TOCYIapCTBEHHOM pErucTpauud peQepeHTHOro JeKapCTBEHHOro Ipernapara B
Poccuiickoit @enepanmu. (B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

19. llepkarens WM Biajeliel] perMCTPAlMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO IpernapaTa Ha
OMOTEXHOJIOTUYECKH WM Op(aHHBIN JIEKapCTBEHHBIH MpemapaT o00s3aH NPEIOCTaBIATh Ha
BO3ME3JTHOW OCHOBE OO0pa3ibl pePepeHTHOro JIEKAPCTBEHHOTO IMperapaTa 3asBUTEISIM IS
MPOBEJCHHUS KJIMHUYECKUX HuccieqoBanuid. CTOMMOCTh o0Opasia pedepeHTHOro JIEKapCTBEHHOTO
mpernapara, BKJIIOYEHHOTO B TIEPEYCHb JKM3HEHHO HEOOXOMUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpernapaTroB, HE JOJDKHA MPEBHINIATh 3aPETUCTPUPOBAHHYIO NPEICIbHYIO OTIYCKHYIO ILIEHY Ha
pedepeHTHBIN JIEKapCTBEHHBIN MpemapaT WM L[EHY Ha JIGKAPCTBEHHBIN IpemapaT B CTpaHe
npousBoautess. (B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

20. 3asBiIeHUE O TOCYAAPCTBEHHON perucTpany BOCIPOU3BEACHHOIO JIEKAPCTBEHHOIO Mpenapara
JUIE MEAMIMHCKOTO TPUMEHEHHS MOKET OBITh MOJAaHO B YIMOJHOMOYEHHBIH (hefepaibHbIi OopraH
HCTIOJTHUTENIbHOM BJIACTH, OCYIIECTBISIIOIIMNA TOCYJAPCTBEHHYI0 PETHCTPALMIO JIEKAPCTBEHHBIX
MperaparoB, MO MCTEUCHUH YETBIPEX JIET C JaThl TOCYJAPCTBEHHOW perucTpanuu pedepeHTHOTo
nexapcTBeHHoro mpemnapara B Poccuiickoit ®enepanuu. (B pen. DemepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

21. 3agBieHHe O TOCYJApCTBEHHOW  perucTpauud  OuwoaHaioroBoro  (O6HONOAOOHOTO)
JIEKapCTBEHHOTO TIpernapaTa (0noaHanora) MOXKeT ObITh MOJaHO B YIIOJHOMOYECHHBIN (eaepanbHbIil
OpraH  HCIIOJIHUTENIbHOM  BJIACTH,  OCYILIECTBJSIOIIMKA  TOCYZAPCTBEHHYIO  PEruCTPALUIO
JIEKapCTBEHHBIX IpernapaTroB, MO0 HCTEUEHUHM TpPeX JIeT C JaThl rOCYAapCTBEHHOW pEerucTpanuu
pedepenTHoro jekapcTBeHHoro mpemapara B Poccuiickori ®denepamuu. (B pen. deaepaibHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

22. [epxaTenb WIM Biajeliel] PErUCTPAIMOHHOTO YJIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara
NpEJICTaB/IseT B  YIOJIHOMOYEHHBIH  (efepalbHbIl  OpraH  HUCHOJHUTEIBHOM  BIACTH,
OCYILECTBIISIIOIIMNA (YHKIIMM IO KOHTPOJIIO M HaI30py B cdepe 3ApaBOOXpAaHEHHs, OTYET I10
pe3ynpTaTaM (hapMakoHaa30pa OJUMH pa3 B MIECTh MECSIEB B TEYEHHE JABYX JIET I0cIe
roCcyJIapCTBEHHOM perucTpanuu JiekapcTBeHHOro npenapara B Poccuiickoii @enepalu, €KerogHo
B TEUEHHUE MOCIEIYIOIUX TPeX JIET U B JaJbHEUIIeM OJMH pa3 B IATh JieT. (B pen. denepanpHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratps 19. [lpunsiTue pemieHus 0 BbIIa4Ye IKCIEPTHOMY Y4pPeKIeHUI0
3a/laHMsl HA MIPOBeeHUE IKCIEPTU3bI JIEKAPCTBEHHOT 0 CpeaCcTBA (B
pen. @eaepanbHoro 3axkona ot 22.12.2014 N 429-®3 (pea. ot
13.07.2015))

1. B Teuenue nmecsaty pabouux JHEH CO JAHS MPUHSATHS 3asABJICHUS O TOCYJApPCTBEHHON PEruCTpaluu
JIEKapCTBEHHOTO  TIperapara COOTBETCTBYIOIIMMA  YIIOJHOMOYEHHBIH  (enepalbHbIi  opraH
WCIIOJIHUTEIBHON BJIACTH TPOBOAUT MPOBEPKY MOJHOTHL, JOCTOBEPHOCTH U MPABHILHOCTH
oopmIieHHsI TIPEACTABICHHBIX JOKYMEHTOB PETHCTPAMOHHOTO JOChe Ha JICKaPCTBEHHBIH
npenapar ¥ IpUHUMAET PELICHHE O BblJaye 3aJJaHusl Ha IIPOBEJICHUE:!

1) aKCmepTu3bl TOKYMEHTOB, MPEACTABICHHBIX Ui OMPEACNCHHs] BO3MOXXHOCTH pPacCMaTpUBATh
JIEKapCTBEHHBIN MpenapaT il METUIIMHCKOTO PUMEHEHHUS TIPU OCYIIECTBICHHH TOCYAapCTBEHHON
perucTpanuu B KauecTBe OppaHHOTO JIEKaPCTBEHHOTO Tperapara;



2) sKcnepTU3bl JIEKAPCTBEHHOTO CPECTBA B YACTH HKCIIEPTU3bI KaYeCcTBa JIEKAPCTBEHHOT'O CPEJICTBA
Y SKCIEPTU3bl OTHOIICHUS 0’KUAeMOM MOJIb3bl K BO3MOXKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOT'O
nperapara it MEMIUHCKOTO IPUMEHEHHUS;

3) SKCIICPTU3BI JICKAPCTBCHHOI'O CPpCACTBA B 4aCTHU SKCIICPTU3bI KAa4YCCTBA JICKAPCTBCHHOI'O CPCACTBA
" SKCIICPTU3BI OTHOIICHU A O)I(I/I,I[aeMOﬁ IIOJIB3bI K BO3BMOKHOMY PUCKY NPHUMCHCHUA JICKAPCTBCHHOT'O
nperapara sl MCOAWULHUHCKOI'O IMIPUMCHCHUSA B IMOPAOKE YCKOpeHHOI\/’I npoucaypbl SKCIICPTU3bI
JICKAPCTBCHHLBIX CPECACTB B COOTBETCTBHUH CO craTheii 26 HaCTOAIICTO CDGI[epaJ'IBHOFO 3aKOHa,

4) OKCIICPTHU3bI JICKAPCTBCHHOI'O CpCACTBA B OTHOHIICHHH JICKAPCTBCHHOI'O IIpCliapaTta AJId
BCTCPUHAPHOT'O MIPUMCHCHHUA.

2. YnonHOMOYEHHBIN (enepaabHblii OpraH HCIOJHUTEIBHON BIACTH YBEJIOMIISIET B AJIEKTPOHHOM
¢dopMe min Ha OyMa)KHOM HOCHUTEJIE 3asBUTEIS U SKCIIEPTHOE YUPEKICHHUE O IPUHATOM PEIICHUU O
BbIJIaye 3a/1aHUIl Ha MMPOBEJCHHUE SKCIIEPTU3, MIPETYCMOTPEHHBIX YacThl0 | HacTosIeH cTaThy, U B
ciydae HeOOXOJMMOCTH O BBIJIaye paspelieHus Ha BBO3 B Poccuiickyro deneparuiro KOHKPETHON
NapTUH, CEPUU 3aPETrUCTPUPOBAHHBIX U (MIJIM) HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WIIN
00 OTKa3e B MPOBEJCHUH IIPETYCMOTPEHHBIX SKCIEPTU3 C YKa3aHUEM MPUYHH TAaKOTO OTKa3a.

3. B ciyuyae BBISIBIEHHS OTCYTCTBHSI WJIM HEJAOCTOBEPHOCTH HH(OpPMAIMM, COJEpKalleics B
NPEJCTABJICHHBIX  3asBUTENEM  JOKYMEHTaX,  YIHOJHOMOYEHHBIH  QenepalbHbli  OpraH
WCIIOJHUTEIBHON BJIACTHU HANPABJISET 3asBUTEIIO 3apoC 00 YTOUHEHHH 3TOW HH(pOpMaIuu (J1anee -
3aIrpoc YIOJHOMOYEHHOTO (hefiepalbHOr0 OpraHa MCIOJHUTENIBHOM BIACTH), KOTOPHIN MOXKET OBITh
[IEpPEIaH YIOJHOMOUYEHHOMY MPEICTABUTENIO 3asIBUTEIS JINYHO 110J] PACIIUCKY, HAIIPABJIEH 110 I10YTE
3aKa3HbIM IMUCHMOM WJIM TE€pe/aH B AJIEKTPOHHOM (opMe Mo TeNeKOMMYHHUKAIMOHHBIM KaHallaM
cBsi3U. B ciyuae HanpaBieHus 3ampoca yIoJHOMOYEHHOTO (he/iepaibHOro opraHa UCIOJIHUTEIbHON
BJIACTH IO II0YTE 3aKa3HbIM IMCbMOM OH CUMTAETCS IOJIYYEHHBIM [0 HCTEYEHUM IIECTH JHEN C
JIaThl HAIIPABJICHMSI 3aKa3HOTO MHChMA.

4. 3agBurens 00s13aH MNpEACTaBUTb OTBET Ha 3allpoC YIIOJIHOMOYCHHOIO Q)e;[epaJn,Horo OopraHa
HUCIIOJIHUTEIILHON BJIacTU B CpOK, HC HpeBBIH_IaIOH_II/Iﬁ JCBAHOCTA paGO‘II/IX I[Heﬁ CO OHA €ro
MOJIy4YCHHUH. CpOK, YKaBaHHBIfI B yactu 1 HaCTOHHICfI CTaTbu, NPHUOCTAHABJIMBACTCA CO JHA
HaIllpaBJICHUS 3asiBUTCIIIO 3allpoca YIIOJIHOMOYCHHOI'O (beﬂepaHBHOFO OopraHa HUCIIOJTHUTEIILHOMU
BJIACTU A0 AHA IMOJYHYCHHUSA UM COOTBCTCTBYIOLICTO OTBETA.

5. OcHoBaHuEM JJisl OTKa3a B OpPraHM3allMU 3KCHEPTU3, MPEAYCMOTPEHHBIX YacThlOo 1 HacTosIen
CTaTbH, SIBISICTCS NPEJCTABIICHUE HEOOXOAMMBIX Ui TMPOBEACHHUS MPEIyCMOTPEHHBIX SKCIEPTHU3
JOKYMEHTOB B HEMOJHOM O0BbEME WM HENpEeJCTABIICHHE 3asBUTEIEM B YCTAHOBJICHHBIH CPOK
OTBETa Ha 3ampOC YIMOJHOMOUYEHHOTO (eJepallbHOTO OpraHa WCIOJHHUTEIBHON BIIACTH, a TaKKe
MPEJCTABICHUE JIOKYMEHTOB, HE COJIEP)KAIlMX HMCUEPIBIBAIOMIETO IEPEeYHs HEOOXOAUMBIX
CBEICHHU.

6. Ilpu oTkaze B opraHuzaiMu 3KCHEPTHU3bI, MPEIYCMOTPEHHON NMyHKTOM 4 uvactu | Hacrosmien
CTaTbU, TOKYMEHTHI, BXOJAIIUE B COCTaB PErHCTPALMOHHOIO JIOChE Ha JEKapCTBEHHBIN Mpemnapar
JUIi BETEpUHAPHOTO IPUMEHEHHUs, MOTYT OBIThb BO3BpallleHbl 3asBUTEII0 HAa OCHOBAHMU €r0
MUCBMEHHOT'0 3a1poca, HAIPaBJICHHOIO B YIIOJHOMOYEHHBIN (eiepalibHbli OpraH UCHOJHUTEIbHON
BJIACTU B TE€YEHHME TPHUJALATH pabO4YuX JHEH cO JHSA MPHUHATHUS YHOJIHOMOUYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJHUTENIBHOM BJAacTH penieHus o0 OTKa3e B OpraHu3alMM TakoOW SKCIEPTU3bI.
VYmonHoMoueHHbIN  (enepanbHBI  OpraH HCIOJHUTENBHONW BJIACTH BO3BpAIla€T 3asBUTEIIIO
yKa3aHHbIE JOKYMEHTHI B TE€UEHHE JIeCATH pabouux JHEH cO JHS MOJyYEHHUs] COOTBETCTBYIOLIEIO
3ampoca 3asBures. (B pea. @enepanbHoro 3akona ot 02.08.2019 N 297-D3)




Cratbs 20. IkcnepTu3a J10KYMEHTOB, IPeACTABJEHHBIX IJIsI
ornpeaeJeHusi BO3MOKHOCTH PACCMATPUBATDH JIEKAPCTBEHHBIH
npenapar aJjisi MeIUIMHCKOT0 NPUMEHEeHHUS MPH OCYIeCTBICHUHN
rocyJapCcTBEHHOM perucTpanum B Kayectse oppaHHOTrO

JIEKapCTBEHHOr0 npenapara (B pea. ®eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pea. o1 13.07.2015))

1. DkcnepTu3a JOKYMEHTOB, MPEICTABICHHBIX Ui OINPEAENICHUsS BO3MOKHOCTH PACCMATPUBATH
JIEKapCTBEHHBIN Mpenapar JJIsi MEIUUUHCKOTO MPUMEHEHHUS TIPU OCYIIECTBICHUH IOCYIapCTBEHHOM
perucTpanmu B KadecTBe Op(AaHHOTO JIEKAPCTBEHHOIO Tpernapara, COCTaBICHHE KOMHCCHEH
AKCIIEPTOB 3aKIIOYEHUS O BO3MOXKHOCTH WJIM HEBO3MOXHOCTH paccMaTpuBaTh JIEKaPCTBEHHBII
npenapar Juisi MEIULHUHCKOIO IIPUMEHEHUS IIPU OCYILECTBIEHUN TOCYIAPCTBEHHON PErMCTPALMM B
KayecTBe Op(aHHOrO JIEKapCTBEHHOTO IIpernapaTa M HalpaBieHUE JaHHOTO 3aKJIIOYEHUs B
YIOJIHOMOUYEHHBIH (efiepanbHblii OpraH MCHOJHUTEIbHOW BJACTH OCYLIECTBIISIIOTCS B CPOK, HE
MPEBBIIAIONIUN TPUAIATH pab0UYMX JHEH CO JHS MOJIY4YEHMs SKCIEPTHBIM YUPEKICHHEM 3a/laHus
YIOJIHOMOUYEHHOTO (heIepaiIbHOr0 OpraHa UCIIOIHUTEIbHOM BIACTH U B 3JIEKTPOHHOHN (opme Ui Ha

yactu 7 crathu 18 HacTosmero deaepanibHOro 3aKoHa.

2. JIoKyMeHTHI, cojiepKalllecsi B PErUCTPalMOHHOM JIOChE Ha JIEKapCTBEHHBIM mpemnapar u
NOCTYNMBIIKME Ha OyMaXKHBIX HOCHTENSX B OKCIEPTHOE YUPEXKJEHHE Ul OCYIIECTBICHHUS HX
SKCHEPTU3bl IS OIpeNeieHUs BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemnapaTr s
MEIMIIMHCKOTO MPHUMEHEHUs] B KauecTBe Op(aHHOIO JIEKAPCTBEHHOTO Npernapara, MoJIeKaT
BO3BpaTy B YIOJIHOMOYEHHBIN (eaepanbHblii OpraH HMCIOJHUTENBHON BIIACTH OJHOBPEMEHHO C
3aKJIFOYEHHUSIMH COOTBETCTBYIOLIUX IKCIIEPTHU3.

Cratps 21. Pemienne 0 BO3MOKHOCTH PAaCCMATPUBATDH JICKAPCTBEHHBIU
npenapar npu oCyumecTBJICHUH FOCyIapCTBEHHON perucTpauum B
KavecTBe OP(PaHHOIO0 JEKAPCTBEHHOTO Npenapara (B pen.
DenepajbHOro 3akona or 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. B cpok, He mpeBBIIAOIUN TATH paboduXx THEH CO JHS MOJYYSHHs 3aKIIOUEHUs, YKa3aHHOTO B
gactu 1 crarbu 20 Hacrosimero denepanbHOTO 3aKOHA, YIOJHOMOYEHHBIN (eepalibHbIi OpraH
WCIIOJHUTEIBHON BJIACTH OCYUIECTBIISIET OLIEHKY IMOJYYEHHOI'O 3aKIIOUEHUs Ui ONpEJEeNICHUs] ero
COOTBETCTBHUS 3aJaHUIO Ha MPOBEJEHUE COOTBETCTBYIOIIECH 3KCIIEPTHU3bI M YBEIOMIISIET 3asBUTENS B
AJIEKTPOHHOM (opMe WM Ha OYMa)KHOM HOCHUTENE O pe3ysbTaTaxX MPOBEIEHHOW IKCHEPTU3bI C
NPUIIOKEHUEM KONHUHM HSKCIEPTHOTO 3aKIIOueHus (C COXpaHEHHEM KOH(PHIEHIMAIbHOCTU
uHpOpMAIMM O COCTaBE SKCIEPTHOH KOMHUCCHHM) U O BO3MOXXHOCTM WJIM HEBO3MOXKHOCTHU
paccMaTpuBaTh JIEKaPCTBEHHBIM IMpenapar JUlsi MEIUIMHCKOIO MPUMEHEHUS IPU OCYILECTBICHUU
roCyJ1apCTBEHHOM PErucTpaluy B KauecTBE OppaHHOro JIEKAPCTBEHHOI'O Ipernapara.

2. HpI/I BBIHECECHMH KOMHCCHUEH OKCIICPTOB 3aKJIKOYCHHUA O BO3MOXHOCTU pacCMaTpUuBATb
HeKapCTBCHHBIﬁ npemnapar el MCAUIUHCKOTO NPUMEHCHUS TIPU OCYIICCTBIICHUH FOCY,I[apCTBeHHOI\/’I
perucTpanv B Ka4CCTBC Op(l)aHHOFO JICKAPCTBCHHOI'O IIpCIiapaTa ynOJ’IHOMO‘IGHHBIfI (beﬂepaHBHBIfI
opraH HUCIIOJTHUTEIILHOM BIACTH B CPOK, HC HpeBBIHJaIOH_II/Iﬁ AT pa60q1/1x ,I[HCI71 CO OHS HOJYUCHUA
JAaHHOI'O 3aKJIIOYCHUs, NPUHHUMACT PCHICHHUC O BbIAAYC 3aJlaHHMA Ha IIPOBCACHUC OKCIICPTHU3LI



KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA M SKCIEPTU3bl OTHOLICHHSI 0KHUAAEMOM MOJIb3bl K BO3MOKHOMY
PUCKY TNpPUMEHEHMs JIEKAPCTBEHHOTO IMIpernapara Julsi MEIUIUHCKOrO IPUMEHEHHUs B IOpsIKe
YCKOPEHHOW TPOLIeAYphl AKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM CO CTaTbhel 26
HacTtosiuiero PeaepabHOTO 3aKOHA.

3.B CJIydac IpUuHATUA PCIICHUA O HCBO3MOKHOCTHU pacCMaTpuBaATh HeKapCTBeHHBIﬁ npemnapar ajd
MCAWLHUHCKOTO IPHUMCHCHUA IIpHU FOC}’I[apCTBeHHOI\/’I perucrtpanun B KA4CCTBC Op(baHHOFO
JICKAPCTBCHHOTI'O IIpfriapara yr[OJ'IHOMO‘-IGHHBIfI q)eﬂepaHBHBIfI opra”n HUCIIOJTHUTEILHON BIIACTH
peKpamacT MmMpoucaypy FOC}’I[apCTBeHHOI\/’I perucrpanun JCKAapCTBCHHOI'O IIpCIiaparTta. 3asgBUTEIH
BITpaBC O6paTI/ITBC$I B pCFI/ICTpI/Ip}IIOH_II/II\/’I Oopran € 3asBJICHUCM O FOCYHapCTBeHHOﬁ perucrpaunuu
YKa3aHHOI'O JICKapCTBCHHOI'O IIp€riapaTta B COOTBETCTBUU CO craTheit 18 HACTOAIICTO (DeﬂepaJ'IBHOFO
3aKOHa.

Cratps 22. - YTpaTnia cuiy. (B pea. PeaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-D3 (pea. o1 13.07.2015))

Crartps 23. IKcnepTH3a Ka4eCTBa JEKAPCTBEHHOI0 CPeACTBAa U
JIKCIEPTHU3A OTHOLICHUS 0KUIAEMOH MOJIb3bI K BO3MOKHOMY PUCKY
NPUMEHEHNS JIEKAPCTBEHHOT0 NMpenapara s MeIuIHHCKOr 0
npumeHeHus (B pea. @enepajbHOro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. DkcnepTH3a KauecTBa JIEKAPCTBEHHOT'O CPEJICTBA M HKCIEPTH3a OTHOIIECHUS OXKHUAAEMOM IMOJIB3bI
K BO3MOXXHOMY PUCKY IPUMEHEHUs JEKapCTBEHHOTO INpemnapara il MEJUIIMHCKOTO NMPUMEHEHHs,
COCTaBJICHHE KOMMCCHUSIMU SKCIIEPTOB 3aKIIOUYEHUH MO pe3ysbTaTaM IPOBEJCHHBIX IKCHEPTU3 U
HaIpaBJIeHUE dTUX 3aKITIOYCHUI B YIIOJTHOMOYEHHBIN (penepanbHblii OpraH UCIIOJTHUTEILHON BIACTH
OCYILIECTBJISIFOTCSI B CPOK, HE IMPEBBIMIAIOIMN CTa AECATH pabdoyux JHEH CO JHSA MOJyYEHHs
SKCHEPTHBIM YUPEXKICHUEM COOTBETCTBYIOIIETO 33JaHUsl YIIOJHOMOYEHHOTO (pe/iepaiabHOro opraHa
WCTIOJTHUTEJIFHON BJIACTH U HEOOXOAMMBIX JOKYMEHTOB B AJIEKTPOHHON (opMe MM Ha OyMasKHBIX
HOCHTEJISIX.

2. B TeueHue neBsAHOCTa JHEW CO JHS IOJIYYEHHS PEUICHHS YIOJIHOMOUYEHHOro (eepanbHOro
opraHa MCIHOJIHUTEIBHOW BJIACTH O IPOBEACHUM JKCIEPTH3, IPEAYCMOTPEHHBIX YacTbio |
HACTOSIIIEH CTaTbU, 3asABUTENIb IPEACTABISIET B 3KCIEPTHOE YUYPEXKIEHUE JUIA IPOBEIACHUS
OKCHEPTU3Bl KAdeCcTBA JIEKAPCTBEHHOTO CpeicTBa 00pa3ipl JIEKapCTBEHHOIO TWpernapara s
MEIMIMHCKOTO  TNPUMEHEHWs,  IPOU3BEJIEHHOTO B  COOTBETCTBUUM €  TPeOOBaHUSIMHU
OTNBITHO-NIPOMBIIUIEHHOTO U (WJIM) MPOMBILUIEHHOTO PErJIAMEHTOB, YTBEPKICHHBIX PYKOBOIUTEIEM
MPOU3BOAMTENSI JICKAPCTBEHHBIX CPEJICTB, a TaKkKe B COOTBETCTBYIONIMX CIydasx oOpasIibl
(apMaleBTHYEeCKON CyOCTaHIIMU, TECT-IITaMMa MHKPOOPTaHHU3MOB, KYJIBTYpPhI KIIETOK, OOpasibl
BEILECTB, MPUMEHIEMBIX JUIsI KOHTPOJISI KayecTBa JICKAPCTBEHHOI'O CPEJCTBA NYTEM CPAaBHEHHUS C
HUMHU  UCCIIElyeMOr0 JIGKAPCTBEHHOTO CPEICTBA, B  KOJMYECTBAX, HEOOXOMUMBIX IS
BOCIIPOU3BEACHHS METOIOB KOHTPOJISI KAUeCTBa.

3. Ilpu momydeHuu oOpa3lOB JEKAPCTBEHHOTO Mpemapata u (apMaleBTHUECKON CyOCTaHIIUU
AKCIIEPTHOE YUPEXKICHHUE BBIIAET 3aABUTEINIO JOKYMEHT, MOATBEPKAAOIINI MOJIyYeHHE YKA3aHHbBIX
00pas3IoB, U B CPOK, HE MPEBBIMIAIONINA TpeX pado4ynX THEH, YBEJOMIISIET B AJIEKTPOHHOU (dopme
Wi Ha OyMa)XHOM HOCHTENEe 00 STOM YIMOJHOMOUYEHHBIN (heJepanbHBIl OpraH UCHOJHUTEIHHOU



BJIaCTH.

4. Yxa3aHHbIE B 4acTax 2 U 3 HaCTOHHICﬁ CTaTbu CPOK MJIA NPCACTABJICHUA 3asABUTCIICM 06p33L[0B
JICKAPCTBCHHOI'O IIpCIiapara U (bapMaHeBTHHGCKOﬁ C}’6CTaHI_II/II/I " CPOK YBCAOMIICHUS 3KCIICPTHBIM
YUPECKACHUEM 00 3TOM Ha 6yMa)KHOM HOCHUTCJIC YIOJHOMOYCHHOTO Q)e;[epaHLHoro OopraHa
WUCIIOJIHUTEIILHON BJIACTH HE BKIIIOYAIOTCS B CpOK IPOBCACHUA ISKCHICPTU3, IMPEAYCMOTPCHHBIX
gacTeio 1 HaCTOﬂIHGﬁ CTaTbu.

5. I[OKYMGHTBI, MMOCTYIIMBIIWE B J3KCHECPTHOC YUPCKACHHUC I IIPOBCACHUS OKCIICPTU3,
NpeaAyCMOTPCHHBIX YaCTbRO 1 HaCTOSIIJ_Ieﬁ CTaTby, MNOMJICKAT BO3BpPATy B ynOHHOMOquHBIfI
q)eﬂepaHBHBIﬁ opraH HUCIIOJIHUTEIILHOM BIACTU OIHOBPEMCHHO C 3aKIIFOYCHUAMU, IMOJTYYCHHBIMUA 110
pe3yjibTaTaM COOTBCTCTBYIOMIUX JSKCIICPTU3.

CraTbs 24. IkcnepTH3a Ka4ecTBa JEKAPCTBEHHOI0 CPeACTBAa U
IKCMEPTU3A OTHOLICHUS 0KUIAeMOM MOJIb3bI K BO3MOKHOMY PUCKY
NpPUMeHEeHHUSs JIEKAPCTBEHHOI 0 Mpenapara JJs BeTePUHAPHOI0
NnpuMeHeHusl

1. DkcnepTH3a KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA M HKCIEPTH3a OTHOIIECHUS OXKHUAAEMOM IMOJIb3bI
K BO3MOXKHOMY PHCKY NMPHUMEHEHUs JEKapCTBEHHOIO Ipernapara Jyulisi BETEPUHAPHOIO MPUMEHEHUS,
COCTaBJICHHE KOMHCCHSMH 3KCIIEPTOB 3aKIIOUEHUH MO pe3ysbTaTaM YKa3aHHbBIX 3KCIEPTU3 U
HalpaBJIeHHE TaKWX 3aKIIOYCHHH B YIOJHOMOYEHHBIM (enepanbHblii OpraH HCHOJHUTEIHHOM
BJIACTU OCYILECTBIISIFOTCSI B CPOK, HE MPEBBIIIAIONINNA CTa AECATH pabOYMX JHEH CO THS MOJIy4YEHUs
SKCHEPTHBIM YUPEXKJACHUEM 3aJlaHUsl YIOJIHOMOYEHHOIO (pe/lepajbHOro0 OpraHa MCHOJHHUTEIbHOU
BJIACTH C JIOKYMEHTaMH, YKa3aHHbIMHU B 4acTu 3 cratbu 17 Hactosimiero denepaibHOro 3akoHa. (B
pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Tedenue Tpuamatu paboOYMX JHEH CO JHSA TIOJYYCHHsS] PEHICHUS YIOJHOMOYEHHOTO
(denepanbHOTO OpraHa MCIOJHUTENBHON BJIACTH O MPOBEJCHUM YKa3aHHBIX B yacTU 1 HacTosiei
CTaTbU SKCHEPTU3 3asBUTENIb IPEJCTABISET B OKCHEPTHOE YUPEKICHHUE JJIsI IPOBEICHUS
SKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O cpejcTBa 00pas3ibpl JIEKapCTBEHHOIO Mperapara s
BETEPUHAPHOI0 MIPUMEHEHUs, IPOU3BEIEHHOIO B COOTBETCTBUU C TPEOOBAHUSIMH TEXHOJIOTUYECKUX
pErjIaMeHTOB, YTBEPKICHHBIX PYKOBOAUTEIEM MPOU3BOANUTEINS JIEKAPCTBEHHBIX CPEJCTB, a TAaKXKe B
COOTBETCTBYIOIIMX CIy4yasiX TeCT-IITAMMbl MHUKPOOPTaHU3MOB, KYJbTYphl KJIETOK, OOpa3ibl
(dbapmareBTHYeCKO CcyOcTaHIMK, OOpaslbl BEHIECTB, NPUMEHSIEMBbIC IJIs KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O CPEJACTBA, B KOJIMYECTBAX, HEOOXOAMMBIX Uil BOCHPOM3BEICHHS METO/I0B
KOHTpOJIs KauecTBa. (B pen. Pexaepanbroro 3axona ot 02.08.2019 N 297-D3)

3. Ilpu momydyeHun oOpa3OB JEKAPCTBEHHOTO Tmpemapata W (apmaneBTHYECKOl CyOCTaHIIUU
HKCHEPTHOE YUPEXKIACHHUE BBIJAET 3aSBUTENIO JOKYMEHT, MOATBEPKAAIOIIUHN MTOJIyYeHUE YKA3aHHBIX
00pasloB, U B CPOK, HE MPEBBIIAIOIINN TpeX pabounx THEH, YBEJOMIISIET B TUCbMEHHOUN dhopme 00
ATOM YIOJIHOMOYEHHBIHN (efepaabHbIii OpraH UCTIOTHUTEIHLHOM BIACTH.

4, CpOK JIIA npeaAcTaBJICHUA 3as1BUTCIICM o6pa3u0B JICKaApCTBCHHOT'O nperapara H
q)apMaLICBTI/I‘IGCKOfI CY6CTaHL[I/II/I N CpPOK YBCAOMIICHUS ISKCHCPTHBIM YUYPCKIACHUCM 00 3TOM B
MHUCHMEHHOM (bopMe YIIOJIHOMOYCHHOT'O q)eﬂepaJ'IBHOFO OopraHa HUCIIOJTHUTECILHOU BJIaCTH,
YKa3aHHBIC B HaCTAX 2u3 HaCTOHHICﬁ CTaTbH, HC BKJIKOYAIOTCA B CPOK IMPOBCACHHA YKA3aHHBIX B
gacTt 1 HaCTOHHIGfI CTaTbH SKCIICPTU3.

5. I[OKyMeHTBI, MOCTYIIHUBIHINE B 3KCIICPTHOC YUYPCKACHUC JIsI NPOBCACHUA YKA3aHHBIX B YaCTH 1



HACTOSIIEH CTaThbU SKCIEPTU3, MOJUIekKAaT BO3BpATy B YIOJHOMOYEHHBIN (enepaabHblii Oprax
WCIIOJIHUTEILHOM BJIACTH OJTHOBPEMEHHO € 3aKIFOYEHHUSAMMU II0 PE3YJIbTaTaM YKa3aHHBIX KCIEPTH3.

Cratps 25. [loBTOpHOE NIpPOBEeHHE IKCIIEPTU3BI JIEKAPCTBEHHbIX
cpenctB (B pea. PenepaabHoro 3akona ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

1. B ciyuasix He1ocTaTOUYHOM 0OOCHOBAHHOCTH MJTH HETIOJTHOTHI 3aKJIFOUEHUS] KOMUCCHH SKCIIEPTOB,
HAJIMYKs B HEM MPOTUBOPEUYMBBIX JAHHBIX, (DaTbCH(HUKAIIMK BBIBOJOB SKCIIEPTH3BI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITUS OT YIOJIHOMOYEHHOTrO (penepasbHOro OpraHa HCHOJHUTEIBHOW BIIACTH
OCHOBAHMH [UIsl OTBOAA DJKCIEpTa BCJIEACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yjbTaTax
COOTBETCTBYIOIICH IKCIEPTU3bI, HAINYHS JAHHBIX O MPSIMOM JIMOO KOCBEHHOM BMEIIATEIILCTBE B
MPOLIECC COOTBETCTBYIOIIEH 3KCHEPTHU3BI JIUL, HE YYACTBYIOIIMX B €€ MPOBEICHUHU, HO OKa3aBIIUX
BIUSIHHE HA TIPOIIECC M PE3YNIbTaThl €€ MPOBEICHUS, YIOJIHOMOYEHHBIM (elepaabHbIM OpraHoOM
WCIIOJIHUTEJIbHOM BJIACTM HAa3HAYaeTCsl MOBTOPHAsl SKCIEPTHU3a JIEKAPCTBEHHOTO CPEJACTBA U (MJIN)
sTrueckas Jkcneptusa. (B pen. dDenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. TloBTopHas 3KcmepTH3a JEKapCTBEHHOT'O CPEJCTBA MPOBOJIUTCS C YUETOM DPE3YNIbTaTOB paHee
MPOBEICHHON JKCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YIIOJHOMOYEHHBIM (e/iepaibHbIM OpraHOM
UCTIOJIHUTETIPHON BIIACTH M HE TPEBBINAIOMINNA TPUALNATH pabO4YMX THEW CO AHSA TOJTY4eHUS
OKCIIEPTHBIM YYpPEXKJCHHEM 3a/IaHHs Ha MPOBEJCHHE IOBTOPHOM SKCHEPTH3BI JIEKAPCTBEHHOTO
cpenctsa. (B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot 13.07.2015))

3. ®dunHaHcoBoe oOeCnedYeHHE BBITIOJHEHUS 3aJaHUs Ha TPOBEJICHUE TOBTOPHOW SKCHEPTU3BI
JIEKapCTBEHHOTO CpeICTBa He ocymiecTBisercs. (B pen. demepanbHoro 3akoHa oT 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

CrarTps 26. YCKOpPEeHHAs NPOLEAYPA IKCIIEPTHU3BI JIEKAPCTBEHHbIX
CpeacTB

1. YckopeHHass mpolleAypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX TOCYAapCTBEHHOM
pErucCTpaluy JIEKAPCTBEHHBIX MPENapaToB MPUMEHSETCS B OTHOIIEHUN Op(haHHBIX JIEKAPCTBEHHBIX
MpernapaToB, MEPBBIX TpPeX JIEKAPCTBEHHBIX IMPENapaTroB, perucTpupyemMbix B Poccuiickoit
denepaniii B KayecTBE BOCIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IPENApaToOB, OYEPETHOCTh KOTOPBIX
orpesiessieTcss B COOTBETCTBMM C HOMEPOM M JAaTOM BXOJAIIMX 3asBJICHUM O TroCyIapCTBEHHOM
PETrUCTpalliy JIEKAPCTBEHHBIX IIPENapaToB B paMKaxX OJHOTO MEXIYyHapOJHOIO HENaTeHTOBAaHHOI'O
HAaUMEHOBAHUS JIEKApCTBEHHOI'O MperapaTa Uii IpyNIupOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOT'O
nperapara, JeKapCTBEHHBIX MpenapaToB JUIsl BETEPUHAPHOTO NMPUMEHEHHUS, IPEeJHA3HAYEHHBIX IS
JICYCHHsI IOMAITHUX >KMBOTHBIX, onpe/eieHHbIX denepanbHbiM 3akoHOM OT 27 nekabps 2018 rona
N 498-®3 "OO6 0TBETCTBEHHOM OOpaIeHUH C KUBOTHHIMUA M O BHECEHUU M3MEHEHUH B OT/EIIbHbBIC
3aKoHOJaTeNnbHble akThl Poccuiickoit ®enepauuu', W 3aperucTpUpPOBaHHBIX B KauyecTBE
JIEKapCTBEHHBIX MpenaparoB AJii MEIUUUHCKOIO MPUMEHEHUs, M JIEKapCTBEHHBIX MpPErnapaTos,
MpeIHA3HAYCHHBIX UCKIIOYUTEIBHO I IPUMEHEHUSI HECOBEPIIICHHOJIETHUMH TPaKIaHAMH. (B Pel.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 13.07.2015 N 241-®3, ot
28.04.2023 N 171-P3)

2. YCKOpeHHaH mnmpoocaypa SKCICPTHU3bl JICKAPDCTBCHHBIX CPCEIACTB B LCIIIX FOC}’I[ElpCTBGHHOfI



PETUCTpAIIMKU JICKAPCTBEHHBIX TpPENapaToB HE MPUMEHSETCS B OoTHomEHUH: (B pen. denepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) OwmoananoroBeix (OMOMOMOOHBIX) JEKAPCTBEHHBIX TNpenapatoB (OmoaHamoron); (B pen.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2) pedepeHTHBIX JEKapCTBEHHBIX MPENapaToB (3a HUCKIIOYEHHEM OpQaHHBIX JIEKaPCTBEHHBIX
npemnaparoB); (B pea. @enepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IMpENaparoB (3a HCKIIOYEHHEM TEpPBBIX  TpeX
peructpupyeMbix B Poccuiickoii ®denepanuu B KauyecTBE BOCIPOM3BEIECHHBIX JIEKAPCTBEHHBIX
IIPErapaToB U JIEKAPCTBEHHBIX MPENaparoB, MPeIHa3HAYEHHBIX UCKIIOYUTENIBHO JJIS MPUMEHEHUs
HECOBEPILIEHHOJIETHUMHU IPaXK1aHaMH, a TAaK)Ke JIEKAPCTBEHHBIX MPeNapaToB, IpeJHa3HAYEeHHBIX /IS
JICYCHHsI IOMAITHUX >KMBOTHBIX, onpeeeHHbIX denepanbHbiM 3akoHOM OT 27 nekabps 2018 rona
N 498-®3 "O6 oTBETCTBEHHOM OOpaIeHUH C KUBOTHHIMUA M O BHECEHUU M3MEHEHUHN B OT/ICIIbHbBIC
3aKoHOJaTelnbHble akThl Poccuiickoit ®enepauuu", W 3aperucTpUPOBAHHBIX B KAyECTBE
JIEKapCTBEHHBIX MPENapaToB JJIsi MEAUIMHCKOTO MpUMeHeHus); (B pea. deaepanbHbIX 3aKOHOB OT
22.12.2014 N 429-93 (pen. ot 13.07.2015), ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOWMHAIIMA 3aperMCTPUPOBAHHBIX paHEe JIEKapCTBEHHBIX IMpemaparoB; (B pen.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

5) nekapCTBEHHBIX IpENapaToB, 3apErHCTPUPOBAHHBIX paHee, HO MPOM3BEACHHBIX B APYIUX
JICKApCTBEHHBIX (DOpMaxX B COOTBETCTBUU C MEPEYHEM HAMMEHOBAaHUWI JICKAPCTBEHHBIX (OPM H B
HOBOH 103upoBKe; (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

6) JIeKapCTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO MPUMEHEHHS, TOCYJapCTBEHHAS PErUCTpaIHs
KOTOPBIX OTMEHEHa, IpH WX PETUCTPAllMd B KAueCTBE JIEKAPCTBEHHBIX IPENaparoB s
BeTepUHApHOTO NpuMeHeHus. (B pen. PenepanbHoro 3akona ot 28.04.2023 N 171-D3)

3. YckopeHHass Tpoleaypa SKCIEePTH3bl JIEKAPCTBEHHBIX CPEACTB MPOBOAUTCS TO PELICHHUIO
COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (eAepalbHOTO OpraHa HCIOJHUTEIFHOW BJIacTH Ha
OCHOBAHHH 3asIBJICHHsSI 3asBHUTENSI B CPOK, HE MPEBBIMIAIONINI BOCBMUIECATH pabouux anei. [Ipu
ATOM JKCIEPTHU3a JOKYMEHTOB, COJCPXAIIUXCS B PETUCTPAIMOHHOM JOChe Ha JIEKAPCTBEHHBIN
mpernapar, IpOBOJUTCS B CPOK, HE MPEBBIMIAIOIINNA JecsITd pabounx IHEH, SKcrepTh3a KadyecTBa
JICKApCTBEHHOTO CPEACTBA M HKCIEPTH3a OTHOIICHHS OKUAAEMOM IOJIB3BI K BOSMOKHOMY PHCKY
NPUMEHEHUS] JIEKAPCTBEHHOT'O Iperapara MPOBOIATCS B CPOK, HE MPEBBINIAIONINNA IIECTUICCATH
pabouux nHel. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3.1. B oTHOmIEeHNH Op(haHHBIX JIEKAPCTBEHHBIX MPENapaTOB MOTYT OBITh MPEICTABICHBI PE3YyIbTAaThI
JOKJIMHUYECKUX HCCIEAOBAHMM JIEKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HCCIEIOBaHUI
JIEKapCTBEHHBIX MpEnaparoB JUisi MEIULMHCKOTO NPUMEHEHHS, BBINOJHEHHBIX 3a MpeIeaamMu
Poccuiickoit denepauu B COOTBETCTBUU C TpaBWIaMU HaJJIekKallell 1abopaTOpHON MPaKTHKU U
MpaBUJIaMH HaJJISKAIEed KIMHUYECKOW mpakTuku. (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

4. VYckopeHHas Tmporeaypa O3KCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB TPOBOAMUTCS B TOPSJIKE,
yCTaHOBJIIEHHOM cTaThsiMu 17 - 20, 23 u 24 Hactosiuero denepanbHOro 3aKoHa, U HE O3HAYAET
CHIDKEHUS TpeOOBaHU K 6€30MacHOCTH, KaueCTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

Crarbi 27. PemieHue 0 rocy1apcTBeHHOM perucTpaumnu
JIEKaPCTBEHHOI'0 Ipenapara



1. B cpok, He MpeBbIIAIIMMUA ASCATH padoYnX THEH CO JTHSA TOJYyYEHHs 3aKITHOYCHHH KOMHCCUU
SKCHEPTOB 110 pe3ysibTaTaM »3KCIEPTH3bl KayecTBa JIEKAPCTBEHHOTO CPEJICTBA M HKCIEPTU3bI
OTHOILEHUS O0’KUJAEMOM I0JIb3bl K BO3MOKHOMY PUCKY IMPHUMEHEHUS JIEKapCTBEHHOTO Iperapara,
COOTBETCTBYIOIIMN YIOJIHOMOYCHHBIN (enepanbHbIi OpraH HCIOJHUTEIBHONW BiacTH: (B penl.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

1) pasmemaeTr Ha cBoeM oduIHMATLHOM caiiTe B ceTn "MHTEepHET" COOTBETCTBYIOIINE 3aKIIFOUYEHUS
KOMHUCCHUU SKCHEPTOB M OCYILIECTBISET UX OLICHKY JJsl ONpPENEICHHUs] COOTBETCTBHS 3aJaHUIO0 HA
MPOBEICHUE 3TUX JKcnepTus; (B pen. PexnepanbHoro 3akoHa or 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

2) NpUHHUMACT PCHOICHUC O FOCYI[apCTBeHHOfI peructpanu JICKAPpCTBCHHOI'O IIpCliapaTa HJIU 00
OTKa3¢C B FOCYI[&pCTBGHHOfI perucTtpanuu JICKApCTBCHHOI'O IIpCIiapara,

3) BHOCHUT NP NPUHATHHU PEUICHUs O TOCYJAapPCTBEHHOM perucTpaluy JeKapCTBEHHOro Ipemnapara
JIAHHBIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4ucie O (apMaleBTUYECKON
cyOCTaHLMM, BXOJMIIEH B COCTaB JIEKAPCTBEHHOIO Ipernapara, B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB M BBIJIACT 3aBUTEINI0 PETUCTPALMOHHOE yJIOCTOBEPEHHUE JIEKAPCTBEHHOI'O
npernapara, (opmMa KOTOPOTO  YTBEp)KJAeTCsl  YINOJIHOMOYEHHBIM  (efepaibHbIM — OpraHOM
WCIOJHUTEIbHOW BJIACTH, COTJIACOBAaHHbIE HOPMATHBHYIO JOKYMEHTALUIO, HOPMaTHBHBIN
JOKYMEHT, HMHCTPYKLHIO IO MPUMEHEHHUIO JIEKapCTBEHHOIO Ipenapara W MaKeThl MEepBUYHOMN
YIOAKOBKM W BTOPUYHOM (NOTPEOMTENBbCKOM) YMAKOBKM C YKa3aHMEM Ha HHUX HOMeEpa
PETUCTPALIMOHHOTO YAOCTOBEPEHMs JIEKaPCTBEHHOT'O IIpernapaTa M JaThl €ro rocyAaapCTBEHHOU
pEerucTpaluy WM B clydyae NPUHATHS pelIeHuss 00 OTKa3e B TOCYAapCTBEHHOW perucrpanuu
JIEKapCTBEHHOTO Mperapara yBeJIOMJISIET B NMHUChMEHHOU (QopMme 3asBUTENs 00 3TOM C yKa3aHHEM
IPUYUH TAKOTO OTKa3a. 3a BbIIa4y PErHCTPALMOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOIO Ipenapara
B3UMAETCsl TOCYJApCTBEHHAs IMONUIMHA B COOTBETCTBMM C 3aKOHOJATENLCTBOM Poccuiickoit
®denepanuu o Hanmorax u coopax. (B pen. dexepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

2. OcHOBaHMEM JUIsI OTKa3a B TOCYAAPCTBEHHOW PErHCTpaIlH JIEKAPCTBEHHOTO Iperapara s
MEJUIMHCKOTO TNPHUMEHEHHUS SBISETCS 3aKIIOYCHHE COOTBETCTBYIOIIETO — YIIOJHOMOYEHHOTO
(denepanbHOTO OpraHa HCIOJHUTEIBLHON BJIACTH O TOM, YTO KadyecTBO W (Win) 3(PQPEeKTUBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Tpernapara sl MEAUIIMHCKOTO MPUMEHEHHS HE MOITBEPKICHBI
MOJyYeHHBIMU JAaHHBIMH WJIM YTO PHCK TNPUYMHEHUS Bpela 30POBBIO UEIOBEKAa BCIEICTBUE
npreMa JIEKapCTBEHHOTO TMperapara Ui MEAUIIMHCKOTO MPUMEHEHUs! TpeBbImaeT 3G PeKTHBHOCTh
ero npumeHenus. (B pea. @enepanpHoro 3akona ot 04.06.2018 N 140-D3)

3. TloBTOpHOE mpejcTaBiIeHHE B COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIH (enepanbHblii OpraH
WCIOJHUTEIBHON BJACTU JIEKApPCTBEHHOIO IpernapaTa, B OTHOIIEHWH KOTOPOIO IMOJIydyeH OTKa3 B
rOCyJapCTBEHHOM PETUCTpAllMi U KOTOPBIMH BIOCIEICTBUH IOJBEPICS HM3MEHEHHIO0 B YacTH €ro
COCTaBa, pPAcCMATPUBAETCS KaK IIPEJICTAaBICHUE HOBOI'O JIEKAPCTBEHHOI'O IIpernapara Ha €ro
rOCyJJapCTBEHHYIO PETUCTPALIMI0 HE3aBUCHUMO OT COXPAHEHHs €ro MEpBHUYHOIO0 HAaUMEHOBaHUS. (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Tlpu npenocTaBieHUM 3asBUTEIEM B COCTABE PETUCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN
npenapar JyUisi BETEpUHAPHOTO NMPUMEHEHMS KOMHU DPEIIEeHUs YIOJHOMOYEHHOTo (eaepanbHOro
OpraHa UCIOJHUTEIbHON BJIACTH O MPOBEJACHUN WHCIEKTUPOBAHUS IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEICTB CPOK MPUHATHS PELICHHs O rOCYAapCTBEHHOM pEerucTpalyy JEeKapCTBEHHOro IpernapaTa
JUIs BETEPUHAPHOTO IPUMEHEHHs! PUOCTAHABIMBAETCS CO JTHS MOTYUYCHHUS 3aKJIIOUEHUM, YKa3aHHBIX
B yacTu | HacTosmed cTaTbH, A0 AHA HPHUHATUS YIOJIHOMOYEHHBIM (elepalbHbIM OpraHOM



UCTIOJIHUTETIFHOM BIIACTH PELICHHUs O BbIAa4ye WM 00 OTKa3e B BbIAAYE 3aKIIOYCHUSI O COOTBETCTBUH
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHMSAM MpPaBWII HA/AJIEKAIIEH MPOU3BOACTBEHHOM
MPaKTUKH, HO HE OoJiee YeM Ha CTO BOceMbjecaT pabounx aHel. (B pen. demepasbHOTO 3aKOHA OT
04.06.2018 N 140-®3)

5. OcHOBaHMEM [UIsl OTKa3a B TOCYJapCTBEHHOW pEerucTpaluy JEKapCTBEHHOrO MpernapaTta A
BETEPUHAPHOTO MPHMEHEHUS SIBISICTCS 3aKIIOYCHHE YIOJIHOMOUYEHHOTO (QenepalbHOro opraHa
WCIIOJHUTEILHOW BIACTH O TOM, 4YTO KadyecTBO M (uiau) 3(P(HEKTUBHOCTh PETHCTPUPYEMOTO
JIEKapCTBEHHOTO MpemnapaTa JUisi BETEPUHAPHOIO MPUMEHEHUS HE MOATBEPKACHBI MOJYy4YEHHBIMHU
JAHHBIMM WJIM 4YTO PHUCK TPUYMHEHHUS Bpeda 3J0pPOBbI0 KMBOTHOTO BCJEJICTBHE NpHEMa
JIEKapCTBEHHOTO Tpernapara JJjisi BETEPUHAPHOTO IMPHUMEHEHHUsl MpeBbIaeT 3(PpQPEeKTUBHOCTH €ro
MPUMEHEHUSs], 0TKa3 yIMOJIHOMOYEHHOTO (heJepaibHOro OpraHa MCIIOJHUTENBHON BIACTH B BbIAaue
3aKJIIOYEHHUs] O COOTBETCTBHHM NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM IPABHII
HaJUIe)Kalulell IpPOM3BOJCTBEHHOM MPAaKTUKH I8 KaXJ0M MPOMU3BOACTBEHHOW IUIOIIAJKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IpernapaTa Jjsl BEeTEPUHAPHOIO NMPUMEHEHUs B cllyyae, €cliu
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara Juisl BEeTEPUHAPHOIO NMPUMEHEHUs! OCYIIECTBISETCS 3a
npeaenamu Poccuiickoit deneparuu, WM OTCYTCTBUE TaKOTO 3akitoueHus. (B pen. PeaepaabHOToO
3akoHa oT 04.06.2018 N 140-D3)

Cratbs 27.1. B3anmMo3aMeHeMOCTD JIEKAPCTBEHHBIX MPENapaToB s
MeJUIUHCKOT0 NpuMeHeHus (B pea. @eaepaibHOro 3aK0Ha OT_
27.12.2019 N 475-®3)

1. Bsammo3ameHsSIeMOCTh JIEKAPCTBEHHBIX TMpEeNapaTroB s MEAUIIMHCKOTO IMPUMEHEHUS
OmpesiesieTcss  YMOJHOMOYEHHBIM  (peiepalibHbIM ~ OpPraHOM  HCIIOJIHUTENBHOM  BIIACTH,
OCYIIECTBIISIFOIIMM ~ TOCYJIAapCTBEHHYI)  PETUCTPAIMI0  JIEKAPCTBEHHBIX  IpenapaTtoB  AJiA
MEIUIMHCKOIO TPUMEHEHHUs, B paMKaxX OJHOTO0 MEXIYHapOJHOTO HEMaTEeHTOBAHHOIO (WU
XUMHUYECKOr0, WJIM TPyHNIUPOBOYHOIO) HAUMEHOBAHMS HAa OCHOBE 3aKJIIOUEHHUS KOMHCCHH
AKCIIEPTOB AKCIEPTHOTO YUPEKIACHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHOIO Ipernapara Jyist
MEJUITMHCKOTO TMPUMEHEHHUS JMOO0 O TOM, YTO JIGKAPCTBEHHBIH Npemapar IS MEIUIIMHCKOTO
MPUMCHEHUSI HE SBISICTCS B3auMo3aMmeHseMbIM. [lopsmok ompeseneHus B3aUMO3aMEHSIEMOCTH
JICKAPCTBEHHBIX TPENapaToB JUII MEAUIIMHCKOTO NMPUMEHCHHS W (opMa 3aKIHOYCHUS KOMHUCCHHU
AKCIIEPTOB SKCIEPTHOIO YUYPEKIACHUS O B3aUMO3aMEHSEMOCTU JIEKAapCTBEHHBIX IMPEnapaTtoB it
MEJUITMHCKOTO TMPUMEHEHHUS JMOO O TOM, YTO JIGKAPCTBEHHBIH NpemapaTr IS MEIUIIHHCKOTO
NPUMEHEHUS HE SIBIISETCS B3aMMO3aMEHSEMBIM, YCTAHABIMBAIOTCA (elepabHbIM OpPraHOM
WCTIOJTHUTEIbHOW  BJIACTH, OCYIIECTBISIONIMM  (DYHKIUM 1O BBIPa0OTKE W  pealn3aluu
rOCyJJapCTBEHHOW  TMOJUTHUKA W  HOPMATHBHO-TIPABOBOMY  pETYJIHMpPOBaHHIO B  cdepe
3[paBOOXPAHCHMSI, 110 COTVIACOBAHHUIO C (elepalbHBIM OPraHOM HCIIOJHUTCIBHONW BJIACTH,
OCYILIECTBIISIFOIIUM (PYHKIIMH TIO JIMIIEH3UPOBAHUIO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB. (B Pe/l.
®enepanpHOro 3akoHa ot 19.10.2023 N 503-P3)

2. KoMuccuss 3KCHepTOB HKCIEPTHOIO YUPEXKACHUSA AA€T 3aKIIOUYEHHE O B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Tperapara Jjis METUIIMHCKOTO NpPUMEHEHHsI JH00 O TOM, YTO JIEKapCTBEHHBIN
npenapar i MEIUMUMHCKOrO NPUMEHEHHs HE SBIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBaHUH
CJICYIOIUX KPUTEPUEB (XaPAKTEPUCTHK):

1) okBuBajeHTHOCTh (m1g OHMOAHAIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMPEMapaToB
(OuoaHanoroB) - CONMOCTaBUMOCThb) KAa4eCTBEHHBIX UM  KOJMYECTBEHHBIX XapaKTEPUCTHK
¢dapManeBTHYeCKUX CyOCTaHIMH WM  COIMOCTaBUMOCTh AHTUTCHHOTO COCTaBa  BaKIIWH.



Hcnonb3oBaHue pa3iuYHBIX coyed, 3(UpOB, KOMIUIEKCOB, M30MEpPOB, KPUCTATMUECKUX (HopM U
APYTHX MPOU3BOJHBIX OJHOTO U TOTO XK€ JICHCTBYIOIIETO BEIIECTBA HE SBISAECTCS MPEMSATCTBUEM IS
OTIpeNeNieHUsT B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX TIPEMapaTtoB, €CIH MpPH [POBEACHUH
UCCIIeIOBaHUSI ~ OMODKBUBAJIICHTHOCTH  JIGKAPDCTBEHHOTO  Mperapara  WIM  HCCIEeIOBaHUS
TepaneBTUYECKOI SKBHBAJICHTHOCTH JIEKAPCTBEHHOTO IperapaTa J0Ka3aHO OTCYTCTBUE KIMHUYECKU
3HAYMMBIX pa3mnuuii papMakoKUHETUKU U (WiK) 3HPEKTUBHOCTH U O0€30MACHOCTH JICKAPCTBEHHOTO
npenapaTa JJisi MeIUIIMHCKOTO PUMEHEHUS;

2) SKBHUBAJICHTHOCTH JIEKAPCTBEHHOH (opMmbl. 1o SKBUBaJIEHTHBIMH JIEKAPCTBEHHBIMU (hOpMaMu
MMOHUMAIOTCSl Pa3HbBIE JIEKAPCTBEHHBIE (POPMBI, IMEIOIINE OJJMHAKOBHIE CIIOCO0 BBEACHUS U CTIIOCO0
NpUMEHEHUs, 00JaNaole COMOCTABUMBIMU (HapMAKOKHHETUYECKUMH XapaKTePUCTUKAMU U
(hapMaKoJIOTMUECKUM JIEHCTBHEM U OOCCIICYMBAIONIME TaKXKe JOCTH)KEHHE HEOOXO0IUMOTo
KIMHUYECKOTo 3(dexra. Paznmuuust jekapcTBEeHHBIX (OpPM HE SBISIOTCS MPEMATCTBUEM IS
OTIpe/IeJICHUST B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB, €CId NpH TMPOBEICHUU
UCCIIeIOBaHUSl ~ OMODKBUBAJICHTHOCTH  JIGKAPDCTBEHHOTO  Mperapara  WIM  HCCIEIOBaHUS
TepaneBTUYECKOI SKBUBAJICHTHOCTH JICKAPCTBEHHOTO IperapaTa J0Ka3aHO OTCYTCTBUE KIMHUYECKU
3HAYMMBIX pa3nuuuii papMakoKUHETUKU U (WiK) 3HPEKTUBHOCTH U O€30MaCHOCTH JICKAPCTBEHHOTO
npenapaTa JJisi MeIUIIMHCKOTO MPUMEHEHUS;

3) SKBHUBAJICHTHOCTh WJIM COMOCTAaBUMOCTh COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO
mpernapara JUisi METUIIMHCKOTO IpUMEHEHWs. Pa3nuuusi cocraBa BCIIOMOTAaTeIbHBIX BEIIECTB
JICKapCTBEHHOTO Tpernapara He SBISIOTCS MPEISTCTBUEM ISl ONpeeieHUs] B3anMO3aMeHsIeMOCTH
JICKapCTBEHHBIX MpENapaToB, €CIH TpPH MPOBEIECHHH HCCIECIOBAHUS OHOIKBHUBAJICHTHOCTH
JCeKapCTBEHHOTO  TIpermapara  WJIM  WCCIEAOBAaHHMS  TEpPAleBTUYECKOM  AKBUBAJIECHTHOCTU
JICKapCTBEHHOTO  Mperapara JJIO0Ka3aHO OTCYTCTBHE  KIMHHYECKH 3HAYUMBIX  pasuduid
dapmakokuHeTuk U (W) 3PGHEeKTUBHOCTH W OE30MAaCHOCTH JIEKAPCTBEHHOTO Tperapara s
MEIUIHCKOTO MprUMeHeHHs. [Ipy HaIm4ny KIMHUYECKH 3HAYUMBIX pa3inyuid GapMakOKUHETUKU U
(mmm) »ddexTuBHOCTH ©  0€30MaCHOCTH JICKAPCTBEHHOTO TMperapaTta Uii  MEIUIIMHCKOTO
NPUMEHEHUS B3aMMO3aMEHSIEMOCTh OTIPENIENSAETCS ¢ yKa3aHUEeM Ha WCKIIIOUEHHE OTAETBHBIX TPYII
MaIUEHTOB;

4) NICHTHUYHOCTDb crocoba BBCACHHA U crnocoba INPpUMCHCHHUA,

5) COOTBCTCTBUC IIPOU3BOAUTCIIA JICKAPCTBCHHOT'O CpPCACTBA Tp€6OBaHI/I$IM IpaBUJI Hannemameﬁ
HpOHBBOI[CTBGHHOfI IIPaKTHUKH.

3. OmpenencHre B3aMMO3aMEHSEMOCTH BOCIPOU3BEJACHHBIX JICKAPCTBEHHBIX TpENapaToB IS
MEIMIIMHCKOTO IPUMEHEHUs, YKa3aHHbIX B 4acT 10 ctatbu 18 HacTosmiero denepanbHOTO 3aKOHA,
OCYIIIECTBIISIETCS 0€3 HEOOXOAMMOCTH JJOKA3aTeIbCTBA X OMOIKBUBAJIEHTHOCTH.

4. OcoOCHHOCTH OIPEICIICHUST B3aMMO3aMCHIEMOCTH OMOJIOTHYCCKUX JICKAPCTBEHHBIX MPEIapaToB,
KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IMIPEMapaToB (COIEpKalIMX KOMOHWHALMIO JBYX H 0Ooiee
JCHCTBYIOIIMX BEUIECTB), JICKAPCTBEHHBIX IMpemapaToB /s MapeHTEpalbHOTO TMHTAHUS U
HEJI0O3UPOBAHHBIX JICKAPCTBEHHBIX TPENapaToB yCTAHABIMBAIOTCA  (elepalbHbIM  OpraHOM
WCTIOJTHUTEIbHOW  BJIACTH, OCYIIECTBISIONIMM  (DYHKIMM 1O BBIPa0OTKE U  pealn3aluu
rOCyJJapCTBEHHOW  TOJUTHUKA W  HOPMATHBHO-TIPABOBOMY  pETYJIMPOBaHHIO B  cdepe
3PaBOOXPAHCHHUS, [0 COTJIACOBAaHUIO C (e[epalbHBIM OpPraHOM HCIIOJHUTEIBLHOW BIIACTH,
OCYILECTBIISIFOIIUM (PYHKIIMH TIO JIMIIEH3UPOBAHUIO MPOMU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB. (B pe/l.
®enepanpHOro 3akoHa ot 19.10.2023 N 503-P3)

5. OHpGI[GJ'IeHI/Ie B3aUMO3aMCHACMOCTH HE OCYIICCTBILICTCA B OTHOIICHHHU JICKAPCTBCHHBIX
PACTHUTCIIBHBIX IIPCIIApAaTOB, TOMCOIMMATHYCCKHX JICKAPCTBCHHBIX IMPCIIApATOB.



6. @opMUpOBaHHUE NEPEUYHS B3aMMO3AMEHSIEMBIX JIEKAPCTBEHHBIX INPENapaTroB Il MEIULUHCKOIO
IPUMEHEHHUS!  OCYIIECTBIIIETCS  SKCIEPTHBIM  YUPEXKJECHUEM  IOCPEICTBOM  OOBEIUHEHUS
JIEKapCTBEHHBIX IIPENapaToB B OTAEIbHbIE TPYIIBL, B KaXJAOH U3 KOTOPBIX JIEKAPCTBEHHBIE
IIpenaparsl sIBJISIOTCS B3aUMO3aMEHIEMbIMU.

7. B CJIyda€ BKIIFOUCHUSA B HHCTPYKIHUIO 110 MCIUIUHCKOMY IMNPHUMCHCHUIO JICKAPCTBCHHOI'O
npernaparta Ha OCHOBAHUHU PE3YJIbTATOB COOTBCTCTBYIOIIUX I/ICCJ'IGI[OBaHI/II\/’I MOKa3aHUM JIIA
NPpUMCHCHHA, KOTOPBLIC OTIUYANOTCA OT MOKa3aHUM sl IPUMCHCHUA JPYIrUX JICKAapCTBCHHBIX
npernapartoB HW3 TI'PYHIIbI  B3aMMO3aMCHSACMBIX  JICKADCTBCHHBIX  IPCIapartoB, B  IICPCUHEC
B3aUMO3aMCHSCMBIX JICKAPCTBCHHLIX IPCIapaToB AJIA MCIULIUWHCKOI'O IIPUMCHCHUSA OJDKHA OLITE
YKa3aHa COOTBCTCTBYHOIIAA I/IH(bOpMaI_II/IfL

8. IlepeueHp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPENapaTroB Uil MEIULUUHCKOIO MPUMEHEHUS
pa3MemiaeTcss  YIMOJHOMOYEHHBIM  (pelepadbHbIM  OpPraHOM  HCIIOJIHUTEIBHOW  BIIACTH,
OCYIIECTBIISIFOIIMM ~ TOCYJIapCTBEHHYI0  PETUCTPAIMI0  JIEKAPCTBEHHBIX  IpemnapaTtoB  AJid
MEIHMIIMHCKOTO MPUMEHEHUs, Ha cBoeM odunuanbHoM caiite B cetu "Murepuer". Undopmanus B
MEPEYHE B3aMMO3AMEHSEMbIX JIEKAPCTBEHHBIX MPENaparoB s MEIULIUHCKOIO MPUMEHEHHUS
OOHOBIISIETCSl yKa3aHHBIM (peepaabHBIM OpPraHOM HCHOJHUTENBHOW BIIACTH C YYETOM HOBBIX
3apErucTPUPOBAHHBIX JEKAPCTBEHHBIX MPENApaToOB ISl MEAUIIMHCKOTO MPUMEHEHUS! U BHECEHHBIX
M3MEHEHUN B JIOKYMEHTBI, COJEp)Kallluecs B PErHMCTPALMOHHBIX JIOChE Ha 3aperuCTPUPOBAHHBIE
JIEKapCTBEHHBIE MpenapaTsl i MEAULIUHCKOIO IPUMEHEHUSI.

9. Iopsimok wuCroap30BaHUs MH(POPMAIMK O B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX Mpernaparax Uis
MEJUIITHCKOTO TPUMEHEHUs] M TOPSAIOK a4l pa3bsiCHEHHW 0 BOMPOCAM B3aMMO3aMEHSIEMOCTH
JICKapCTBEHHBIX TIPETMapaTroB AJsl MEIUIIMHCKOTO MPHMEHEHHs YCTaHABIUBAIOTCA (enepaibHbIM
OpPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYHIECTBISIOIIUM (QYHKIMH IO BBIPAOOTKE W peaNu3aliiu
rOCYyJJapCTBEHHOW  TOJUTHUKA W  HOPMATHBHO-TIPABOBOMY  pETyJIHpOBaHHIO B  cdepe
3paBOOXPAHEHUS, IO COTJACOBAaHUIO C (eJepalbHbBIM OpPraHOM HCIOJHUTEIBLHOW BIIACTH,
OCYILIECTBIISIFOIIUM (PYHKIIMH TIO JIMIIEH3UPOBAHUIO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB. (B Pe/l.
®enepanbHoro 3akoHa ot 19.10.2023 N 503-P3)

Cratbi 28. PerucrpaniuoHHoe y10cToBepeHue JeKapCTBEHHOT0
npenapara

1. PerucrpanmoHHOE yAOCTOBEPEHHME JIEKAPCTBEHHOI'O Ipenapara ¢ yKa3aHUEM JIEKApCTBEHHBIX
(GbopM H J03UPOBOK BBIJACTCS OECCPOYHO, 32 MCKIIOYCHHEM PETHCTPALMOHHOTO YAOCTOBEPEHHS
JIEKapCTBEHHOTO TIpernapaTta, BbIJJABAEMOIO CO CpPOKOM JIEMCTBUS IMATH JIET, HA BIEPBbIE
peructpupyemsie B Poccutickoit denepaiinin iekapcTBEHHbIE MPENapaThl.

2. Ilo wucreueHnn yka3aHHOTO B 4YacTU | HacTosMIeW cTaThU CpoOKa BBIAETCs OeccpouHoe
PETUCTPALlMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O Mpernapara MpH YCJIOBUH IMOJTBEPKICHHS €ro
roCyJIapCTBEHHOM PErucTpaLuy.

3. B cnyuyae BHeceHUs B cOOTBETCTBUU co cTaThiMu 30 1 31 HacTosimiero @enepalibHOrO 3aKOHA
W3MEHEHUN B cOJiepKalIUeCsl B PETUCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapar  JIOKyMEHTBI, 3aTparvBalOlUX  CBEJIEHUsS, OTPAXKEHHbIE B  PETUCTPALUOHHOM
YZIOCTOBEPEHUM  JIEKAPCTBEHHOTO  Nperapara,  yIOJIHOMOYEHHbIH  (elepanbHbi  oprax
WCIOJHUTEIbHOM BJIACTU BBIAAET HOBOE PETUCTPALMOHHOE YAOCTOBEpEHHUE JIEKaPCTBEHHOTO
mperapara, Ccojepikallee BHECEHHble B Hero u3MeHeHus. (B pexa. deaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))




4. B ciywyae yTparhl WIM MOBPEXACHUS PErHCTPALMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOI'O
mperapara Mo 3asBJICHUIO B NMUCbMEHHOH (opMme aepikaresst WM BiaJeiblia PerucTpalioOHHOTO
Y/I0CTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara Wik yINOJIHOMOYEHHOTO MUMHU JIPYroro OpHUIUYECKOTro
JUIa O BbIaue JyOnMKaTa PETrUCTPALMOHHOTO YJIOCTOBEPEHHs JIEKApCTBEHHOIO Ipernapara
YIOJIHOMOUYEHHBIN (efiepanbHblii OpraH MCIOTHUTEIBHON BJIACTH B CPOK, HE TMPEBBIIIAOIINI
JecaTu pabouMx AHEW cO AHA TMOCTYIUICHHs 3asBJICHHUS, BbIAET JyOJIMKAT PErucTpaliioOHHOTO
YIOCTOBEPEHMs JIEKAPCTBEHHOI'O IpemapaTta. 3a BblJauy JyOJiMKata perucTpanioHHOIO
Y/I0CTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa B3UMaeTcsl ToCyAapCTBEHHAs! MOIUIMHA B COOTBETCTBUU
¢ 3aKoHOJaTeNbcTBOM Poccuiickoit Denepainun o Hasmorax u cbopax. (B pen. denepaibHOro 3aKoHA
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratbs 29. [loaTBepikaeHne rocy1apCTBEHHON perucTpaunmn
JIEKAPCTBEHHOT 0 npenapara (B pea. @eaepajbHOro 3aK0HA 0T
22.12.2014 N 429-®3 (pen. or 13.07.2015))

1. IloaTBepkieHNE TOCYAAPCTBEHHOM PETUCTPALMK JIEKAPCTBEHHOI'O IMpenapara OCYIIECTBISETCS
npu Bbaye OECCPOYHOrO PETUCTPAIMIOHHOTO YAOCTOBEPEHHs JIEKAPCTBEHHOTO TIpemnapara B
clly4yae, yKa3aHHOM B 4YacTh 2 cTtaThbu 28 Hacrosiero denepalbHOTO 3aKOHA, B CPOK, HE
MPEBHIIAONINN  IIECTUACCATH pabouymx JHEH CO JHS TMOJYYEeHHUS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (eiepalIbHbIM OpraHOM HMCIIOJHUTEIBHOMN BJIACTH 3asiBICHUS O MOJATBEPKIACHUU
roCyJIlapcTBEHHOM perucTpanuu jJekapcTBeHHoro npenaparta. He ocymiecTBisieTcst moATBEpkKaACHUE
roCyJapCTBEHHOM PErucTpaldyd B OTHOUIEHUM JIEKAPCTBEHHOI'O Npernapara, He HaXOAMBIIErocs B
obOpamenun B Poccuiickoit deneparum B TedeHHE Tpex M Oojee JieT, a TakkKe B OTHOIICHUU
JIEKapCTBEHHOT'O CPEJICTBA, IPOM3BEIEHHOIO C HAPYLIEHHUEM TPeOOBaHMS, YCTAHOBIEHHOI'O YaCThIO
3.7 cratbu 71 Hactosiero @eepabHOrO 3aKOHA.

2. 3asBieHHE O MOJATBEPXKICHUU TOCYAAPCTBEHHOW PErHCTpallMy JIEKAPCTBEHHOTO Iperapara JJis
MEIWIMHCKOTO  TMPUMEHEHUs  TPEJCTABISIETCS B COOTBETCTBYIONIUH  YIOJTHOMOYEHHBIN
(denepanbHbIii OpraH WUCIHOJHHUTEIBHONW BJIACTH HE paHEEe YeM 3a CTO BOCEMBJACCAT IHEH [0
HCTEUCHUS] CPOKa JICHCTBUSI PETUCTPALMOHHOTO YJOCTOBEPEHHS JICKAPCTBEHHOIO IpemapaTa s
MEIMIMHCKOTO puMeHeHus. (B pea. PenepanbHoro 3akona ot 02.08.2019 N 297-D3)

2.1. 3asiBeHuE 0 MOJATBEPKICHUN TOCYIAPCTBEHHON PErHCTPAllUU JIEKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO  MPHUMEHEHUS  NPEJACTABISACTCS B COOTBETCTBYIOIIUN  yIIOJTHOMOYEHHBIN
(denepanbHBIl OpraH WCIHOJHUTEIBHOW BJIACTH HE pPaHEE YeM 3a CTO BOCEMBICCAT JHEH 10
UCTEUEHUS] CPOKa JICHCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOIO IpemapaTa s
BETCPUHAPHOTO PUMCHCHHS U HE M03/IHEC OKOHYAHUsS CpoKa ero AcicTBus. (B pen. demaepaabHOTo
3akoHa o1 02.08.2019 N 297-P3)

3. IloxaTBepkaeHHE TOCYNAapCTBEHHOM PErHCTpalliy JIEKAPCTBEHHOTO Mperapara OCYIIEeCTBISETCS
[0 pe3yJibTaTaM 3KCIEPTU3bl OTHOIICHUS 0’KMJAeMOM MOJIb3bl K BO3MOKHOMY PHUCKY IMPUMEHEHUS
JIEKapCTBEHHOT'0 IIpernapaTa Ha OCHOBAaHMM pE3yJbTaTOB MOHUTOPUHIAa 3(G(EKTUBHOCTH U
0€30I1acHOCTH  JIEKAPCTBEHHOT'O  IperapaTa, MpOBOJAUMOIrO JepaTelieM WM  BIaJeJbleM
PETUCTPALIMOHHOTO YAOCTOBEPEHMs JIEKApCTBEHHOrO Ipernapara JIMO0O YIOJIHOMOYEHHBIM HMHU
IOPUIMYECKUM JIMIIOM, a TaKXe COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (heiepaibHbIM OpPraHOM
WCIIOJIHUTEIILHOM BJIACTH B COOTBETCTBHM C TpeOOBaHMSAMHU CTaThbu 64 Hacrosimiero denepaabHOTO
3aKOHa.

4. K 3asBJICHUIO O IOATBEPKACHUU TOCYIAPCTBEHHOM perucTpalyy JIEKapCTBEHHOIO Mpenapara s



MEJUIIMHCKOTO TpUMeHeHus mpuiaratorcs: (B pea. denepanpHoro 3akona ot 04.06.2018 N
140-93)

1) MOKyMEHTBI, conepKalme pe3yiabTaTbl MOHHTOpUHTA A(G(GEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOTO Mpemnapara Uil MEIUIMHCKOTO NPUMEHEHHUs, MPOBEJCHHOTO JepKaTeleM WU
BJIQJICJIBLIEM PETUCTPAIMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O Mpenapara Jjs MEIULHUHCKOrO
MPUMEHEHUs] JMOO YIMOJHOMOYEHHBIM UM IOPHIMYECKHM JIHMIIOM, 10 (opme, yTBEp:KICHHOU
YHOJTHOMOYEHHBIM (heIepalbHBIM OPTaHOM HUCIIOJIHUTENIbHOM BIAcTH; (B pen. denepaibHOro 3aKOHa
ot 04.06.2018 N 140-P3)

2) CBCACHUA O OATC IMPCAOCTABJICHHA W PErUCTPAIVMOHHOM HOMCPE JIMLCH3MU HA IPOU3BOACTBO
JICKAPCTBCHHLIX CPCACTB HJIM CBCIACHHUA O HaTC IPCAOCTABJICHUA U PCTUCTPAIMOHHOM HOMCEPC
3aKJIIOYCHUA O COOTBCTCTBUM IIPOU3BOIUTCIIA JICKAPCTBCHHLBIX CPCIACTB Tp€60BaHI/IHM IpaBujI
Haﬂﬂemameﬁ HpOI/IBBO,I[CTBCHHOﬁ MMPAKTHUKHU, TPECAOCTABJICHHBIX YIIOJHOMOYCHHBIM (beﬂepaJ'IBHBIM
OopraHnomMm HUCIIOJIHUTEILHON BJIACTHM B OTHOIICHUU HpOI/IBBO,I[CTBeHHOfI IIomaaKu JICKAPpCTBCHHOI'O
npemnapara Ml MCIUINUHCKOIO  MPUMCHCHUA, TOCYAAPCTBCHHAA  PErucTpanus  KOTOPOIO
NOATBCPIKAACTCA B CJIydac, CCJIIM MPOU3BOACTBO JICKAPCTBCHHOI'O IIpfrapara sl MEAUIMUHCKOIO
NPUMCHCHUA OCYHICCTBIISICTCA B Poccuiickoit CDG,I[CpaLII/II/I; (B pea. CDG,I[epaJ'IBHBIX 3aKOHOB OT
04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

3) Komus MPEeJOCTABJICHHON YMOJHOMOYEHHBIM OPTaHOM CTPaHbl MPOM3BOAMTENS JUIICH3UU Ha
MPOU3BOJICTBO JIEKAPCTBEHHOI'O TIperapaTta JJjisi MEIUIIMHCKOTO TPUMEHEHHsS W €€ TEpeBOJl Ha
PYCCKUU 53BIK, 3aBEpEHHBIE B YCTAHOBJIIGHHOM TIOpSAJIKE, a TaKXe KOMHUS 3aKIIOYEHUS O
COOTBETCTBUM TIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TIPaBWII HaJJIeKaIen
MPOU3BOJCTBEHHOW  TPAKTHUKW, BBIJIAHHOTO  YIOJHOMOYEHHBIM  (efiepalJbHbIM  OpraHOM
WCIIOJIHUTEILHOW BJIACTH B OTHOIIIEHUHU TMPOU3BOJICTBEHHOH TUIONIAJIKK JICKAPCTBEHHOTO TMpernapara
JUISE MEAMIIMHCKOTO MPUMEHEHUS, TOCYAapCTBEHHAs] PETUCTPALMsl KOTOPOTO MOATBEPKIAETCS, WIH
KOIUS PEIICHUS] YIOJTHOMOUYEHHOTO (heepalbHOTO OpraHa MCIIOJHUTEIBHON BIACTH O TPOBEICHUU
MHCIIEKTUPOBAHUSL TPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEJICTB B Ciy4yae, €ClId IPOU3BOJICTBO
JIEKapCTBEHHOTO TMpenapara Ajil MEIUIMHCKOTO TNMPUMEHEHHUs1 OCYIIECTBIAETCS 3a NpeleiaamMu
Poccuiickoit @enepanuu. (B pen. @enepanbabix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N
478-D3)

4.1. B oTHOUIEHNH OMOJIOTUYECKHUX JICKAPCTBEHHBIX IMPEMapaToB ISl MEAUIMHCKOTO MPUMEHEHUS
3asBUTEIb JIOTIOJHHUTEIBHO MPECTABISET PE3YNbTaThl MEPOIPHUITHH, MPEIYCMOTPEHHBIX IJIAHOM
VOpaBICHUS  PHUCKaMH,  yTBEPXKICHHBIM  YINOJHOMOYEHHBIM  (eJepaibHBIM  OpraHOM
WCTIOJTHUTEJIbHONW BJIACTH TMPH OCYIIECTBICHUU TOCYJAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
npenapara A MEIWLUUHCKOro npuMmeHenus. (B pen. PexnepanbHoro 3akoHa ot 04.06.2018 N
140-D3)

4.2. K 3adBJeHUI0 O MOATBEPKJIECHUN TOCYJAApPCTBEHHON pEerucTpalyy JeKapCTBEHHOro Mpernapara
JUIi  BETEPUHAPHOTO NPHUMEHEHHWs [pWIAraroTcsl JIOKYMEHTBI, COJEpKallue pe3yJbTaTbl
MOHUTOpPUHTA 3(P(HEKTUBHOCTH M O€30MaCHOCTH JICKAPCTBEHHOTO Tperapara Jijii BEeTEepHUHAPHOTO
NPUMEHEHUs, MPOBOJUMOIO JepXaTeleM WM BiaJeiblleM PEerucTPalMOHHOTO YJOCTOBEPEHUS
JIEKapCTBEHHOr'0 Tpernapara Uil BETEPUHAPHOTO IPUMEHEHUS JIMOO YIOJIHOMOUYEHHBIM UM
IOPUIMYECKUM JIMIIOM, 1O (QopMe, YTBEP>KICHHOH YIOJIHOMOYEHHBIM (efiepaibHbIM OpraHoM
WCIIOJIHUTETILHOM BJIACTH, U IOKYMEHTHI, YKa3aHHbBIE B MyHKTax 1, 2 - 2.2, noanynkrax "a", "6", "k",
"n" mnynkta 4 uactu 3 crarbu 17 wHacrosimiero ®enepanbHoro 3akoHa. B oTHomieHuu
MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpEenapaToB /s BETEPUHAPHOIO MPUMEHEHHUS He
n_.n

MPEJICTABIIAIOTCS CBEJICHUS], YKa3aHHble B moAnyHKTe "K" myHkTa 4 yactu 3 ctaThu 17 Hacrosmiero
denepanbHOro 3akoHAa. B OTHONIEHMM JIEKAPCTBEHHBIX INPENapaTtoB sl BETEPUHAPHOTO



NPUMEHEHUS, MOJIYYEHHBIX C MPUMEHEHHEM TI'€HHO-MHXEHEPHO-MOAU(UIMPOBAHHBIX OPraHU3MOB
WIA COJepXallluX TaKue OpPraHU3Mbl, JOTOJHUTEIBHO MPEJCTABIAIOTCS CBEACHUS, YKa3aHHBIE B
nyHkre 13 gactu 3 ctateu 17 Hactosmero denepanbHoro 3akoHa. (B pea. denepanbHbIX 3aKOHOB
ot 04.06.2018 N 140-93, ot 02.08.2019 N 297-93)

4.3. 3asgBuTeib BIIpaBC IMPCACTAaBUTb C 3adBJICHHUCM O IIOATBCPKICHUHA FOC}’I[&pCTBGHHOfI
peructpanuu JICKAapCTBECHHOT'O IIPCIiapaTa KOIUI JOKYMCHTA, MNOATBCPIKAANOMICTO YILIATY
FOCYﬂapCTBeHHOﬁ IMOIIJIMHBI 3a IMOATBCPIKIACHUC FOCYHapCTBeHHOﬁ perucrpanuun JCKapCTBCHHOI'O
mnpemapara, a TaKiKC BbIAdBACMBbIC (HpeHOCTaBHﬂeMHG) YIIOJIHOMOYCHHBIMHA (beﬂepaHBHBIMI/I
OopraHaMu HUCIOJIHUTEILHON BIIACTH JOKYMCHTBIL (CBGI[GHI/IH), YKa3aHHBIC B IIYHKTax 2 u 3 gactu 4
HaCTOSIIJ_Iefl cratbu. B ClIyqa€ HX HEHIPCACTaBJICHU ynOHHOMO‘IGHHBIfI q)eﬂepaHBHBIﬁ opraHn
HUCIIOJIHUTEIILHON  BJIACTHU 3arpamunuBacT yYKa3aHHbIC JOKYMCHTBI (CBG,I[GHI/IH) B IIOPAOKC
MCXKBCIOMCTBCHHOI'O I/IH(l)OpMaI_II/IOHHOl"O BBaHMOHeﬁCTBHH. (B pea. (DeﬂepaJ'IBHOFO 3dKOHa OT
27.12.2019 N 478-®3)

5. B TeueHue ACCATHN pa60111/1x HHCﬁ CO [OHA TIPHUHATUA 3adABJICHUA O MNOATBCPKACHUU
FOC}’I[&pCTBGHHOfI peructpanu JICKApCTBCHHOI'0 Ipfrapata W JOKYMCEHTOB, COACPIKaALIUX
pe3yjabTaTbl MOHUTOPUHIA 3(1)(1)€KTI/IBHOCTI/I 1 0e30IacHOCTH JICKApCTBCHHOI'O  IIpfCIiapara,
IpoOBOAMMOI0 ACPKATCICM WA BJIAACIIBIIEM PETrUCTPAIITMOHHOIO YAOCTOBCPCHUS JICKAPCTBCHHOI'O
npcerapara 100 YIHOJIHOMOYCHHBIM HMU HOPUAUYCCKUM JIMLOM, ynOJ’IHOMO‘IGHHBIfI q)eﬂepaHBHBIfI
opraH HUCIIOJTHUTEIILHOM BIACTH:

1) mpoBOAMT NPOBEPKY IOJHOTHI CBEICHHM, COAEpXKaluXCs B IPEICTaBICHHBIX 3asBUTENIEM
JOKYMEHTAX;

2) mpuUHUMAET pelIeHHE O MPOBEIEHUH WM 00 OTKa3e B IMPOBEACHUM SKCHEPTU3bl OTHOILIEHUS
0’KH1a€MOI1 TI0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOIO Ipenapara Ha OCHOBaHUU
pe3ynbTaToB MOHUTOpUHTA 3(PPEeKTHBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO IIperapara,
IIPOBOJIUMOTO JIepKaTesIeM WJIM BJIJIENIBLEM PEruCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Ju00 yINOJIHOMOYEHHBIM MMHU IOPUIMYECKHM JIMIIOM, a Takke (eAepalibHbIM OpraHOM
WCIIOJIHUTEIILHOW BJIACTH B COOTBETCTBHM C TpeOOBaHMSAMU cTaThbu 64 Hacrosimiero denepaabHOTO
3aKOHa;

3) yBemomuisieT B DIIEKTPOHHOW (opMe wiaM NHUChbMEHHOW (opMe 3asBHTENS] M OKCIEPTHOE
YUPEXKJIEHHE O MPUHATOM PEIICHUH JHOO0 B Clydyae MPUHATHS pemieHus 00 OTKa3e B MPOBEJACHUU
AKCIIEPTU3bI YKA3bIBAET IPUUMHBI TAKOTO OTKA3a.

6.B CJIydac BbIABJICHUS HEAOCTOBCPHOCTHU U (I/IJ'II/I) HCJOCTAaTOYHOCTHU HHq)OpMaHHH, conepmameﬁcx
B MMpCACTaBJICHHBIX 3aABUTCICM JOKYMCHTAX, YHOHHOMO‘IGHHBIfI (beﬂepaHBHBIfI opran
HUCIIOJTHUTEIILHON BIIACTH HaIpaBJIACT 3asABHUTCIIIO 3aIIpOC 00 YTOUHCHUHA YKaBaHHOﬁ HHq)OpMaHHH.
3anpoc YIIOJIHOMOYCHHOI'O q)ez[epaJn,Horo OpraHa HCIIOJIHUTEILHON BIIACTH MOYKET OBITH nepcaad
YHOOJIHOMOYCHHOMY HNPCACTABUTCIIIO 3adBUTCIIA JIMYHO IOA PACHUCKY, HAIIpaBJICH II0 IIOYTC
3daKa3HbIM IMTHCbMOM WJIM IICPCOAaH B 3J'I€KTpOHH0171 q)OpMe o0 TCJIICKOMMYHUKAIIMOHHBIM KaHaJlaM
cBs3u. B CJIydac HaIpaBJICHUs 3aI1pocCa YIIOJIHOMOYCHHOI'O (beﬂepaJ'IBHOFO OopraHa HUCIIOJTHUTEIILHOMU
BJIaCTU IO MOYTC 3aKa3HbIM IMUCbMOM OH CHHUTACTCA IMOJYUYCHHBIM II0 UCTCUHCHUU IICCTHU ,I[Hefl C
AaTbl HAIIPABJICHUS 3aKa3HOI'O IMUChMa.

7. 3asBUTENns OOS3aH MpPEJCTaBUTh OTBET Ha 3alpOC YIOJHOMOYEHHOTO (eepalibHOro OopraHa
WCIIOJIHUTEIILHON BJIACTH B CPOK, HE TPEBBINAIONIUN JEBSHOCTa pabOYMX IHEH CO JHA €ro
nonyudenust. Cpok, YKa3aHHBIM B 4YacTH 5 HacTosIIedl cTaThbd, NPUOCTAHABIMBAETCS CO JHSA
HANpaBIICHHsI 3asBUTENIO 3allpoca YIOJIHOMOYEHHOTrO (elepasbHOr0 OpraHa HWCHOJHHTEIbHOU
BJIACTU 10 JHS MOJIYYEHHS] UM COOTBETCTBYIOLIETO OTBETAa U HE YUUTHIBAETCS NMPU HCUUCICHUH



CpOKa MOJATBEePKICHHS TOCYAaPCTBEHHON PErUCTpaliy JIEKapCTBEHHOTO Mpernapara.

8. OcHoBanneM )1 OTKa3a B IIPOBCACHUHN OKCIICPTU3bl OTHOIICHUA OH(HHaeMOﬁ IIOJIB3bl K
BO3MOXXHOMY PHCKY HIPUMCHCHUS JICKAPCTBCHHOTO IIpCIlapaTa sABJICTCA  IIPCACTABJIICHHUC
JOKYMCHTOB, COACpXKAIIUX PE3YyJIbTaTbl MOHHUTOPHHIA 3(1)(1)€KTI/IBHOCTI/I u 0e30macHOCTH
JICKAPCTBCHHOI'O IIpfliapara, U (I/IJ'II/I) B OTHOIIEHHH OHOTOTHMYECKHX JICKAaPCTBCHHLIX IIPCIIapaToOB
PE3yJIbTAaTOB OCYIICCTBICHUA MepOHpI/IHTI/Iﬁ B COOTBCTCTBUH C IIJIAHOM YIIPABJICHUA PUCKAMH,
YTBCPXKACHHBIM  YIIOJITHOMOYCHHBIM (beﬂepaHBHBIM OpraHomM HUCIIOJIHUTEIILHON  BJIAcTU npu
OCYILCCTBJICHUU FOCYHapCTBeHHOﬁ perucTpannu JCKapCTBCHHOTI'O IIpfCIiapara, B HCIIOJIHOM O6'b€M€,
OTCYTCTBHC I/IH(bOpMaI_II/II/I, no;[TBepmz[anmeﬁ q)aKT Y11aThbL FOCYHapCTBeHHOﬁ IOIIJIMHBI 3a
MNOATBCPIKACHUC FOC}’I[&pCTBGHHOfI perucTtpaunuu JICKaAPCTBCHHOT O npcrapara, 100
HCTIPCACTABJICHUC 3aABUTCIICM B YCTaHOBHGHHBIﬁ CpOK OTBCTa Ha YKaSaHHBII\/’I B YacTH 6 HaCTOSIIJ_Ieﬁ
CTaTbu 3allpoC YHOJIHOMOUYCHHOTIO Q)e;[epaJILHoro OpraHa HUCIIOJIHUTEIILHOMN BJIaCTH, a TaKXC¢C
OTCYTCTBHC B YKA3aHHBIX JOKYMCHTAX I/IH(bOpMaL[I/II/I, KOTOpas J0JKHaA OBITH B HUX OTpaKCHaA.

9. DOkcnepTuza OTHOIIEHHUS OXUJAEMOM TOJB3bl K BO3MOXHOMY pHUCKY IPUMEHEHUS
JIEKapCTBEHHOTO  IpermapaTta B  LEISIX MOATBEPKICHUS TOCYAApPCTBEHHOM  PErUCTpaliiu
JIEKapCTBEHHOTO Ipenapara NpPOBOAUTCS KOMUCCUEH SKCIEPTOB SKCIEPTHOIO YUPEKIECHUS B CPOK,
HE MPEBBIMIAIOIINIA COpOKa pabOYHX JTHEH.

10. B cimyyae HElIOCTaTOUYHOCTH MPEACTABICHHBIX 3KCIEPTY MaTEpUajoB Ul Jaud 3aKIIFOYEHUS
SKCHepT oO0pamjaercs K PYKOBOJUTENIO SKCIEPTHOTO YUPEXKJEHHS O TMPEAOCTaBICHUU €My
HEOOXOJMMBIX  MaTepuajoB. PyKoBoAMTENb  HKCHEPTHOIO  YUpeXJIEHUs  oOpalaercs ¢
COOTBETCTBYIOIIMM 3alIPOCOM B YIOJHOMOYEHHBIH (peepanbHblii OpraH HCIOJIHUTENBHON BiIacTH,
BBIJIaBIINI 3a/laHME HA MPOBEIECHUE HKCHEPTU3bl OTHOIIEHUS OKHUIAEMOM IMOJIB3bI K BO3MOXHOMY
PUCKY TPUMEHEHMsI JIeKapCTBEHHOI'O TIpenapara Ha OCHOBAHHUM JOKYMEHTa, COJEeprKallero
pe3yabTaThl MOHUTOPUHTA YPPEKTUBHOCTH U 0€30MAaCHOCTH JIEKAPCTBEHHOTO Mpenapata. B Teuenue
mATH pabovyMx AHEW CO JHS TOCTYIUICHHS 3alpoca PYKOBOJUTENS HSKCIEPTHOTO YUPEKIACHUS
YKa3aHHBIA (efiepaibHbIii OpraH WCIIOJHUTEIBHON BIACTH HANpaBJSIET 3asBUTENIO 3alpoc O
MPEJICTABICHUU HEOOXOIMMBIX MaTE€pPHAJIOB, KOTOPBIH MOKET OBITh IMepelaH YIOTHOMOUYEHHOMY
MPEACTaBUTEIO 3aBUTENS JIMYHO O]l PACIMCKY, HANPaBJIEH MO IMOYTE 3aKa3HbIM MHUCbMOM WU
nepesaH B OJEKTPOHHOW (opMe TO TEeIeKOMMYHHKAIIMOHHBIM KaHajdaMm CBsi3u. B ciyuae
HaNpaBICHHS 3aIpOca YIOTHOMOUYEHHOTO (he/iepaaIbHOro OpraHa UCIIOJHUTEILHON BJIACTH O IOYTe
3aKa3HbIM MMHUCbMOM OH CUMTAETCSl MOJIYYEHHBIM 10 MCTEYEHUM IIECTHU JHEW C JaThl HAIPABJICHMS
3aKa3HOI0 MUChMa.

11. 3asButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJIHOMOYEHHOTO (eaepaibHOro opraHa
WCTIOJTHUTEILHOW BJIACTH B CPOK, HE MPEBBIMIAIOIIUNA IIECTUACCATH pPAOOYMX IHEH cO JHS
MOJTyYEHUsI YKa3aHHOTO 3arpoca. Y MOJIHOMOYEHHBIH (peiepanbHblil OpraH UCTIOTHUTEIHHON BIACTH,
BBIJIaBIINI 3aJ]aHHE HA TMPOBEICHUE HKCIEPTU3bI OTHOIICHUS OKUJAEMOM MOJIB3BI K BO3MOXHOMY
PUCKYy TIPUMEHEHHsI JIEKApCTBEHHOI'O Tpenapara Ha OCHOBAaHHUM JOKYMEHTA, COJEpIKAIIero
pe3yabTaThl MOHUTOPUHTA 3()(PEKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHOTO Iperapara, B TCUYCHHUE
AT pabovmMx JHEW CO AHS TMOCTYIUIGHHS OT 3asBHUTENS OTBETa Ha 3alpoc YIMOJIHOMOYEHHOTO
(denepanbHOTO OpraHa UCTIOJTHUTEIBHOMN BIACTH HAMPABISIET TOT OTBET B SKCIIEPTHOE YUPEKACHUE.
B crmyuae HempeacTaBlieHUS MO MCTEUCHHM MISCTHSCSATH PaOOuYMX JHEH 3asBUTENEM OTBETa Ha
YKa3aHHBIA 3aMpoc YIMOJHOMOYEHHBIN (enepanbHblid OpraH MCHOJHUTEIBHOW BJIACTH, BBIJABIIHNA
3aJjaHiE€ Ha TPOBEJIECHUE SKCIEPTHU3bl OTHOILICHHS OXHUIAEMOW TOJb3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHUS JIEKAPCTBEHHOTO IpernapaTta Ha OCHOBAaHUM JIOKYMEHTA, COJEPIKAaIIero pe3yJbTaThl
MOHUTOpUHTA 3(PPEeKTUBHOCTH U OE30MaCHOCTH JIEKQPCTBEHHOI'O TMpernapara, B TEUCHUE IATH
pabounx JHEHl HampaBiIsAeT B OKCHEPTHOE YUPESKICHUE YBEIOMIICHHE O HENPeICTaBICHUU
3asBUTENIEM OTBETa Ha 3alpoc YKa3aHHOTO oOpraHa. Bpems co AHs HampaBlieHHsS 3ampoca



HKCHEPTHOTO YUPEXKICHHS B YHNOJHOMOYEHHBIH (efepalibHblii OpraH MCIIOJIHUTENBHOM BIacTH /10
JHS TOJNYyYEHHs OKCIEPTHBIM YYpPEXJCHHMEM OTBETa Ha 3a0poc WIM YBEIOMIICHUS O
HEIPEACTABICHUH OTBETAa Ha 3alpOoC HE YYWUTHIBAETCS IIPU MCUUCIECHUU CpPOKA IPOBEACHMS
9KCIIEPTU3bl OTHOLIEHUS OKHUJIAEMON MOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO
nperapara Ha OCHOBaHMM JIOKYMEHTA, COJIEPIKallero pe3ysbTaTbl MOHUTOPUHTA 3((EKTUBHOCTU U
0€3011aCHOCTH JIEKAPCTBEHHOT'O TIpenapara.

12. B CPOK, HC HpeBBIIHaIOIJ_II/IfI JCCATHU pa6oq1/1x ,I[Hefl CO OHs HNOJYYCHUA 3aKIIHOYUYCHUSA KOMHUCCUH
OKCIICPTOB IO pe3yjibTaTaM 3KCICPTU3bI OTHOLICHUS OH(HHaeMOﬁ MOJIb3bl K BO3MOKHOMY DPUCKY
NPpUMCHCHHA JICKAPCTBCHHOI'O IIpIiapara, COOTBGTCTBYIOH_II/II\/’I ynOJ’IHOMO‘-IGHHBIﬁ q)eﬂepaHBHBIfI
opraH HUCIIOJITHUTEIILHOM BIACTH:

1) OCYIICCTBJEICT OLICHKY 3TOI'O 3aKIIOYCHUA A OHNPCACJICHUA €ro COOTBCTCTBUA 3aJdHUIO HaA
MNpOBCACHUC YKaBaHHOfI OKCIICPTHU3LI,

2) NpUHHUMAET pelleHHe O MOJATBEPKICHUU TOCYJapCTBEHHOM pPETrUCTpallud JIEKapCTBEHHOTO
npernapara uiad o0 OTKa3e B MOATBEPXKACHUU TIOCYNApPCTBEHHOM pEerucTpanuu JIEKapCTBEHHOT'O
npernapara;

3) BHOCHUT MpU NPUHATUU PEIIEHUS O TMOATBEPXKIEHUH TOCYIAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'0 IIperapaTa CBEJACHUS B TOCYJapCTBEHHBIH PpEECTp JIEKAPCTBEHHBIX CPEICTB U
BBIJIAET 3asBUTEII0 OECCPOUHOE PETUCTPALIMOHHOE YI0CTOBEPEHHE JIEKapCTBEHHOIO Ipernapara.

13. OcHoBaHMeM njisl OTKa3a B MOATBEPKACHUHM TOCYJAapCTBEHHOW PErHCTpalUy JIEKAPCTBEHHOIO
mperapara SBISIETCS 3aKIIOYEHHE COOTBETCTBYIOLIETO YIOJHOMOUYEHHOTO (hefepaibHOTO OpraHa
WCTIOJTHUTENILHOW BJIACTH O TOM, YTO PUCK MPUUYMHEHHUS Bpe/ia 3/I0POBBIO YEJIOBEKA WIIM KUBOTHOTO
BCJICJICTBUE TIPHEMa JICKQpCTBEHHOT'O IMpernapara mpeBbImacT 3EeKTHBHOCT €ro MPUMEHEHHS. (B
pen. ®eaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

14. B nmnepuoa mnpoBeleHUs MPOLEAYPhl MOATBEPKJICHUS TOCYIJAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO TpemapaTa ero oopamienue B Poccuiickoit denepanuu He MPHUOCTaHABINBACTCS.

15. JHomyckaercs oOpallleHHe JIEKapCTBEHHBIX IIPErapaToB /O HUCTEUEHHs] CPOKa TOJIHOCTH,
MPOU3BEJCHHBIX B TEYEHHE CTa BOCBMHJIECATH KaJCHAAPHBIX JHEW NOcCiae JaThl IPUHITHUS
YIOJTHOMOYEHHBIM (peiepalIbHbIM OPTaHOM HCIOJHUTENFHOW BIACTU PEIICHUS O TOATBEPKIACHUU
rOCy/IapCTBEHHON PETUCTpPAIlMM, B COOTBETCTBUU C MH(OpMAIMEH, CoAepKaleincss B JOKYMEHTax
PETUCTPALIMOHHOTO JI0Che Ha JIEKapCTBEHHBIH Mpenapar 0 JaThbl NPUHSATUS TAKOro pelieHus. (B
pen. @enepanshoro 3akona ot 02.08.2019 N 297-D3)

Crartbs 30. BHeceHne u3MeHeHU B JIOKYMEHTbI, COAeP KalIrecs B
PErUCTPALIMOHHOM /10Che HA 3aPEerdCTPUPOBAHHBIIN JIEKAPCTBEHHbII
npenapar aJjsi MeJUIMHCKOT0 NPUMEeHEeHUs

1. B uensix BHecEeHUs U3MEHEHUW B JIOKYMEHTHI, COJIEpXKalMecs B PErUCTPAllMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIN Npenapar A MeIUIUHCKOTO MPUMEHEHUs, JIepyKaTellb WIn
BJIAJI€JICL] PErUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOrO Mpernapara WM YHOJIHOMOYEHHOE
UM Jpyroe MOPUAMYECKOE JHIO (/ajgee B HACTOAIICH CTaThe - 3asBUTENb) MPEACTABISET B
YIOJTHOMOYEHHBIN (eiepaibHbId OpraH HCIIOJHUTEILHOW BJIACTU 3asBJICHHE O BHECEHHUU TaKHX
W3MEHEHU 1Mo  Qopme, YCTAaHOBJIICEHHOW  YIIOJTHOMOYEHHBIM  (eiepaibHbIM  OPraHOM
WCIIOJIHUTEIbHON BJIACTH, W MpUJIaraéMble K HEMY U3MEHEHMsI B YKa3aHHbIE JOKYMEHTBI, a TAKXKe
JOKYMEHTBI, TOJTBEP)KIAIOIINE HEOOXOJUMOCTh BHECEHHS TaKuX H3MEHeHHid. (B  pen.



®enepanpHoro 3akoHa ot 04.06.2018 N 140-P3)

1.1. Ilpu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COJCPIKAIINECS B PETUCTPALMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar sl MEAWIIMHCKOTO MPUMEHEHHWS, W3MEHEHUM,
YKa3aHHBIX B IYHKT€ 3 4YacTW 2 HACTOSIIEH CTaThH W TPEOYIOMIMX IPOBEICHUS SKCIEPTHU3BI
KAaueCTBa JIEKAPCTBEHHBIX CPENICTB, 3asBUTEIb JOMOIHUTENIBHO MPEACTABISAET B YIOJHOMOYEHHBIN
dbenepanbHBIi  OpraH HWCHOJHUTEIBHOW BIACTH CBEJACHHS O JiIaTe TNPEIOCTABJICHHS W
PETUCTPAIMOHHOM HOMEPE JIMIIEH3UH Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB WU CBEJACHUS O
JlaTe MPEIOCTABICHUS M PETUCTPALMOHHOM HOMEpE 3aKJIFOUEHHS O COOTBETCTBUU MPOU3BOIUTEIIS
JICKAPCTBEHHBIX CPEJACTB TPEOOBAHMUSAM TPABWI HAJJIC)KAIICH IMPOW3BOJACTBEHHOW TPAKTHKH,
BBIIaHHBIX  (TIPEJAOCTABIICHHBIX) YIMOJHOMOYEHHBIM (pe/iepaabHbIM OpPraHOM HCIIOJTHUTEIBHON
BJIACTH B OTHOIICHWM W3MCHCHHOW W (WJIM) JIOTOJHEHHOW IPOM3BOJCTBCHHOW TUIOIIAIKH
JIEKapCTBEHHOTO Ipenapara, B Cly4yae, €clid IPOM3BOJCTBO JIEKAPCTBEHHOrO Ipernapara
ocymectisiercss B Poccmiickoit ®enepanum, 1m0 CBeAeHUS O JaTe€ NPEAOCTaBICHUS H
PETUCTPAllMOHHOM HOMEpE BBIJJAHHOW YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl MPOU3BOJIUTEIIS
JIMIIEH3WM Ha MPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara W €€ IEepeBOjJ Ha PYCCKUM S3bIK,
3aBEpEHHbIE B YCTAaHOBJIEHHOM TIOpSJIKE, a TakKXKe CBEJEHUS O JaTe IMPeJOCTaBIECHUs U
PETUCTPALIMOHHOM HOMEpE 3aKJIIOUYEHHS O COOTBETCTBUM IMPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHMSM TPABUJ HAJJIEKAIEH MPOU3BOJCTBEHHON MPAKTHKHU, BHIJAHHOTO YHOJIHOMOYEHHBIM
(dbenepanbHBIM OPraHOM MCTIOJHUTEIBHON BIIACTH B OTHOIICHUHM U3MEHEHHOM U (MJIN) JOTIOJTHEHHOM
MPOU3BOJICTBEHHOH IUIOLIAJIKU JIEKAPCTBEHHOTO Mpenapara, Wik CBeJACHUs O JlaTe MPeJOCTaBICHUs
Y PEeTUCTPAIIMOHHOM HOMEpE pEelIeHUs YIIOJIHOMOYEHHOTO (heIepalbHOTO OpraHa UCIIOJTHUTEILHON
BJIACTH O MPOBEJICHUU MHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB B Cllydae, €cliu
MPOU3BOJICTBO  JIEKAPCTBEHHOTO IIpemapara OCYIIEeCTBIsieTcs 3a Impejenamu  Poccuiickoit
Oenepanun. (B pen. Penepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

1.2. IIpn He0OXOIUMOCTH BHECEHUS B JOKYMEHTHI, COACPIKAIIMECS B PErUCTPAIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN Mpenapar A MEIUIMHCKOro NPUMEHEHHUs, U3MEHEHUH,
YKa3aHHBIX B IyHKTe 4 dYacTh 2 HacTosIed CTaTbU U TPEOYIOUIMX MPOBEAEHUS SKCIEPTHU3BI
KayecTBa JIEKAPCTBEHHBIX CPE/ACTB, 3asBUTEIb JOMOJHUTENBHO MPEACTABISET B YIOJIHOMOYEHHBIN
(denepanbHBIii  OpraH  HCIOJHUTENBHOM BIAaCTH CBEJEHUS O JaTe NpPeJOCTaBICHUS U
PETUCTPAallMOHHOM HOMEpE JIMLIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJIACTB MU CBEICHUS O
JaTe MpeAOCTaBICHUS U PErUCTPAlMOHHOM HOMEpE 3aKJIIOYEHHS O COOTBETCTBUU IPOU3BOIUTENS
JIEKapCTBEHHBIX CpPEJCTB TpPEOOBAaHUSAM TNPaBUJ HaAJIEXalled IPOU3BOJICTBEHHONM NPAKTUKH,
BBIIaHHBIX (TPEJOCTABIIEHHBIX) YINOJHOMOUYEHHBIM (peliepajabHbIM OpPraHOM HCIIOJIHUTEIbHON
BJIACTU B OTHOILIEHUHU IPOU3BOACTBEHHOM IUIOIIAJKU JIEKAPCTBEHHOTO Mpenapara, B ciiydyae, eciiu
MIPOU3BOJCTBO JICKAPCTBEHHOTO TMpemapara ocyuiectBisieTcss B Poccuiickoit ®Deneparuu, mudo
CBEJCHUS O JaTe NPEJOCTABICHHS W PETUCTPALMOHHOM HOMEpPE BBIAAHHOW YIOJIHOMOYEHHBIM
OpraHOM CTpPaHbl MPOU3BOIUTEIS JIMIIEH3UU Ha IPOM3BOJICTBO JIEKAPCTBEHHOT'O Ipernapara U ee
MEpPEBOJI HA PYCCKHUM S3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IMOPSAKE, a TAKKE CBEACHHS O Jare
MPEJOCTABICHUSI W PErHCTPAlMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBUM IPOU3BOJUTENS
JICKApCTBEHHBIX CPEJCTB TPEOOBAaHUSAM TNPAaBUI HAIJIEKAIICH TMPOU3BOJICTBEHHON NPAKTHUKH,
BBIJIAaHHOTO YIMOJHOMOYEHHBIM ()eIepalIbHbIM OPraHOM HCIIOJIHUTENIBHOW BJIACTH B OTHOIICHUU
MIPOU3BOACTBEHHON TUIONIA/IKU JIEKAPCTBEHHOT'O MpernapaTa, Uid CBEJACHHS O J1aTe MPEeIOCTABICHUS
U PETHCTPAIMOHHOM HOMEpPE PEUICHHS YIIOJTHOMOUYEHHOTO (peepallbHOTO OpraHa MCIOJHUTEIbHOU
BJIACTH O MPOBEJICHUU WHCIIEKTUPOBAHUS MMPOU3BOIUTENIS JIEKAPCTBEHHOIO CPEACTBA B CIydae, €CIu
MPOU3BOJACTBO  JIEKAPCTBEHHOI'O Ipenapara OCYIIECTBIAETCA 3a mpefenaMmu Poccuiickoit
®enepauuu. (B pen. Penepanbubix 3akoHOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1.3. [lpunstue pemieHuss 0 BHECEHWHM HM3MEHEHUH WM 00 OTKa3e BO BHECEHUM H3MECHEHHH B



JOKYMEHTBI, COJIEPKAIIUECs B PErHCTPAIIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN
npernapar Jijisi MEIUIIMHCKOTO NPUMEHEHHUs, B ClIy4ae HEOOXOJIUMOCTH IPOBEICHHS DKCIEPTU3BI
KayecTBa JICKAPCTBEHHBIX CPEJACTB M (MJIM) OSKCIEPTH3bl OTHOIICHUS OXHJJIAEMOU IOJIb3BI K
BO3MOKHOMY PHCKY MPHUMEHEHHUS JICKApCTBEHHOIO Iperapara JUisi MEIUIIMHCKOTO MPUMEHEHUS
OCYILIECTBIISICTCS B CPOK, HE MPEBBIIIAIONINN JACBIHOCTA pad0YMX JTHEH, a B OCTAJbHBIX CIydyasX B
CPOK, HE TPEBBIMAIONIMA TPUALATH PadOYUX JTHEH CO JHS TPUHATHS YIOJHOMOYCHHBIM
(denepabHBIM OPraHOM HCITOJIHUTEIIBHOM BJIACTH 3asIBJICHUS O BHECCHUU TaKUX M3MCHCHHUU. (B pe/l.
®enepanpHoro 3akoHa ot 04.06.2018 N 140-P3)

1.4. YnomHOMOuYeHHBIN (eAepalbHbIii OpraH HWCIOJIHHUTEIBHONW BJIACTH C YYETOM pE3YJIbTaTOB
(dapMakoHaJ30pa U TMPOBEPOK COOTBETCTBUSl JIEKAPCTBEHHBIX CPEACTB, HAXOJSIIMXCS B
IpaXIaHCKOM 000pOTE, YCTAaHOBICHHBIM TPEOOBAHMSAM K MX KAUECTBY B TEUCHHE JIECATH PaOdOUMX
JHEW CO JHS MOCTYIUICHHUS] COOTBETCTBYIOLIEH MH(pOpPMAIMU pa3MellaeT Ha CBOeM O(HIIMATBHOM
caiite B cetu "MHTEpHET" CBEIeHUSI O HEOOXOIMMOCTH BHECEHUSI B MHCTPYKIUIO TI0 METUITTHCKOMY
MPUMEHEHUIO JIEKapCTBEHHOT0 MpernapaTa U3MEHEHHI B OTHOIIEHHH CBEICHUH O MOKAa3aHMAX IS
NPUMEHEHUSI ¥ TPOTUBOIMOKA3AHUAX JJIsI TIPUMEHEHHS JIEKapCTBEHHOTO IIpPerapara, BBISBICHHBIX
MOOOYHBIX JIEHCTBHAX, HEXKENATEIbHBIX PEAKIUAX MPU MPUMEHEHUH JICKApCTBEHHOTO Tpernapara u
yBeoMIIIeT 00 3TOM B 3JIEKTPOHHOU (hopMe WU MUCbMEHHOU (opme (Ha OymMaKHOM HOCHTEIIE)
JeprKaTelNsl WM BIAAETbla PETHCTPALIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tperapara (WIH
VIIOJIHOMOYEHHOE KM JPyroe MOPHAMYECKOe IHI0), a TaKkKe JAepiKaTeliell WM BIaJIeibleB
PETUCTPALIMOHHBIX YIOCTOBEPEHHH JIEKaPCTBEHHBIX IIPenapaTroB (WM YHOJHOMOYCHHBIX HMHU
APYTUX IOPUIMYECKHX JIMI), KOTOPBIE SIBISIOTCS B3anMMO3aMeHseMbIMU. (B pen. dDemepaibHOTO
3akoHa 0T 27.12.2019 N 475-03)

1.5. Jlepkatenb WM Biajieliel] PETMCTPALIMOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOr0 Mpenapara, a
TaKXKe JIepyKaTesld UM BJalelblbl PETUCTPALMOHHBIX YOCTOBEPEHUI JIE€KapCTBEHHBIX MIPENapaToB
(MM YIIOJIHOMOYEHHbIE  MMU  Jpyrue  IOpUAWYECKHEe  JIMIa), KOTOpble  SIBJISIIOTCS
B3aMMO3aMEHSEMbIMU, O00s3aHbl NPEJACTaBUTH B  YIOJHOMOYEHHBIM (QenepalibHblii  OpraH
WCIIOJHUTEILHON BJIACTH 3asBJICHHS O BHECEHMM H3MEHEHMH B JOKYMEHTBHI, COJEpKalluecs B
PETUCTPALlMOHHBIX JOChE Ha 3apEruCTPUPOBAHHBIE JIEKAPCTBEHHBIE MpPEnaparhl ISl MEIUIIMHCKOTO
NPUMEHEHUS], B OTHOLICHUH CBE/ICHUH, YKa3aHHBIX B MHCTPYKIIHUHU 110 MEJUIIMHCKOMY IPUMEHEHHIO
JIEKapCTBEHHBIX IMIpernaparoB, B TEYEHHE COpoKa pabdouyux JHEH co JHSA pa3MelleHus
YIOJIHOMOYEHHBIM (he/iepaiabHbIM OPraHOM HCHOJIHMTEIBHOM BJIAcTU HMH(OpMAlUH, YKa3aHHOH B
yactu 1.4 Hactosmel ctatbu. JlaHHOE TpeOOoBaHME HE PacCHpPOCTPAHSIETCS Ha CIydad BHECCHHS B
WHCTPYKIMIO 10 MEIUIMHCKOMY TIPUMEHEHHMIO JIEKAPCTBEHHOI'O IIpernapara HW3MEHEHUH B
OTHOILIEHUH HOBBIX I[IOKa3aHUM Ui NPHUMEHEHHUs JIeKapCTBEHHOrO IIpernapara Ha OCHOBAaHUU
pe3yNbTaTOB COOTBETCTBYIOIIMX HccaeaoBaHuid. (B pea. denepanbHoro 3akona ot 27.12.2019 N
475-D3)

2. DKcnepTu3a JIEKapCTBEHHBIX CPENICTB B YACTH IKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U
(uM) SKCTEePTH3Bl OTHOIICHUS OXKUJAEMON TOJb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOT'0 TMperapara s MEAUIMHCKOrO NPUMEHEHHs NPOBOJUTCS B Cllydyae BHECEHUS
U3MEHEHUIl B JOKYMEHTBI, COJEpKalllecs B PEruCTPallMOHHOM JOChe Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIN mpemnapat, B oTHomeHuu: (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

1) cBeneHwid, yKa3aHHBIX B HMHCTPYKIHH 10 MEAMIMHCKOMY TNPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara: (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

a) JIekapCcTBeHHasi opMa ¢ yKa3aHHeM HaMMEHOBAaHM M KOJMYECTBEHHOTO COCTaBa JIEHCTBYIOIINX
BEIIECTB M KA4YEeCTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (TP  HEOOXOIUMOCTH



KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEeNbHBIX BemiecTB); (B pen. dexepanpHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) ¢apmakogumHamMuka W (QapMaKOKMHETHKa (32  HCKIIOUEHHEM  (papMaKOKUHETHKH
TrOMEOIAaTUYECKHUX JICKAPCTBEHHBIX IMPENapaToB U PAaCTUTEIbHBIX JIEKAPCTBEHHBIX NpEnaparoB); (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) TOKa3aHMs JJsi npuMeHeHwus; (B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

') MPOTUBONIOKA3aHMsl sl MpuMeHeHus; (B pen. DenepanpHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1) MEpPBI MPEAOCTOPOKHOCTU TpHU npuMeHeHuu; (B pea. PenepanpHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

€) yKa3aHHE BO3MOXXKHOCTH W OCOOCHHOCTEH MPHUMEHEHHUs JIEKAPCTBEHHOIO TMpernaparta Jyis
MEIMIIMHCKOTO TPUMCHEHUS OCPEeMECHHBIMHM KCHIIUHAMHM, >KCHIIMHAMH B IEPHOJ TPYIHOTO
BCKapMIIMBAaHUs, JIETbMH, B3pOCIBIMH, HWMEIONIMMH XPOHHWYECKHE 3a0ojeBaHus, (B pe.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

) PEKUM JTO3MPOBAHUS, CIIOCOOBI BBEICHHS W MPUMEHEHUS, TIPU HEOOXOMMOCTH BpeMs MpHuemMa
JICKApCTBEHHOTO TIpernapara, MPOJODKUTEIBHOCTh JICYCHHUS, B TOM YHUCIE Yy JeTei A0 M TOocIie
onHoro roja; (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BO3MOXHBIE IMOOOYHBIE ACWCTBUS M HEKEJIATEIbHBIC PEAKIIUN IPU IPUMEHEHHUH JICKAPCTBEHHOTO
npenaparta; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

M) CHMIITOMBI TEPEAO3UPOBKH, MEphl MO OKa3aHUI0 TOMOIIM IIPU TEPeIO3UpPOBKe; (B pel.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

K) B3aMMO/ICUCTBUE C IPYTHUMH JICKAPCTBEHHBIMH TIpeTapaTaMu U (MJIM) MHUIIEBBIMU MIPOAYKTaMU; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) GopMBI BBIITyCKA JEKapCTBEHHOro mpemnapara; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

M) ykazaHue (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEH NEWCTBHsI JIEKAPCTBEHHOTO Ipemnapara IMpHu
MEpPBOM TpUEME WIIK TIPH €ro OTMeHe; (B penl. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03 (pex.

or 13.07.2015))

H) CBEJICHUS O BO3MOXKHOM BIIUSTHMH JIEKAPCTBEHHOTO TMpernapaTa JiJisi MEIUIIMHCKOTO MPUMEHEHUS
Ha CIIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CpEICTBaMHU, MexaHu3Mamu; (B pexn. DenepanbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

0) CPOK TOJIHOCTH M YKa3aHHE Ha 3alpeT MPUMEHEHHs JICKAPCTBEHHOTO Iperapara 1mo UCTCUCHUH
cpoka rogHocTH; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

nm) ycimoBusi xpaHeHus;; (B pen. dexepanbHoro 3akona ot 22.12.2014 N 429-®3 (pexn. or

13.07.20195))
p) ycnoBus otnycka; (B pen. @eaepanbroro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) cocraBa JIGKApCTBEHHOrO Iperapara Jisi MEAMIMHCKOTO mpuMeHeHus; (B pea. deaepanbHOro
3axoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))




3) U3MeHeHusI MecTa MPOU3BO/ICTBA JIEKAPCTBEHHOTO Tpernapara Juisi MeJIUIMHCKOTO TIPUMEHEHHS;
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) n3MeHeHHs MoKa3aTellell KauecTBa JIEKAPCTBEHHOTO IperapaTa Uil MeIUIUHCKOTO MTPUMEHEHUS
U (WJIM) METOJIOB KOHTPOJISI KA4eCTBA JICKAPCTBEHHOTO MpernapaTa JJisi MEAUIIMHCKOTO TPUMEHEHUS;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5) U3MEHEHHUs CpOoKa TOAHOCTH JIEKAPCTBEHHOTO Ipernapara JUIsl MEAWIIMHCKOTO NMpUMEHEHHS; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) cBeneHW O HEOOXOIMMOCTHM BHECEHHUS WHBIX W3MEHEHUH B HHCTPYKIHIO 10 METUIIMHCKOMY
NPUMEHEHUIO JIEKapCTBEHHOIO IIperapara, a Takke B HMHbIE JOKYMEHTBI, COJAEpJKalluecs B
PETUCTPAalIMOHHOM J0ChE Ha 3apeTUCTPHUPOBAHHBIN JIEKapCTBEHHBIH npenapat. [Ipu aToM pemenue o
MPOBEICHUH DSKCIEPTU3bl KAa4eCTBa JIEKAPCTBEHHBIX CPEACTB M (WMJIHM) SKCHEPTH3Bl OTHOIICHUS
OXHJIAeMOH TONB3bl K BO3MOXXHOMY pHCKY TIPHUMEHEHHs JIeKapCTBEHHOrO IIperapara Jjls
MEIUIIHCKOTO NPUMEHEHUS] MPUHUMAETCSI B COOTBETCTBUH C YTBEP)KACHHOW YIIOJHOMOYEHHBIM
denepadbHBIM OpPraHOM WCIONHHUTEIBHON BIIACTH KiacCH(UKAIMed HW3MEHEHHH, BHOCHUMBIX B
JTOKYMEHTBI, COAEpIKaIINecs] B PETHCTPAlMOHHOM J0ChE€ Ha 3apEeTrMCTPHPOBAHHBIN JIEKapCTBEHHBIH
npenapar. (B pen. ®enepanbroro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. 3asBUTENb BIIPaBE MPEJICTABUTH MO COOCTBEHHON MHUIIMATUBE BMECTE C 3asBICHHEM O BHECEHHH
U3MEHEHUI B JIOKyMEHTBI, COJEpKaIllMecsi B PErHCTPAIlIOHHOM JOChe Ha 3aperHCTPHPOBAHHBIN
JCKapCTBEHHBIH  Tpemapar A MEOUIMHCKOTO  IPUMEHEHUS, KOMHHU  JOKyMEHTOB,
MOJTBEPKJAIOIIUX YILIATY TOCYAapCTBEHHON MOUUIMHBI 32 BHECEHUE B JOKYMEHTBI, COAEPKaIINecs
B PETUCTPAIIMOHHOM JI0OChE Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT A MEAUIITHCKOTO
NPUMEHEHUS, U3MEHEHNH, TPeOyIONIMX MPOBEICHHS YKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB B YaCTH
OKCTIEPTHU3bl KauecTBa JIEKAPCTBEHHOTO CpeACTBA M (WJIM) SKCHEPTH3bl OTHOUICHUS OXHIAeMOi
MOJB3bl K BO3MOXKHOMY DHCKY MPUMEHEHHUS JIeKapCTBEHHOTO Ipernapara A MEIUIMHCKOTO
NPUMEHEHUS, TOCYAAapCTBEHHON TMOUUIMHBI 3a BHECEHHE B JOKYMEHTHI, COJEpKalliecs B
PETUCTPAllMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar A MEAUIIMHCKOTO
NPUMEHEHUS, U3MEHEHUH, He TPeOYIOINX MPOBEISHHS IKCIIEPTHU3bI JEKAaPCTBEHHOTO CPEJCTBA, a
TaKkKe BbIAaBaeMble (IPEAOCTABISIEMbIE)  YIOJTHOMOYEHHBIMH  (elepalbHBIMH  OpraHaMu
WCIIOJIHUTEILHOM BJIACTH JOKYMEHTHI (CBEICHHS ), yKa3aHHbIE B yacTsx 1.1 u 1.2 HacTosmei cTaTbu.
B cnydae ux HempeacTaBiIeHHs YIOJIHOMOYEHHBIN (helepanbHbIi OpraH WCHOJHUTEIBLHONW BIACTH
3alpamrBaeT  yKa3aHHbIE  JOKYMEHTHl  (CBEIEHHUs) B  TOPSAJKE  MEKBEIOMCTBEHHOTO
nHGOPMAITMOHHOTO B3anMoieicTBuUs. (B pea. PenepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B Tedenue aecatu pabouux AHEW CO JHA MOCTYIUICHHS YKa3aHHOTO B YacTH | HACTOSIIEH CTaThu
3asBJICHUS] U HEOOXOAUMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (efepanbHblil OpraH UCHOIHUTEIbHON
BJIACTH:

1) IMPOBOAUT IIPOBEPKY MNOJHOTHI U JOCTOBECPHOCTHU CBGHGHHﬁ, COACPIKAIUXCA B IMPECACTABIICHHBIX
3asABUTCIICM MaTCpHajiax;

2) mpUHUMAET pelIeHHEe O MPOBEJACHNN YKa3aHHBIX B YaCTH 2 HACTOALICH CTaThU COOTBETCTBYIOIIMX
9KCHEPTHU3 JEKAPCTBEHHOT'O CPEJICTBA MJIM 00 OTKa3e B UX NPOBEJICHUM;

3) yBemoMJIsIeT B DJIEKTPOHHOW WJIM MHUCHMEHHOW (OpMe 3asBHTENS O MPHHSATOM PEIICHWH WM B
cllydae MPUHATHS PEHIeHUs] 00 0TKa3e B MPOBEICHUU COOTBETCTBYIOLICH IKCIEPTHU3HI C YKa3aHUEM
MPUYMH Takoro oTkaza. (B pen. DexepanmbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4.1. B CJIydac€ BbIABJIICHHSA HCEAOCTOBCPHOCTU CBGI[CHI/Ifl, COACPIKAINUXCA B IPCACTABJICHHBIX




3asgBHTEJICM MaTepuaiax, YIIOJHOMOYCHHBIH (QenepanbHblii OpraH HCHOJHHUTEIBbHOW BJIACTH
HAIPAaBJISIET 3asIBUTEIIO 3aMpoc 00 YTOYHCHWH yKa3aHHBIX CBEACHUU. [laHHBIN 3apoc MOXET ObITh
nepeial YIoJHOMOYCHHOMY MIPEJICTABUTEIIIO 3asiBUTEIS JIMYHO TI0]T PACIIMCKY, HAITPABJICH IO ITOYTE
3aKa3HbIM MMUCHbMOM WJIM TE€PEJaH B AJICKTPOHHOUW (opMe MO TEeJIECKOMMYHHUKAIIMOHHBIM KaHaJlaM
CBs3U. B cilydyae HampaBiieHHsS JaHHOIO 3alpoca MO IOYTe 3aKa3HbIM IHCHbMOM OH CYHMTAETCS
MOJyYEHHBIM [0 HMCTCYCHHM WISCTH JHEH C JaThl HANpaBJICHUS 3aKa3HOTO MHCbMa. (B pel.
®enepanpHOro 3akoHa ot 25.11.2013 N 317-P3)

4.2. 3asBuTenp 00s3aH MPEJICTABUTH OTBET HA 3alpOC YIMOJHOMOYEHHOTO (elepalbHOTO OpraHa
WCTIIOJTHUTEJILHON BJIACTH B CPOK, HE MPEBBIIIAIOIINN JAEBIHOCTa pabOUnX JHEH CO JHS MOJydeHUs
naHHOTO 3amnpoca. Cpok, yKa3aHHBIH B 4acTW 4 HACTOSIIEH CTAaThW, MPUOCTAHABIMBACTCS CO JIHS
HANpaBIICHHUs 3asBUTENIO 3allpoca YIOJIHOMOYEHHOTrO (enepalbHOr0 OpraHa HWCHOJHHTEIbHOU
BJIACTH JIO JTHS TIOJYYSHHsI UM OTBETA HA JAHHBIN 3aIPOC M HE YUUTBHIBACTCS MPH UCYUCICHUH CPOKA
NPUHATUSL PEIICHUS] O BHECEHUH H3MEHEHHMU B JIOKYMEHTBI, COJIEPKAIIHMECs B PETUCTPALMOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT I MEJIUIUHCKOTO IPUMEHEHUSI. (B PeI.
®enepanpHOro 3akoHa ot 25.11.2013 N 317-P3)

5. OcHOBaHMEM MJisi OTKa3a B MPOBEJCHUU YKAa3aHHBIX B YACTH 2 HACTOSIIEH CTaTbU HKCIEPTHU3
SBIISIETCSl TPEACTABICHHE JOKYMEHTOB, NMEPEYHMCICHHBIX B 4acTax | W 3 HACTOsIICH CTaThH, B
HETNOJTHOM 00beMe, HETIPE/ICTaBICHHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETA HAa YKA3aHHBINA B
gactu 4.1 HACTOSIIECH CTaThU 3amMpOC YHOJHOMOUYEHHOTO (eAepalbHOTO OpraHa MCHOJHUTEIbHOU
BJACTH, a TaKkKe OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAaX JOCTATOYHBIX CBEICHHI,
MOJTBEP)KIAIOIINX HEOOXOAWMOCTh BHECEHUS HW3MEHEHHWH, WIM OTCYTCTBHE HH(OpMAaIHH,
MOJTBEPKIAIONIEH (aKT yIUTaThl TOCYNAPCTBEHHBIX IMONUIMH, YKa3aHHBIX B YacTH 3 HACTOSIIEH
ctathl. (B pen. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

6. Ykxa3aHHbIe B 4acTu 2 HaCTOHIHCﬁ CTAaTbU JKCIICPTU3BI MMPOBOIATCA B MMOPAAKE, YCTAHOBJICHHOM
craThei 23 HaCTOAIICTO (DeﬂepaHBHOFO 3aKOHa.

7. B cpok, He MPEBBIMAIMNUNA ASCATH padOYMX JHEH CO JTHSA MOJYyYEHHUs 3aKITHOUYCHHH KOMHCCUN
HKCHEPTOB MO pe3ysIbTaTaM yKa3aHHBIX B YaCTH 2 HACTOSIIEH CTAThU HKCHEPTU3, YIIOTHOMOYEHHBIN
(denepanbHbIl OpraH WCMOJHUTETbHOW BiacT: (B pen. denepanpHoro 3akoHa or 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

1) IMPUHUMACT PpCHICHUC O BHCCCHUU U3MCHCHUH B JAOKYMCHTBI, COACPIKAIUCCIA B PETUCTPALIUOHHOM
JOChC Ha Baperl/ICT”pI/IpOBaHHBIfI HeKapCTBeHHBIfI npenapar ajad MEAUIHUHCKOIO IIPUMCHCHUS, UJINU 00
OTKa3¢€ BO BHCCCHHUHU TaKHX I/ISMGHGHPlﬁ;

2) BHOCUT B FOCY,I[apCTBeHHBIfI peeCTp JICKApCTBCHHBIX CPCACTB Ha OCHOBAHHH PCUICHUA O
BHECCHUM U3MCHCHUU B JAOKYMCHTBI, COACpXKaIUecs B  PEruCTpalilMOHHOM  JOChBE Ha
Baperl/ICT’pI/IpOBaHHBIfI HeKapCTBeHHBIfI npenapar il MCIUIUHCKOTO IIPHUMCHCHUS, H€O6XOI[I/IMBI€
HU3MCHCHUS U BO3BpAIIACT UX 3asABUTCIIIO,

3) BbIIAET 3asBUTENIO HOBOE PErMCTPAllMOHHOE YAOCTOBEpEHHE JIEKapCTBEHHOrO Ipernapara B
cilydae U3MEHEHUS CBEACHHM, comepkamuxcs B HeM. (B pen. denepanbHoro 3akona ot 22.12.2014
N 429-93 (pen. ot 13.07.2015))

8. OcHoBaHHMeM Ui OTKa3a BO BHECEHHMH W3MEHEHWH B JOKYMEHTHI, COJEp)Kallnecs B
PETUCTPAlIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar A MEAUIIMHCKOTO
NPUMEHEHUS, SBISETCS 3aKIIOYEHHE YIIOJHOMOYEHHOTO ()elepalbHOTO OpraHa HCIOJHUTEIBHOM
BJIACTH O BO3MOXXHOCTH CHIDKEHHsI O€30MacHOCTH, KauecTBa, 3(PQPEKTHUBHOCTH JIEKAPCTBEHHOTO



CpeAcTBa B Cl1y4ac BHCCCHHA TaKUX W3MEHEHUM.

9. Jlomyckaetcst oOpaieHue JEKapCTBEHHBIX MPENapaTroB sl MEAMIIMHCKOTO MPUMEHEHHUS [0
HCTEYEHHUs] CpPOKa TOAHOCTH, MPOMU3BEJACHHBIX B TEUEHUE CTAa BOCBMHUJIECATU JTHEH IMOCIE JAThl
NPUHATUSL  YIIOJIHOMOYECHHBIM (pelepalibHbIM OpPraHOM HCIIOJIHUTEIILHOW BJIACTH PELICHHUS O
BHECEHUU U3MEHEHUU B JIOKYMEHTBI, COJIEPKAILMECS B PETUCTPALIMOHHOM JIOChE, B COOTBETCTBUU C
uHpOpMAIUeH, colIepKalleiics B JIOKYMEHTaX pEruCTPallMOHHOTO JI0Che Ha JIeKapCTBEHHBIN
npenapar 10 JaThl NPUHATUA Takoro pemenus. (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

10. TIlIpaButensctBo Poccuiickoii ®enepanuu BHpaBe YCTaHOBUTH OCOOCHHOCTH BHECEHUS
W3MEHEHU B JOKYMEHTBI, COJEpKaIllMeCcs B PETMCTPALMOHHOM JOChE€ Ha 3apEeTHCTPUPOBAHHBIN
JICKApCTBEHHBINM Tpenapar Uisi MEAMIMHCKOTO IMPUMEHEHHUs, B cilydae JIedeKTypbl WIH PHUCKa
BO3HUKHOBEHUsI JC(PEKTYpHl JICKAPCTBEHHBIX IIPEMapaToB B CBSI3M C BBEJICHHEM B OTHOIICHUU
Poccuiickoit  ®enepanyii  OrpaHUYMUTENBHBIX MEp 3KOHOMHUYECKOro Xapakrepa. (B pea.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Crartba 31. BHeceHue n3MeHeHH B JOKYMEHTBI, CoJep Kalluecs B
PErUCTPALIMOHHOM J10Che HA 3aPEerHCTPUPOBAHHBIN JIEKAPCTBEHHbII
npenapar 1Jisi BeTepUHAPHOI0 MPUMeEHEeHUsI

1. B uensix BHecEHUs U3MEHEHWH B JIOKYMEHTHI, COJIEpXKAlIMEcs B PEruCTPAllMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIHN Mpenapar A BETEPUHAPHOIO NPUMEHEHHUS, JIepKaTellb WU
BJIQJIEJIel] PEeruCTPAllMOHHOIO YAOCTOBEPEHHs JIEKAPCTBEHHOIO IpernapaTa WM YIOJIHOMOYEHHOE
UM Jpyroe OpUAMYECKOE JHILO (Jajgee B HACTOALIECH CTaTbe - 3asBUTENb) IPEACTABISET B
YIOJIHOMOUYEHHBIH (esiepabHbI OpraH MCIOJHUTEIBHOM BIACTH 3asBJICHHE O BHECEHHU TaKHX
U3MEHEHUl 1o  Qopme, yCTAaHOBJIIEHHOW  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpraHoOM
WCIOJHUTEIbHON BJIACTH, M NpUJIaracMble K HEMY M3MEHEHHUs B yKa3aHHbIE JJOKYMEHTBI, a TaKKe
JOKYMEHTBI, IOJATBEPKAAIONINE HEOOX0AMMOCTh BHECEHUSI TaKUX M3MeHeHui. [Ipu Heobxonumoctu
BHECEHMs] HW3MEHEHUHl B JIOKYMEHTbI, COJepXalllhecsi B PErUCTPAlMOHHOM JIOCh€ Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO NPUMEHEHMs, B CIIydasx
M3MEHEHUS ¥ (WJIH) JOMOJHEHUS TPOU3BOICTBEHHON TUIOMIAIKH JIEKAPCTBEHHOTO CPEJICTBA, a TAKXKE
M3MEHEHMs MOoKa3aTelne KauecTBa JIEKapCTBEHHOTO MpernapaTa sl BETEpPUHAPHOTO NPUMEHEHHS U
(M) METOZIOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO Iperapara Jjisi BETEPUHAPHOTO MPUMEHEHHS
3asgBUTENb  JIOTIOJHHUTEIBHO  MPEJICTABIsICT B  YIOJTHOMOYEHHBIH  (eAepanbHbIi  opraH
WCTIIOJTHUTEIFHON BIIACTH CIEAYIOIIME TOKYMEHTHI (CBeleHus ): (B pen. denepalbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

1) cBeneHust O JaTe MPEJOCTABICHHUS M PETHCTPALMOHHOM HOMEpE JMIEH3MH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJACTB, NPEIOCTABICHHOW NPOU3BOAUTENIO JIEKAPCTBEHHOrO IIpenapara s
BETEPUHAPHOTO MPUMEHEHHUS, I POCCUMCKUX MpousBoauTeneil; (B pen. deaepaibHbIX 3aKOHOB OT
04.06.2018 N 140-93, o1 27.12.2019 N 478-D3)

2) cBeieHUs O JaTe MPEJOCTABICHHUS M PETUCTPAIIMOHHOM HOMEpE JIMIEH3MH Ha MPOM3BOJICTBO
JICKApCTBEHHBIX CPEJICTB, NPEIOCTABICHHOW IMPOU3BOAUTENIO (apMaleBTHYECKON CyOCTaHINH,
BXOJISIIIEH B COCTaB JIEKAPCTBEHHOT'O MpenapaTa i BETepUHAPHOTO IPUMEHEHUSI, I POCCHICKUX
npousBoauteneit; (B pen. denepanbHbix 3akoHOB OT 04.06.2018 N 140-P3, or 27.12.2019 N
478-D3)

3) KOIIUsI TOKYMCEHTA, BBIZAHHOT'O YIIOJITHOMOYCHHBIM OPraHOM CTPAHBbI IPOU3BOJUTCIIA MJIA Ka)I(,I[OfI



MIPOM3BOJICTBEHHON IUIOIIAAKU JIEKApCTBEHHOIO IpernapaTa A BETEPUHAPHOIO MPUMEHEHUs U
MOJITBEPKJAIOIIEr0 COOTBETCTBUE NPOU3BOAUTENS JIEKAPCTBEHHOIO IIpernapaTta TpeOOBaHUAM
MpaBUII HaJjiexxalieil Mpou3BOACTBEHHON MPAKTUKHU, U €r0 MEePeBOJ Ha PYCCKUMN SI3BIK, 3aBEPEHHbBIC
B YCTaHOBJICHHOM IIOpPSJKE, a TaKKe KONUS 3aKJIIOYEHUs] O COOTBETCTBUU IPOU3BOJIUTENS
JIEKapCTBEHHBIX CpPEJCTB TpPeOOBAaHUSAM INPaBUJ HaJJIeXalled IPOU3BOJICTBEHHONM NPAKTUKH,
BBIJIAHHOTO YIOJIHOMOYEHHBIM (pe/iepajibHbIM OPraHOM HCIIOJIHUTENIBHOM BJIACTH IS KaXIOU
MIPOM3BOJICTBEHHOM IUIOIIA KU JIEKAPCTBEHHOTO Iperapara /sl BETepUHAPHOTO MPUMEHEHUs, JTNO0
KOIUSl pELIeHHs O TMPOBEIEHUU HHCIEKTUPOBAHUS IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB,
IPUHATOTO YIOJIHOMOYEHHBIM (pe/iepajJbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH S KaKJIOU
MPOU3BOJACTBEHHON IUJIOLIAJAKU JIEKAPCTBEHHOrO Ipenapara JUisi BETEPUHAPHOTO MPUMEHEHHUS.
VYKkazaHHbIE JIOKYMEHTBHI MPEACTABISIOTCS B Cllydae, €CId IPOU3BOJCTBO JIEKAPCTBEHHOTO
npenapara i BETEPUHAPHOTO TPUMEHEHHUs OCYHIECTBISETCs 3a mpexaenamu Poccuiickoit
®enepanuu; (B pea. @enepansHoro 3akoHa ot 04.06.2018 N 140-D3)

4) xomMs JOKYMEHTa, BBIJJAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJIUTEIIS
(dapMaleBTUYECKOM  CyOCTaHIIMM M MOJATBEPXKIAIOIIEr0  COOTBETCTBHE  MPOU3BOAMUTENS
(dapmMaleBTHYECKOM CyOCTaHIIMM, BXOJAIIEH B COCTaB JIEKAPCTBEHHOTO Ipemnaparta JUls
BETEPUHAPHOI0 NPUMEHEHHsI, TPeOOBAHUAM MPABUJI HaJUIeXkKalllel NPOU3BOACTBEHHOW MPAKTUKH, U
€ro IMepeBOJl Ha PYCCKUH S3bIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM IMOpsAKE, B Cllyyae, €ciu
MPOU3BOACTBO (apMaIeBTHYECKON CyOCTaHIIMM OCYIIECTBIISIETCS 3a Tpeaenamu Poccuiickoit
®enepanuu. (B pen. Penepanbaoro 3akona oT 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHenust U (MJIM) JOMOJHEHUS] TIPOM3BOJICTBEHHOM IIOMIAIKHA JIEKAPCTBEHHOTO
CpeICTBa JOKYMEHTHI, YKa3aHHbIE B 4acTH | HacTOAILIEH CTaThH, MPEICTABIAIOTCS 3asBUTEIIEM B
OTHOILLIEHUHN H3MEHSeMOW U (WJIM) JOIMOJIHAEMOUW NPOU3BOJCTBEHHOM IUIOIIAJIKU JIEKAPCTBEHHOTO
cpenctsa. Pemenne o BHECEHMM M3MEHEHUN B JOKYMEHTBI, COJEpIKalllUecsi B PETUCTPALMOHHOM
JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s BETEPUHAPHOTO NMPUMEHEHUS, WU
00 OTKa3e B MX BHECEHMM NPUHUMAETCS B Cilydae HEOOXOAMMOCTH NPOBEACHHUS SKCHEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA B CPOK, HE MPEBBIMIAIONIUIN JIEBIHOCTA pabOYMX JHEH, a B OCTAJIbHBIX
cllydasix B CPOK, HE MPEBBIIAONIUN TpUALATH pabounX JHEH co AHS MPUHATUS YIOJTHOMOYEHHBIM
(enepanbHBIM OPraHOM HCIIOJIHUTENIBHOM BJIACTH 3asBJICHUS O BHECEHUU TaKUX U3MEHEHUH. (B pell.
®enepanpHoro 3akoHa ot 04.06.2018 N 140-P3)

1.2. B cinydae peopraHm3aniu Jep>KaTeis WIM BIaJesblia PErHCTPAlMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapara Ui BETepUHAPHOTO MPUMEHEHUs, pa3padOTYMKa WA TPOU3BOIUTEIS
JIEKapCTBEHHOTO Ipenapara JJii BETEpPUHAPHOTO MPUMEHEHHUS B 3asBJIEHUU O BHECEHUHM W3MEHEHUI
B JIOKYMEHTBI, COACPKAIINECS B PETUCTPALTMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JE€KAPCTBEHHBIM
npenapar JJisi BETEpUHAPHOTO MPUMEHEHUS], YKa3bIBAKOTCS TaHHBIE JOKYMEHTA, MOITBEPKIAI0ILIErO
BHECEHHE COOTBETCTBYIOUIMX M3MEHEHUU B ENMHBIN roCyAapCTBEHHBIH PEECTP FOPUIANYECKUX JIUI]
(st opraHM3anMid, 3aperuCTPUPOBAHHBIX Ha Teppuropuu Poccuiickoir denepanuu), WM UHOTO
JOKYMEHTa, TOATBEPKAAIOUIETO PEOPraHU3alUI0 FOPUINYECKOTO JHIA (Uil OpraHM3alui, He
3aperucTpupoBaHHBIX Ha Tepputopun Poccuiickoit deneparun). 3asBieHHE O BHECCHHH
U3MEHEHUIl B JOKYMEHTBI, COJEpKalllecs B PEruCcTPallMOHHOM JOChE Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIN Mpernapar Ui BETEpUHAPHOTO MPUMEHEHUs, U IMpUJIaraeéMble K HEMY JOKYMEHTBI
NPEJICTABIIAIOTCA B YIOJIHOMOYEHHbIN (peepanbHblii OpraH UCIOJIHUTEIbHOM BIIACTH HE IO3/HEE
4YeM uepe3 TPHUALATh padoyux JHEH CO THS BHECEHHMS COOTBETCTBYIOIIMX WM3MEHEHHH B EnuHbIi
rOCyJapCTBEHHBIM peecTp IOPUIMYECKUX JHIl (Ui OpraHu3alMid, 3aperuCTPUPOBAHHBIX Ha
teppuropun Poccuiickoit denepanuu) Wi CO JHS TPHUHATHS COOTBETCTBYIOIIETO JOKYMEHTA,
MOJTBEP)KJAIOIIET0  PEOPraHM3alUI0  IOPUIUYECKOro  Juma  (Juisi  OpraHu3auui,  He
3aperucTpupoBaHHBIX Ha Tepputopun Poccuiickoit @Denepanuu). B ciaywyae peopranuzamuu



JiepKaTesss WM BIIAJENIblla PEeruCcTPallMOHHOIO YJIOCTOBEPEHHUs JIEKApCTBEHHOIO Iperapara s
BETEPUHAPHOIO NMPUMEHEHHUs 3asBJICHHE O BHECEHWU M3MEHEHUH B JJOKYMEHTBI, COJEpIKallrecs B
PETUCTPALlMOHHOM JI0Ch€ Ha 3aperuCTPUpPOBAHHBIN JIEKapCTBEHHBIN IMpernapar JJisi BETEPUHAPHOIO
IIPUMEHEHUS, MOJAETCs IOPUANYECKUM JIMIIOM, KOTOPOMY B XOJI€ pPEOpraHu3aluy MepeaHo MpaBo
BJIQJICHUS TAKUM PETHCTPAIMOHHBIM yaocToBepeHueM. (B pea. denepanbroro 3akoHa ot 02.08.2019
N 297-®3)

2. B CJIydac BHCCCHUSA W3MCHCHUM B JOKYMCHTBI, COACPIKAIIHUECA B PETUCTPALIMOHHOM JOCHEC Ha
Baperl/ICT’pI/IpOBaHHBIfI HeKapCTBeHHBIﬁ npemnapar ajd BCTCPHUHAPHOIO IMPUMCHCHUSA, B OTHOIICHUU

n.n "W o n o n

CBEJICHUH, yKa3aHHBIX B noamyHkrax "e", "x", "k", "n", "H", "c", "X" mynkra 7 yactu 3 crateu 17
Hacrosmero DeaepalibHOTO 3aKOHA, HW3MEHEHHUS | (WIM) JIOTOJHEHUS TMPOU3BOACTBEHHOU
IJIOLIAJKK JIEKAPCTBEHHOI'O CPEACTBA, a TaKXKe B Cllydae M3MEHEHHs IOKazaTejell KadecTBa
JISKapCTBEHHOTO Tpernapara JJis BETSPHHAPHOTO MPUMEHEHHUS U (WJIH) METOJIOB KOHTPOJISI KayecTBa
JIGKQPCTBEHHOTO  TIpenapara Jjs BETEPUHAPHOTO TPUMEHEHUS MPOBOAUTCS  DKCIIEPTH3A
JIEKapCTBEHHOTO CPEJCTBA Il BETEPUHAPHOTO NMPUMEHEHHs. B ciydae HEOOXOAMMOCTH BHECEHHMS
WHBIX W3MEHEHWH B  JOKYMEHTBI, COJEp)Kalldecss B  PETHCTPAIMOHHOM  JIOChe  Ha
3aperucCTpUPOBaHHBINA JICKAPCTBEHHBIA TpernapaT Il BETEPUHAPHOTO TMPUMEHEHUS, SKCIepTH3a
JIEKapCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO IPUMEHEHHsI HEe TPOBOAMTCS. (B pea. DenepanbHbIX

3akoHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. 3asBUTENb BIpaBe MPEACTABUTH MO0 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUIl B JOKYMEHTBI, COJEpKalllecs B PEruCcTPallMOHHOM JOChe Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIM  Mperapar  Juii  BETEPUHAPHOIO  NPUMEHEHHs, KONMH  JOKYMEHTOB,
MOJITBEPKJAIOIINX YIIJIATy FOCY/IapCTBEHHOM MOLUIMHBI 32 BHECEHHE B JOKYMEHTHI, COJIEpKaIIUecs
B PETUCTPALIMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT AJs BETepUHAPHOTO
NPUMEHEHUs, U3MEHEHUH, TpeOYyIIUX MPOBEIEHUS SKCHEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA, WU
U3MEHEHUI, He TpeOyIlUX IPOBEIEHHUs SKCIEePTH3bl JIEKApCTBEHHOro cpejacTBa. B ciydae
HEOOXOJMMOCTH HU3MEHEHHsI CBEICHMH, COAEPIKALIUXCS B PETUCTPALMOHHOM YJIOCTOBEPEHUU
JIEKapCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO IPUMEHEHUS, C 3asBJICHUEM, YKa3aHHbIM B 4acTH 1
HACTOSIIEW CTaTbH, 3asABUTEIb BIPAaBE NPEACTABUTH [0 COOCTBEHHOM WHUIIMATHBE KOIUIO
JIOKYMEHTA, MOITBEPKIAIOIIEr0 YIUIATy roCy1apCTBEHHOM MOIUIMHBI 32 BbIAAUy PErHCTPALIMOHHOTO
YIOCTOBEPEHMSI JIEKApCTBEHHOI'O INperapara. 3asBUTENb BIIPAaBE MPEICTaBUTh IO COOCTBEHHOU
MHULMATUBE CBEJEHUS O JIMLEH3MX, YKa3aHHble B NyHKTax | m 2 vactu 1 HacTosmen cratby, a
TaK)K€ BbIJIaBAEMbI€ YIIOJHOMOYEHHBIMHM (eiepaibHBIMU OpraHamMH HCIIOJIHUTENBHON BJIacTH
JIOKYMEHTBI, yKa3aHHble B NyHKTe€ 3 yactu | Hactosmed crated. B ciydae HempeacTaBieHUS
yKa3aHHBIX JOKYMEHTOB (CBEJIEHWI) YIMOJTHOMOYEHHBIA (enepanbHbli OpraH HCIOJIHUTEIBLHOMN
BJIACTH 3amlpalllBaeT YyKa3aHHbIE JOKYMEHTHI (CBEJICHHS) B TMOPSIAKE MEKBEIOMCTBEHHOTO
nH(GOPMAIIMOHHOTO B3anuMoiecTBuUs. (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B CpOK, HC HpeBBIH_Ia}OH_[Hﬁ ACCATHU pa6oq1/1x ,I[HGI\/'I CO AHs MOCTYIUICHHUA YKA3aHHOT'O B 4YaCTH 1
HaCTOSIIJ_Iefl CTaTbu 3aiABJICHUA H H€O6XOI[I/IMBIX JAOKYMCHTOB, YHOJ'IHOMO‘-IGHHBII\/'I Q)eﬂepaﬂLHmﬁ
opran HUCITOJIHUTEIIFHOM BJIACTH:

1) IMPOBOAUT IIPOBEPKY MNOJHOTBI U JOCTOBECPHOCTHU CBGHGHHﬁ, COACPIKAINUXCA B IMIPECACTABIICHHBIX
3asBUTCIICEM JOKYMCHTAX,

2) NpuHUMAET pelIeHHe O MPOBEJIECHUHU SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA JUIsl BETEPUHAPHOTO
MIPUMEHEHUS WK 00 OTKa3e B €€ IMPOBEICHUY;

3) yBeIOMIISIET B MUCbMEHHOW (opMe 3asiBUTENS O MPUHIATOM PEIICHUU WM B Cilydae MPUHATHS
pemieHuss 00 OTKa3e B IMPOBEICHHM HKCHEPTU3bI JIEKAPCTBEHHOT'O CPEJCTBA ISl BETEPUHAPHOIO



IMPUMCHCHUSA C YKa3aHUCM IIPHUYNH TaKOIro 0OTKa3a.

4.1. B ciy4ae BBISBICHUS HEJJOCTOBEPHOCTHU U (M) HEIOCTATOYHOCTH CBEACHUMN, COJIEPIKAIIUXCS B
NPEJCTABICHHBIX  3asBUTENIEM  JOKYMEHTaX,  YIHOJHOMOYEHHBIH  (QenepalbHblii  OpraH
WCTIIOJTHUTEILHONW BJIACTH HAMPABISIET 3asSBUTENIO 3alpOC 00 YTOYHEHHHM YKa3aHHBIX CBEICHHIA.
3ampoc MOXeT ObITh TEpeaaH YIOJHOMOYEHHOMY IIPEICTAaBUTENIO0 3asBUTENS TOJ PACIHUCKY,
HampaBleH IO TOYTE 3aKa3HbIM IMHCBMOM WJIM TIepelaH B OJCKTPOHHOH (opme 1o
TEJICKOMMYHHKAIIMOHHBIM KaHallaM CBsS3U. B cilyuae HampaBiieHus 3ampoca 00 YTOYHEHUU
YKa3aHHBIX CBEJCHHI MO IOYTE 3aKa3HbIM IMHCHMOM OH CUUTAETCS TMOJTYYEHHBIM IO MCTEYCHUU
LIECTH JHEH ¢ aThl HANpaBJIEHMs 3aKa3HOro nuckMa. (B pen. denepanbHoro 3akoHa ot 04.06.2018
N 140-D3)

4.2. 3asBuTenb 00s3aH MPEJICTABUTH OTBET HA 3alpOC YIMOJHOMOYEHHOTO (elepalbHOTO OpraHa
WCTIOJTHUTEJILHON BJIACTH B CPOK, HE MPEBBIIIAIOIINN JIEBIHOCTa pabOUnX JHEH CO JHS MOJydeHUs
naHHOTO 3ampoca. Cpoku, yKkazaHHbIC B 4acTH 1.1 HacTosIIEH CTaTbu, IPUOCTAHABIUBAIOTCS CO JTHS
HANpaBIICHHUsI 3asBUTENIO 3allpoca YIOJIHOMOYEHHOTrO (enepasbHOr0 OpraHa HWCHOJHHTEIbHOU
BJIACTH JIO JHS TOJYYCHHS OTBETA HA JaHHBIN 3aIPOC M HE YUYUTBHIBAKOTCS MPH HCYUCICHUH CPOKa
NPUHATUSL PEIICHUS] O BHECEHUH H3MEHEHHMU B JIOKYMEHTBI, COJIEPKAIIHECs B PETUCTPALMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH MpemnapaT Uil BETEPHHAPHOTO PUMEHEHUs. (B pel.
®enepanbHOro 3akoHa ot 04.06.2018 N 140-D3)

5. OcHoBaHueM /s OTKa3a B IPOBEJEHUHM SKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEIACTBA  JUIS
BETEPUHAPHOIO IPUMEHEHUs SIBJISIETCS IpEJCTaBICHUE JOKYMEHTOB, yKa3aHHBIX B dacTsax 1 u 3
HAcCTOsIIeH CTaThbM, B HEIMOJHOM OO0bEeMe WIM OTCYTCTBHE B IIPEICTaBJICHHBIX JOKYMEHTax
JOCTAaTOYHBIX CBEJCHHMM, MOATBEPKAAIOIMIUX HEOOXOIUMOCTh BHECEHHMsS W3MEHEHUu#, Iubo
HETIPEJ/ICTABJICHUE 3asBUTEJIEM B YCTAHOBJEHHBIH CpPOK OTBETAa Ha YKa3aHHbIM B yactu 4.1
HACTOSIIICH CTAaThU 3alPOC YIMOJIHOMOUYEHHOTO (pellepalbHOr0 OpraHa MCIOJHUTENBHON BiacTu. (B
pen. ®eaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcrepTH3a JIEKapCTBEHHOTO CpEACTBA Ul BETEPUHAPHOIO NPUMEHEHHsI B LIEJSX BHECEHUS
W3MEHEHUI B JOKYMEHTBI, COJEpKalllecs B PErHCcTPallMOHHOM JOChe Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIM Tmpernapar s BETEPUHAPHOTO IPUMEHEHMs, OCYIIECTBISIETCS B IOPSJIKE,
YCTaHOBJICHHOM cTaThel 24 Hactosiiero dejepaibHOro 3aKoHa.

6.1. B cpok, He TPEBHIMIAIONINI TECATH padOUYMX JHEH CO JHS MOJYYCHHUsS 3aKIFOYCHHUS KOMUCCUHU
SKCIIEPTOB MO pe3yjbTaTaM yKa3aHHOW B 4YacTH 2 HACTOSIIEHM CTaTbM JKCIEPTHU3BI,
YIOJTHOMOYEHHBIN (peepanbHblii OpraH MCIOJHUTENIHHON BiacTH: (B pen. DeaepaibHBIX 3aKOHOB
o1 22.10.2014 N 313-®3, o1 02.08.2019 N 297-D3)

1) npuHUMaET pelIeHrne 0 BHECEHUU U3MEHEHHI B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIUOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJii BETEPUHAPHOIO MPUMEHEHHUS, WIH
00 OTKa3e BO BHECEHHH TaKMX W3MEHEHUH; (B pea. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2) BHOCUT B TOCYIApCTBEHHBIH peEecTp JIEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pEIICHUS O
BHECEHMM UW3MEHEHHH B JOKYMEHTBI, COJEp)Kallhecs B PETrUCTPALMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Al BETEpUHAPHOTO NMPUMEHEHUs, He0OXO0IMMbIe
WM3MEHEHUS ¥ BO3BpAIllaeT 3TH JOKYMEHTHI 3aaBUTENO. (B pe. denepanbHoro 3akoHa ot 22.10.2014

N 313-03)

3) BbIIAET 3asBHUTEII0 HOBOE PETHUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O Mperapara Jyis
BETEPUHAPHOIO MPUMEHEHUS B Cly4yae HEOOXOIMMOCTH W3MEHEHUS CBEICHUMU, COJIEpKaIlIUXCS B
HEM, C COXpaHEHHEM HOMepa paHee BBIJIAHHOTO PErHUCTPAIlMOHHOTO  yJOCTOBEPEHUs



JIEKapCTBEHHOT'O TpenapaTa Ui BETEpHHAPHOro npuMeHeHus. (B pen. depepalbHOTO 3aKOHA OT
02.08.2019 N 297-®3)

6.2. B ciiyuae BHeCeHHsI H3MEHEHHI B IOKYMEHTHI, COJICPKAIMECS B PETHCTPAIIMOHHOM JI0Che Ha
3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIM MpemapaT Uisi BETEPUHAPHOTO TNPUMEHEHHs, B YacCTH,
Kacarouieiics M3MeHeHHs W (WIM) JOTOJIHEHUS IMPOU3BOACTBEHHOHN IUIOMIAJIKUA JIEKAPCTBEHHOTO
mpernapara, MpH TMPEACTABICHUN 3asBUTENIEM B COOTBETCTBHM C IYHKTOM 3 4YacTu | Hacrosiiein
CTaTbU KONHU PEIICHUs YMOJHOMOYEHHOTO (eaepaibHOro opraHa HCHOJHUTEIBHOW BIIACTH O
MIPOBEJICHUH MHCIIEKTUPOBAHUS IIPOU3BOTUTENS JICKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHBIN B YaCTH
6.1 HacTosIIEH CTaThH, MPUOCTAHABIMBAETCS CO JAHS TOTYYCHHS 3aKIIOYCHUSI KOMUCCHH DKCIIEPTOB
710 JAHS TMPUHATHSL YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIILHOW BIACTH PELICHHS O
BbIIaye WM 00 OTKa3e B BBLIAUYE 3aKIIOYCHHS O COOTBETCTBHH MPOHM3BOIUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBAHUAM MPABUJI HAJIJICKAIIEH MTPOU3BOJICTBEHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO
BOCEMbJIeCAT pabounx aHel. (B pen. @enepanproro 3akoHa oT 04.06.2018 N 140-D3)

7. OcHoBaHuEeM Jisi OTKa3a BO BHECEHUMM M3MEHEHUH B JIOKYMEHTBI, COJEp)Kalllhecs B
PErucTpallMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJisi BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asiX, He TPEOYIOMMX MPOBEICHHS JKCIEPTU3bl JICKAPCTBEHHOTO CPEJICTBA,
SIBJISIETCS TPE/ICTABIICHUE IOKYMEHTOB, YKa3aHHbBIX B 4acTAX | ¥ 3 HAcTOsIIIEH CTaTbU, B HEMOJIHOM
00beMe WM OTCYTCTBUE B MPEICTABICHHBIX JOKYMEHTAaX CBEICHUI, KOTOPBIC TOJKHBI OBITH B HUX
OTPaKEHBI, JINOO HETPEACTABICHHE 3asBUTEJIEM B YCTAHOBJICHHBIH CPOK OTBETa HA YKAa3aHHBIN B
gacTu 4.1 HacTosAIIel CTaThbU 3alpOC YMOJTHOMOYEHHOTO (hellepaibHOrO OopraHa HCIIOJTHHUTEILHOMN
BiacTu. (B pea. denepanbHoro 3akona oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [JIi OTKa3a BO BHECEHWH H3MEHEHUH B JOKYMEHTBHI, COJIEp)Kalluecs B
PETUCTPALIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar AJisi BETEPUHAPHOIO
NPUMEHEHUs, B CIyd4asX, TpPEOYIONIMX TMPOBEACHUSI JKCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA,
SBIISIETCSl 3aKJIIOYCHHE YIOJHOMOYEHHOTO (heepalIbHOTO OpraHa HCIOJHUTENBHON BIIACTH O
BO3MOKHOCTH CHID)KEHHsI 0€30IMacHOCTH, KauecTBa, 3()P(PEeKTHBHOCTH JIEKapCTBEHHOTO IMpemnapara
BCJICJICTBUE BHECEHUS HW3MEHEHMH B yKa3aHHbIE JOKYMEHTBHI, OTKa3 YINOJHOMOYEHHOIO
(denepasbHOTO OpraHa HCIOJHUTEIBHOW BIACTH B BbAaue 3aKIIOYEHHS O COOTBETCTBUHU
MIPOU3BOAMTENSI JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM MPaBUI HAJJISKANICH MPOU3BOJICTBEHHON
NPaKTHKH B Clydae U3MEHeHWs u (WIM) JONOJHEHHs MPOU3BOJACTBEHHOM  IUIOIIAKU
JIEKapCTBEHHOTO Mpernapara, €Cid MPOU3BOACTBO JIEKAPCTBEHHOIO Mpernapara Jjisi BETEPUHAPHOTO
MPUMEHEHUSI OCYILECTBIIACTCA 3a mpenenamu Poccuiickoir depepanuu, UM OTCYTCTBHE 3TOrO
3akmoueHus. (B pen. @eaepanbuoro 3akona ot 04.06.2018 N 140-D3)

8. Jlomyckaercsi oOpalieHHe JICKApCTBCHHBIX MNpPEnapaTtoB JJis BETCPHHAPHOTO MPUMEHCHHS [0
HCTEUCHHUSI CPOKa T'OJHOCTH, MPOM3BEACHHBIX B TEUYCHHE CTa BOCBMHUICCATH JTHEH IMOCIE aaThl
NPUHATHS YIOJTHOMOYCHHBIM (peIepaibHbIM OPraHOM HCIOJHHUTEILHOW BIIACTH PEIICHUS O
BHECCHUU M3MCHEHHI B JOKYMEHTBI, COJICPIKAIIMECS B PETHCTPAIOHHOM JI0Che Ha JICKAPCTBECHHBIH
npenapar, B COOTBETCTBHM C WH(OPMAIUCH, COAEpKAIIEHCS B JOKYMEHTaX pPErHCTPAIlHOHHOTO
JI0Ch€ Ha JIGKAPCTBEHHBIN Iperapar A0 JaThl MPUHATHS Takoro pemicHus. (B pea. deaepanbHOro
3axoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Crarba 32. OTMeHa rocy1apCTBEHHOM PEerucTpaluu JEeKapCTBEHHOI 0
npemnapara

Pemenne 00 oTMmeHe FOCYﬂapCTBeHHOﬁ perucTpanvu JCKAapCTBCHHOI'O IIpfriapara U UCKIIIOYCHUU
JICKApCTBCHHOI'O IIpfrapara U3 rocyaapCTBCHHOI0 peeCTrpa JICKAPCTBCHHBIX CPCACTB MPUHUMACTCA



YIOJIHOMOYEHHBIM (eZiepalbHbIM OpTraHOM HCIOJIHUTEIBHON BJIACTH B ClIy4ae:

1) MNpeaACTaBJICHHUA COOTBECTCTBYHOIIUM YITOJJHOMOYCHHBIM (beﬂepaHBHBIM OpraHomM HUCIIOJIHUTEIILHOMU
BJIACTU 3aKIIIOYCHUS O PUCKC HIIU 00 yrpo3e 340pOBbIO, KU3HHU HYCJIOBCKA WIIH XHUBOTHOI'O IIpU
MNPpUMCHCHHU JICKAPCTBCHHOT'O IIpCIiapaTa, IPCBbIMIAOIIUX CI'0 3(1)(1)€KTI/IBHOCTB, no pe3yibTaTaM
OCYIICCTBIKICMOIO UM MOHUTOPUHIA 0e30macHOCTH JICKAPCTBCHHOI'O ITpCIiapara,

2) mojmauMm JAepxKaTreineM WM BIAAEIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTa MM YHOJHOMOYEHHBIM UM JPYIMM IOPHIMYECKUM JIMIOM 3asBI€HHUS 00 OTMeHe
rOCYAAapCTBEHHON pErucTpaluy JIEKapCTBEHHOro Ipemnapata; (B pen. PenepaiabHOr0 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

3) HemoATBEepKAECHUS TOCYJapCTBEHHOW PETrHMCTpalluy JIEKAPCTBEHHOTO Iperapara Mo HMCTeUEeHUH
CPOKa JIEHCTBHS PETMCTPALMOHHOIO YAOCTOBEPEHMS, BBIJAHHOT'O HA IISATh JIET;

4) HempeICTaBJICHUS 3asiBUTENIEM WH(POPMAINH, KOTOpasi MOXKET MOBJIEYB 32 COOOH HEOOXOIMMOCTh
BHECEHHUS HW3MEHEHUH B JOKYMEHTBI, COJEp)KAllMecs B PETUCTPALMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpemnapaT, B TeUEHUE TPHUAUATH PadOYuX AHEW CO JHS
HACTYIUICHUS 9TUX U3MEHEHUN;

5) ocCymIecTBICHHSI TOCYIapCTBEHHOW PETHCTPALMU JICKApCTBEHHOTO Ipernapara MoJi TOPTOBBIM
HAUMCHOBAHUEM  3apErMCTPHUPOBAHHOTO  paHee TMOJ 3TUM  TOPrOBBIM  HaWMMEHOBAaHHUEM
JICKapCTBEHHOTO TIperapara, OTJINYAIIIErocsi KaueCTBEHHBIM COCTaBOM JICHCTBYIONINX BEIECTB; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) oCyILeCTBICHUS FOCYIapCTBEHHOM perucTpamnmuy 0JJHOTO U TOTO K€ JIEKapCTBEHHOIO Iperapara B
OTHOILLIEHUHM OJHOIO U TOTO K€ JepyKaTelisl WIN BiaJelblia PErUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O Iperapara B BHJE JBYX M 0oJjiee JEeKapCTBEHHBIX IPENapaToB MOJ pa3IMYHbIMU
TOProBBIMH HaUMEHOBaHUIMH; (B pen. DenepanbHoro 3akona oT 04.06.2018 N 140-D3)

7) BBIHECCHUA CYIOM PCHICHHA O HAPYIIICHWHU IIpaB HpaBOO6HaI[aT€J15[ 00BEKTOB HHTGHHGKTyaHBHOﬁ
COOCTBEHHOCTHU Ipu O6paH_I€HI/II/I JICKApCTBCHHLIX CPCACTB;

8) OTCyTCTBUS JIGKAPCTBEHHOTO Npernapara B oopameHun B Poccuiickoit @enepannu B TeUEHUE TPEX
u 6onee Jyiet; (B pen. @exepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9) HeBBINOJHEHUS  JIep)KaTeieM MM BJAJENblIEM  PErucCTPAllMOHHOTO  YAOCTOBEPEHMS
JIEKapCTBEHHOr0 Tpernapara Ju00 YIOJIHOMOYEHHBIM HMHU JPYTUM FOPUJUYECKUM JIUI[OM
MeponpusATUi 1o obecreyeHn0 O0e30IacHOCTH JIEKApCTBEHHBIX IPENapaToB, YCTAHOBJIEHHBIX
YIOJIHOMOUYEHHBIM (heJiepaibHbIM OPTaHOM UCIIOJIHUTENILHOM BIACTH B COOTBETCTBUU C YACTAMH 3 U
4 cratbu 64 HacTosmero dexepaabHOrO 3aKOHA, B paMKaxX OCYIIECTBIEHUS (apMakoHaa3opa; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) oTkaza gepikaTelss WIM BIaJeiblla PETUCTPALIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOTO
npenapaTa Ju00 YIOJTHOMOYEHHOTO UMH APYroro IOPUAMYECKOTO JIHIA OT BHECEHHS N3MEHEHUH B
WHCTPYKIUIO 110 IPUMEHEHUIO JICKAPCTBEHHOTO Tperapara, KacaroluXcsi HOBBIX MOJTBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK NMPHYMHEHUS Bpela 370POBBIO YEJIOBEKA WIIM XKHUBOTHOTO BCIIEICTBUE
nmpuemMa JICKapCTBEHHOTO TIpemapara MpeBbimaeT 3(QQPEeKTUBHOCTh €ro MpUMEHEeHHs. (B pea.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Cratbs 33. 'ocynapcTBeHHBIN peecTp JeKAPCTBEHHBIX CPEACTB

1. TocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEJCTB COJEPKUT IMEpPeyYeHb JEKapCTBEHHBIX



IpernapaTroB, MPOUIEANINX TOCYAAPCTBEHHYIO PpErucTpaluio, IepedeHb (apMaleBTUYECKUX
cyOcTaHIMi, BXOAAIUX B COCTaB JIEKAPCTBEHHBIX MPENapaToB, U CASAYIOUIYI0 HH(POPMAIHUIO:

1) B OTHOIICHHNHU JICKAPCTBCHHBIX ITPCIIapPaTOB!:

a) HaMMEHOBaHWE JIEKAPCTBEHHOTO Tpemapara (MEeXIyHapoJHOE HENMaTeHTOBAHHOE, WM
TPYNIIUPOBOYHOE, WM XUMHUYECKOE U TOProBOoe HaMMEHOBaHUA); (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nexapcTBeHHas popMa C yKa3aHUEM J03UPOBKH JIEKAPCTBEHHOI'0 IpenapaTa 1 ero KoJu4ecTBa B
NOTPEOUTENbCKOM YIIaKOBKE;

B) HAaMEHOBAHUE JICPKATENS UM BJIAJIENbLIA PETUCTPAIIMIOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapara W CBEICHUS O PETUCTPAllUU JIepKaTesisi WM BIAJAENblla PETUCTPALUOHHOTO
YIOCTOBEPEHHS JIEKAPCTBEHHOTO Tpemnapara i MEAULIUHCKOTO TPUMEHEHHS B KadecTBe
HAJIOTOIUIATENBIIUKA B CTpaHE perucTpanuu (I POCCHUUCKUX  IOPHIMYECKHX UL -
UACHTU(UKAIUOHHBIN HOMep Hanorormarensinuka (MHH), st nHOCTpaHHBIX IOPUINYECKHUX JIUI] -
CTpaHa pPErucTpalfi, HAMMEHOBAHHUE PETUCTPUPYIOLIETO OpraHa, PETUCTPAIMOHHBIA HOMEP, KO
HaJIOrOIUIaTeNIbIIMKAa B CTpPaHE pErucTpanuu (MHKOPIIOpAllMM) WM €ro adaior); (B pex.
®enepanpHOro 3akoHa ot 28.12.2017 N 425-03)

I') HAMMEHOBAHHUE M aJIpeC MPOU3BOIUTEINS JEKAPCTBEHHOTO Mpernapara U CBEJASHUS O PETUCTPAIH
MPOU3BOAMUTENS  JIEKAPCTBEHHOTO Tpermapara [Jisi MEIAWIIMHCKOTO TPUMEHEHHS B KadyecTBE
HaJIOrOIUIaTeIbIIIMKA B CTPaHE perucTpanud (IS POCCHHCKHX  FOPUIWYSCKUAX  JIUI[ -
UICHTU(UKAIIMOHHBIN HOMep Hajoromuiarenabinuka (MHH), 1 mHOCTpaHHBIX IOPHIMYECKHUX JIUIT -
CTpaHa pPErucTpalyy, HAMMEHOBAHHE PETUCTPUPYIOLIEr0 OpraHa, PEruCTPAlMOHHBIA HOMEp, KOJ
HaJIOTOIUIATe/IbIIIMKA B CTpPaHE pPETHCTpaliu (MHKOPIIOpAllMM) WJIM €ro aHaior); (B pei.
®denepanpHOro 3axkoHa oT 28.12.2017 N 425-D3)

1) (dapmakoTepaneBTH4ecKast rpymmna, KO JIEKapCTBEHHOTO npernapara o
aHaTOMO-TEPANEBTUYECKO-XUMUYECKONH  KJIacCHpUKAlMU,  PEKOMEHJOBaHHOW  BcemupHoit
opranuzanuent 3apaBooxpaHenus; (B pen. @eaepanpHoro 3akona ot 22.12.2014 N 429-03 (pex. ot

13.07.2015))

e) IMOKa3aHuA U NPOTHUBOIIOKA3aHHA K MIPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIIapara,

) MOOOYHBIE IEHCTBUS JIEKAPCTBEHHOTO MPerapaTa;
3) CPOK TOAHOCTH JIEKaPCTBEHHOTO IIperapara;

1) YCJIOBUS XpaHEHHUs JIEKapCTBEHHOTO IIpernapaTa;
K) YCJIOBHS OTITYCKa JIEKAPCTBEHHOT'O Ipernapara;

) HOMep ¢apMakomeiHOW cTaThbu WM B ClIydae €€ OTCYTCTBHS HOMEpP HOPMaTUBHOMN
JOKYMEHTAIUU JIUO0 HOPMATUBHOIO JOKYMEHTA;

M) Jarta FOCY,I[&pCTBGHHOfI perucTpalu JICKAPpCTBCHHOI'O IIpCIiapata U €ro peFHCTpaHHOHHBIﬁ
HOMCp, JdaTa 3aMCHbl PCETUCTPAIMOHHOTO YAOCTOBCPCHHA JICKADCTBCHHOI'O IIpCIlapaTa Ha
6€CCp0‘IHO€ PErucCTpaiiuOHHOC  YAOCTOBCPCHUC JICKAPCTBCHHOI'O Ipflapara, AaTa HIoAa4u
3asBJICHUA O IMOATBCPIKACHHUU FOCYI[&pCTBGHHOﬁ perucTpanvu JCKApCTBCHHOI'O IIpfriapara, Aara
OTMCHBI FOCYHapCTBeHHOﬁ perucrpanuu JCKApCTBCHHOI'O IIpCIIapara, (B pea. CDG,I[epaJ'IBHOFO 3aKOHa
or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

H) Ka4eCTBEHHBLIM COCTaB M KOJMYCCTBCHHBIM COCTaB HeﬁCTBYIOMHX BCIICCTB H KaueCTBEHHBIN



COCTaB BCIIOMOTATEIbHBIX BEIIESCTB JICKAPCTBEHHOrO Ipemnapara; (B pen. PenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uH(popMarus 000 BCEX Pa3pelICHHBIX BHJAX BTOPUYHOMN (MOTPEOMTENBCKO) YIIAKOBKH; (B peil.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

1) Jara TPHUHATUS PEIIeHUS O BO3MOXHOCTH PAacCMaTpUBATh JICKAPCTBEHHBINM TMpemapaT Npu
rOCyJapCTBEHHOM pEerucTpalud B KadecTBEe Op(haHHOrO JIEKapCTBEHHOro mpemnapara (s
JICKApCTBEHHBIX MPENapaToB JJisi MEAUIIMHCKOTO MpUMeHeHus); (B pea. DeaepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-D3)

p) HalIM4Me JIEKapCTBEHHOTO Ipenapara B MEpevyHe >KU3HEHHO HEOOXOIUMBIX W Ba)KHEHIIMX
JIEKapCTBEHHBIX MPETapaToB (st IEKApCTBEHHBIX MPETapaToB Uil MEIUIIMHCKOTO MPUMEHEHN); (B
pen. ®enepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
475-@3)

C) HAJIMYKE B JIEKAPCTBEHHOM Ipenapare HApKOTUYECKHUX CPEACTB, NCUXOTPOIHBIX BELIECTB U MX
MPEKYpCOpOB, MOJUIeKAIMX KOHTpodto B Poccuiickoii ®enepanuu, B COOTBETCTBUU C
3aKkoHoAaTenbcTBOM Poccuiickoit dexpepanmu, MeXAyHapoOJAHBIMU JOoroBopamu Poccuiickoii
Oenepanuu, B ToM uyuciae EauHONW KOHBEHIMEW O HapKoTHueckux cpejctBax 1961 ropga u
KonBenmueit o ncuxotponHbix BemectBax 1971 roxga; (B pea. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

T) wuHOpManus O TOM, SBJSIETCS JHM JaHHBIA JIEKAPCTBEHHBIM Mpemapar pedepeHTHBIM
JeKapCcTBEHHBIM mpemnapaToM; (B pen. denepanpHoro 3axona oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

y) CBEIEHUsI O TMojaye 3asBICHUS O BHECEHWM W3MEHEHHWH B JIOKYMEHTHI, COJep)Kalluecs B
pPEerUCTPallMOHHOM JOCh€ Ha JICKapCTBEHHBIM TmpemapaT; (B pexa. DenepanbHOro 3akoHa OT
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

¢) moamyHKT yTpatuia cuiy. (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

X) CPOK BBEICHHsS JICKAPCTBECHHOI'O Ipernapara B IpaxmaaHCKuii obopot; (B pea. deaepaibHOro
3axoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) B OTHOIIIEHUH (hapMaIeBTUIECKUX CYyOCTaHITUH:

a) HauMMEHOBaHHME (apMalEeBTHUECKON CyOcTaHIMKU (MEXIYHApOJHOE HEMAaTEHTOBAHHOE, WU
TPYNIUPOBOYHOE, MM XMMUYECKOE U TOProBoe HauMeHOBaHHA); (B pen. denepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) HaMMEHOBaHUE U aJIpeC MPOU3BOIUTENS hapMaIleBTHIECKON CYyOCTaHIINH;
B) CPOK T'OJTHOCTH (papMarieBTHIECKON CyOCTaHIINM;
T') yCIIOBHSI XpaHEHUs (papMalleBTUIECKON CyOCTaHIINY;

,I[) HOMCD q)apMaKOHGﬁHOﬁ CTaTb WJIM B ClIyda€ ¢€€ OTCYTCTBHI HOMCED HOpMaTI/IBHOfI
AOKYMCHTAIIUH 100 HOPMAaTUBHOI'O NOKYMCHTA,

€) Hannyre (apMaleBTUYECKONW CYOCTaHIIMM B MEPEYHE HAPKOTHYECKHUX CPEJICTB, MCUXOTPOMHBIX
BEILECTB U UX MPEKYPCOPOB, MOJyIeKaIUX KOHTpoutto B Poccuiickoii denepanyiv, B COOTBETCTBHH C
3aKkoHoAaTenbCcTBOM Poccuiickoit dexpepanmu, MeXaAyHapoOAHBIMU JOroBopamu Poccuiickoii
Oenepanuu, B ToM uyuciae EnuHONW KOHBEHIMEW O HapKoTHueckux cpejctBax 1961 ropga u
KonBenmueii o ncuxotpornusix BemectBax 1971 roga. (B pea. @enepanbpHoro 3akona ot 22.12.2014



N 429-@3 (pean. ot 13.07.2015))

2. dapmareBTHYECKasi CYyOCTaHIIMS, MPOM3BEACHHAS JUIS pealli3allii, MOXET ObITh BKJIIOUCHA B
TOCYJapCTBEHHBIA peecTp JICKAPCTBCHHBIX CPEJICTB HA OCHOBAHUU 3asIBJIICHHS pa3padOTYMKa WU
MPOU3BOIUTEINS JIEKAPCTBEHHOTO CPEJICTBA JINOO YIOJIHOMOYEHHOTO MMHU FOPUINYECKOrO JIUIA MPH
YCIIOBHU TIPOBEJICHUSI B OTHOIICHUH TAaKOH (hapManeBTHYECKON CYOCTAHIIMU IKCIIEPTU3bI Ka4eCTBA
(dapManeBTHYECKO CyOCTaHIIMM B TOPSJAKE, YCTAHOBJICHHOM CTaTheil 34  HACTOSIIETO
denepanbHOro 3akoHa. B oTHOmIEHWHM (apManeBTHUECKUX CYOCTAHIUM, MPOU3BEACHHBIX JUIs
peanu3anuy, B TOCYIApPCTBEHHOM pEeCTpe JEKAPCTBEHHBIX CPEACTB COACPIKUTCS CIICAYHOIIAs
unpopmanus: (B pen. GenepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

1) HammeHOBaHMe (hapMaleBTUYECKOW CyOCTaHIMM (MEXAYHApOJAHOE HEMAaTeHTOBAHHOE, WU
TPYNIIUPOBOYHOE, WM XMMHUYECKOE U TOProBOoe HaMMEHOBaHUA); (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) HaUMEHOBAaHME, aJIpeC MPOU3BOIUTENS (PapMaIleBTHUECKONW CYOCTAHIINH, a TAKKE€ B OTHOIICHUH
JIEKapCTBEHHBIX CPECTB JUII MEJUIIMHCKOTO MPUMEHEHHsI CBEJIEHUS O PETUCTPALMH ITPOU3BOIUTENS
(dapmareBTHYeCKOil CyOCTaHIIMM B KaueCcTBE HAJIOTOIIATENIbIIMKA B CTpaHE peructpanuu (s
POCCHICKUX IOPUIUYECKUX JIHI] - UACHTU(DUKAIIMOHHBIA HOMep Hanororuiatensimka (MHH), mis
WHOCTPAHHBIX IOPUIMYECKUX JIMIl - CTpaHa pErucTpalnuy, HAaUMEHOBaHHE PETUCTPUPYIOLIETO
OpraHa, perucTpaliOHHBIH HOMEp, KOJ HaJoroljaTeNblIMKa B CTpaHE PETUCTpaLuu
(MHKOpIIOpaIMK) WK ero aHasor); (B pexn. ®enepanpHoro 3akoHa oT 28.12.2017 N 425-D3)

3) cpok rogHOCTH hapmarieBTHYeCKo cyocTanimy; (B pea. enepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

4) ycnoBusi XpaHeHHs (apmaneBTUdeckord cyoOcraniuu;, (B pen. demepampbHOro 3aKoHAa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) HOoMep (apmakomnelHol cTaTbu JMOO B cloydyae €€ OTCYTCTBUS HOMEpP HOPMATUBHOM
JOKYMEHTAllMM WM HOPMAaTHBHOTO JOKyMeHTa; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

6) Hanuuue (papmarieBTHUECKON CyOCTaHIIMM B MEPEYHE HAPKOTUYECKHX CPEACTB, MCUXOTPOMHBIX
BEILECTB U UX MPEKYPCOPOB, MOJyIeKaIUX KOHTpouIto B Poccuiickoii denepanyiv, B COOTBETCTBHH C
3aKoHoAaTenbCcTBOM Poccuiickoit dexpepanmu, MeXAyHapOJAHBIMU JOoroBopamu Poccuiickoii
Oenepanuu, B ToM uyuciae EauHONW KOHBEHIMEW O HapKoTHueckux cpejctBax 1961 ropga u
KonBenmueii o ncuxotponHbix BemectBax 1971 roga; (B pea. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

7) nata BKJIHOYECHHs (papMaIeBTHUECKOH CyOCTaHIIMM B TOCYJApCTBEHHBIH pEecTp JEKapCTBEHHBIX
CpeICTB, JaTa BHECEHUS W3MEHEHHH B JOKYMEHTH (apMaleBTUYECKONH CyOCTaHIIUM, JaTa
UCKIIIOYeHHsT (papMaleBTUUECKOW CYOCTaHIIMM W3 TOCYAapCTBEHHOTO peecTpa JIeKapCTBEHHBIX
cpencts. (B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Ilopssnok BeneHHs TOCYNAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB Ul MEJULMHCKOTO
IIPUMEHEHUSI U MOPSAOK BEIEHUS TOCYJAapCTBEHHOIO peecTpa JEKApCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPHUMEHEHHS YTBEPIKJIAIOTCS COOTBETCTBYIOIIMM YINOJHOMOYEHHBIM (hesiepaabHbIM
OpraHOM HCIIOJIHUTEIBbHOM BIACTH.

Cratbs 34. BkiloueHnne B rocy1apCcTBEHHbIN peecTp JeKAPCTBEHHbIX
CPeICTB U HCKJIIOYeHHE U3 IrOCyIapCTBEHHOI0 peecTpa



JEKAPCTBCHHBLIX CPEACTB (l)apMalleBTl/IquKOﬁ Cy6CTaHHI/II/I,
l'[pOI/I3BEI[eHHOﬁ AJIS1 peajin3anmuun (B pea. (I)ez(epa.ﬂbnoro 3aK0Ha 0T
22.12.2014 N 429-P3 (pea. o1 13.07.2015))

1. Jnsa BxirodeHus (apmareBTHUECKON CyOCTaHIIMM, NPOM3BEACHHON I pealu3aluu, B

rOCYJapCTBEHHBINA PEECTp JIEKAPCTBEHHBIX CPEJICTB, MPOBOJUTCS JKCIEPTH3a €€ KadecTsa. (B pel.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2. 9KCH€pTI/IBa KadyCCTBa YKaSaHHOﬁ B yactu 1 HaCTOSIIJ_Ieﬁ CTaTbu q)apMaI_IeBTI/I‘-IGCKOI‘/’I CY6CTaHL[I/II/I,
COCTaBJICHUE KOMHCCHEH 9KCIICPTOB 3aKIIIOYCHUMN 110 pe3yjibTaTaM 9TOM OKCIICPTHU3bI U HX
HaIlpaBJICHUC B ynOJ’IHOMO‘IGHHBIfI (beﬂepaﬂbHBIfI oprad HUCIIOJIHUTEIILHON BlIaCTU OCYHICCTBJIAKOTCA
B CpOK, HC HpeBBIH_IaIOH_II/Iﬁ MECTUACCATH pa60‘-II/IX I[Heﬁ CO MOHA IOJYYCHUS OKCICPTHBIM
YUPCKACHUEM COOTBCTCTBYIOLIICTO 3aJaHuA YIIOJIHOMOYCHHOT'O Q)eﬂepaﬂbHoro OopraHa
HUCIIOJITHUTEIILHOMN BJIACTH U cleayromux 10KyMCeHTOB (CBGHGHHﬁ)Z (B pea. CDGI[GpEU'IBHBIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 478-D3)

1) cBeneHust O JaTe MPENOCTABICHHUS M PErHCTPALMOHHOM HOMEpE JIMIEH3MH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEACHUS O JaTe NPEeJOCTaBJICHUS M PErHMCTPallMOHHOM HOMepe
3aKJIIOYEHUS] O COOTBETCTBMM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHUSM IPaBHII
HAQ/JIeKAIEH MPOU3BOJCTBEHHON MPAaKTHKH, BBIAAHHBIX (TIPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
(denepalbHBIM OPTaHOM HCIIOJIHUTEIBHOM BJACTH, B ClIy4yae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO
cpenctBa ocymiectBisiercss B Poccuiickorr @®enpepanuu; (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015), oT 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

2) xomMs JOKYMEHTa, BBIJJAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJIUTEIIS
JIEKApCTBEHHOI'0 CpPEJCTBA U IOATBEPXKIAIOIIETO pPA3PELIEHUE IPOU3BOJICTBA JIEKAPCTBEHHOTO
CPEJIICTBA, U €ro NEePEBO] Ha PYCCKUM SA3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM MOPSIKE, @ TAKKE KOIUS
3aKJIIOYEHHUS] O COOTBETCTBMM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHUSM IPaBHII
Ha/JIeKAIEH MPOU3BOJICTBEHHON MPAKTUKH, BHIAAHHOTO YIOJHOMOYEHHBIM (e/iepabHbIM OpPraHOM
UCHOJHUTEIbHONM BJAcTH, JMOO KOMHUS pELIEHUs YIOJHOMOYEHHOTO (eAepalbHOro OpraHa
WCIIOJIHUTEIIbHOM BJIACTH O IPOBEACHUM WHCIEKTUPOBAHUSA IPOU3BOAUTEINS JIEKAPCTBEHHOIO
CpelCcTBa. YKa3aHHbIE JOKYMEHTHI IIPEICTABIIAIOTCS B ClIydae, €CJIM IIPOU3BOACTBO JIEKAPCTBEHHOTO
CpelcTBa OCyllecTBIIsIeTCs 3a npeaeiaamu Poccuiickoit denepanuy; (B pen. degepanbHOro 3aKoHa
ot 04.06.2018 N 140-®3)

3) MOKYMEHT, COJep KallWii CICAYIOIIHE CBEICHHS O (apMaleBTUUECKOW cyOcTaHimu: (B peil.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pen. ot 13.07.2015))

a) HauMeHOBaHME (hapMaleBTUYECKOW CyOCTaHIMH, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

0) HaMMEHOBaHKE U ajpec npousBoauTels; (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

B) TEXHOJIOTHS TPOU3BOJICTBA C OMMCAHUEM CTaJHil MPOU3BOACTBA U METOJOB KOHTpPOJIS Ha BCEX
cTaausix TpousBoncTBa; (B pen. PenmepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I') omKcaHue pa3pabOTKH Ipoliecca MPou3BoACTBa; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

1) OINHUCAHWE KOHTPOJS KPUTHYECKHX CTaJWK Tpoliecca MPOU3BOACTBA M MPOMEKYTOYHOMH



npoaykiuy; (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-d3 (pexn. ot 13.07.2015))

€) JOKyMEHTAlbHOE MOJATBEPXkICHUE (BalUaalusl) NpPOIeccoB M (WIM) WX OIEHKa; (B pem.
®denepanpHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

) CBOMCTBA M CTPYKTypa JEHCTBYIOIIMX BemlecTB; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

3) XapakTepucTHka npumeceii; (B pea. PenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) crienudukanus Ha (HapMaleBTHUECKYIO CyOCTaHIIUIO U ee oO0ocHOBaHuE; (B pen. denepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) aHaJUTUYECKHE METOAWKH, WCIOJIb3yeMble TPH OCYIIECTBICHWH KOHTPOJII KadecTBa
bapmarneBTHyeckoil cyocTanmuu; (B pea. PeaepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

J) JOKYMEHTaJIIbHOE TOATBEPKICHUE (BaJHIAlMs) aHATUTUYECKUX METOIMK, WCIOJIb3YEMBIX IMpU
OCYIIIECTBIICHUM KOHTpOJsI KauecTBa (papmaieBTrueckor cyoctanmuu;, (B pea. demepalibHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

M) pe3yNbTaThl aHalIM3a cepuil apMaleBTUUIECKON cyOcTaniuy; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) TIepeueHb CTaHJAPTHBIX 00pa3I0B MM BEIIECTB, UCIIOJIB3YEMbIX MPH OCYIIECTBICHUN KOHTPOISI
kauecTBa; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

0) ONHMCaHUE XapaKTEPUCTUK M CBOMCTB YNAKOBOYHBIX MAaTEPHAJOB U YKYMOPOYHBIX CPEICTB; (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

) JaHHblE O CTaOMJIBHOCTH (hapmarieBTHUYECKON cyOcraHumu; (B pea. PenepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

p) cpok rogHoCcTH. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

4) NOKYMEHT, COJIEPIKalNil CBEJCHUS O PErUCTPALMU POU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJMIIMHCKOTO TPUMEHEHHsT B KaueCcTBE HaJOroIUlaTebllliKa B CTpaHe perucrpauuu (ass
POCCHICKUX IOPUIUYECKUX JHI] - UACHTU(DUKAITMOHHBIA HOMep Hanororuiatenvimka (MHH), mis
WHOCTPAHHBIX IOPUIMYECKUX JIMII - CTpaHa pEerucTpalnuy, HAaUMEHOBaHHE PETUCTPUPYIOLIETO
OpraHa, perucTpaliOHHBIH HOMEp, KOJ HaJoroljaTelblIMKa B CTpaHe pPETUCTpALUU
(MHKOpIIOpAIIMHK ) UJTH €T0 aHasor). (B pen. denepanbHoro 3akona ot 28.12.2017 N 425-D3)

3. I[J'ISI IMPOBCACHUS OKCIICPTU3bI Ka4dYCCTBA YKaSaHHOﬁ B yactu | HaCTOHHIGﬁ CTaTbu
q)apMaLICBTI/I‘IGCKOfI CY6CTaHI_II/II/I 3a4BUTCIIb IIPCACTABJIAACT B yr[OJ'IHOMO‘-IGHHBIfI q)eﬂepaHBHBIﬁ
opraH HUCIIOJITHUTEIILHOM BIACTH:

1) 3asBieHME O BKJIIOYEHUH B TOCYAAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEICTB JAaHHOU
(hapmMareBTH4eCKOi CyOCTaHIINY;

2) xomusi OKYMEHTa, MOJTBEPKAAIOIIETO YIUIATy TOCYAapCTBEHHON MOILIMHBI 332 BKJIIOYEHUE B
TOCYJapCTBEHHBIM  pEecTp  JIEKapCTBEHHBIX  CPEICTB  (papMmareBTHUECKOW  CyOCTaHIUW,
MPOU3BEJICHHON JUIsl peau3alyy, JIMOO MO COOCTBEHHOW WHHMIIMATUBE YKa3aHHBIM JOKyMeHT. B
cllyuae  €ro  HempejiCTaBlICHHs  3asiBUTEJIEM  YIOJIHOMOYEHHbIM  (enepalbHbIi  opraH
WCIIOJHUTEIBHON BJIACTH MpoBepsieT (akT YIUIaThl TOCYJApCTBEHHOM MOLUIMHBI 3asBUTEIEM C
UCIOJb30BaHUEM HHpopMalMu o0 YyIulaTe TrOCyAapCTBEHHOM IMOILIMHBI, COJAEpKalleiics B



I'ocynapcTBeHHOH MH(DOPMAIIMOHHON CHCTEME O TOCYIapCTBEHHBIX W MYHUIIMIIAIBHBIX TUIATEXKaXx,
Ha OCHOBAaHWM IMPEJCTABJICHHOW 3asBUTENIEM KOIMWHM JIOKYMEHTa, MOATBEP)KAAIOUIET0 YILIATy
rocyapCTBeHHON monumiHbl; (B pen. denepansHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3) NOKyMEHTHI, YKa3aHHble B 4acTH 2 Hacrosimed crathd; (B pen. deaepanbHOTO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) 3agBieHHE O BblAaue paspemieHuss Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM MapTHH
HE3apEruCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  CPEACTBA, MPEAHA3HAYEHHOTO JUIsl  MPOBEACHUS
yKazaHHOW JSkcmepTusbl. (B pen. denepanmpHoro 3akona or 22.12.2014 N 429-®3 (pex. or

13.07.2015))

3.1. B cnyuyae HemnpeJcTaBlIeHUs C 3asBJIEHHEM O BKJIIOUYEHHUM B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEeACTB (papmaneBTUYECKOM CyOCTaHIIMM JOKYMEHTOB, MOJATBEPKAAIONIUX YILIATy
rOCyJJapCTBEHHOW MONUIMHBI M YKa3aHHBIX B IYHKTE 2 4YacTH 3 HacTOsIIIed cTaThbU, a TaKkKe
BbI/IaBa€MBIX (IIPEIOCTABIISIEMBIX) YIIOJTHOMOYEHHBIMU (hesiepaabHbIMU OpraHaMH UCIOJIHUTEIbHON
BJIACTH JIOKYMEHTOB (CBEICHMI), yKa3aHHBIX B MyHKTaXx | W 2 dYacTu 2 HACTOAILIEH CTaThH,
YIOJHOMOYEHHBIH (enepalbHbli OpraH MCIOJHUTENIBHOM BJIACTH 3ampallvBaeT yKa3aHHbIE
JIOKYMEHTHI (CBEACHHSI) B MOPSJIKE MEKBEIOMCTBEHHOTO MH(GOPMAIMOHHOTO B3aUMOJCHCTBUSA. (B
pen. @enepansHoro 3akona oT 27.12.2019 N 478-D3)

4. B Teuenue necatu pabouux JHEH CO JHS MPUHSATHUS 3asABICHUS O BKIIOYCHUH YKa3aHHOW B YacTH
1 Hacrosmel ctaTbu apMaIeBTUYECKON CYyOCTaHIIMM B TOCYAApCTBEHHBIN peecTp JIEKapCTBEHHBIX
CpPEACTB U JIOKYMEHTOB, IMEPEUYUCIEHHbIX B 4YacTh 1 W NyHKTE 2 4YacTh 3 HACTOSIIEN CTaThu,
YIOJIHOMOYEHHBIHN (hefiepalibHbIi OpraH UCTIONHUTENBHOU BiacTu: (B pen. denepaibHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH IaHHBIX, COJEPKALIUXCS B IMPEACTABICHHBIX
3asBHUTENEM JOKyMeHTax; (B pen. PenepanbrHoro 3akona ot 25.11.2013 N 317-D3)

2) NPpUHUMACT PCIICHHUEC O HAIPABJICHUNW B J3KCICPTHOC YYPCIKIACHUC 3aJaHUSA Ha TPOBCACHUC
OKCIICPTHU3blI Ka4CCTBa YKaBaHHOﬁ B yactu 1 HaCTOﬂHIGﬁ CTaTbu (bapMaHCBTHqGCKOﬁ CY6CTaHL[I/II/I
Wi 00 OTKa3e B TAKOM HalpaBJICHUU,

3) yBeAOMIISIET B 3JIEKTPOHHOM WJIM MMCbMEHHOW (opMe 3asBUTENS O MPUHATOM PELICHUM WIN B
ciIydae OoTKa3a ¢ yKazaHHEM MPUYMH Takoro oTkasza. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

4.1. B ciyuae BBISIBICHUS HEIOCTOBEPHOCTH CBEJICHHUH, COACPIKALIMXCS B IPEICTABICHHBIX
3asgBHTENIEM MaTepuaiax, YIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTEIBHOW BJIACTH
HANPAaBISET 3asBUTEIIO 3apoc 00 YTOUYHEHHH yKa3aHHBIX CBEACHUU. [laHHBIN 3ampoc MOXKET OBITh
nepeial YIoJHOMOYCHHOMY MPEJICTABUTEIIIO 3assBUTEIS JIMYHO 10T PACTIMCKY, HAITPABJICH IO ITOYTE
3aKa3HbIM MMUCHMOM WJIM TIE€PEJaH B AJICKTPOHHOHM (opMe MO TEeIECKOMMYHHUKAIIMOHHBIM KaHaJlaM
CBs3U. B cilydyae HampaBiieHHsS JaHHOTO 3alpoca MO IMOYTe 3aKa3HbIM ITMCHbMOM OH CYHMTAETCS
MOJyYEHHBIM [0 HMCTCYCHHM IIECTH JHEH C JaThl HANpaBJICHUS 3aKa3HOTO MHCbMa. (B pel.
®enepanpHOro 3akoHa ot 25.11.2013 N 317-P3)

4.2. 3agaButenn 00s13aH MNpeaACTaBUTb OTBET Ha 3aIlpoC YIMOJIHOMOYCHHOI'O (beﬂepaJ'IBHOl"O OopraHa
HUCIIOJIHUTEIILHON BJIACTU B CPOK, HC HpeBBIH_IaIOH_[Hﬁ JCBAHOCTA pa60qI/IX I[Heﬁ CO OHA HOJYYCHUA
JaHHOIr'O 3alipoca. CpOK, YKaSaHHBIﬁ B yactu 4 HaCTOﬂIHGﬁ CTaTbU, IMPHUOCTAHABIIMBACTCSA CO OHIA
HaIllpaBJICHUS 3asABUTCIIIO 3allpoca YIIOJIHOMOYCHHOI'O q)e;[epam,Horo OopraHa HUCIIOJTHUTEILHOMU
BJIAaCTU OO0 JHA IMOJYUYCHUSI UM OTBCTA HA ,I[aHHBII\/’I 3aIlpoC U HC YUUTHIBACTCA IPHU UCHUCIICHUN CPOKa



9KCHEPTU3bl KadecTBa (papMalleBTUUECKOM CyOCTaHLMU, HEUCIIOJIb3YyeMOW IpH MPOU3BOJICTBE
JIEKapCTBEHHBIX MpenapatoB. (B pen. enepanbroro 3akona ot 25.11.2013 N 317-D3)

5. OcHOBaHMEM Ui OTKa3a B HANpaBJIECHUU B HKCIEPTHOE YUPEXKACHHUE 3a/JaHMs Ha MPOBEICHUE
AKCHEPTU3bl KAaueCcTBa yKa3aHHOW B YacTH | HacTosmed ctatbu (apManeBTUYECKOW CyOCTaHIIUU
SIBJISIETCSI HEMPEJICTABJIEHUE JOKYMEHTOB, YKAa3aHHBIX B YacTH 2 HACTOSIIIEH CTaTbH, OTCYTCTBUE
uHbOpMAIUK, TOATBEpXAamEed (aKkT ymaaTel TOCYIapCTBEHHOW MONUIMHBI 33 BKJIIOYECHHE
(apMaleBTHYEeCKON CYOCTaHIIUU, MPOU3BEICHHOW JJIsl pealiM3allid, B TOCYIApPCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB, HENPEACTABIICHUE 3asBUTEIEM B YCTAaHOBJIICHHBIM CPOK OTBETa Ha
yKazaHHbI B 4yacTH 4.1 HACTOSIIeH CTaTbU 3ampoC YIMOJIHOMOYEHHOTro (QelepallbHOro opraHa
WCIIOJIHUTEJIbHOM BJIACTH WJIM MPEACTABICHUE JOKYMEHTOB, HE COAEPKAIIMX HCUYEPMbIBAIOIIETO
nepeyHsi HeoOXOAUMBIX cBefeHHi. (B pen. PenepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. B TeueHwe mnsATHaALATH paboO4YMX JHEH CO JHS TOJYYCHHS PEIICHHs] YHIOJIHOMOYEHHOTO
(denepanbHOTO OpraHa WCHOJHUTEIBHOW BJIACTH O HAMPABICHWHW B OSKCIEPTHOE YUPEKICHUE
3a/laHdsl Ha TMPOBEACHHE OHKCIEPTU3bl KadecTBa YKa3aHHOW B 4YacTU | HacTOALEH CTaTbH
(dapMaleBTUYECKONH CyOCTaHIIMHM 3asBUTENb TPEACTABISIET B OKCIEPTHOE YUPEKICHHE IS
MPOBEJCHHUA JaHHOM OSKCIepTH3bl 00pa3ipl (apMaleBTUYECKOW CYOCTaHIIMM B KOJUYECTBE,
HEOOXOMMOM JJIsi BOCIIPOM3BEACHUSI METOJIOB KOHTPOJISI Ka4eCTBA. DKCIIEPTHOE YUPEKICHUE TPU
MOJTy4YeHUH 00pa3lioB yKa3aHHOW B 4acTu | Hacrtosmieidl craTtbu (apManeBTUYECKOW CyOCTaHIIUU
BBIJIAET 3asBUTENIO JIOKYMEHT, IMOJITBEP)KIAIOIIMN IOJIydeHHE 3THUX OO0pa3loB, U B CPOK, HE
MPEBBIMIAIONINN TPEX padouux JHEH, yBEIOMIISIET B SJICKTPOHHON MJIM MUCBMEHHOM Gopme 00 3TOM
YIOJIHOMOUYEHHBIN (efiepanbHblii OpraH MCTOJHUTEIBHON BIACTH. JTH CPOKH HE BKIIOUYAIOTCS B
CPOK TMPOBEACHMS JaHHOW 3KcrmepTusbl. (B pen. DenepanpHoro 3axkoHa or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

7. I[OKYMGHTBI, MNOCTYIIUBHIUEC B JKCICPTHOC YUPCIKACHUC IS MPOBCACHUA 3KCICPTU3BI Ka4CCTBA
YKaBaHHOﬁ B "actH 1 HaCTOﬂIHGﬁ CTaTbu (bapMaHeBTHqGCKOﬁ CY6CTaHI_II/II/I, noJiekaT BO3BpaTy B
ynOHHOMOquHBIﬁ @eﬂepaﬂmeﬁ opra”n HUCIOJIHUTEIILHON BJIACTHU OJHOBPCMCHHO C 3aKJIHOYCHUAMU
o pe3yjibTaTaM HpOBGI[GHHOﬁ 9KCIICPTHU3BI.

8. B cpok, He MpeBBIAIONINN MATH pabounx THEH cO IHS TOJy4YeHHUs 3aKJIIOUEHUS KOMHUCCUU
AKCIIEPTOB MO pe3yJbTaTaM »HKCIEPTU3bl KayecTBa YKa3aHHOM B dYacTH | HacTosmiell cTrarbu
(hapmareBTH4eCKOi CyOCTaHIINM, YIOJTHOMOYCHHBIH (heiepaibHbIil OpraH UCIIOJHUTEIBHOMN BIIACTH:

1) OCYHICCTBJEICT OLCHKY TAKOI'O 3aKJIIOYCHUSA IJIA OMPEACIICHUSI €r0 COOTBETCTBUA 3aJaHHUIO HaA
MNpOBCACHUC HaHHOﬁ OKCIICPTHU3BI;

2) IMPUHUMACT PCIICHUC O BKIOUCHHUU YKaBaHHOﬁ B yacTu 1 HaCTOHHICﬁ CTaTbu q)apMaL[eBTI/I‘IGCKOfI
C}’6CTaHI_II/II/I B FOCYI[apCTBeHHBII\/’I peeCTp JICKAPCTBCHHBIX CPCACTB HUJIM PCIICHUC 00 OTKa3e B TAKOM
BKJIFOYCHHU,

3) BHOCHUT TIpH TPHUHSATHW PEUICHUS O BKIIOYEHWM yKa3aHHOW B 4acTH | HacTosmled cTaTbu
¢dapmarieBTHYECKOM  CyOCTaHIIMM B TOCYJapCTBEHHBIH peecTp JIEKapCTBEHHBIX  CPEICTB
MPEeTYCMOTPEHHYIO HacThio 2 craThd 33 HacTosimero denepanbHOTO 3akoHa WHGOPMAIHMIO H
yBeiOMJIsIET 00 3TOM B 3JIEKTPOHHOM MJIM NMUCBMEHHOH (opme 3asButens. (B pen. DepepasbHbIX
3akoHOB OT 22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 27.12.2019 N 462-D3)

9. OcHoBanueM s OTKa3a BO BKJIIOYEHHH YKa3aHHOM B dYacTH | HacTOsIIEH cTaTbu
(apmMareBTHYECKON CYOCTAaHIIMM B TOCYJApCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEICTB SIBIISETCS
3aKJIIOYEHHE COOTBETCTBYIOILETO YIOJIHOMOYEHHOTrO (helepaibHOro OpraHa HCIHOJHUTEIbHOU



BJIACTU O TOM, YTO KayecTBO (papMaleBTMUECKON CyOCTaHLMU HE MOJTBEPKICHO MOJYyYEeHHBIMU
naHHBIMU. (B pen. @enepanbHbix 3ak0HOB 0T 22.10.2014 N 313-D3, ot 04.06.2018 N 140-D3)

10. He nomyckaercs BKJIIOYEHHE B TOCYIApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OAHOMU
(apMareBTHYeCKON CyOCTaHIMH, MMPOU3BEICHHON /ISl Pealu3allii U BBIITYCKAaeMOW OJHUM U TeM
e TIPOU3BOIMTENIEM, B BUE JIBYX U 0ojiee peecTpoBhIX 3amucei. (B pea. degepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

11. BHeceHre n3MeHEHHI B JIOKYMEHTHI Ha (hapMaleBTUIECKYI0 CYOCTaHIIMIO, TPOU3BEICHHYIO IS
peanu3anuy U BKIFOUEHHYIO B TOCYJapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISAETCS
B TopslKe, ycTaHoBieHHOM crtaThsiMu 30 u 31 Hacrosimero denepanbHOro 3aKkOHa, C YIUIATOMN
rOCYJapCTBEHHOW MOLIJIMHBI, MPEIyCMOTPEHHON 3aKOHOIATeNnbCTBOM Poccuiickoir @enepanuu o
Hayorax u coopax. (B pen. @enepanpaoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

12. lomyckaetcs oOpaiienre papManeBTHUECKUX CYOCTaHIIMM, MPON3BEICHHBIX JIJIsl peain3aliu, B
TE€YEHHE CTa BOCBMUAECATU JTHEH 70 U MOCJe MPUHATHS YIIOJTHOMOUYEHHBIM (pesiepaabHbIM OpraHoOM
WCIIOJHUTEIBHON BIIACTHU PEIICHUS O BHECEHUM U3MEHEHHH B JOKYMEHTHI Ha (hapMalleBTHUYECKYIO
CyOCTaHILIMIO, TPOU3BEACHHYIO Ul pealu3allid M BKIIOYEHHYIO B TOCYIapCTBEHHBIN peecTp
JIeKapCTBEHHBIX cpeAcTB. (B pen. denmepanpHoro 3akonHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

13. Pemenne 00 WCKIIOYEHUH U3 TOCYAAPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPENICTB
¢dapmarieBTHYECKOM ~ CyOCTaHUMM,  NPOU3BEIEHHOW  JuId  pealu3alud,  IOPUHUMAEeTCs
YHOJHOMOYEHHBIM  (peiepalIbHBIM OpPraHOM HCIOJHUTENbHOW BJIacTH B ciydae: (B pen.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

1) mpencTaBieHUs: COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM ()eepaTbHBIM OPTaHOM HCIIOTHUTEIBHOMN
BJIACTH 3aKJIIOYCHHUS O PUCKE UM 00 yrpo3e *KH3HU WIH 37J0POBBIO YelOoBeKa JH00 )KHBOTHOTO TPU
KCII0JIb30BaHUM JIEKApCTBEHHOTO cpeacTBa; (B ped. denepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pex. ot 13.07.2015))

2) momayu pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEICTBA WM TPOM3BOAMUTEIEM JIEKAPCTBEHHOTO
CpeacTBa MO0 YIOJHOMOYEHHBIM UMH JIPYTHM FOPUIUYECKUM JIMIIOM 3asBICHUS] 00 MCKIIOUCHUN
U3 TOCYJAapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CpPEACTB (hapMaleBTUYECKOW CyOCTaHIIUY,
MPOU3BEICHHON U1 peanu3auy; (B pea. Genepanpaoro 3akona ot 22.12.2014 N 429-03 (pea. ot

13.07.2015))

3) orcyrcTBUsA (hapMaleBTUYECKON CyOCTaHITNH, MPOU3BEICHHON ISl peajn3alyi, B OOpalleHuy B
Poccuiickoit @enepanuu B TeueHue Tpex u 6omee jner. (B pen. @exepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

Cratps 35. - YTpaTniaa cuiy. (B pea. PeaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

Crarbsa 36. O0xkaioBaHMe pelieHUs 00 0TKa3e B BblIadye pa3pelieHust
HA MpOBeJeHNe KIMHUYECKOr0 HCCAeJ0BAHUSA JIEKAPCTBEHHOI 0
npenapara, peumieHusi 00 0TKa3e B rocyJapCTBEeHHOM perucTpanumn
JIEKAPCTBEHHOI0 Npenapara, 3aKJIIYeHus] KOMUCCHHU IKCIIEPTOB



IKCIEPTHOTO YUpPeKAeHHsI WU 3aAKJII0UYEHNS COBETA M0 3TUKeE (B pel.
DenepanbHOro 3axkona or 22.12.2014 N 429-®3 (pea. or 13.07.2015))

Penienne cCOOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (eepalbHOrO OpraHa HMCHOJHUTEIbHOW BJIAaCTH
00 OTKa3e B BbljJaye pa3pellieHus] Ha MPOBEACHHE KIMHMYECKOTO HCCIEOBaHMS JIEKApCTBEHHOTO
mpernapara, pelieHue ykKa3zaHHOro (efepalbHOr0 OpraHa MCIOJHUTENBHOM BiIacTM 00 OTKase B
roCyJJapCTBEHHOM pEerucTpalnuy JEeKapCTBEHHOrO IpernapaTa, 3aKII0UeHHE KOMHMCCHUU SKCIEPTOB
SKCHEPTHOTO YUPEKACHUS WU 3aKJIFOUYEHUE COBETA 10 ITHKE MOKET OBITh 00KaJ0OBaHO B MOPSJIKE,
YCTaHOBJICHHOM 3aKOHO/aTesIbcTBOM Poccuiickoit denepaiiuu. 3akiroueHue KOMUCCHHM HKCIEPTOB
HKCHEPTHOTO YUPEXKJICHHUS O B3aUMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENaparoB i MEJUIIMHCKOTO
IpUMEHEHus: 00 O TOM, YTO JIEKAPCTBEHHBIM Mpernapar Ui MEIUIMHCKOrOo INPUMEHEHHUs He
SBIIIETCSl B3aUMO3aMEHSEMbIM, MOXET OBITh O0O0XKaJlOBaHO JIep)KaTesleM WM BiaJlelblieM
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOT'O Iperapara B yIOJIHOMOUYEHHBIN (enepanbHbIi
OpraH WCIOJIHUTEIHHOM BJIACTH, KOTOPHIA MPHUBIEKAET K PACCMOTPEHHUIO YKa3aHHOW >KaloObI
MOJIBEIOMCTBEHHBIC €My Hay4YHbIE OpraHH3alMl U OOpa30BaTEbHBIE OpPTraHU3AIlMH BBHICIIETO
00pa30BaHusl, OCYIIECTBISIIONIUE JEATEILHOCTh B cdepe OoOpalieHus: JIEKApCTBEHHBIX CPEJICTB.
3aKiIoueHne KOMHUCCHHM OJKCIEPTOB JKCIEPTHOTO YYPEXKACHHUS, OQPOPMIIEHHOE IO HTOraM
nepecMoTpa 00XKAJIOBAaHHOTO 3aKIIOYEHHUsSI JKCIEPTa, MOXKET OBITh OCIMOpPEHO JepiKaTeeM WU
BIAQJIENbIIEM  PETHUCTPALMOHHOTO  YIOCTOBEPEHHs  JIGKAPCTBEHHOrO  Mpemapara  Jubo
YIOJIHOMOYEHHBIM MMM JIMIIOM B TOPSAJIKE, YCTAaHOBJIEHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit
Oenepaunn.  [lpy  00anoBaHUM  pelIEHUS  YHOJHOMOYEHHOro  (efepalbHOTO  OpraHa
WCIIOJHUTEIbHOW BJACTH, 3aKJIIOUEHUs] OSKCHepTa WIM KOMHUCCHHM 3KCIIEPTOB 3KCIEPTHOTO
YUPEXJICHHs, 3aKJIIOUEHHUs] COBETa IO JTHKE JepKaTellb WM BIaJeNiel] PEerucTpanuoHHOTO
YI0CTOBEPEHUS JIEKAPCTBEHHOTO NpenapaTa MO0 yIoJIHOMOYEHHOE UMH JIUIIO BIIpaBe MpeACTaBUTh
pe3yabTaThl SKCIEPTU3bI JIEKAPCTBEHHOTO MpenapaTa, MPOTOKOJIbl HOJYyYEHHBIX aKKPEIUTOBAHHBIMU
WCIIBITaTeNILHBIME J1abopaTtopusiMu (IIEHTpaMH) PE3yJIbTaTOB HMCCIEIOBAHWM, MCTIBITAHUN. (B peil.
®denepanpHOro 3akoHa o1 27.12.2019 N 475-03)

Crarps 37. Uudopmanumusi, cCBI3aHHAA € OCYLIECTBJICHHEM
rocyJapCcTBEHHON PerucTpanum JEeKAPpCTBEHHbIX MPenaparos,
HH(pOPMALUA 0 3aPEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax u
JIEKAPCTBEHHBIX Mpenaparax, HCKJIIYEeHHbIX U3 TOCYy1apPCTBEHHOT 0
peecTpa JeKapCTBEHHbIX CPEICTB

1. CooTBETCTBYIONUH YIIOJTHOMOYEHHBIN (eiepaabHblii OpTraH UCIIOTHUTEILHOM BJIACTH pa3MelaeT
Ha cBoeM oduiraabHOM caiite B cetu "MHTepHeT" MHbOpMaIHIO, CBA3AHHYIO C OCYIIECTBICHHEM
rOCyJJapCTBEHHOM perucTpaluy JeKapCTBEHHBIX MPernapatoB, B TOM 4YHCIE IPOBEICHUEM
AKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB (BKIIOYAs pe3yJbTaThl €€ IMPOBEACHUS), MHPOPMALUIO O
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpeENaparax M JIGKAPCTBEHHBIX Mperaparax, UCKIIOUYEHHBIX
U3 TOCYIaPCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPE/ICTB, HE MO3/IHEE YeM Yepe3 IMATh pabounx JHen
CO JHA TIONYyYEHHUS YIOJHOMOYEHHBIM (eJepalibHbBIM OpPraHOM HCIIOJIHHUTEIBHON BIIACTH
cooTBeTcTBYIONIEH HHpOopManmu. (B pea. DeaepanbHbiX 3akoHOB OT 22.12.2014 N 429-D3 (pex. ot
13.07.2015), ot 02.08.2019 N 297-D3)

2. Cpoku W TOpSAOK pa3MelIeHHs YyKa3aHHOW B 4YacTW | HacTosmied crarbu HHGOpMaLUU
YCTaHABIUBAIOTCS  YINOJHOMOYEHHBIM  (eJepalbHBIM  OPraHOM  HCIIOJIHUTEIBHOW  BJIACTH.
WNudopmanus, ykazanHas B 4yacTH | HACTOSIIEH CTaThH, SBISETCS OTKPBITOM W OOIIENOCTYIMHOU U



MPEOCTABISIETCS 3aMHTEPECOBAHHBIM JIMI[AM B COOTBETCTBUHU C 3aKOHOAATENILCTBOM Poccuiickoii
®enepanun. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

I'nasa 7. KIMHUYECKHWE UCCJIEJOBAHUA
JIJEKAPCTBEHHBIX ITPEITAPATOB JIAA MEAULIUHCKOI'O
HNPUMEHEHUA, 10I'OBOP Ob UX TPOBEJIEHUU, ITPABA
HAIIUEHTOB, YHACTBYIOIIUX B OTUX NCCIEJOBAHUAX

Crarps 38. KiimHHYecKHre MCCiIeI0BAHNS JIEKAPCTBEHHBIX NMPENnapaToB
JJIS1 METUIIMHCKOTO PUMEHEeHM s

1. KiimHnueckue uccieqoBaHus JIEKapCTBEHHBIX NPENapaToB I MEIUMLUHCKOIO NPUMEHEHUs, B
TOM 4YHUCJIE€ MEXIAYHAapOIHbIE MHOIOLEHTPOBBIE, MHOIOLICHTPOBBIEC, IMOCTPETUCTPALMOHHEIE,
IIPOBOJATCS B OJHON WIJIM HECKOJIBKMX MEIULMHCKUX OPraHU3alUsiX B COOTBETCTBHU C IIPaBUIIAMH
Ha/JIeKAIEH KIMHUYECKON MPAKTUKH, YTBEPKICHHBIMH YIIOJHOMOYEHHBIM (e/iepabHbIM OpraHoM
UCIOJHUTEIbHON BJIACTH, COOTBETCTBEHHO B CIENYIOMIMX LEsX: (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) ycranoBieHre 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB JJIs 3JJ0POBBIX TOOPOBOJIBIIEB U (MITH)
NEPEeHOCUMOCTH MX 3[0POBBIMH JOOpPOBOJIBIIAMH, 3a MCKIIOUEHHEM TaKMX HCCII€JOBAHUN
JIEKapCTBEHHBIX MPenapaToB, MPOU3BEJICHHBIX 3a Mpejenamu Poccuiickoit denepaiuu;

2) HO,I[60p ONTUMAJIbHBIX NO3UPOBOK JICKAPCTBECHHOTI'O IIpCIlapaTa U KypcCa JICUCHUA AJIs IMallMCHTOB
C OIpCACIICHHBIM 336OJ'I€B3HI/I€M, OIITHUMAJIBHBIX 103 U CXCM BaKIIMHAIlUHU I/IMMYHO6I/IOJ'IOFI/I‘{€CKI/IMI/I
JICKAPCTBCHHBIMHU IIpCIiapaTaMi 3J0POBBIX I[O6p0BOJ'IBLI€B;

3) ycTaHoBieHHEe 0€30MaCHOCTH JICKAPCTBEHHOTO MpenapaTta u ero 3GpQeKTUBHOCTH Uil MAlMEeHTOB
C OIpEeAeTCHHBIM 3a00JeBaHreM, MPO(GUIAKTHYECKONH A(PGHEKTUBHOCTH HMMYHOOHOJIOTHUECKUX
JIEKapCTBEHHBIX MPENapaToB IS 3I0POBBIX JTO0OPOBOJIBIICB;

4) n3ydyeHre BO3MOKHOCTU PACIIMPEHUS NOKa3aHUN IJI1 MEIULIMHCKOTO TPUMEHEHHS U BBISBJICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEMCTBUN 3apeTruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIapaToB.

2. B oTHOIIEHMH BOCITPOU3BCACHHLIX JICKAPCTBCHHBIX IIPCIIAPATOB AJII MCAUIUHCKOIO IPUMCHCHUA
MOpOBOAATCA HUCCICOAOBAHHA OMOPKBUBAJIECHTHOCTH U (I/IJ'II/I) TepaHeBTquCKOﬁ O9KBHUBAJICHTHOCTH B
NopsAAKe, YCTAHOBJIICHHOM YITOJITHOMOYCHHBIM q)eﬂepaJ'IBHBIM OpraHomM HUCIIOJIHUTEIILHOM BJIACTH.

3. OpraHuzanuio MNpOBEACHUS KIMHUYECKHX HCCIIEOBAaHUN JIEKApCTBEHHOI'O IIpernapara Juls
MEIUIUHCKOIO IPUMEHEHUS BIIPABE OCYIIECTBIISATH:

1) pa3paboT4HK JEKapCTBEHHOTO Mpernapara Wik YIOJTHOMOYEHHOE UM JIULIO;

2) oOpa3oBaTe/IbHBIC OPraHU3alMKM BBICIICTO OOpa30BaHUS, OpPTaHU3AIUU JIOTIOJHUTEIHHOTO
npodeccronanpHOr0 00pazoanus; (B pexn. @enepanpHoro 3akoHa ot 02.07.2013 N 185-P3)

3) Hay4YHO-HCCIIe10BaTENIbCKUE OPraHU3alllH.

4. KamHnueckue HUCCIICAOBAHUA JICKAPCTBCHHOI'O IpfriapaTta AJd MCAWULHWHCKOTO IMPHUMCHCHUA
OpoBOAATCA Ha OCHOBAHHU Ppa3pClICHHA Ha IMPOBCACHUC KIMHHUYCCKOIO HCCICIAOBAHHA
JICKAPCTBCHHOI'O npcriapara, BbIJAHHOT'O YIIOJIHOMOYCHHBIM (beﬂepaHBHBIM OpraHomMm
HUCIIOJTHUTEIILHON BJIACTH. YIIOJHOMOYCHHBIN (beﬂepaHBHBIﬁ opra”n HUCIIOJIHUTEILHON BIIACTH BCACT



peecTp BBIIAHHBIX pa3pelleHHil Ha TPOBEJICHHE KIWHUYECKUX HCCIeOBAaHUN JIEKapCTBEHHOTO
npenapaTa, COJIEpXalliuil yKa3aHWe Ha WX LeNb WM IIeTH, B YCTAaHOBJIEHHOM JSTHM OpPraHOM
nopsnke. (B pea. denepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or 13.07.2015), ot
13.07.2015 N 241-®3)

5. Yactp yrparuna cuiy. (B pen. ®eaepanpHoro 3axona or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

6. K OopraHn3alv IMpPOBCACHUS KIMHHYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHOI'O IIpCriaparta IJIsd
MCAWUIHUHCKOTO IIPUMCHCHUA paBpa6OT‘H/IKOM JICKAPCTBCHHOI'O IIpCIiapara MOTI'YT IPHUBJICKATHCA
HOPpUAUYCCKUC JIUIa 000 OpFaHHSaHHOHHO-HpaBOBOﬁ q)OpMBI npu YyCJIOBHU obecneueHust
COOTBCTCTBHUA 3THUX I/ICCJ'IGI[OBaHI/Iﬁ Tp€6OBaHI/I$IM HaCcToAIICro CDG,I[GpaJ'IBHOFO 3aKOHa.

7. KnuHuyeckue wucciaeoBaHUs JIEKaPCTBEHHBIX NPENapaTroB ISl MEJUIIMHCKOTO IPUMEHEHUS
MPOBOJAATCS B MEIMIMHCKUX OpPraHU3ALMAX, aKKPEIUTOBAHHBIX YIOJHOMOYEHHBIM (helepaabHbIM
OpraHoM HCIIOJIHUTENIbHOW BJacTU B MOpsijKe, ycTtaHoBieHHOM I[IpaButenbcTtBoM Poccuiickoii
denepanuu.

8. IlepeueHb MEIUIMHCKUX OpPraHu3alliii, HWMEIONIUX TMPaBO MPOBOJAUTH KIMHHUYECKHUE
HCCIIEJIOBAHNUS JIEKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOIO MPUMEHEHHsI, U PEECTP BBILAAHHBIX
paspelieHrii Ha [pOBEJCHME KIMHUYECKUX HCCIEAOBAHUM  JIEKApCTBEHHBIX  IIpPErapaToB
OIyOJMKOBBIBAIOTCS U PA3MEIIAIOTCS YIIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOMN
BJIACTH B YCTAHOBJICHHOM MM IOPSIIKE Ha CBOeM o(pHUIIMaIbHOM caiite B cetu "MHTepHet".

Crarbs 39. PemieHne 0 npoBeIeHUN KIUMHUYECKOT0 UCCACI0BAHMS
JIEKAPCTBEHHOI'0 Mpenapara JJjisi MeAMIUHCKOr0 NpUuMeHeHus (B pel.
DenepajbHOro 3akona or 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. Knmuanueckoe HCCIICJOBAHUC JICKAPCTBCHHOTO IIpfriapaTta IJisI MCAUIHUHCKOTO IIPUMCHCHHA
OpoOBOAUTCA Ha OCHOBAHMU pPa3pClICHUSA Ha MPOBCACHUC KIMHHUYCCKOIrO HCCICIAOBAHHA
JICKAPCTBCHHOI'O npcriapara, BbIJAHHOT'O YIIOJIHOMOYCHHBIM (beﬂepaHBHBIM OpraHomMm
HUCIIOJITHUTEIILHOMN BIIACTH 10 pe3yjibTaTaM 3KCIICPTHU3bI AOKYMCHTOB, H€O6XOI[I/IMBIX JUIA TIOJTYYCHU S
paspC€icHuA Ha HPOBCACHHUC KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara U
STHYECKOU OKCIICPTHU3BI.

2. Jig monydyeHMsl paspellleHus] Ha IPOBEJEHHE KIMHUYECKOIO HCCIEO0BAaHUS JIEKAPCTBEHHOI'O
mpernapara Juis MEIUIMHCKOTO TPUMEHEHHUs 3asBUTENb MPEJCTABIsAeT B YHOJIHOMOYEHHBIN
(dbenepanbHbIi OpTaH UCTIOJIHUTEILHOM BIIACTH:

1) 3asBJICHUC O BbIAA4YC Pa3pClICHUA HAa IIPOBCACHNUC KIMHUYCCKOIO UCCIICAOBAHUS JICKAPCTBCHHOI'O
npenapara 11 MCIUIIUHCKOI'O IIPUMCHCHU A,

2) KONMM JOKYMEHTOB, MOJTBEPKIAIOIIMX YIUIATy IOCYAapCTBEHHOHN MONUIMHBI 32 HPOBEACHUE
STUYECKOM 3KCHEepPTHU3bl, 3KCIEPTH3bl JTOKYMEHTOB Ha JIEKApCTBEHHBIH IpernapaT IJIs IMOJIy4eHUs
paspeleHus Ha IpOBEACHHE KIMHUYECKOTO WCCIIEOBAHUS JIEKAPCTBEHHOTO IIpernapaTa s
MEIUIMHCKOIrO MPUMEHEHHS, 3a BblJauy pa3pelieHus] Ha MPOBEACHUE KIMHUYECKOTO NCCIEA0BAHMS
JIEKapCTBEHHOTO Ipemnapara JUid MEAUIMHCKOTO TMPUMEHEHHUs, 3a MPOBEACHHE HKCIEPTU3bI
JOKYMEHTOB Ha JIEKApCTBEHHBIM TMpemapar [Jisl TOJYYEeHHUsS pa3pelieHUus] Ha IPOBEJACHHE
MEXIYHAapOIHOTO MHOTOLIEHTPOBOI'O KIMHHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOr O Npenapara Jjist
MEIUIMHCKOIO MPUMEHEHMUsS, 3a BblJauy pa3pelieHuss Ha MPOBEACHHE MEXKIYHAPOIHOIO
MHOTOLEHTPOBOI'O KJIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipemnapara s MEIULHUHCKOrO



MIPUMEHEHUS, 32 MPOBEICHUE STUUECKON IKCIEPTU3bI, IKCIEPTU3bI JOKYMEHTOB Ha JIeKapCTBEHHBIN
mpernapar sl MOJIyYE€HHUs pas3pellieHUs] Ha IPOBEIEHUE MOCTPETUCTPALMOHHOTO KIMHUYECKOIO
UCCIIEJIOBAHUSl JIGKAPCTBEHHOTO TIpenapara JUlsi MEIMIMHCKOrO IpPUMEHEHMs, 3a BblIady
paspemieHuss  Ha ~ IOPOBEACHHE  IOCTPETUCTPALMOHHOTO  KJIMHHUYECKOTO  HCCIIEOBaHUs
JIEKapCTBEHHOT'0 TMpenapara Uil MEJUIIMHCKOro NpuMeHeHus; (B pen. depepaiibHOro 3akoHa OT
27.12.2019 N 478-93)

3) MNPOTOKOJI KIMHHUYCCKOIO HUCCICAOBAHHA JICKAPCTBCHHOI'O IIpCIliapata AJid MCIULIUHCKOI'O
IPUMCHCHHUA,

4) Opourtopy UCCIIe0BATENS;
5) nHGOPMAIIMOHHBIH JINCTOK MAIlUEHTA;

6) CBCACHUA 00 OIBITE pa6OTBI HCCHGHOB&TGHGﬁ M0 COOTBCTCTBYIOIIHMM CICHHUAIBHOCTAM MU HUX
OIIBITC paGOTBI I10 MPOBCACHUIO KIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/II\/’I;

7) CBeAGHHUSA O MEIUIMHCKMX OPraHM3alMsAX, B KOTOPBIX TNPEIOJaraeTcss IMPOBEICHUE
KIIMHUYECKOTO HCCIICJIOBAHUsS JICKAPCTBEHHOTO Tpernapara Julsi MEIMIIMHCKOTO IPUMEHEHUS
(TTOJTHOE W COKpAIICHHOE HAUMEHOBAHUS, OpPraHU3aIIMOHHO-TIpaBoBasi (popma, MeCTO HaXOXKICHHUS U
MECTO OCYIIECTBJIICHUS ACATEIBHOCTH, TeyeoH, Tenedakc, aJpec AICKTPOHHON IMOYTHI KaXKIOU
MEJUITMHCKON OpraHu3allnu);

8) cBemeHWs O IPEANOJIATAEMBIX CpPOKaX MPOBEJACHMA  KIMHMYECKOTO  HCCIIEIOBAHUS
JIEKapCTBEHHOTO IIperapara Il MEJUIUHCKOIO IPUMEHEHUS;

9) KOIINIO A0TroBOpa 0053aTEIHLHOTO CTpaxOBaHUsA, 3aKIHOYCHHOI'O B COOTBCTCTBUU C THUIIOBBIMU
npaBUjIaMHU 00s13aTEILHOr0 CTpaxOBaHUs, C YKa3daHHUCM HpeﬂeHBHOﬁ YUCJICHHOCTHU ITAallMCHTOB,
YHaCTBYHOIIUX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIpfliapaTta M1 MCEJIUIIUHCKOI'O
MNPUMCHCHHUA,

10) I/IH(l)OpMaLII/IIO 0 COCTaBC JICKApCTBCHHOI'O ITpcraparta A MCOAUIUHCKOTO IIPUMCHCHHUA,

11) mOKyMEHT, COCTaBJICHHBIN MPOM3BOAMTENIEM JIEKAPCTBEHHOTO TpernapaTta JUisi METUIIUHCKOTO
MPUMEHEHUS U COJCPKAIIMKA TMOoKa3aTeI (XapaKTePUCTHKH), a TaKKE CBEICHUS O JEKapCTBEHHOM
npenapare Uil MEAWIIMHCKOTO TNPUMEHEHHUS, TPOW3BEJACHHOM I TPOBEIEHUS KIMHUYECKUX
HCCIICIOBAHUM;

12) cBengenust 0 gate MpPEAOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JIMLEH3UH Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJICTB B  CiIy4yae, €CIM MPOM3BOACTBO JIEKAPCTBEHHOro  Mperapara
ocymectBisiercsi B Poccuiickoir ®Depepaiiuu, WX CBEJAEHUA O JaTe MPEJOCTaBICHUS U
PETUCTPALlMOHHOM HOMEpE 3aKJIIOUEHUS O COOTBETCTBHUM HPOU3BOAUTENS JIEKApCTBEHHOI'O
npernapara TpeGOBaHUSAM MpPaBUJ HaJyIeXkallei MPOU3BOJICTBEHHONW NMPAaKTUKH, MPEJOCTaBICHHOTO
YHOJIHOMOUYEHHBIM OpPraHOM CTpaHbl NPOU3BOAMUTENS JIEKAPCTBEHHOTO Tpemnapara. (B pen.
®enepanbHbIX 3ak0HOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2.1. B ClIydya€ HCIPCACTABJIICHUA C 3ajiABJICHUCM O BbIAA4UC Pa3pCHICHHUA Ha IIPOBCIACHUC
KIIMHUYCCKOI0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara Mid MEAUIHUHCKOIO IIPUMCHCHHA
JAOKYMCHTOB (CBCHGHHﬁ), MOATBCPKAAOIIUX YILIATY FOCY,I[apCTBeHHOI\/’I IMMONIJIMHBI U YKAa3aHHBIX B
ITYHKTC 2 wactm 2 HaCTOﬂIHGﬁ CTaTbH, a TaKXKC BblAdBACMBbIX (HpeI[OCTaBJIﬂeMBIX)
YIOJIHOMOYCHHBIMU q)eﬂepaJ'IBHBIMI/I OpraHaMu HUCIIOJIHUTEILHON BIACTU JAOKYMCHTOB (CBGHGHHﬁ),
YKa3aHHbIX B ITYHKTC 12 gactm 2 HaCTOﬂHIGﬁ CTaThbH, YHOJIHOMO‘IGHHBII\/’I (beﬂepaHBHBIﬁ opran
WUCIIOJIHUTEIILHON  BJIACTHU 3alpamunBacT YKa3aHHBbIC JOKYMCHTBI (CBG,I[GHI/IH) B IIOPAOKC
MCXKBCIOMCTBCHHOI'O I/IH(l)OpMaI_II/IOHHOFO BBaHMOHeﬁCTBHH. (B pea. (DeﬂepaJ'IBHOFO 3dKOHa OT



27.12.2019 N 478-D3)

3.B CPOK, HC HpeBBIH_IaIOH_II/Iﬁ AT pa60‘-II/IX I[Heﬁ CO JHA MPUHATHUA YKAa3aHHOI'O B ITYHKTC 1 gactn
2 HaCTOHHIGﬁ CTaTbu 3asiABJICHUA U H€O6XO,I[I/IMBIX JAOKYMCHTOB, yHOJ'IHOMO‘-IeHHBII\/'I (beﬂepaHBHBIﬁ
opraH HUCIIOJITHUTEIILHOM BIACTH:

1) IIPOBOAUT IIPOBEPKY MNOJHOTHI U JOCTOBECPHOCTHU CBGHGHHﬁ, COACPIKAINUXCA B IMIPECACTABIICHHBIX
3asBUTCJICM JOKYMCHTAX,

2) IpUHUMAET PELICHUE O MPOBEACHUM AKCIEPTU3bl JOKYMEHTOB JJIs MOJYYEHHUS pa3pelIeHUsl Ha
MPOBEJCHUE KIMHUYECKOIO HCCJIEI0BAaHUS JIEKAPCTBEHHOIO IIpenapara Juil MEIULHUHCKOrO
MIPUMEHEHUS ¥ 3THYECKOM 3KCIEePTH3bl WM 00 OTKa3e B MPOBEIEHUH YKa3aHHbBIX SKCIEPTHU3;

3) YBEAOMICT B 3J'I€KTpOHHOI>i (bopMe WJIn Ha 6YMa)KHOM HOCHUTCJIC 3asBUTCIII O IIPHUHATOM
PCUICHUN 1100 B ClIy4dac MpUHATHUS PCHICHUS 00 OTKa3e TakkKe C YKa3aHHUEM INPUYHH TaKOTO OTKAa34a,

4) MoAroTaBIMBACT M HANpABSIET B HKCIEPTHOE YUYPEXKJAECHUE W COBET IO STHUKE 3a/laHue Ha
MIPOBEJICHUE COOTBETCTBYIOLINX IKCIEPTHU3.

4. B ciydae BbISBJICHHS HENOJHOTHI M (WMJIM) HEJOCTOBEPHOCTH HMH(OpPMAIUH, COAepKalieiics B
NPEJCTABJICHHBIX  3asBUTENIEM  JOKYMEHTaX,  YIHOJHOMOYEHHBIH  QenepalbHbli  OpraH
WCIIOJHUTEIBHON BJIACTHU HAIIPABIIET 3asBUTENIO 3allpoc 00 YTOYHEHMM yKa3aHHOM MH(OpMAaLUU.
JlaHHBIM 3ampoc MOXKET ObITh Nepe/jaH YINOJIHOMOYEHHOMY IPEACTABUTEINIO 3asBUTEIS JIUYHO MO
pacnucKy, HampaBjeH 10 MOYTe 3aKa3HbIM IHCbMOM WM IEpellaH B AJIEKTPOHHOM Qopme 1o
TeJeKOMMYHHMKAIIMOHHBIM KaHajaM CBs3M. B ciyuae HampaBiieHus JaHHOTO 3ampoca IO Io4Te
3aKa3HbIM MMHUCBMOM OH CUYMTAETCS MOJYYEHHBIM MO MCTEYEHMH LIECTH JHEH C JaThl HaIllpaBJICHUs
3aKa3HOrO0 NHChbMA. 3asBUTENb O00s3aH IMPEJICTaBUTh OTBET Ha 3alpoc YINOJIHOMOYEHHOI'O
(denepasbHOTO OpraHa HCIOJHUTEIBHON BJIACTH B CPOK, HE NMPEBBIMIAIONIMNA JeBSHOCTA pabouux
JHEH co aHs ero nosydeHusi. Cpok, yKa3aHHBIN B 4acTH 3 HACTOSIIEH CTaThU, TPUOCTAHABIINBACTCS
CO JIHA HaIlpaBJIGHUS 3asBUTENIO0 3alpoca  YIOJHOMOYEHHOTO (eaepaibHOro  opraHa
WCIIOJIHUTEIbHOM BJIACTH 10 JHS MOJIYYEHHSI UM COOTBETCTBYIOIIETO OTBETA U HE YYUTHIBAECTCS MPHU
WCYHCIICHUH CPOKA MPUHSATHUS YIOJHOMOYECHHBIM (peepaabHbIM OPraHOM HMCHOJHUTEIHHOW BIACTH
peuIeHusl 0 MPOBEACHUM SKCIEPTU3bl JOKYMEHTOB JUIsl IMOJIYYEHHsI pa3pelleHHs] Ha MpPOBEICHUE
KJIMHUYECKOTO UCCIIEI0OBAHUS JIEKAPCTBEHHOTO Mpemnapara sl MEAULIMHCKOTO IPUMEHEHHS.

5. OcHOBaHuEM JJIsl 0OTKa3a B IPOBEJIEHUH SKCIIEPTU3bI JJOKYMEHTOB JUIS MTOJIyUE€HUS pa3pelIeHus Ha
NPOBEJICHUE KIMHUYECKOTO MCCJIEIOBaHMs JIEKapCTBEHHOrO IIpernapaTta [yl MEAMIIMHCKOTO
NPUMEHEHHUS! U ATUYECKOM 3KCIEPTHU3BI SBISETCS MPEICTaBICHUE JOKYMEHTOB, MPEIyCMOTPEHHBIX
4acTbl0 2 HACTOSILENH CTaTbd, B HEMOJIHOM OObeMe, HENpeICTaBlIeHHEe 3asBUTENIEM B
YCTAHOBJICHHBIA CpPOK OTBETa Ha YKa3aHHBIM B 4Yacth 4 HACTOSIIEN CTaTbu 3ampoc
YIOJIHOMOUYEHHOro  (heiepaqbHOrO oOpraHa MCIOJHUTENbHOM BiacTh JMOO OTCYTCTBHE B
NIPEJICTABJIEHHBIX JOKYMEHTAaX HCUEpPIbIBAIOLIET0 IepedHss HeoOXoauMol uHOpManuu WIU
nHpopmaIui, KoTopas JAOJDKHA ObITh OTpakeHa B HHUX, a TakkKe OTCYTCTBHE HH(}oOpmaluwy,
MOATBEpXKAAtoNel (akT ymiaTel TOCYAApCTBEHHOW TMOIUIMHBI 3a TIPOBEJECHUE OSTUYECKOM
9KCHEPTHU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar [yl HOJIy4YeHHs pa3pelieHus
Ha TpOBE/IEHUE KIMHUYECKOIO HCCIIEOBAHUS JIEKApPCTBEHHOIO IIpernapara Uis MEIUIMHCKOTO
NPUMEHEHHUs, 3a BbJaYy pa3pelieHduss Ha [POBEJIeHHE KIMHUYECKOTOo  HCCIeO0BaHUs
JIEKapCTBEHHOr0 Tpemnapara Ui MEIUIUHCKOTO TNPUMEHEHMs, 3a IPOBEACHHUE SKCIEPTHU3bI
JOKYMEHTOB Ha JIGKAapCTBEHHBIM Ipenapar JUisi [OJy4YyeHHUs pas3pelleHus Ha IpOBeJIeHUE
MEXIYHapOITHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOI'0 UCCIIEIOBAHMUS JIEKAPCTBEHHOTO Mpenapara JJis
MEIUIMHCKOIO MPUMEHEHUs, 3a BblJauy pa3pelieHuss Ha MPOBEACHHE MEXKIYHAPOIHOIO
MHOTOLEHTPOBOI'O KIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipemnapara Jjisi MEIULHUHCKOrO



IIPUMEHEHUS, 3a NIPOBENCHUE ITUUECKONW IKCIIEPTU3BI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBII
npenapar il IHOJYy4YEHHs pPa3pelleHHs Ha INPOBEACHUE IOCTPETUCTPALMOHHOTIO KIMHUYECKOTO
HCCJIEIOBaHNs JIEKAPCTBEHHOIO IIpernapara s MEJULMHCKOTO NPUMEHEHMs, 3a BblIAvYy
paspelieHuss  Ha  IPOBEIEHHE  ITOCTPETMCTPALMOHHOIO  KIMHHUYECKOIO  HCCIEIOBAHMS
JIEKapCTBEHHOTO Iperapara il MEJULMHCKOTO IPUMEHEHHS.

6. IlpoBeneHue »dKcnepTH3bl JOKYMEHTOB sl IOJY4YEHHs pa3pelleHuss Ha IPOBEICHHE
KIIMHUYECKOTO HCCIIE[OBAaHUS JIEKapCTBEHHOIO IIpenapara I MEQUIMHCKOrO INPUMEHEHUs U
TUYECKOM IKCHEPTU3bI, COCTABICHUE KOMHUCCUEH HKCIEPTOB U COBETOM IO ITUKE 3aKIKOYEHUH O
BO3MOYKHOCTH MJIM HEBO3MOXXHOCTH IIPOBEIECHUS TaKOrO KJIMHHUYECKOIO MCCIENOBAaHUS U
HalpaBJICHHE ITHX 3aKIIOYCHHUN B yIIOJHOMOUYECHHBIN (hefepanbHblil OpraH UCHOJIHUTENBHON BIACTH
OCYLIECTBIISIIOTCS B CPOK, HE NPEBBIIIAIOMUI TpuALATH pabouyuMx IHEH €O AHSA TOJIyYeHHs
HKCIEPTHBIM YUPEKICHUEM 33JaHUs YIMOJHOMOYEHHOTO (eepasbHOr0 OpraHa HCIOJIHUTEIbHON
BIIACTU C MPUIIOKEHHEM JOKYMEHTOB, yKa3aHHbIX B IyHKTax 3, 4, 10 m 11 uvactu 2 Hacrosiuen
CTaTbH, U COBETOM II0 ITHKE 3a/aHUs YIOJHOMOYEHHOrO (hefepallbHOrO OpraHa MCIIOJHHUTEIbHOM
BJIACTH C MPUIIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B MMYHKTaX 3 - 6, 8 1 9 vactu 2 HacTosIEN CTAThHU.

7.B CpPOK, HC HpeBBIH_IaIOH_IHﬁ AT pa60‘H/IX ,I[Heﬁ CO JHA IOJTy4YCHUS SaKJ'IIO‘-IeHI/II\/’I, YKa3aHHBIX B
gacTu 6 HaCTOHHIGﬁ CTaThbH, yHOHHOMO‘lCHHBIﬁ (beﬂepaHBHBIﬁ opra”n HUCIOJIHUTEIILHOMN BJIACTH:

1) ocy1iecTBiIsIET OLIEHKY IMOCTYNHUBIINX 3aKJIOUSHUN Ui ONpeAeSICHHUsI UX COOTBETCTBHUS 3a/IaHUSAM
Ha IPOBEJIEHNE COOTBETCTBYIOIINX 3KCIEPTH3;

2) mpuUHMMAaeT pelIeHHEe O BbIJAaU€ pa3pelleHus Ha IPOBEACHHE KIMHUYECKOTO HCCIIEI0BAHUS
JIEKapCTBEHHOTO Iperapara Jjisi MEIUIMHCKOr0 IPUMEHEHHs Wik 00 OTKa3e B BblJaue yKa3aHHOI'O
paspelieHus;

3) BbIAACT pa3pCHICHUC HAa IMPOBCACHHUC KIIMHHYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara
AJ1 MCOAUIHUHCKOTO INPUMCHCHHA WM PCHICHHUC 00 oTKase B BbIJIAYC YKA3aHHOI'O Pa3pCHICHUA C
YKa3aHUEM IIPpUYIHH OTKAa3a.

8. OcHOBanMEM IJI1 OTKa3a B BbIJAUC Ppa3pCHICHHA Ha IPOBCACHHUC KIIMHHUYCCKOI'O HMCCICIOBAHUA
JICKAPCTBCHHOI'O IIpfrapara AjJdd MCAULIUHCKOIO IMPHMCHCHUSA ABJACTCA HAJIWMYUC 3aKITHOYCHUS
KOMUCCHUH OKCIICPTOB MM 3aKIIFOYCHUA COBETA IIO0 OTHKEC O HCBO3MOXHOCTH IIPOBCACHUA
KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta i MCIUIMHCKOIO ITPHUMCHCHUS II10
pe3yjibTaTaM IMPOBCACHHBIX 3KCIICPTU3, IIPEAYCMOTPCHHBIX YaCThIO 6 HaCTOSIIJ_IGI\/’I CTaThbH.

9. Pemenne 00 OTKa3e B NMPOBENEHUM SKCIEPTH3bl JOKYMEHTOB JUIS IMOJIyYEHHUS pa3pelIeHus Ha
NPOBEJICHUE KIMHUYECKOTO MCCJIEIOBaHMs JIEKApCTBEHHOrO IIpernapaTta [uli MEAMIIMHCKOTO
NPUMEHEHHUS! U ATHYECKOM 3KCIEepTH3bl M B BbIJAU€ pa3pellieHUs] Ha MPOBEACHUE KIMHUYECKOTO
WCCIIEJIOBAHUSI JIEKAPCTBEHHOI'O Tpenapara s MEIUIMHCKOrOo IPUMEHEHUS MOXET ObITh
00al0BaHO B MOPSJIKE, YCTAHOBIIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit deneparuu.

Cratps 39.1. dTnyeckas 3xkcneptTusa (B pea. @enepajbHOro 3aKoHa 0T
22.12.2014 N 429-D3 (pea. o1 13.07.2015))

1. DTnueckas SKCIIEpTHU3a IMPOBOAUTCA COBETOM IIO OTUKE, CO3JaHHBIM B MOPAAKE, YCTAaHOBJICHHOM
YIOOJIHOMOYCHHBIM q)eﬂepaJ'IBHBIM OpraHomM HUCIIOJTHUTEIILHOMU BJIaCTH, B OCIIX BblAa4M 3aKJIHOYCHUA
00 d3THYECKOH OOOCHOBAaHHOCTH BO3MOXKHOCTH IMPOBCACHUS KIMHHUYCCKOIO HCCICOAOBAHUA
JICKAPCTBCHHOT'O IIpfCIiapaTta JJIA MCAUIUHCKOI'O IPUMCHCHU .

2. 9KCH€pTaMI/I COBCTA I10 3TUKEC MOT'YT OLITh npeaCTaBUTCIIN MCOUIUHCKHUX OpFaHHSaHHﬁ, HAay4YHBIX



opraHuzanuii, oOpa3oBaTeNIbHBIX OpPraHU3alluii BBICHIETO O00pa3oBaHMs, a TAKXKE IPEICTABUTEIN
OOIIIECTBEHHBIX OpraHU3alMil, PETUTrHO3HBIX OpraHu3alMil W CpeACTB MaccoBOM MHGOpMaLUu.
JlaHHble SKCHEpThl HE JOJDKHBI HAXOAMTHCA B KakoM-I1M00 3aBHCHMOCTH OT pa3pabOTUHMKOB
JIEKapCTBEHHBIX TMpEenapaToB MW JPYIUX JIUI, 3aWHTEPECOBAHHBIX B pe3yJibTaTaX A3TUYECKOU
9KCHEPTHU3HI.

3. Ommara ycayr 53KCHEPTOB COBETa IO JTHUKE OCYIIECTBISETCS HAa OCHOBAaHUU JOTOBOPA,
3aKJIFOYEHHOTO MEXIY YIOJTHOMOYEHHBIM (enepaqbHbIM OpPraHOM HCHOJHUTEIbHOW BIIACTH,
KOTOPBIM CO3JIaH COBET 10 O3THKE, M OKCIIEPTOM COBETa IO ATHUKE, 3a CYET OIO/DKCTHBIX
ACCHTHOBAHUH, MPETyCMOTPEHHBIX YIOJIHOMOYEHHOMY (enepaabHOMy OpraHy HCIIOJHUTEIBHON
BJIACTH, KOTOPBIM CO3/[aH COBET MO 3THKE, B (eiepalibHOM OIO/KETE Ha COOTBETCTBYIOIIUN TO/ HA
obecrieueHNe €ro JesITeNbHOCTH, B pa3Mepax, YCTaHOBICHHBIX [IpaButenscTtBoM Poccuiickoit
®denepanuu.

4. DkcrepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccuiickoii ®enepanuu.

5. CocTaB coBeTa IO 3THKE, MOJI0KEHHE 00 3TOM COBETE, MOPSJIOK €ro JeATEIbHOCTH, TPeOOBaHUS K
KBaJIM(UKALUU U ONBITY pabOThl MO0 3KCHEPTHOM OIEHKE HAy4YHBIX, MEIUIMHCKUX M 3TUUYECKHX
aCIEKTOB KJIMHHUYECKHX HCCJIENOBAHUW JIEKAPCTBEHHBIX MpENapaToB Ul  MEIULUHCKOIO
IIPUMEHEHUS, IIPEABSABIIIEMbIE K DKCIIEPTaM COBETA 10 ATUKE, NOPAIOK OPraHU3alMK U ITPOBEICHHUS
TUYECKOM 3KCIEePTH3bl, (hOpMa 3aKITIOUEHUS] COBETA M0 3TUKE YCTAHABIUBAIOTCS YIIOJIHOMOYEHHBIM
¢denepalbHBIM OPraHOM HCIIOJIHUTENBHOW BiacTH. Yuciao mpejncraBuTesiel  MEAULIMHCKUX
OpraHu3alyii He MOXKET IPEBBIIIATh TOJOBUHY OT OOIEro Yucia S3KCIEPTOB COBETA MO ATHKE.

. Undopmanus TaB BE€Ta IO 3THUKE, IUIaHaX er Tl U TEKYyIIEH NesITeIbHOCTU
6. Nnudopma 0 COCTaBe COBETa IO J3THUKE aHax ero pabo eKyIlel JesTelIbHOC
pa3Mmeriaercss Ha O(QULIMAIBHOM CaiiTe YIOJIHOMOYEHHOTO (eZiepalibHOr0 OpraHa MCHOJHUTEIbHOU
BJacTH B ceTH "MHTEpHET" B yCTAHOBJIEHHOM UM TOPSIJIKE.

Cratbs 40. [IpoBeaeHre KINHUYECKOT0 UCCIACI0BAHMS
JIEKAPCTBEHHOT 0 Mpenapara JJjisi MeAMIUHCKOr0 MPUMeHeHUsl

1. PykoBoauTenb MEIUUMHCKOW OpraHU3ald, KOTOpas MHPOBOJUT KIMHUYECKOE HCCIIE0OBAHUE
JIEKapCTBEHHOT'0 TMpemnapara sl MEIUWIUHCKOr0 TPUMEHEHHs, Ha3HadyaeT MCCleA0BaTes,
OTBETCTBEHHOI'O 3a MPOBEJICHUE TAKOTO0 HMCCIEIOBAHUS M MMEIOIIETO JIeYeOHYI0 CHEelMaIbHOCTh,
COOTBETCTBYIOIIYIO MPOBOJUMOMY KIMHHUYECKOMY MCCJIEI0OBAaHHUIO JIEKAPCTBEHHOr'O Ipernapara, co
CTa)keM paloThl MO MporpamMmaM KIMHUYECKUX MCCIIEIOBAHMN JIEKApCTBEHHBIX NpPENapaTtoB HE
MeHee 4eM TpPHU T0/ia U I10 ero NpeJI0KEHUI0 Ha3HavaeT coMcclieloBaTesIel U3 Yyuciia Bpadyeil sToi
MEIUIIMHCKON opranu3anuu. (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

2. UccnenoBaresnb OCyLIECTBIISIET BBIOOP MAIIMEHTOB, KOTOPbIE IO MEAMIIMHCKUM MOKa3aHUSIM MOTYT
ObITh NPUBJIECYEHBl K YYacCTHIO B KIMHUYECKOM HCCIEIOBAaHUM JIEKAPCTBEHHOTO IpernapaTa Jyis
MEIUIUHCKOTO IPUMEHEHMSL.

3. HCCJ’IC}IOB&TGJ’IB n COHCCIICHOBATCIN  JOJIDKHBI OBITL O3HAKOMIJIEHBI C pe3yjibTaTaMu
JAOKIIMHUYCCKOTO HMCCICAOBAHHA JICKAPCTBCHHOI'O CpCACTBA, COACPIKAIIUMHCA B 6p0H.IIOp€
HUCCIICOOBATCIIA, IIPOCKTOM IIPOTOKOJIA KIIMHHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapaTra
A1 MCIUIIMHCKOIO IPUMCHCHUA, paBpa6OTaHHBIM paBpa6OT‘H/IKOM JICKAPCTBCHHOT'O IIpCIIapara Uin
HHBIM OPUAUYCCKUM JIMOOM, IIPUBJICKACMBIM K OpraHu3aivnd IIPOBCACHUA KIIMHHUYCCKOI'O
HUCCJIICAOBAaHUS JICKAPCTBCHHOI'O IMpfraparta I MCEAULUHCKOTO HNPUMCEHCHUA, U JPYIUMU



MarepurajiaMy TaKoro uCCJICI0BaHus.

3.1. PykoBoauTens MEIUIIMHCKONW OpPraHU3allii B CPOK, HE MPEBBIMIAIONINN TpeX pabouux THEH co
JHS Hayala TMPOBEICHHUS KIMHUYECKOTO HCCIICIOBAaHHUS JICKAPCTBEHHOTO TMpemnapara s
MEIHMIIMHCKOTO MpPHUMEHEHHs, cooOmaer 00 5TOM B YIOJIHOMOYEHHBIH (QeaepalbHblii OopraH
WCTIOJTHUTEIbHONW BJACTH, BBLIABIINI pa3pelieHHe Ha TPOBEACHUE TAKOTO HCCIEAOBAHUS, II0
ycTaHoBJIeHHOH uM opme. (B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

4. OpraHu3zanuy, OCYILECTBIIIOIIME OpPraHU3alUI0 MPOBEACHHS KIMHHUYECKOIO HCCIEI0BaHUS
JIEKapCTBEHHOTO MpernapaTta A MEAUIMHCKOTO NPUMEHEHHs] M yKa3aHHbIe B 4acTH 3 cTaTbu 38
Hactosiniero denepasbHOro 3aKOHa, B Clydae HEOOXOAMMOCTH BHECCHHSI U3MEHEHHH B MPOTOKOJ
KJIMHUYECKOTO HWCCIEIOBAaHUS JIEKQPCTBEHHOTO Tpemnapara JJisi MEAMIIMHCKOTO0 TMPUMEHEHUS
co00IIatoT 00 ATOM B YITOJHOMOYEHHBINH (eiepabHbId OpraH UCIIOHUTEIBHOMN BIACTH, BBIIABIIHHA
paspelieHre Ha TPOBEJCHHE TAKOTO WCCIEAOBaHUS, MO YCTAaHOBICHHOW uM ¢dopme. (B pen.
®denepanpHoro 3axkoHa oT 11.10.2010 N 271-D3)

4.1. ®opma cooOmieHHUss O BHECEHHMH W3MEHEHHUH B TMPOTOKOJ KIMHUYECKOTO HCCIEIOBAHMS
JIEKapCTBEHHOTr'0 IIpernapaTta [yl MEAMIMHCKOTO NPUMEHEHHs JOJDKHA COJEepXKaTh CIeayroliue
ceenenus: (B pen. denepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

1) HauMeHOBaHNe, UACHTH()HUKAMOHHBI HOMEp U JIaTa MPOTOKOJIAa KIMHUYECKOTO HCCIIeIOBAHMS;
(B pen. denepanbHoro 3akoHa oT 11.10.2010 N 271-P3)

2) mara BHECEHHS M3MEHEHWN B MPOTOKOJ KIMHUYECKOTO ucchenoBanus; (B pea. demepanbHOro
3akoHa oT 11.10.2010 N 271-®73)

3) HaMMEHOBAaHME M MECTO HaXOJAeHUA 3asBuTels; (B pen. PenepansHoro 3akona ot 11.10.2010 N
271-®3)

4) HauMEHOBaHWE OpPTaHM3AIMH, TPHBJICUYCHHON pa3paOOTYMKOM JICKAPCTBEHHOTO IpernapaTra K
OpraHu3alliy MPOBEACHHUS KIMHUYCCKOTO HcciaenaoBanus (npu Hammuwu);, (B pea. demepaibHOTO
3akoHa oT 11.10.2010 N 271-®73)

5) HaMMEHOBAHMSI U MECTa HAXOXKIACHUS MEIUUUHCKUX OpraHu3aluii, B KOTOPBIX MPOBOAUTCA
KIIMHUYECKoe uccienoBanue; (B pen. eaepanbuoro 3akona ot 11.10.2010 N 271-D3)

6) mara BBIZAYM pa3pelieHUs Ha TPOBEJNCHUE KIMHUYECKOTO WCCIEOBAaHUSI M HOMEp 3TOTrO
paspemienus; (B pen. Penepanpaoro 3akoHa oT 11.10.2010 N 271-D3)

7) n3MeHeHus, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO HccienoBanusl. (B pea. deaepanbHOro 3akoHa
or 11.10.2010 N 271-93)

5. B cpok, He mpeBbIaomui TpUALATA pabodyuX THEH CO JTHS MOJYYeHHs YKa3aHHOTO B 4acTH 4
HACTOSIIIEH CTaThbU COOOIIEHUS, YIOJIHOMOUYEHHBIN (henepanbHbIi OpraH MCIOJHUTEIHHOW BIACTH
paccMaTpuBaeT 3TO COOOIIEHUE B YCTAHOBICHHOM UM TMOPSAJIKE ¥ MPUHUMAET PEUICHHE O BHECCHUU
W3MEHEHU B MPOTOKOJ KIMHUYECKOTO UCCJENOBaHUS JIEKapCTBEHHOrO IMpemnapara  Juist
MEIHMIIMHCKOTO MPUMEHEHHUsI Wi 00 OTKa3e BO BHECEHHM TakuxX u3MeHeHui. [Ipu paccmorpenuun
cooOmieHust 0 HEOOXOJMMOCTH BHECEHHS M3MEHEHUH B MPOTOKOJ KIMHHUYECKOTO HCCIEIOBAHHS
JIEKapCTBEHHOTO Tperapara JUisi MEAMIIMHCKOTO NMPUMEHEHHUs B IENAX OICHKH O0OCHOBAaHHOCTHU
MpeajlaraéMblX U3MEHEHUI U ONPEICICHUS CTENIEHH PUCKA JIJIs NAl[MEHTOB, IPUHUMAIOIUX YYaCTHE
B KJIMHUYECKUX HCCIECJIOBAHUAX, YIMOJHOMOYCHHBIM (elepalbHBIM OPraHOM HCIOJHUTEIbHOU
BJIACTU MOTYT MPHUBJIEKAaThCA OSKCHEPThl coBeTa MO 3TUKe (B pea. deaepalbHOrO 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))




6. KiuHudeckoe ucCCieOBaHUE JIEKAPCTBEHHOI'O Ipernapara Uil MEIULUHCKOTO IPUMEHEHUs
MO’KET OBITh MPUOCTAHOBJIEHO WJIM IPEKPAIIEHO, €CIM B IMPOLIECCe €ro MPOBEAEHUs OOHapyKeHa
OMACHOCTb Ul JKU3HH, 370POBbS INALIMEHTOB. B cilydae BO3HMKHOBEHHs ONACHOCTH ISl XKU3HH,
310pOBbsl MALMEHTA, YYACTBYIOLIEIO B KIMHMYECKOM MCCIIEIOBAaHUU JIEKAPCTBEHHOIO IIpenapara
JUIE  MEIUIMHCKOIO TPUMEHEHHs, HCCiIefoBaTean o0sf3aHbl NPOMHPOPMHUPOBATH 00 3TOM
PYKOBOJAWTENS MEIULMHCKOM OpraHu3allMM MW OpPraHu3alMio, IOJYYMBIIYIO pa3peuicHUe
YIOJIHOMOUYEHHOIO (pe/IepaibHOr0 OpraHa MCIHOJHUTEIbHON BJIACTH HA OPraHU3ALMIO MPOBEICHUS
KIIMHAYECKOTO MCCJIENOBaHUsA JIEKAPCTBEHHOIO Ipernapara. PemieHne O PUOCTaHOBJICHUH
KJIIMHAYECKOTO MCCIIEOBaHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOIO IPHUMEHEHHUS
MPUHUMAIOT PYKOBOJWTENb MEIUIIMHCKOW OpraHuM3anud W (WJIM) OpraHu3alys, IOJTy4YHBIIAs
paspelieHe yrnoJHOMOYEHHOTO (eIepaIbHOTO OpPTraHa MCIOJHUTEIBHON BIACTH HA OPTraHU3aAIUI0
MPOBEJCHUSA KJIMHMYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOIO IIpemnapara Uil MEIUWLHUHCKOIro
MPUMEHEHUS, PELICHUE O MPEKpalleHUH TaKOro HCCIEIOBAaHUSA IMPUHUMAET YIOJHOMOYEHHBIN
(denepanbHbIii OpraH HMCIOJHUTEIBHOW BIACTH HA OCHOBAaHMM COOOIICHHS B MUCBMEHHOH (opme
PYKOBOJWTENS MEIMLMHCKOW OpraHu3aluyd WIM OpraHu3auus, I[OJy4YuBLIas pa3peuieHue
YIOJTHOMOYEHHOTO (peIepalIbHOTO OpraHa MCHOJHUTEIHLHON BIACTH HA OPraHU3ALMIO0 MPOBEICHUS
KJIMHUYECKOTO UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO Mpemnapara sl MEAULIMHCKOTO IPUMEHEHHS.

7. B cpok, He TpeBBIAIOMUN TATH PabodMX JHEH CO JTHS 3aBepIICHUs, MPUOCTAHOBJICHUS WIH
NPEKpaIleHUss KIMHUYECKOTO MCCIIE0BAaHUS JIEKAPCTBEHHOIO IMIperapara s MEJUIIMHCKOIo
IIPUMEHEHUs], COOOIIeHre 00 3TOM HaIpaBJIIETCS] OPraHU3ALUSAMH, YKa3aHHBIMU B 4acTU 3 CTaThbu
38 nacrosiiero denepaqbHOTO 3aKOHA, B YIIOJTHOMOYEHHBIN (eiepanabHblii OpraH UCHOJHUTEIHHOM
BJIACTH IO YCTAHOBJIEHHOM UM ¢opme.

8. dopma cooOuieHUsI O 3aBEPLICHUM, NPUOCTAHOBJICHUU WJIM NPEKPAIIEHUH KIMHUYECKOTO
HCCJIEI0BAaHUs JIEKAPCTBEHHOTO Npernapara il MEJUIMHCKOTO IPUMEHEHUS JOJDKHA COIECPKATh:

1) mHGOpMAIIMIO O MEIUIIMHCKOW OpraHU3allid WIM METUITMHCKUX OPTaHU3AIMsIX, TMPOBOIUBIINX
JIAaHHOE MCCIIeJOBAHNE;

2) onucaHue JaHHOT'O UCCIIEIOBAHUS;

3) nanHble WcciemoBaTens (paMuiIus, UM, OTYECTBO, MECTO PaOOTHI, 3aHMMaeMas IOJDKHOCTD,
CICIUABHOCTh, CTaX pPabOTHl MO NpPOrpaMMaM KIMHUYECKHX WCCICIOBAaHUN JICKapCTBEHHBIX
MpernaparoB, MepedeHb KIMHUYECKUX HCCICIOBAHMH JICKAPCTBCHHBIX IMPENapaToB, B KOTOPHIX OH
MPUHUMAJ y4acTHe (TMIePUO/Ibl yIacThsl) B KaYeCTBE UCCIIEAOBATENS WA COUCCIIEAOBATENs); (B Pel.
®denepanpHoro 3axkoHa oT 11.10.2010 N 271-D3)

4) pe3yiabTaT JAHHOTO HUCCICIOBAHUA (3aBepmeHHe, MNPUOCTAHOBJIICHUC WJIU IMPCKPAIICHHUC JAaHHOT'O
HCCICA0BaHUA C YKA3dHUCM HX IPUYHH W BJIUAHHA HAa OLUCHKY €ro pE3yJIbTaTOB, O6IJ_[y}O OLICHKY
PHUCKA U O)I(I/II[aeMOﬁ IMOJIB3bI OT MPUMCHCHUA UCCICAYEMOI'O JICKApCTBECHHOI'O IIpCIiapara, a TakKKe
npeamnojaracMbic I[aJ'IBHeI\/’IIHI/Ie HeﬁCTBHH).

8.1. Ilpm BwIsIBICHUH (QenepaibHbIM OpPraHOM HCIIOJTHUTEIBHON BJIACTH, OCYIIECTBIISIONIUM
(GYHKIMM IO KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpaHEHUs], HAPYIIEHUH MpaBUil HaaJeKamen
KIMHUYECKOM MpaKTUKU TMpH TMPOBEIEHUH KIMHUYECKOTO MCCIEeIOBaHMs JIEKAPCTBEHHOTO
nperapara, BIUSIONIMX Ha TOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTIO KJIMHUYECKOTO MCCIIEIOBAaHUS,
yYKa3aHHBINA (pesiepaibHbli OpraH UCIIOJHUTEIbHOM BJIACTH MPUOCTAHABIMBAET IIPOBEJCHUE TAHHOT'O
KJIMHUYECKOTO HCCIICZIOBAHUS M BBIHOCUT MEAMIMHCKOM OpraHu3alud, B KOTOPOM IPOBOJUTCS
JTAHHOE KJIMHUYECKOE HCCIIe/I0OBaHKe, NpeANnrcaHiue 00 YCTpaHEHUH BbISBICHHBIX HapymeHuil. [lpu
HEYCTPAHEHUU MEIUIMHCKON OpraHu3alueil BBIABICHHBIX HAapyIIEHUH B YCTAHOBJIEHHBIA B
MPeIMUCAaHUN CPOK YKa3aHHBIN (eiepalibHbIid OpraH HCIIOJHUTEIBHOM BIACTH IPUHUMAET PEIICHUE



O TPEKpalleHUU TMPOBEIEHUS KIMHUYECKOIO MCCIeIOBaHUs JIEKapCTBEHHOro IIpernapara |
HamnpasisieT B (enepalbHbIi OpraH HCHOJHUTEIBHOW BIIACTH, OCYILECTBJSIIOIIMNA (QYHKIHUU I10
BBIPAa0OTKE M peain3aliy rocyaapCTBEHHON MOJIUTUKA U HOPMATUBHO-TIPABOBOMY PETYJIUPOBAHUIO
B cdepe 3paBOOXpaHEHHUs, 3aKJIOUYEHUE O BBISBICHUU MPU MPOBEACHUU JAHHOTO KIMHUYECKOTO
WCCIIEJIOBAHUSI HAPYIICHUH NpaBUJI HaJUIeKalled KIMHUYECKON MPAKTUKU Ul MPUHATUS PEleHUs
00 OTMEHEe pa3pelleHHUs] Ha OpPraHM3alMI0 MPOBEAEHUS JAaHHOI'O KIMHUYECKOIO HCCIIEIOBAHMSA C
JaTbl TMPUHATHS pEUIeHUs O NPUOCTAHOBJICHMM TIPOBEAEHUS KIMHUYECKOrO HCCIIE0OBaHUS
JIEKapCTBEHHOTO Tipernapata. (B pea. denepansHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (eAepanbHbIi OpraH UCIIOJTHUTEIBHOM BIACTH OMYOIMKOBBIBACT U Pa3MeIaeT
Ha CBoeM oduIMaibHOM caiiTe B ceTH "HMHTepHeT" coo0IIeHne 0 3aBeplIeHnH, TPUOCTAHOBICHUN
WM TIPEKPAIICHUH KIMHHYECKOIO MCCIEI0BaHUs JIEKAPCTBEHHOrO Mpernapara Juisi MEIULHUHCKOrO
NPUMEHEHUS B CpPOK, HE TMPEBBIIAIONINA MATH pabouyumx IHEH cO JHA €ro IOJIy4eHHUs, B
YCTaHOBJICHHOM UM TOPSJIKE.

10. YnonHoMmoueHHBIN (QenepanbHblii OpraH HCHOJIHUTENBHOW BJIACTH OCYILECTBISET BEICHUE
peecTpa HCCleIOBaTeNei, NPOBOMALIMX MWJIM INPOBOAUBIIMX KIMHUYECKHE HCCIIEIOBaHUS
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAULMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP KICHHBIMU
UM TpaBWJIaMM M pasMellaeT ero Ha cBoeM oduuuanbHoM caiite B cet "HHTepHer" B
YCTQHOBJICHHOM UM THOpSJIKE. YKa3aHHBIH PEeCTp COAEPKUT HH(OpMAIHIO, MPEeIyCMOTPEHHYIO
IIYHKTOM 3 4acTu 8 HAaCTOSALIEH CTaTbHU.

11. Oruer o pe3ynbrarax KIMHUYECKOTO HCCIIEIOBaHMS JIEKApCTBEHHOIO IIpenapara il
MEIUIIMHCKOTO0 TPUMEHEHUs COCTaBJISIETCS OpraHu3alveld, ykazaHHOW B yacth 3 crtaTbu 38
Hacrosero defepanbHOrO 3aKOHA, HAa OCHOBAHUM 3aKIHOUEHUM MEIUIMHCKUX OpraHu3alui,
MPOBOJIMBIINX 3TO MCCIEI0BAaHUE, U IPEACTABISETCd B YINOJHOMOYEHHBIN (enepanbHblii Ooprax
WCIIOJIHUTEIbHOM BJIACTH, BBIAABIIMIA pa3pellieHne Ha MIPOBEIEHUE 3TOTO HCCIEIOBaHMs, B CPOK, HE
MPEBBIIAIOMIUNA TPEX MECALEB CO JHS €ro 3aBEpIICHUS, MPUOCTAHOBICHUS WIHM MPEKpaIIeHUs, B
MOPSIKE, YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (he/iepaabHbIM OPraHOM UCIIOTHUTEILHOM BIACTH.

12. Hapymienue mnpaBui HaJIekKalled KIMHUYECKOW NpPaKTHKH, (ambcudukamms pe3ysbTaToB
KIIMHUYECKOTO HUCCIEI0OBAHUS JIEKAPCTBEHHOI'O Mpenapara Juisi MeJAULUHCKOTO MPUMEHEHUS BIEKYT
3a co00¥ OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATENbcTBOM Poccuiickoit deneparuu. (B pe.
®denepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pex. ot 13.07.2015))

13. Ilpu mpoBeeHNH KIIMHUYECKOTO UCCIICIOBAHMUS JICKAPCTBEHHOTO Mpernapara JJisi MEAUIIMHCKOTO
NPUMEHEHUs] JIOMyCKaeTcss 3a0op Yy TAIMEeHTOB OWOJIOTMYECKHX MaTepuanoB (00pasibl
OMOJIOTUYECKUX IKHUIKOCTEH, TKaHEH, CEKPEeTOB M MPOAYKTOB >KU3HEIESTEIBHOCTH YeIIOBEKa,
(U3MOIOTUIECKHUX U MATOJIOTHYECKUX BBIACTICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHKPOOPTaHU3MOB,
OWOIICHIHBIN MaTepuan) Juis uX u3ydeHus B Poccuiickoit @enepanuu u (WaM) 3a MpejesiaMu
Poccuiickoit @enepanuu. (B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

14. Tlopsinox BBO3a B Poccuiickyto ®denepanuio u BbIBo3a 3a mpenensl Poccuiickoit Penepannu
OMOJIOTMYECKUX MaTepUaoB, TOJIYYCHHBIX MpPH MPOBEACHUHM KIMHHUYECKOTO HCCIIEeIOBAHUS
JIEKapCTBEHHOT'O Iperapara Uil MEAMIMHCKOrO IPUMEHEHHUs, ycTaHaBiuBaercsa [IpaBurenscTBOM
Poccuiickoit @enepanmu. (B pen. PepepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Cratba 41. I[OI"OBOP 0 MPOBCACHUHN KIIMHUYECCKOI'0O HCCJICI0BAHUA



JEKAPCTBCHHOI'O nmpemaparta aJas MCANIMHHCKOI0o NIpUMEHCHUA

1. KinuHunueckoe uccieloBaHUE JIEKAPCTBEHHOIO Ipernaparta Uil MEIUIMHCKOTO IPUMEHEHUs
IIPOBOJUTCS B COOTBETCTBUM C JOTOBOPOM O IIPOBEJIEHUU KIMHHUYECKOIO HCCIEIOBAHMS
JIEKapCTBEHHOT0 Ipenapara il MEJUIUHCKOIO IPUMEHEHUS, 3aKJIF0UAEMbIM MEXK1y OpraHU3aLueH,
MOJTyYUBIIEH pa3pelieHne YIMOJIHOMOYEHHOTO (peiepajbHOro OpraHa MCIOJIHUTENBHOM BIACTH Ha
OpraHW3alMI0  NPOBEJIEHUS  TAKOrO  MUCCIENOBAaHUA, M  MEAMIMHCKOM  OpraHU3alueH,
OCYIIECTBIISIFOLIEH POBEJEHUE TAKOTO UCCIIEOBAHMS.

2. I[OFOBOp O TIPOBCACHHUU KIMHHYCCKOTO HMCCICAOBAHHA JICKAPCTBCHHOI'O IIpfliapaTta IJId
MCANLNHUHCKOT'O IPUMCHCHHA JOJIKCH COACPIKATD!:

1) YCJI0BUA U CPOKHU MPOBCACHUS NAHHOT'O UCCIICAOBAHUS

2) OIIpCACIICHUC O6IJ_[€I71 CTOUMOCTHU IPOrpaMMbl JAHHOTO HCCJICAOBAHUA C YKA3daHUCM CYMMBI,
HpCHHaBHaanOHIGﬁCH JJIA BBITIIIAT UCCIICAO0BATCIISIM, COMCCIICAOBATCIIAM,

3) OIIpCACIICHUC (bOpMBI MNpEaACTaBJICHUS PE3YJIbTATOB AAHHOI'O HMCCJICIOBAHUA B ynOHHOMO‘IGHHBIfI
q)eﬂepaHBHBIﬁ opra”n HWCIOJIHUTEILHON BJIACTH.

Cratbi 42. ®DuHaHCOBOE o0eceUeHNe KJIHHNYECKOr0 HCCJAeI0OBAHUSA
JIEKAPCTBEHHOI'0 Mpenapara JJisi MeAUIUHCKOT0 IPUMEHEHU

dunancoBoe oOecreueHHE KIMHHYECKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapaTta JJId
MCIUITUHCKOI'O MPUMCHCHUS OCYHICCTBIISCTCA 3a CUHCT:

1) cpenctB penepanbHOTO OIOIKETA,

2) CpeacTs OpFaHHSaHHﬁ, MOJIYYMBIINX PA3PCHICHHUC Ha OpraHu3aluvio HOPOBCACHUA JAaHHOTO
HCCIICA0BaHUs, B COOTBETCTBUU C YCIIOBUSAMU AOTOBOpPaA O €T0 IIPOBCACHUUN

3) HHBIX HC 3aIllPCIICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit CDG,I[GpaI_II/II/I HMCTOYHHKOB.

Cratbs 43. [IpaBa nanueHToOB, Y4aCTBYHOIIMX B KINHUYECKOM
HCCJIeIOBAHUM JIEKAPCTBEHHOI0 Npenapara JJii MeIMIHHCKOT 0
NPUMEHEHU S

1. VYuacTtue mnDanmuMeHTOB B KIMHHYECKOM HCCIIEHOBAHUH JICKAPCTBCHHOI'O IIpfriapata ajid
MCIUIUHCKOI'O IPUMCHCHUS SABJIACTCA I[O6POBOJ'II>HBIM.

2. TlanpeHT WM €ro 3aKOHHBIM MPEACTaBUTENb JOJDKCH ObITh HH(POPMHPOBAH B IMHCHBMEHHOM
dopme:

1) 0 JleKapCTBEHHOM Tpernapare Uil MEAUIMHCKOrO MPUMEHEHHS W CYIIHOCTH KIMHUYECKOTO
HCCIIEJIOBAHMUS ATOT'0 JIEKAPCTBECHHOI'O Iperapara;

2) 0 0e30macHOCTH JICKApCTBCHHOI'O IIpfCriapara AJjid MCAUIMWMHCKOIO INpUMCHCHUA, €TO O)I(I/I,I[aCMOfI
3(1)(1)€KTI/IBHOCTI/I " CTCIICHHU pUCKaA A ITallUCHTA,

3) 00 YCIIOBUAX YUYACTHSA IMAIUCHTA B KIIMHUYCCKOM HCCIICJOBAHUU JICKAPCTBCHHOI'O IIpCliapaTa AJIst
MCANIHUHCKOI'O IPUMCHCHMU,



4) 0 OeJiM WirM HOeiiX W HNPOJOJDKUTCIIBHOCTH KIMHUYCCKOIO MCCJICAOBAHUA JICKAPCTBCHHOI'O
npenapara 11 MCIUIUHCKOI'O IIPUMCHCHU A

5) 0 HeﬁCTBHHX nanueHTa B CJIyda€ HCEUPCABUIACHHBIX 3(1)(1)€KTOB BJIMAHUA JICKAPCTBCHHOI'O
npenapara 1J1 MCIUIUHCKOIO IIPUMCHCHUS Ha COCTOAHHUC C€TO 310POBbA;

6) 00 YCIOBHUAX 00s13aTEIILHOTO CTpaxOBaHM: )KU3HU, 3J0POBbs IMAIUCHTA,

7) 0 TapaHTHAX KOH(bI/I,IleHLII/IaJ'IBHOCTI/I ydacTtus IalUueHTa B KIMHUYCCKOM HCCIICAOBAHUHA
JICKAPCTBCHHOT'O IIpCIiapaTta JJIA MCAUIUHCKOI'O IIPUMCHCHUS.

3. I[O6p0BOJ'IBHO€ COIJIaCUC MalMCHTa HAa y4aCTUC B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O
npernapara Ayl MEAUIOHUHCKOI'O MPHUMCHCHUA ITOATBCPIKAACTCS €ro MOAIUCBIO MM IMOAIMHUCBIO €TI0
3aKOHHOI'O IMPEACTAaBUTCIIA HA I/IHq)OpMaI_II/IOHHOM JIMCTKEC IMallCHTA.

4, HaI_II/IeHT WM €70 3aKOHHBIN MMPEACTAaBUTEJIb UMECT IIPAaBO OTKA3aThCs OT Y4aCTUA B KIIMHHUYCCKOM
HCCIICA0OBAHUHM JICKAPCTBCHHOI'O Ipflapara AJid MEAUUOMHCKOro IHpHMCHCHUSA Ha JII000# cTaauu
MMPOBCACHHUA TAKOI'O UCCIICIOBAHUS.

5. IlpoBeneHre KIMHUYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOIO Ipenapara A MeIUIUHCKOTO
IPUMEHEHHUSI C y4yacTHeM B KayecTBE IAallMEHTOB JeTell JOomycKaeTcs TOJIBKO € corjacus B
MMCbMEHHON (OpMe UX DPOIUTENICH, yChIHOBUTENEH. [[eTm MoryT paccMarpuBaThCsi B KadyecTBE
MOTEHUIUAIBHBIX MAaLMEHTOB TAKOI'0 MCCIIE0BAaHUs, TOJIBKO €CIIM €ro MPOBEACHNE HEOOX0IUMO IS
YKpeIJIeHUsI 370pOBbs JeTell Win NpoQUIaKTUKH HHPEKIMOHHBIX 3a00JIeBaHUI B JETCKOM
BO3pacTe JMOO €CIM IIeJIbI0 TAKOTO HMCCIEAOBAaHUS SBISETCS IMOJyYEeHHE JTAHHBIX O HaWIydiien
JI03UPOBKE JIEKAPCTBEHHOT'O Ipernapara JJis JiedeHus JieTei. B aTux cimydasx TakoMy vccie10BaHUIo
JIOJDKHO — IPEIIEeCTBOBaTh KIMHMYECKOE HCCIEJAOBAaHUE JIEKApCTBEHHOIO Ipemaparta s
MEIMIIMHCKOTO NMPUMEHEHUsI Ha COBEPIICHHOJIETHUX TpakKJaHax, 32 MUCKJIIOUEHUEM CIydaeB, €clid
UCCIIEJlyeMblii JIEKapCTBEHHBIM IMpemapar JUIsi MEIUIMHCKOIO MPHMEHEHHUs NpeJHa3HaueH
UCKJIIOUMTEIBHO JIJISl UCIIOJIb30BAaHUSI HECOBEPILICHHOIETHUMH IpaxkaaHaMu. (B pel. deaepanbHOTO
3akoHa oT 22.10.2014 N 313-P3)

6. 33.Hp€Il[a€TC$I IMPOBCACHUC KIIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara IOJid
MCIUIIUHCKOI'O MPUMCHCHUS C YHACTHUEM B Ka4CCTBC IMALITUCHTOB!

1) neTei-cupoT U JeTei, ocTaBIIUXCs 0€3 MONECYCHUS POAUTEICH;

2) KEeHUIMH B Iepuoj OepeMeHHOCTH, >KEHIIMH B TIepuoJl TPYJHOTO BCKAPMIIMBAHHUSA, 32
HCKJIFOUEHHEM CIIy4aeB, €CJIH IIPOBOJUTCS KIIMHUYECKOE UCCIIEI0OBAHUE JIEKapCTBEHHOTO Mpernapara,
NPEeIHA3HAYEHHOTO0 JUIl YKa3aHHBIX JKEHIIWH, IPH YCJIOBUM HEOOXOJUMOCTH IOJIyYEHUS
nHGOpPMAIMK TOJILKO BO BpEeMs MPOBEJEHHUS] COOTBETCTBYIOIIMX KIMHUYECKUX MCCIEIOBaHUM U
NPUHATHUS BCEX HEOOXOAMMBIX MEp IO MCKIIIOUEHHUIO PUCKA HAHECEHUs Bpella >KeHIUHE B IMEepUOJ
OEepeMEHHOCTH, KEHIIIUHE B IIEPHOJ] IPYAHOTO BCKapMIIMBAHUS, IIJIOLy UM PEOCHKY;

3) BOEHHOCHYXalllUX, 3a MCKIIOYEHHEM CIIy4aeB IPOBEIEHUS KIMHUYECKOIO MCCIIeI0BaHUS
JIEKapCTBEHHOTO Ipenapara, ClelUalbHO pPa3padOTaHHOIO Ul MPUMEHEHUS B YCJIOBUSX BOCHHBIX
NEHUCTBUH, YpEe3BBIYAWHBIX CHUTYallMid, MPO(PWIAKTHKKA W JieUueHUs 3a00JeBaHUN W TIOpPaKCHHH,
MOJyYEHHBIX B PpE3yJbTaTe BO3ACUCTBUS HEONArONpUATHBIX XUMHYECKHX, OHOJIOTHYECKUX,
paauanuoHHbIX (GakTopoB. KimHuueckoe nccieroBaHue Takoro JeKapCTBEHHOTO MperapaTa MOXKeT
IPOBOJUTECS C YYacTHEM B KauyecTBE TIAllMEHTOB BOCHHOCIYXAIUX, 33 HCKIIOUYEHUEM
BOEHHOCJIY)KAIIIUX, TMPOXOJSIIIMX BOCHHYIO CIYKOy MO TpPHU3bIBY, C COOJIIOJICHHEM TpPeOOBaHMIA,
YCTaHOBJIEHHBIX HacTosiMM PejiepalibHbIM 3aKOHOM B OTHOIIEHUH T'PaKIaHCKUX JIULI;

4) COTPYAHUKOB IIPABOOXPAHUTCIIBHBIX OPIr'daHOB,



5) nuil, oTOBIBAIONIMX HaKa3aHWE B MECTaX JIMIIEHUS CBOOOJBI, a TAKXKE JIMII, HAXOISIINXCS IO
CTpakeil B CJIEJCTBEHHBIX U30JISTOPax.

7. I[OH}’CKaeTCﬂ ONpOBCACHUC KIIMHUYCCKOIO HMCCICAOBAHHA JICKAPCTBCHHOI'O IIpCliapaTta IJId
MCAWILHUHCKOTO INPUMCHCHHUA, IPCAHASHAYCHHOI'O MJIA JICUCHUA IICUXHYCCKHX 33.60J'I€BaHI/II\/’I, C
ydacTueM B KadeCTBC IMAOWCHTOB JIML C IICUXUYCCKUMU 3360J’I€BaHI/I$IMI/I, MNPU3HAHHBIX
HGI[GCCHOCO6HBIMI/I B TOpAAKE, YCTAHOBJICHHOM 3aKOHOJATCJIbCTBOM Poccuiickoit CDG,I[epaLII/II/I.
Kmnandgeckoe HCCJICAOBAHUC JICKAPCTBCHHOTIO IIPCIiapaTa B 3TOM CJIy4dac MPOBOJAUTCA IIPHU HAJITUYNU
corjiacusl B MUCbMEHHOM q)OpMe 3aKOHHBIX HpCHCTaBHTGHCﬁ YKa3aHHbIX JIULI.

Crates 44. O0s13aTe/IbHOE CTPAXOBAHHE KU3HH, 3I0POBbS NMAIMEHTA,
Y4YaCTBYIOIIEr0 B KIMHUYECKOM HCCJIeIOBAHUN JIEKAPCTBEHHOT 0
npemnapara JJjis MeIMIUHCKOro npuMeHeHus (B pea. @enepajbHOro
3akoHa o1 29.11.2010 N 313-D3)

1. OpFaHI/IBaLII/IfI, nojryguBHIasgs pa3pCHIiCHUC Ha OpraHU3alrdi0 MPOBCACHUA KIMHUYCCKOTO
HUCCIICAOBAHUSA JICKAPCTBCHHOI'O IIpfriaparta I MCAULIMUWHCKOIO IIPpUMCHCHHA, 00s13aHa B Ka4yeCTBE
CTpaxoBaTCJid CTpPAaxoOBaTb PUCK IMPUYUHCHUA BpPCAa XU3HU, 3JOPOBbIO IMAWCHTA B PE3YJIbTATC
MNpOBCACHUS KIMHHUYCCKOTO HMCCIACAOBAHHA JICKAPCTBCHHOI'O IIpCliapata i1 MCIAUIUWHCKOI'O
MNPpUMCHCHHA 3a CBOM cUeT IMyTEM 3aKIIFOUYCHUA JOTOBOPa 00s13aTEILHOT0 CTpaxOBaHUs.

2. OOBeKTOM O0053aTENBHOTO CTPAaXOBAaHUS SBISETCS HUMYILIECTBEHHbIM HWHTEpeC NalleHTa,
CBA3aHHBIM C MPUYMHEHUEM BpEJa €ro JKU3HU WM 3J0POBBIO B DPE3yJIbTaTe€ IPOBEICHUS
KJIIMHAYECKOT O UCCIIEI0OBAaHUs JIEKAPCTBEHHOIO Mpernapara sl MEAUIMHCKOTO IPUMEHEHHS.

3. CTpaxoBbIM CllydaeM I10 JOrOBOpPY 0053aTeIbHOI0 CTPAXOBAHUS SIBJISIETCS CMEPTh NAllMeHTa WU
YXYALIEHHE €ro 30pOBbs, B TOM YHCIJIE BJIEKYIee 3a COOON yCTAaHOBJIEHHE WHBAJIMIHOCTHU, IpPHU
HAJIMYUKM TPUYUHHO-CIIEICTBEHHOW CBA3M MEXIY HACTYIJICHUEM JTOr0 COOBITHS M Y4acTHEM
MalMEHTa B KIIMHUYECKOM MCCIIEJOBAaHUH JIEKAPCTBEHHOI'O IIpenapara.

4, Tp€6OBaHI/IH O BO3MCHICHHMH BpCaa, IMIIPHUYUMHCHHOI'O JKH3HW WKW 3J0pPOBbIHO IIAlIMUCHTA,
OpCaAbABIIAOTCA B  TCUYCHHC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX TI'PaKIAaHCKUM
3aKOHOAAaTCIbCTBOM.

5. PasMep CTpﬁXOBOﬁ BBITUIATBI 1O AOTOBOPY 00513aTEILHOTO CTpaxoBaHUA COCTABJIACT:

1) B ClIydac¢ CMCpPTH IMallUCHTA [ABAa MHUJUIMOHA pY6J'I€I\/’I Ha KaXxJ0ro IanueHTa, y4aCTBOBABIICIO B
KIIMHNYCCKOM HUCCJICAOBAHHH JICKAPCTBCHHOI'O IIpCIiapara,

2) npH yXyJIUIEHUH 3J0POBbS MALUEHTA!

a) TIOBJIEKIIEM 3a COOOM YCTaHOBJIEHWE MHBATUAHOCTU | TPYIIbI, OJUH MUJUTHOH ISITBCOT ThICSY
pyOuieii Ha KaXJI0ro MalueHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHHH JICKAPCTBEHHOTO
npenapara;

0) moBieKkIeM 3a coOol ycTaHoBlieHWe WHBamuAHOcTU Il rpynmel, onuH MWUMOH pyOsei Ha
Ka)XJIOTO MaIMeHTa, y9aCTBOBABIIETO B KJIMHUYECKOM HCCIIEIOBAaHHUH JIEKAPCTBEHHOTO ITperapara;

B) TIOBJIEKIIIEM 3a cO0OW ycTaHOBJIeHHE HWHBANMHIHOCTH III Tpynmel, maATbCOT ThICSY pyOseil Ha
Ka)KJI0r0 NalMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM HCCIIeI0BAaHUH JIEKAPCTBEHHOTO Npenapara;

') HE TIOBJICKIIIEM 3a OO0 yCTaHOBIJICHUSI MHBAJIUIAHOCTH, HE 0o0Jiee 4eM TpHUCTa ThICSY pyOsei Ha



Ka)XJIOTO TMaIllMeHTa, YYaCTBOBABIIETO B KJIMHUYECKOM HCCIIEOBAaHUH JIEKAPCTBEHHOTO TIperapara,
UCXONl M3 HOPMATHBOB, OTPKAIOUIMX XapaKTep M CTENEHb MOBPEXKICHHS 3I0POBbs, a TaKKe
(aKTHYECKH TOHECEHHBIX TMAIEHTOM pAacXOJIOB, BBI3BAHHBIX IOBPEXKICHUEM 3/I0pOBbS, Ha
MEJUIITHCKYIO TIOMOIIIb, PHOOpETeHNE JIEKapCTBEHHBIX MpenapaToB. (B pen. depepaabHOTo 3aKOoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

6. Yactp yrparuna cuiy. (B pen. dexepanpHoro 3axona or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

7. CpOK A0rosopa 0053aTeILHOr0 CTpaxOBaHUA HE MOXCT OLITE MCHEC, 4CM CpPOK IIPOBCIACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHHA JICKAPCTBCHHOI'O ITpCIiapara.

8. VYcnoBusi moroBopa 00s3aTENbHOTO CTPaXxOBaHHA, B TOM YHCJIE CTPAaxoBble TapuQbl 10
00s3aTENIbHOMY ~CTPAaXOBaHHIO, MepedYeHb HEOOXOOUMBIX IOKYMEHTOB [UIS OCYIIECTBIICHHS
CTPaxoBOM  BBITUIATEHI, HOPSIIOK ~ YCTAHOBJICHHUS CTpaxoBaTelieM  WHAMBUIYAIbHOTO
UICHTU(PHUKAMOHHOTO KO/a MaIieHTa, MOopsJ0K HHOOPMHUPOBAHUS CTPAXOBATEIEM CTPAaXOBIIUKA O
MPUBJICYCHHBIX K KIMHHYECKOMY HCCIIEIOBAHUIO JIEKAPCTBEHHOTO Iperapara Uil MEJUIMHCKOTO
NPUMEHEHUS] TAalWeHTax, TMOPSAJOK YIUIAThl CTPaxoBOM TPEeMHH, MOPSAOK peaan3alnuu
orpeneneHHbIX HacTosAmmuM DenepanbHbIM 3aKOHOM U APYTHMHU (eepaTbHBIMA 3aKOHAMU TIpaB |
00sI3aHHOCTEH CTOPOH MO JOTOBOPY OOS3aTENBHOTO CTPAaxOBaHHUs, a TaKKe HOPMATHBEI,
OTpaXkarIe XapakTep H CTENEeHb IOBPEXKICHHS 3/0POBbs, YCTAHABJIMBAIOTCS THIIOBBIMH
MpaBuJIaMH 00s3aTeNIbHOTO cTpaxoBaHus. (B pen. DenepanbHoro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

9. B ciydae npUuMHEHUs Bpea )KU3HU MALUEHTa, Y4aCTBOBABILETO B KIMHUYECKOM HCCIIEI0BAaHUN
JIEKapCTBEHHOT'O Mperapara, BBITOJAONPUOOpETaTeNsIMU 0 JOrOBOPY 00s3aTEIBHOIO CTPAaXOBaHUS
SABJIIIOTCSL TPaXKJAaHe, MMEIIIKE IPaBO HAa BO3MEIIECHHME BpelJa B ClIydae CMEPTH KOPMWIbIA B
COOTBETCTBHUU C I'PaXKJAHCKUM 3aKOHOJATEIBCTBOM, IIPH OTCYTCTBUM TAKUX I'PAXKIAH - POIUTEIH,
CyNpyr, JE€TH yMEpLIEro IMalueHTa, Yy4YacTBOBABIIEIO B  KIMHUYECKOM  HCCIIEIOBAaHUU
JIEKapCTBEHHOI'0 IIpenapara, B CiIy4ae CMEPTH NalUEeHTa, Y4YaCTBOBABIIEIO B KIMHUYECKOM
HCCJIEI0BAaHNH JIEKAPCTBEHHOr'O IIPernapaTa U He IMEBILIEr0 CaMOCTOSITENIBHOTO IOXO0/1a, - TpaXJaHe,
Ha WKIUBEHUHU KOTOPBIX OH HAXOJMWJICS, B OTHOIIEHWH BO3MEILEHHUS PAcXO0B Ha IorpedeHue
MalMEHTa, y4aCTBOBABIIEIO B KIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOrO IIperapara, - JIMLO,
MOHECIIIEE TAKUE PACXOIbI.

10. CTanOBafl BbIIIJIaATAa B CUYCT BO3MCHICHUA BpCldd, IMPUYMHCHHOI'O JKH3HU IIalIUCHTA,
Y4aCTBOBABLICTO B KIMHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOT'O IIpfliapaTta, paclpeacisieTCs
MCKIAY BBIFOI[OHpI/IO6p€TaT€J15[MI/I MPOIMOPHHUOHAIBHO UX KOJIMYCCTBY B PABHBIX HNOJIAX.

11. Ilpm HacTymuieHMM CTpPaxoBOrO Ciydas MalWEHT, Y4YacTBOBABIIMA B KIMHUYECKOM
WCCIICJIOBAHUN  JICKAPCTBEHHOTO  Tpernapara, BBIFOJONPHOOpETaTeNlb  BIOpaBEe  IPEIbSBUTH
HETNOCPE/ICTBEHHO CTPAaXOBIIUKY TpeOOBaHHWE O BO3MEILIEHUH NPUYMHEHHOTo Bpena. CtpaxoBas
BBIIJIATA OCYIUECTBISETCA CTPAXOBIIMKOM B TEUEHHME TPHUJALATU AHEH €O JHA MNPEACTABICHUS
HEOOXOJMMBIX JOKYMEHTOB. [lanmMeHT, ydYacTBOBABIIMKH B KJIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOTO TMperapaTa, WM BBIroJ0NpuoOperaTenb 00s3aH COOOIIUTh CTPaXOBIIMKY IS
OCYILIECTBJICHUSI CTPaxOBOM BBIILIATHl WHAMBUIYaJbHBIH HICHTU()UKAIIMOHHBIA KOJ| MAalleHTa,
YCTaHOBJICHHBIM CTpaxoBaTejleM B COOTBETCTBUM C THUIOBBIMM HpaBUJIaMH 00s3aTEIbHOIO
CTpaxOBaHUs.

12. Jlo momHOTO OmpeJeseHnus pa3Mepa MOJUIeKallero BO3MEIICHUI0 Bpela CTPaXOBIIUK IO
3asBJICHUIO MAalM€HTa, Y4YacCTBOBABILIETO B KJIMHUYECKOM HCCJEIOBAaHUU JIEKAPCTBEHHOTO
mperapara, WIM 3asBJICHHIO BBITOAONMPHOOpETATENs] BIpPAaBE OCYIIECTBUTh YacTh CTPAXOBOU



BBIIJIAThI, COOTBETCTBYIOIIYIO (DaKTUUECKH ONPEEIEHHONW YacTH NPUYMHEHHOTO Bpea.

13. CTanOBaSI BbIIlJIaTa B  COOTBCTCTBHH C  JOIOBOPOM 00513aTEILHOTO CTpaxOBaHUs
OCYIICCTBJIICTCA HE3aBUCHUMO OT BBIIUIAT, IPUYUTAOIIUXCS 110 APYTUM BUJIaM CTpAXOBAHUA.

14. He pomyckaercss ydacTHe TalMEHTa B MPOBEJCHUM KIMHUYECKOTO UCCIEJOBaHUS
JIEKapCTBEHHOTO TperapaTa Mpu OTCYTCTBUH JIOTOBOPA 00s3aTEILHOTO CTPaXOBaHHUS.

15. KoHTponb 3a HCHOJHEHHEM OpraHu3alleil, MOJMy4YMBUICH pa3pelleHue Ha OpraHu3aluio
MPOBEJICHUSA KJIMHMYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOIO IIpemnapara Uil MEIUMLHUHCKOIro
MPUMEHEHUS], YCTAaHOBJICHHOW HACTOSMICH CTaThell 0OS3aHHOCTH MO 00s3aTeIHHOMY CTPaXOBAaHUIO
KHU3HU, 370pPOBbs IMALMEHTa, YYaCTBYIOIIETO (y4acTBOBABILEr0) B KIMHUYECKOM HCCIIEJOBAHUU
JIEKapCTBEHHOT0  Mperapara, OCYIIECTBISETCS  YIOJIHOMOYEHHBIM  (peliepajbHbIM  OpraHoM
WCIIOJIHUTEIIbHOM BJIACTH, BBIJABLIMM pa3pelICHUE HA IPOBEJCHUE KIMHUYECKUX MCCIIEIOBAHMM
JIEKapCTBEHHBIX ITPENapaToB Uil MEIULIUHCKOIO IPUMEHEHUS.

I'nasa 8. IPOU3BOJACTBO U MAPKUPOBKA
JIEKAPCTBEHHBIX CPEACTB

Crartbs 45. IIpou3BoCTBO JIeKAPCTBEHHBIX CPEACTB

1. TIpou3BOACTBO JEKApPCTBEHHBIX CPEJCTB JIODKHO COOTBETCTBOBATH TPEOOBAHUSM IIPABHII
HaJUIeKaIIe MPOU3BOJACTBEHHOW MPAKTUKH, YTBEPKIACHHBIM YIOJTHOMOYEHHBIM (eiepaibHbIM
OpraHOM  HCIIOJHHUTENbHONW BiacTH. (OCOOGHHOCTHM TepexoJa TMPOU3BOJICTBA  OTAEIBHBIX
JIEKapCTBEHHBIX CPEJICTB K MX MPOU3BOJICTBY B COOTBETCTBHH C TPEOOBAHMSIMH MPABHII HAJJICkKAIICH
MPOU3BOJICTBEHHON TIpaKkTUKK ycTaHaBinuBatotrcs IIpaBurensctBom Poccuiickoit ®enepauuu.
Brimaua 3akimtoueHUi O COOTBETCTBUM TMPOM3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM
MpaBWI  HAAJIEKANEd MPOU3BOJCTBEHHONM TNPAKTHKM  OCYWIECTBISETCA IO  Pe3yJbTaraMm
WHCIIEKTUPOBAHMS IPOU3BOJIUTENICH JIEKAPCTBEHHBIX CPEACTB B NOPSAKE, YCTAaHOBJICHHOM
[IpaButenscTtBOM Poccuiickoit @enepannu. Pasmep miatel 3a BelIavy 3aKJIFOUYEHUS O COOTBETCTBUH
MIPOU3BOIMUTENS JICKAPCTBEHHBIX CPEJCTB TPCOOBAHMUSAM TPABWII HAJJIC)KAIICH MPOM3BOIACTBEHHOM
npakTUKH yctaHaBiuBaercs [IpaButensctBoM Poccuiickoit ®@enepauun. IlopAanok opranuzanuu u
NPOBEACHUS WHCIEKTHUPOBAHUS MPOUIBOAUTENECH JEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHUE
TpeOOBaHMSIM  TpaBWI  HAISKAIIEW  MPOU3BOJACTBEHHONM  MPAKTUKH  yCTAaHABJIMBACTCS
[IpaButensctBoM Poccuiickoit denepanuu. (B pen. PeaepanbHbiX 3aKOHOB 0T 25.06.2012 N 93-P3,
01 22.10.2014 N 313-P3, 01 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

2. IlpousBoacTBO JeKapcTBEHHbIX cpeAcTB B Poccuiickoit ®enepanuu OCyIIECTBISETCA
NPOU3BOJAUTEISIMU  JIEKAPCTBEHHBIX  CPEJACTB, HMEIONIMMM  JIMIEH3UI0 Ha IPOU3BOJACTBO
JIeKapCTBEHHBIX cpeacTB. [lonTBepkaeHne COOTBETCTBUS JIMIIEH3MATa IpaBUiIaM HaJyIexalen
MIPOU3BOJCTBEHHON MPaKTUKU OCYLIECTBISETCS B pPaMKax JIMIEH3MOHHOTO KOHTPOJS B
COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoit denepaiuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX
B vactu | Hacrosmiedt crateu. (B pen. dDenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

2.1. Jns uenel NUIIEH3UPOBAHUSI TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB [JIsi MEIUIIMHCKOTO
MIPUMEHEHUS 1 UHCIIEKTUPOBAaHUS CyObEKTOB 00pallleHus JIEKApCTBEHHBIX CPE/ICTB HA COOTBETCTBUE
TpeOOBaHMSIM TMpaBUJl HAIJEKAIIEH TMPOU3BOJICTBEHHON MNpaKTUKU (QeaepaiabHblii  OpraH
WCIOJHUTEIbHON BJIACTH, OCYIIECTBJSIOIIMNA TOCYAAPCTBEHHYIO PErHCTpalMI0 JIEKapCTBEHHBIX



IpernaparoB I MEIUIUHCKOrO  IMPUMEHEHUs, MpeAocTaBiseT  (eAepalbHOMY  OpraHy
WCIIOJIHUTEIILHON BIIACTH, OCYIIECTBISIOMEMY (eaepaabHblii TOCYIapCTBEHHBIN JIUIIEH3MOHHBII
KOHTPOJIb  JIEATEIbHOCTH IO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB Uil MEIAUIIMHCKOTO
IPUMEHEHUS, 110 €ro 3arpocy B paMKax MEKBEJOMCTBEHHOT0 MH(POPMAIIMOHHOIO B3aUMOICHCTBUS
B MOPSIJIKE, YCTAHOBJICHHOM (he/iepaibHbIM OPraHOM HCIOJHHUTEIbHOW BIIACTH, OCYLIECTBIISIOIIUM
JMIEH3UPOBaHUE IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB JJIi MEIUIIMHCKOIO IPUMEHEHUs, U
¢denepalbHBIM ~ OPraHOM  HCIIOJIHUTENIBHOM  BJIACTH, OCYIIECTBIISIIOIIUM  TOCYJapCTBEHHYIO
PETUCTpaLlMIO JICKAPCTBEHHBIX MPEnaparoB s MEAUIMHCKOTO TNPUMEHEHHs, CBEJIEHUs O
JIEKQpCTBEHHBIX CPEJICTBAaX, yKa3aHHbIE B YacTH S5 ctaThu 18 HacTosiniero deaepanbHOro 3akoHa, B
TOM 4YHUCJE€ B Cly4yae, €CJIM TaKhe CBEICHHUS COCTAaBISAIOT KOMMEPUYECKYIO TalHy. (B pen.
®denepanpHOro 3axkoHa oT 14.07.2022 N 311-D3)

3. TIpow3BOACTBO JIEKApPCTBEHHBIX CPEJACTB OCYIIECTBISCTCS C COOMIOACHHEM TpeOOBaHUM
MPOMBIIIUIGHHOTO  PETJIaMEHTa, KOTOPBIA  YTBEPXKIACTCS  PYKOBOJIUTENIEM  MPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB M BKJIIOYAeT B ce0s MepedeHb MCI0JIb3yeMbIX (hapMaleBTUYECKUX
cyOCTaHLIMH M BCIOMOTATENbHBIX BEIIECTB C YKa3aHUEM KOJMYECTBA KaXJ0T0 U3 HUX, JaHHbIE 00
UCIOJIb3yeMOM 00OpY/IOBaHUM, OMMCAHHWE TEXHOJOTMYECKOIro Ipolecca M METOJ0B KOHTPOJIS Ha
BCEX 3Tamax MpOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. TIpu npou3BOACTBE JIEKAPCTBEHHBIX MPETAPATOB Il MEIUIIUHCKOTO MPUMEHEHHUST HCTIOJIb3YIOTCS
(dapmarieBTHYECKHE CyOCTaHIMM, CBEACHUS O KOTOPBIX COAEPIKATCA B TOCYJAPCTBEHHOM peecTpe
JICKapCTBEHHBIX ~ CPEJICTB IS MEOUIMHCKOTO TMpHMEHeHHWs W (WIM) eAMHOM peecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasuilckoro »KOHOMHUYECKOTO COI03a, 3a
UCKIIIOYeHHEM (PapMaleBTHUECKUX CYOCTaHIMH, MPOU3BOJAMMBIX U MPOBEICHHS KIMHUYECKHX
uccinenoBaHuid W (Wiam) Ui 9Kcrmopra. lIpm TpOM3BOACTBE JIEKAPCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO NPUMEHEHHS HCIIOJB3YIOTCS (hapMalleBTUIEeCKHe CyOCTaHIIMU, CBEICHHS O KOTOPBIX
COZepPIKaTCI B TOCYIApCTBEHHOM peecTpe JIKapCTBEHHBIX CpPEACTB Ui  BETEPUHAPHOTO
NPUMEHEHUs,, U (WIM) TOCYIapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB Ui MEAUIIMHCKOTO
NpUMEHEHUs, W (WIM) €IMHOM pEecTpe 3aperhuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapaToB EBpazuiickoro 3KOHOMUYECKOro COr03a, U (MJIH) €IMHOM PEecTpe 3aperuCTPUPOBAHHBIX
JEKapCTBEHHBIX  CpeACTB  EBpasWiickoro  HSKOHOMHYECKOTO  COI033a, 32  HCKIIOUCHHEM
(dapmaneBTHYeCKUX CyOCTaHIUH, MPOU3BOIUMBIX Ul MPOBEICHHS KIMHHYECKHX HCCIICIOBAHUN H
(wm) s skenopTa. K mporeccy mpou3BoacTBa hapMareBTHIeCKO CyOCTaHIIMU OTHOCSATCS JTHO0bIE
CTaJi  TEXHOJOTMYECKOTO  MpoIlecca, MO3BOJAIONINE  MOJIYYUTh  TOTOBBIM  MPOAYKT,
COOTBETCTBYIOIIUH TpeOOBaHUAM (PapMaKOTIEHON CTAaThHU, B TOM Ynciie (hepMeHTAIUs, IKCTPAKIIUS,
OYNCTKa, BBIJCIICHHE, IEPEKPUCTAJUIM3AIMS, BBICYIIMBAaHWE, UW3MeNbdYeHHe. B ciyyae
HEOOXOAMMOCTH HCIOJB30BAHUS STUIIOBOTO CIIUPTA, B TOM 4YHUCIe (papMaleBTUIECKONH CyOCTaHIIUU
CIHpTa OSTWIOBOTO (dTaHOJA), NPU NPOU3BOJACTBE JICKAPCTBEHHBIX CPEACTB B KAaueCTBE
JEUCTBYIOMIETO W (MJIM) BCIIOMOTATEIBHOTO BEIECTBA, A TAK)KE B MHBIX TEXHOJOTHMUYECKUX LENIX
JI0JDKHA OBITH MCIIOJIB30BaHA TOJBKO (papMaleBTUYECKast CyOCTaHIMs CIIUPTa STUIIOBOTO (TaHOMN).
(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 27.12.2019 N
462-P3, ot 27.12.2019 N 481-P3, ot 24.07.2023 N 341-D3)

4.1. TlepeueHb IJI€KapCTBEHHBIX IMPENApaToB JJIsI MEIUIMHCKOTO TPUMEHEHHs, B OTHOIICHUU
KOTOPBIX YCTaHABJIMBAIOTCS TpeOOBaHMSA K 00bEMY Tapbl, YIIaKOBKE M KOMIUIEKTHOCTH, NepeUeHb
JICKApCTBEHHBIX ~TIPEMapaTtoB JJisi BETEPHHAPHOTO MPHMEHEHHs, B OTHOLICHHH KOTOPBIX
yCTaHaBJIMBAIOTCA TPEOOBaHMS K 00beMYy Tapbl, a TaKkke TpeOOBaHUS K 00BEMY Taphl, YIAaKOBKE U
KOMITJIEKTHOCTH JIEKaPCTBEHHBIX MpPENapaToB s MEIUIIMHCKOTO NPUMEHEHHUs, TpeOOBaHUS K
00beMy Tapbl JICKQPCTBEHHBIX TIPEMapaToB Jsl BETEPUHAPHOTO MPUMEHEHHUS OIPEIeIsTIOTCs
COOTBETCTBYIOIIMMH YIOJTHOMOYCHHBIMU ()eAepaTbHBIMH OpraHaMH HCIIOJIHUTEIBHON BIIACTH B



nopsnke, ycraHoBieHHoM [IpaBurensctBoM Poccuiickoii @epepanuu. (B pen. dDenepaibHOro
3akoHa oT 14.12.2015 N 374-®3)

4.2. OpraHu3anuu, OCYIIECTBIIIONINE MPOU3BOACTBO (hapMaleBTUUYECKOW CYOCTAHIIMM CIHpTa
STHJIOBOTO (9TaHOJA) sl TMPOU3BOJCTBA CHUPTOCOCPIKAIIMX JICKAPCTBEHHBIX MPENapaTos,
00s13aHBI OCYIIECTBIISITh YUET B MOPSIKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOTO 3aKOHA
ot 22 nosiops 1995 roxa N 171-®3 "O rocynapcTBEHHOM peryJIHMpOBaHUH MPOU3BOJCTBA U 000pOTa
STHJIOBOTO CIUPTA, AQJKOTOJBHONH H CIOUPTOCOJEpXkalled NpOAYKIMH U 00 OrpaHUYEeHUU
norpebnenust (pacmuTusl) ankorojpHOM mpoxykuuu". I[IpomsBoACTBO  apmaneBTHUECKON
CyOCTaHIIMM CIUPTa STUJIOBOTO (ITAaHOJA) JOMYCKAETCS TOJILKO OpraHH3allel, OCYIIeCTBISIONICH
MIPOU3BOJCTBO PEKTU(PUKOBAHHOTO STUIIOBOTO CIIUPTA U3 MUIIEBOTO CHIPBSI HA OCHOBAHUU JIMIIEH3UU
Ha MPOU3BOJICTBO ATHIIOBOTO CIHUPTA ISl MPOU3BOJACTBA (DapMaIeBTHUECKOW CyOCTaHIIMU CIHpTA
STHJIOBOTO (3TaHOJIa) B COOTBETCTBUU C TpeboBaHusIME DeiepanbHOro 3akoHa oT 22 HOsiOps 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryIupOBaHUH MPOU3BOJICTBA M 000OPOTA ITHIOBOTO CITUPTA,
QJIKOTOJIbHOW W CIUPTOCOAEpKAIIeH MPOAYyKIIMA M 00 OrpaHMYeHHH TOTpeOseHus (pacriuThs)
AJKOTOJILHOW TPOJYKIMHU", METOJOM pPa3BeJCHUSI BOJOW OYMIIEHHOW TaKOro 3THJIOBOTO CIHPTA,
NPOU3BEJICHHOIO  JIaHHOW  OpraHu3aluedl MO0  MEeCTy  OCYLIECTBJIEHHS  IPOM3BOJICTBA
(dbapmareBTHYeCKOil CyOCTaHIIMM CIUpPTa STUIOBOTO (3TaHoma). (B pea. denepanbHBIX 3aKOHOB OT
03.07.2016 N 261-93, o1 27.12.2019 N 481-D3)

4.3. NnauBuayalbHbIC TPEANPUHUMATENM U IOPUAWYECKUE JIUIA, OCYIICCTBISIOIIAE 3aKYNKy U
WCIOJIb30BaHUE (apMaleBTUYECKON CyOCTaHIIMM CHOUpPTAa OSTUJIOBOrO (dTaHONA), a TaKxKe
MPOU3BOJICTBO, M3TOTOBJICHHE U (WiM) O00OpOT (32 HCKIIOYEHHEM PO3HUYHOW MPOJIaXKH)
CIHMPTOCO/EPXKALINX  JIEKAPCTBEHHBIX IpPErapaToB, 00sA3aHbl OCYIIECTBIATH HUX Y4YeT W
JEKJIapUPOBAHUE B MOPSAKE, YCTAHOBIEHHOM CTaThsiMU 8 U 14 denepanbHOro 3akoHa OT 22 HOSOPs
1995 roga N 171-®3 "O rocynapCTBEHHOM PETyIMPOBAHUU TMPOU3BOJCTBA U 000POTa ATHUIOBOTO
CIMPTA, AJIKOTOJIBHOM W CIUPTOCOJEp Kalleld MNpPOAYyKIUHM U 00 OrpaHMYEHUH MOTPEOICHUS
(pactiuTust) ankoroybHOM poaykiuu'. (B pen. @eaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

4.4. TTpu mpou3BOICTBE JIEKAPCTBEHHBIX MPETApaTOB I BETEPHUHAPHOTO MIPUMEHEHUS JI0IyCKaeTCs
WCIOJIb30BaHUE TPOU3BEACHHBIX ISl peann3anui (hapMaeBTUIeCKUX CyOCTaHIIMM, BKIIFOUYCHHBIX B
TOCYJJapCTBEHHBI PEeCTp JIEKAPCTBEHHBIX CPEJICTB YIOJIHOMOYEHHBIM (eIepalbHbIM OpraHOM
WCTIOJTHUTEILHON BJIACTH, OCYIIECTBILIIONIUM BEACHUE TOCYJAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX
CPEJIICTB JUTsl METUIIMHCKOTO puMeHeHus. (B pen. @enepanproro 3akoHa oT 02.08.2019 N 297-D3)

5. 3ampemaeTcs Mpou3BOJICTBO:

1) nekapCTBEHHBIX CPEACTB, CBEICHHUS O KOTOPBIX HE COJEPKATCA B TOCYJAapCTBEHHOM pPEECTpe
JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKOIO INPUMEHEHHs, U (WJIM) TOCyJapCTBEHHOM pEecTpe
JICKapCTBEHHBIX CpPEACTB Ui BETEPUHAPHOTO MPUMEHEHHUs, U (WIM) €IUHOM peecTpe
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB EBpazuiicKOro 3KOHOMHYECKOTO cOro3a, M (WIJIM)
€IMHOM pEecTpe 3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKapCTBEHHBIX NpenapaToB EBpazuiickoro
SKOHOMHYECKOIO COI03a, 32 HCKJIIOYEHHEM JIEKapCTBEHHBIX CPEJCTB, IPOU3BOJUMBIX IS
NIPOBEJICHNUS KIMHUYECKUX MCCIIEOBAaHUNA WM A 9KcropTa; (B pen. denepanbHOro 3akoHa OT
24.07.2023 N 341-®3)

2) hanbcudunrpoBaHHBIX JEKAPCTBEHHBIX CPEJICTB;
3) nexapCTBEHHBIX CPENICTB 0€3 JIMIIEH3UN Ha MTPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HapyIIEHUEM IpaBWJI OpPraHU3alMM IPOU3BOJICTBA U KOHTPOJIS
KaueCTBa JIEKAPCTBEHHBIX CPE/ICTB;



5) moAmyHKT yTpatui cuiy. (B pea. deaepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

6) cHUpTOCOAEPM AIIMX JIEKAPCTBEHHBIX MpPENaparoB MO MECTY OCYLIECTBICHHUS IPOU3BOJICTBA
(apMareBTHYEeCKON CyOCTaHIIMKM CIHUPTA STHIOBOTO (9TaHOJA) M (MJIM) MO MECTY OCYIIECTBICHUS
MIPOM3BOCTBA ATHIIOBOTO crupTa; (B pea. PenepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

7) dapmaneBTUYECKOW CYOCTaHIIMHM CIHPTAa STUJIOBOTO (3TaHONA) W (WMJIHM) CIUPTOCOIACPKAIIUX
JICKapCTBEHHBIX IPENapaToB Ha OCHOBHOM TEXHOJOTMYECKOM OOOpYAOBAaHWU Ui TPOU3BOJCTBA
STHJIOBOTO CIIUPTA, yKa3aHHOM B myHKTe 1.1 crateu 14.1 @eaepanpHOro 3akoHa ot 22 HOsIOps 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryJIupOBaHUH MPOU3BOJICTBA M 000OPOTA ITHIOBOTO CITUPTA,
QJIIKOTOJIbHOM W CIHUPTOCOJEPIKAIICH MPOAYKIUU W 00 OrpaHMYeHHH TNOTpeOsieHus: (PacruTus)
aJIKOTOJIbHOM mpoaykiuu'". (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEICTB B TPAXKIAAHCKUH OOOpPOT YIMOJTHOMOYEHHOE JIUIIO
NPOU3BOAMTENST  JIGKAPCTBEHHBIX  CPEACTB  OCYLIECTBIJIIET  IMOJATBEPKICHHE  COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB TPeOOBAHUIM, YCTAHOBJIEHHBIM IPH UX TOCYJapCTBEHHOW perucTpauuu, u
rapaHTHPYET, 4TO JIEKAPCTBEHHBIE CPEICTBA IPOU3BECHBI B COOTBETCTBUU C TPEOOBAHUSIMHU IIPABUI
HaJUIeKaIel TpOu3BOJCTBEHHON mpakTuku. (B pen. demepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

7. YTOJIHOMOYEHHBIM JIMIIOM INPOM3BOJUTEIIS JIEKAPCTBEHHBIX CPEICTB SBISETCS €ro pabdOTHUK,
aTTECTOBAHHBII B YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJIHUTENIBHOM
BJIACTU TOPSAKE U UMEIOIIUN CTaK pabOThl HE MEHEEe YeM IATh JIeT B 00JIACTH IMPOU3BOJICTBA U
(W) KOHTPOJISI KadyecTBa JICKAPCTBEHHBIX CPEACTB, BBHICIIEE OOpa3oBaHUE COOTBETCTBEHHO IO
OIHOM W3 crenuajgbHOocTed © (WIM) OJHOMY U3 HampaBlIeHUW TOJATOTOBKU: OHOJIOTHSA,
OMOTEXHOJIOTUS, BETEpUHApHUS, BETEPUHAPHO-CAHUTApHAsl SKCIEPTHU3a, KIMHUYECKas MeEIMIIMHA,
pajualMoHHas, XMMHUUYECKass U OuoJiornyeckas 3amura, ¢papmauus, GyHaaMeHTanbHas MeIuIHa,
XUMUYECKasi TexHoJorus, Xumus. (B pen. PexepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot
02.08.2019 N 297-®3)

8. IlpousBoauTenu JIEKapCTBEHHBIX CPEACTB (32 MCKIIOYCHHEM (papMareBTHUECKON cyOcTaHIMH
CIHMpTa ATHIOBOTO (ITAHOJNA) MOTYT OCYIIECTBIIATH MPOJAXKY JIEKAPCTBEHHBIX CPEICTB WIH
nepegaBaTh X B YCTAaHOBJICHHOM 3aKOHOAATENIhCTBOM Poccuiickoit denepanuu mopsake: (B pen.
®enepanbHOro 3akoHa ot 29.07.2017 N 278-P3)

1) apyrum npou3BOUTENSAM JIEKAPCTBEHHBIX CPEACTB JIJIsl IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;
2) opraHu3anusM ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHbIM OpraHu3alusaIM, BCTCPUHAPHBIM aIITCUYHBIM OpraHu3alusaIM, UWHAWBUAYAJIbHBIM
OpcaAnpuHUMareisiM, UMCIOIIUM JIMIOCH3UIO Ha (bapMaI_IeBTI/IqGCKYIO ACATCIIbHOCTh HWJIM JIMIICH3UIO
Ha MCAUIHUHCKYIO ACATCIIBHOCTD,

4) Hay4HO-HUCCIIEZI0BATEIbCKUM OpraHU3alHsIM JIIsl HAYYHO-HUCCIIEI0BATEIbCKON paboThl;
5) MeIMUMHCKUM OpPraHu3alusaM U BETEPUHAPHBIM OPraHU3ALIUSAM;

6) opraHuzanmUsAM W WHAWBHIYaJIbHBIM TNPEANPUHUMATEISIM, OCYIIECCTBISIONIMM pPa3BeACHUE,
BEIpAIIMBAHUE M COJEP)KAHUE >KUBOTHBIX (32 MCKIIOYCHHEM MPOAXU UM (hapMaleBTUIECKHX
cyOcTannuii wim ux nepenadn); (B pea. GenepansHoro 3akona ot 02.08.2019 N 297-03)

7) ucnbITaTeIbHBIM J1a00OpaToOpHsiM (IIEHTpaM), TPOBOISIIMM HCIBITAHUS B 00JACTH KOHTPOJIS
Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB, AKKPEAUTOBAHHBIM B COOTBETCTBHHU C 3aKOHOJATEIbCTBOM
Poccuiickoii ®@enepanuu 00 aKKpeIUTallMd B HAIIMOHAJIBHOW CHUCTEME aKKpeAWTalHUH. (B PE.



®enepanpHOro 3akoHa ot 04.08.2023 N 428-D3)

9. IlpouwsBoautenu ¢apMaleBTUIECKOH CYOCTAHIIMM CIOHUPTAa JTHIOBOrO (3TaHOoNa) OOs3aHbI
OCYIIECTBIISITh peanu3aluio (mepefadyy B YCTAaHOBIECHHOM 3aKOHOJATeNbCTBOM Poccuiickoit
Oenepanmn  mopsake)  (hapmaneBTHUYECKOW ~ CyOCTaHIIMM — CIIUPTa  STWIOBOTO  (3TaHOJIA)
MPOU3BOJUTENSIM  JIEKAPCTBEHHBIX ~ CPEACTB I NIPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPEJCTB,
MPOU3BOAMUTENSIM (M3TOTOBUTEISAM) MEAWIIMHCKUX W3JENUN JUIs TPOU3BOJCTBA U HW3TOTOBIICHUS
MEIUIUHCKUX HU3JICIHA B EMKOCTAX 00beMoM He Oosee 1 nutpa u (unm) He menee 1000 nutpos, a
OpraHu3alusM, yKa3aHHBIM B MyHKTax 3 - 5 u 7 yactu § HACTOsIIECH CTaThH, B Tape 0ObEMOM HE
oonee 1 nurpa. (B pen. Peaepanbubix 3akoHOB 0T 29.07.2017 N 278-D3, ot 27.12.2019 N 481-D3,
ot 22.12.2020 N 444-93, ot 04.08.2023 N 428-P3)

10. Peanmusamus (mepegadya B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®Penepaunu
nopsizike) GapMaleBTHUECKON CYOCTaHIIMU CIHPTAa 3TUIOBOTO (TAaHOJA) OpraHU3alMsIM ONTOBOMN
TOProBJM JIEKAPCTBEHHBIMH CpPEICTBAMU He Jomyckaercd. (B pea. denepanbHOro 3akoHa OT
27.12.2019 N 481-D3)

11. ITepeBo3ku (hapmaleBTUYECKON CYOCTaHIIMM CIHUPTA 3TUIIOBOTO (3TaHOJA) OCYIIECTBIISIOTCS C
coOmro/ieHueM TpeOOBaHMI, YCTAaHOBIEHHBIX a03alleM dYeTBepThIM MyHKTa 3 craTthu 9
®enepanpHOro 3akoHa oT 22 HosAOps 1995 roga N 171-®3 "O rocyaapCcTBEHHOM peryIMpOBaHUU
MIPOU3BOJCTBA U 000POTA 3TUIOBOTO CIMPTA, AIKOTOJIBHON U CIIUPTOCOAEpKAIlel MPOAYKIIMHU U 00
OTpaHUYCHUM TMOTpeOseHUs (PACIUTHsI) aJIKOTOJIbHON mpoaykiuu". (B pen. deaepaabHOro 3aKOoHA
o1 27.12.2019 N 481-93)

CraTbs 46. MapKkupoBKa JIeKAPCTBEHHBIX CPEACTB

1. JlekapcTBeHHbBIE MpemapaTrhl, 3a HCKIIOYEHUEM JICKAPCTBEHHBIX IPEMapaToB, HW3TOTOBICHHBIX
aNnTeYHbIMU OpPTaHU3AIMSMH, BETCPUHAPHBIMH AaNTEYHBIMU OPTraHU3AIMSIMHU, WHIUBUAYAITbHBIMH
NpeANPUHAMATEISIMA, UMEIONIUMH JIMIEH3UI0 Ha (apMaleBTHUECKYI0 eSITeIbHOCTD, JOJDKHBI
MOCTYIaTh B 0OpaIeHue, eciu:

1) Ha WX TNEpBUYHON YMAKOBKE (32 MCKIIOYEHHUEM TEPBUYHON YIIAKOBKU JIEKAPCTBEHHBIX
pPaCTUTENBHBIX MPENapaToB) XOPOLIO YHTAEMBIM IIPHUPTOM HA PYCCKOM SI3bIKE yKa3aHbI
HAUMECHOBAaHUE  JIGKAPCTBEHHOTO  mpemapara  (MEXIyHapOJHOE  HEMaTeHTOBAaHHOE, WU
TPYNIIUPOBOYHOE, WIM XUMHUYECKOE, UM TOProBOe HAMMEHOBAaHUE), HOMEP CEpUH, JaTa BBITYCKa
(111 UMMYHOOMOJIOTHYECKHUX JIGKAPCTBEHHBIX IPEMapaToB), CPOK TOJHOCTH, JO3UPOBKA HWIIH
KOHIICHTpaImus, 00beM, aKTHBHOCTb B CJWHUIAX JICHCTBHS WIM KOJWYECTBO 103; (B pei.
®DenepanbHbix 3ak0HOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) Ha UX BTOPUYHOW (TMOTPEOHTENBCKOM) YIMAaKOBKE XOPOIIO YHTAEMBIM HMIPUPTOM HA PYCCKOM
S3bIKE YKa3aHbl HAMMEHOBAHHUE JIEKAPCTBEHHOrO Ipemnapara (MeXIyHapOAHOE HEMaTeHTOBAHHOE,
WIM TPYNINHUPOBOYHOE, WM XHMHYECKOE U TOProBOE€ HAUMMEHOBAHUS), HAUMEHOBAHHE
MPOU3BOAMUTENS  JIEKAPCTBEHHOI'O  Npemapara, HOMEp  Cepuu, Jara  BbIMycka (A
MMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENapaToB), HOMEP PETUCTPAIMOHHOTO YIOCTOBEPEHUS,
CPOK TOJHOCTH, CIIOCOO MPUMEHEHUs, J03UPOBKA WM KOHICHTpalHs, OO0beM, aKTUBHOCTH B
eIMHUIAX NEHCTBHS TUOO KOJIMYECTBO /103 B YIIAKOBKE, JIEKAPCTBEHHAs! (hOopMa, YCIOBHUS OTITYCKa,
YCJIOBHSI XpaHEHUS, IpeyNpeIuTeabHble Haanucu. (B pea. PeaepanbHbix 3akoHOB oT 11.10.2010 N
271-@3, o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. CDapMaLIeBTI/IquKI/Ie CY6CTaHI_II/II/I JAOJDKHBI ITOCTYIIAaTh B O6paH_I€HI/I€, C€CJIM Ha HuX HepBHqHOﬁ
YIOAaKOBKE XOpOIoO YUTaCMbIM IJ_IpI/I(bTOM Ha PYCCKOM 3bIKC YyKa3aHbl HAaWMMCHOBAHHUC



(apmarieBTHYECKON CyOCTaHIMU (MEXIyHApOJIHOE HENAaTeHTOBAaHHOE, WJIM I'PYNIHMPOBOYHOE, WU
XUMHMYECKOE M TOProBO€ HAMMEHOBAHUS), HAMMEHOBAHHE MPOM3BOAUTENS (apMaleBTUYECKON
cyOCTaHLIMM, HOMEpP CEepPUU U JaTa U3rOTOBJICHUS, KOJMYECTBO B YIAKOBKE U €AMHHUILIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOJTHOCTH M ycioBUs XpaHeHus. (B pen. denepanbpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

3. .HeKapCTBeHHBIG CpeacTBa B KaU€CTBC CbIBOPOTOK JOJLKHBI ITOCTYIIATh B O6paH_I€HI/I€ C YKa3aHHueM
JKUBOTHOI'0, U3 KPOBH, I1JIa3MbI KPOBH, OPIraHOB U TKaHEeH KOTOPOI'O0 OHU ITOJIYYCHBI.

4. Ha BTOpUYHYIO (MIOTPEOUTEIHCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOTYYCHHBIX U3 KPOBH,
IIa3Mbl KPOBH, OPTaHOB U TKAHEW 4YEJIOBEKa, JOJKHA HAaHOCUTHCS Haanuch: "AHturena k BUY-1,
BU1Y-2, x Bupycy renatuta C 1 NOBEpXHOCTHBII aHTUI€H BUpyca renatuta B orcyTcTByroT".

5. Ha NMEPBUYHYIO  YINAKOBKY W BTOPHYHYIO (MOTPEOUTENHCKYIO) YIaKOBKY
pamuodapManeBTHYECKUX JICKAPCTBEHHBIX CPEJICTB JIOJDKEH HAHOCHUTBHCS 3HAK PaJHallMOHHOU
OIAaCHOCTH.

6. Ha BTOpHuYHYyIO (MMOTPEOHUTENHCKYI0) YIMAKOBKY TOMEOMATUYECKUX JICKAPCTBEHHBIX MPENapaToB
JIOJKHA HAaHOCHUTHCS HaAmuch: ""['oMeonaTuueckui'.

7. Ha BropuuHyio (NOTpEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaToB
JIOJKHA HAHOCUTHCSL HaJnuch: "Ipoaykiust npouia paaiuaiiioHHbIN KOHTPOJb' .

8. Ha mnepBuuHyro ymakoBKYy (€cim HJisi 3TOTO CYIIECTBYET TEXHHMUYECKass BO3MOXXHOCTh) U
BTOPUYHYIO (TIOTPEOHUTENIbCKYI0) YIAaKOBKY JIEKapCTBEHHBIX MPEMNapaToB, MpeIHAa3HAYEHHBIX IS
KJIIMHUYECKUX UCCIICIOBAHMH, NOJKHA HAHOCUTHCS HAIINCh: " J[1 KITMHUYECKUX HCcliefoBanuit". (B
pen. @enepansHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. VmnakoBka JICKAPCTBCHHBIX CpPCACTB, IMPCAHA3HAUYCHHBIX HWCKIIIOYUTCIBHO [JIA OJKCIIOpPTa,
MapKUpYCTCA B COOTBETCTBUHU C Tp€6OBaHI/15[MI/I CTpaHbI-UMIIOPTECPA.

10. Ha TpaHcnopTHyl Tapy, KOTopas HE MpeIHa3Ha4YeHa JUIs TOTpPeOuTeNled U B KOTOPYIO
MOMEIICHO JIEKAPCTBEHHOE CPEJICTBO, JOJDKHA HAHOCUTHCS MHGOpPMAIUs O HAUMEHOBAHUH, CEPUU
JIEKapCTBEHHOTO CPEJICTBA, JaT€ BBIMYCKAa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YIMAKOBOK
JIEKapCTBEHHOTO CPEJICTBA, IPOU3BOAUTEIIE JIEKAPCTBEHHOI'O CPEJICTBA C YKa3aHUEM HAMMEHOBAHMS
U MECTOHAXOXICHUSl TPOM3BOJUTEINS JICKAPCTBEHHOTO CPENCTBa (aJpec, B TOM YHUCIE CTpaHa U
(1) MECTO MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), @ TAKXKE O CPOKE TOJHOCTH JICKAPCTBEHHOTO
cpencTBa U 00 YCIOBUSIX €ro XpaHEHHs U MEPEBO3KH, HEOOXOAUMBIC TPEAYIPEAUTEIbHBIC HAITUCH
Y MaHUIYJIATOPHBIC 3HAKU.

. IEPBUYH TIAKOBKY U BTOPHUYH IOTPEOUTED MMAKOBKY JI TBEHHBIX TICTB
11. Ha ne IO VIIAKOBK 0 10 (HOTPEOUTEIBCKYIO aKOBKY JIEKApPCTBE cpenc
JUIS  BETEPUHAPHOTO TPUMEHEHHs JIOJDKHA HAHOCUThCA Haanuck: "Il  BeTepuHApHOTO
puMeHeHus".

12. Ha BropuuHyro (MOTpeOUTEIHCKYIO) YIMAKOBKY JIEKaPCTBEHHOTO IIperapara HaHOCUTCS
ITPUXOBOU KOJI.

I'naBa 9. BBO3 JIEKAPCTBEHHbBIX CPEJCTB B POCCUMCKYIO
®EJEPAIINIO U BBIBO3 JIEKAPCTBEHHBIX CPEJICTB U3
POCCHMICKOM ®EJEPAIINU (B pen. PenepaibHOro 3aKoHa oT
06.12.2011 N 409-D3)




Crartbs 47. Ilopsiiok BB03a JIeKAPCTBEHHBIX cpeacTB B Poccuiickyro
Denepanuio M BbIB03a JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoun
denepanuu (B pen. PenepaabHoro 3akona ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyto @Penepanuio OCYHIECTBISIETCS B TOPSJKE,
yctaHoBiieHHOM IIpaButenbctBoM Poccuiickoii ®denepanuu, B COOTBETCTBUU C TaMO>KEHHBIM
3aKOHOJATENbCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (manee - TamoxeHHBIH COI0O3) H
(ummn) 3akoHonmatenbeTBOM Poccwiickoit denepanuu o TamokeHHOM fene. (B pen. PenepalibHOTO
3akoHa oT 06.12.2011 N 409-D3)

2. Bosumbie B Poccuiickyro ®denepanuio JeKapCTBEHHBIE CPEACTBA JIOJKHBI COJEPKATHCA B
rOCyJIlapCTBEHHOM PEECTpE JICKApCTBEHHBIX CpencTB. (B pea. denepanbHbix 3akoHOB oT 06.12.2011
N 409-@3, ot 27.12.2019 N 462-D3)

3. Homyckaercst BBo3 B Poccuiickyro dejepaiiio KOHKPETHON MapTHUH 3apErUCTPUPOBAHHBIX U
(uM) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JJIS IPOBEICHHS
KIMHUYECKUX  MCCIEJOBAaHUM  JIEKAPCTBEHHBIX  IpPErapaTtoB,  IPOBEACHUS  AKCIEPTU3I
JICKapCTBEHHBIX CPEJCTB JJISI OCYIIECTBJICHHUS TOCYAapCTBEHHOM pErucTpaliy JIEKapCTBEHHBIX
IpernapaToB WM JUIl OKa3aHUS METUIIMHCKON MOMOIIHU IO JKU3HEHHBIM MOKa3aHUSM KOHKPETHOTO
MaleHTa Ha OCHOBAHMHU pa3pelICHHUs, BBIJAHHOI'O YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHoM
WCIIOJIHUTEILHOM BIJIACTH MO 3asBJICHUSAM JIML, YKa3aHHBIX B cTaTthe 48 HacToswmero denepaibHOro
3akoHa. PaccMoTpeHue Takoro 3asBICHUS M NMPHUHATHE PEUICHHUsS O BbIJaue pa3pelleHus Ha BBO3
KOHKPETHON MapTUM 3aperUCTPUPOBAHHBIX U (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, TNpEJHA3HAUYEHHBIX JUIi NPOBEACHUS KIMHUYECKUX HCCIEI0BAaHUM JIeKapCTBEHHBIX
MpenapaTroB, MPOBEIEHUS  JKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB ISl  OCYLIECTBJICHHS
rOCYJapCTBEHHOM PErUCTPALMM JIEKAPCTBEHHBIX MpENnapaToB WM JUIsl OKa3aHUS MEAMIIMHCKOMN
MOMOIIM IO >KU3HEHHBIM TOKa3aHUSM KOHKPETHOTO TalueHta 0o 00 oOTKa3e B BbIaue
YKa3aHHOTO pa3pelieHus MPOU3BOIATCS B CPOK, HE MPEBBIMIAOMINNA NATH pabounx nHei. [Tnara 3a
BbIJIaYy YKa3aHHOTO paspelieHusi He B3uMaetcs. (B pea. denepanpHoro 3akoHa oT 06.12.2011 N
409-D3)

3.1. Yacts yrpatuna cuiy. (B pea. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

3.2. 1o 31 nexabps 2024 roma momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoit ®Dexepanuu u
obpaienue B Poccuiickoit denepanun ¢ yueToMm 0coO€HHOCTEH, yCTaHOBIEHHBIX [IpaBuTenscTBoM
Poccuiickoit @enepanyy, 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTroB IS MEIUIMHCKOTO
NPUMEHEHHUS B YIaKOBKax, MpeAHa3HAuYEHHBIX JUIsI OOpalleHus B MHOCTPAHHBIX I'OCYAapCTBaxX, B
ciydyae Ae(eKkTypbl JIEeKapCTBEHHBIX IpEnapaToB MM pPUCKA €€ BO3HUKHOBEHHS B CBSA3U C
BBEJIcHUEM B OTHolneHuu Poccuiickoit ®Penepanuy OrpaHUYMUTENbHBIX MEpP 3KOHOMHYECKOTO
XapakTepa IpH YCJIOBUU COOTBETCTBHUS BBO3MMBIX JICKAPCTBEHHBIX IPENapaToB TpPeOOBaHUSM,
YCTaHOBJICHHBIM TP HMX PETUCTpaliM, 3a HUCKIIOYEHHEM TpeOOBaHMM K NMEPBUYHON YIIAKOBKE,
BTOPHUYHOM (MOTPEOUTETHCKOM) YITaKOBKE, a TAKKE MPU HATMYKUU HA BTOPUYHOM (MMOTPEeOUTETHCKOM)
YIaKOBKE JIEKapCTBEHHBIX MPENapaToB, HaXOAAIIUXCA B OOpAIEHUH, CaMOKJIESAILIEHCS 3TUKETKH,
coJepxaiiiell nHPOpPMAIUIO O JIEKAPCTBEHHOM Iperapare Ha pyccKoM si3bike. (B pel. denepanbHbIX
3aKOHOB OT 26.03.2022 N 64-®3, ot 19.12.2022 N 519-®3)

4. B Poccuiickyto @enepaliiio MOXHO BBO3HUThH JIEKAPCTBEHHBIE CPEJICTBA, KAUYECTBO KOTOPBIX
MOJITBEPKICHO CEpTU(UKATOM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB TpeOoBaHMAM (hapMakoNeWHbIX craTeil 1ubo B



clly4ae HMX OTCYTCTBHS HOPMATHUBHOM JOKYMEHTAIlMM WJIM HOPMATUBHOTO JOKYMEHTa. (B pei.
®enepanpHOro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemiaercst BBo3 B Poccuiickyro @enepannto panbcuGuunpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE00pOKAYEeCTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(PaAKTHBIX JIEKAPCTBEHHBIX CPEJICTB. (B pel.
®enepanbHOro 3akoHa ot 06.12.2011 N 409-03)

6. QDanbcupuIUpPOBaHHBIC JEKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE
CpelCTBa MOAJIEKAT HMIBATUIO U TOCIEAYIONIEMY YHHYTOKEHHIO WM BbIBO3Y U3 Poccuiickoit
@denepanuu, KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPEACTBA - M3BATHIO UM MOCIEAYIOMIEMY
YHUUYTOXKEHUIO. YHUUYTOXKEHUE WM BbIBO3 W3 Poccuiickoit ®eneparnuu (aabcuuIrpoBaHHBIX
JICKApCTBEHHBIX CPEJCTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpPaaKTHBIX
JIEKapCTBEHHBIX CPEJCTB OCYILECTBISICTCA 3a CUYET JMIA, OCYHIECTBUBIIEro MX BBO3. [lopsaok
YHUUYTOXKEHUS U3BATHIX (DaTbCHPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJO0OPOKAaYeCTBEHHBIX
JICKapCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX  JIGKAPCTBEHHBIX  CPEJICTB  yCTAHABJIMBACTCS
[IpaButensctBoM Poccuiickoit ®Denepamun. (B pen. denepampHoro 3axona ot 06.12.2011 N
409-@3)

7. Jluma, ocymiecTBisitonie BBO03 B Poccuiickyro  ®epepanuio  panbcuUIIMpoOBaHHBIX
JIEKapCTBEHHBIX CPEJCTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpaaKTHBIX
JIEKapCTBEHHBIX  CPEJICTB, HECYT OTBETCTBEHHOCTb B  COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOJATEILCTBOM TaMOXEHHOTO CcOr03a M (MJK) 3aKoHOAaTeNbcTBOM Poccuiickoit denepaiuu o
TaMOkeHHOM Jiente. (B pen. @enepanpHoro 3akoHa oT 06.12.2011 N 409-D3)

8. BriB0O3 sekapcTBeHHBIX cpenctB u3 Poccuiickoit denepanyu ocymecTBisgercs 6e3 mpuMeHEHUS
OTPaHWYECHUN, YCTAHOBJIEHHBIX TaMO>KEHHBIM 3aKOHOAATEIHCTBOM TaMOKEHHOI'O CO03a M (MJIN)
3akoHoAaTenbcTBOM  Poccuiickoii ~ ®enmepaniii O rOCYJapCTBEHHOM  PETYJIUPOBAHUU
BHEIITHETOPTOBOM JnesiTeapbHOCTU. (B pen. DeaepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot
25.11.2013 N 317-®3, o1 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

9. BBon B rpaxkJaHCKUK 0OOOPOT JEKAPCTBEHHBIX IMPENapaToB IUIsi MEAUIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto @enepanmio, OCYIIECTBISIETCS ¢ COONMOAeHHEM TpeOOBaHUM,
YCTaHOBJICHHBIX cTaThed 52.1 HacTosmero deaepanbHOTo 3akoHa. (B pen. denepaabHOro 3aKkoHa OT
28.11.2018 N 449-03)

Heiicmeue nonoxncenuii yacmu 10 cmamou 47 He pachpocmpanaemca Ha cepuu J1eKapcmeeHHbIX
npenapamoeg 011 6emepUHapHO20 NPUMEHEHUS, 66€0CHHbLE 8 ZPAXNCOAHCKUIL 000pom Ha
meppumopuu P® 00 01.09.2023 (wacmo 2 cmamovu 2 @edepanvrnozo 3axkona om 02.07.2021 N
317-D3).

Cepuu 1exapcmeennbvix npenapanmog 011 6emepuHapHo20 npumenenus, ykazannote ¢ uacmu 10
cmamou 47, noonexcam xpanenuio, nepeeo3ke, OMNYcKy, peanuzayuu, nepeoaye, npUMeHeHuIo
00 ucmeuenus cpoka ux 200nocmu (wacmp 3 cmamou 2 @edepanvrozo 3axkona om 02.07.2021 N
317-®3).

10. BBog B rpakaaHckuii 000OpOT JIEKAPCTBEHHBIX MPENaparoB i BETEPUHAPHOTO MPUMEHEHHUS,
BBEe3eHHBIX (TepeMenieHHbix) B Poccuiickyto ®enepaiuio, OCYIIECTBISIETCS C COOJIOJCHHEM
TpeOOBaHMIA, YCTAaHOBJICHHBIX CcTaThe 52.2 Hacrosimero ®PenepanbHOro 3akoHa. (B perl.
®enepanpHoro 3akoHa ot 02.07.2021 N 317-P3)

Crates 48. IOpuanyeckue JJuna, KOTOPbIM pa3pellieH BBO3



JIEKapCTBEHHBIX cpeacTB B Poccuiickyio ®@enepauuio (B pe.
DenepanbHoro 3akona or 06.12.2011 N 409-d3)

JlexapctBennbie cpenctBa B Poccuiickyto ®denepamuio Moryt BBO3UTH: (B pen. DeaepanbHOTO
3akoHa oT 06.12.2011 N 409-®3)

1) npousBoaMTENM JIEKApCTBEHHBIX CPEACTB Ui IeJied  COOCTBEHHOTO MPOM3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB;

2) MHOCTpaHHbIE pa3pabOTUYMKMU JIEKAPCTBEHHBIX CPEJICTB U HMHOCTPAaHHBIE IPOU3BOJUTENIN
JICKapCTBEHHBIX CPEACTB WIM Jpyrue HOpUIUYECKHe JHLIa [0 MOpYy4YeHHIO pa3paboTuuka
JIEKapCTBEHHOTO CpEACTBA JUISl TPOBEACHMS KIMHUYECKUX MCCIEJOBAHUM JIEKaPCTBEHHOTO
npenapara, OCYIIECTBJICHHUS TOCYAapCTBEHHOW pPETUCTpallMM  JIEKapCTBEHHOTO Ipernapara,
BKIIIOUCHHSI (DapMalleBTUYECKOW CyOCTaHIIMU B TOCYIAPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEJICTB,
KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB MpPH HAJIUMYUMU PA3pElICHUs YINOJIHOMOYEHHOTO
(deneparbHOTO OpraHa WCIOJIHHUTEIBHONM BIACTH HAa BBO3 KOHKPETHOW MAapTHH JIEKApCTBEHHBIX
CPEICTB;

3) OpraHu3anuu ONTOBOM TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMMU;

4) HAy4YHO-UCCIICIOBATEIbCKHE OpPraHM3aldU, OOpa30BaTEIbHbIE OpPraHM3AallMd  BBICIIETO
00pa3oBaHusl, MPOU3BOIUTEINN JIEKAPCTBEHHBIX CPEACTB IJIsl pa3pabOTKH, UCCIETOBAHUMA, KOHTPOJIS
0e30macHOCTH, KadecTBa, ()(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB TNPH HAJIUMYUU DPA3PEIICHUS
YHOJTHOMOUYEHHOTO (heepaNbHOTO OpraHa MCHOJHUTENbHOU BiiacTy; (B pen. deaeparbHOTO 3aKOHA
or 02.07.2013 N 185-®3)

5) MeAMIMHCKKUE OpraHW3alllH, UHbIC YKa3aHHbIC B MyHKTax |-4 HacTosIIel CTaThbH OpraHU3aluu
JUISL OKa3aHWsA MEAMIMHCKOM MOMOIIM MO >KM3HEHHBIM MOKAa3aHUAM KOHKPETHOTO NaluUeHTa MpH
HAJIMYUH pa3perieHus YIOJIHOMOYEHHOTO (eIepabHOT0 OpraHa MCHOJHUTENFHONW BIACTH HA BBO3
KOHKPETHOH MapTHM JIEKapCTBEHHOTO Ipernapara, BbIIaHHOTO B YCTaHOBJIIEHHOM IOpsJIKe B (opMme
AJIEKTPOHHOTO JIOKYMEHTA, TIOJIMCAHHOTO YCHUJICHHOM KBaJIM(PUIIMPOBAHHON 3IIEKTPOHHOM
noanuceio; (B pen. denepanbuoro 3akona ot 12.03.2014 N 33-03)

6) myHKT yTpaTii cuiy. (B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-D3)

Crartbs 49. JIoOKyMeHTBI, IPeACTABJIsIEMbIe B TAMOKEHHbIE OPTraHbI
Poccuiickour @enepanny Npu BBO3€E JIEKAPCTBEHHbIX CPEICTB B
Poccuiickyo @enepanuio (B pea. Penepanbuoro 3axkona or 06.12.2011
N 409-93)

1. Ilpu BBO3e nekapcTBeHHBIX cpeAcTB B Poccuiickyio ®Denepanuio B TaMOXEHHBIE OpraHbl
Poccuiickoit ®enepanu Hapsiy € JOKYMEHTaMH, IMPEJCTABICHHE KOTOPBIX MPETYyCMOTPEHO
TaMO>KEHHBIM 3aKOHOJIATEJILCTBOM TaMO)KEHHOTO COr03a M (MJIM) 3aKOHOJAaTeIhCTBOM Poccuiickoit
denepanuu 0 TaMOKEHHOM JIeJie, MPEACTABIISIOTCS CIEAYIOIUE JOKYMEHTHI: (B pea. PenepalibHOro
3akoHa oT 06.12.2011 N 409-®3)

1) ceprudukaT NPOU3BOIUTENS JIEKAPCTBEHHOTO CpPEICTBA, YAOCTOBEPSIOMIUN COOTBETCTBUE
BBO3MMOT0 JIEKAPCTBEHHOTO CpEJICTBA TpeOOBaHUAM (PapMaKONEeHHONW CTaThM JUOO B cliydae ee
OTCYTCTBHS HOPMAaTUBHOM TOKYMEHTAIIUH WJIM HOPMAaTHBHOTO JIOKYMEHTA;

2) pa3peuicHue YIoJIHOMOYCHHOTO (beﬂepaHBHOFO opraHa HUCIIOJIHUTEIILHON BJIACTM Ha BBO3



KOHKPETHON MapTHHU JIEKapCTBEHHOrO CPEACTBA B CIydasiX, YCTAHOBIIEHHBIX 4acThio 3 crtaThbu 47
HacTosiuiero PeaepabHOTO 3aKOHA.

2. JlokymeHThl, yKa3aHHble B NMyHKTax | u 2 yactu 1 HacTosAlleld CTaThbW, MPEICTABISAIOTCA B
TaMOKeHHbIe opranel Poccuiickoit denepanuu npu NPUOBITHH JEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro @enepanuto. (B pea. PeaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratps 50. BBo3 jiekapcTBeHHbIX npenapatoB B Poccuiickyro
(I)ez[epaumo AJIA JIMYHOI'0 UCITOJIBb30BAHUA U HHBIX HEKOMMEPYCCKHUX
Heﬂeﬁ, a4 TAKIKE VIS UCITIOJIb30BAHUS HA TCPPUTOPUH MEKAYHAPOAHOI'O
MEeAMIMHCKOTO0 Kiaacrepa (B pea. ®enepanbHbIX 3aK0HOB 0T 06.12.2011
N 409-®3, o1 29.06.2015 N 160-P3)

1. JlekapcTBeHHBIE MpemapaTtbl MOTYT ObITh BBe3eHbI B Poccuiickyro @enepanuio 0e3 yuera
TpeOOBaHMIA, MPETyCMOTPEHHBIX dacTsMH 1 - 4 crateu 47, ctathsimu 48 u 49 HacToOsIIEro

®denepanbHOro 3aK0Ha, €CIIM OHM MpeAHa3zHadeHbl Juis: (B ped. PenepanbHoro 3akona ot 06.12.2011
N 409-®3)

1) mMuHOTO MCNONMB30BaHMS (PU3UUECKUMU JIHIIaMu, TpuObIBIINME B Poccuiickyro @exneparuro. [Ipu
stoM BBO03 B Poccuiickyro ®Dexpepanmio  JEKAPCTBEHHBIX  MPENMAPATOB,  COAEPKAIIMX
CHIILHOJICUCTBYIOIIME W (WIM) SJOBHUTHIE BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIMCOK
CHUJIbHOJEHCTBYIOIIMX BEIIECTB JUIA LIEJIEN YTOJIOBHOTO 3aKOHOAATENbCTBA Pocculickoil Penepannn
U B CIIUCOK SIMOBUTBIX BEUIECTB JJIS LIEJIEW YTOJOBHOTO 3aKoHOoAaTenbCcTBa Poccuiickorn denepannu,
yTBep)kacHHbIE [IpaBuTenscTBOM Poccuiickoit Penepanuu, OCYIIECTBISIETCS NPH HATUYHHA
JOKYMEHTOB  (3aBEpPEHHBIX KOMHHA JOKYMEHTOB WM 3aBEPEHHBIX BBINHCOK W3  HUX),
MOJITBEPKIAIOIINX Ha3HAUYCHUE (PU3MUECKOMY JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX NpenapaToB (3a
HCKJIIOYEHHEM JIEKapCTBEHHBIX IIpenapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoilt denepannu u
ormyckaembix B Poccuiickoit ®enepanmu 0e3 penenta Ha JIGKApCTBEHHBIA —Iperapar).
[ToarBeprkaarone JOKYMEHTHI (MX 3aBEPEHHbIE KOMMH WJIM 3aBEPEHHbBIE BHITUCKH U3 HUX) JTOJKHBI
COZEpKaTh CBEJICHHS O HANMEHOBAHWH M KOJMYECTBE HA3HAUYEHHOTO JIEKAPCTBEHHOTO Mpemnapara. B
cilydae, eciM MOJITBepKIarolIne JOKYMEHThI (MX 3aBEPEHHbIE KOIMH WM 3aBEPEHHbIE BBIITUCKHU U3
HUX) COCTABJIEHbl HA HHOCTPAHHOM SI3bIKE, K HUM IPUJIAraeTcsi HOTApHaJIbHO 3aBEPEHHBIN MEPEBOJ
Ha pycckuii a3bIK; (B pen. DenepanbHoro 3akoHa oT 02.06.2016 N 163-D3)

2) wucnoip3oBaHMA PaOOTHMKAMHM  JUIUIOMATHYECKOrO  KOpIyca WIH  MPEJICTaBUTEISIMU
MEKTYHApOJHBIX OpraHru3allid, aKKpeauTOBaHHbIX B Poccuiickoit denepanuu;

3) JeuyeHUs NACCAKUPOB U WIEHOB HKUNAKEW TPAHCIOPTHBIX CPEICTB, MOE3THBIX Opurajg u
BOJMUTENIC TPAHCHOPTHBIX CpeAcTB, mpuoObiBmUX B Poccuiickyto @Dexnepanuto; (B pex.
®enepanpHOro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUs] y4aCTHUKOB MEXIYHAPOJHBIX KYJIbTYpPHBIX, CIIOPTUBHBIX MEPONPUATUI M YUaCTHUKOB
MEXIYHAapPOIHBIX IKCIIEIULINNI;

5) neyeHUsT KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300CaJax, LHMPKAX, OKEaHapuymax,
nenb(GpUHAPHSIX, JCUCHHUS JTUKUX JKMBOTHBIX, IMOCTOSTHHO WMJIM BPEMEHHO HACCIISIOIIMX TEPPUTOPHIO
Poccuiickoit @enepanuu, HAXOASIIUXCSA B COCTOSHUHM €CTECTBEHHOM CBOOOB M IPHHAISIKAIUX K
BUJaM, 3aHeceHHBIM B KpacHyto kaury Poccuiickoii @enepannu u (MJM) KpacHbIe KHUTH CYObEKTOB
Poccuiickoit @enepanuu, a TakKe )KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro s y4acTus B
CIIOPTHBHBIX M 3PENUIIHBIX MeponpusTusax; (B pen. denepanbHbix 3akoHOoB oT 06.12.2011 N




409-@3, ot 02.08.2019 N 297-D3)

6) WCIOJIb30BaHUSI HAa TEPPUTOPUU MEXKAYHAPOJHOTO MEIMIIMHCKOTO Kiactepa. (B  pei.
®enepanbHOro 3akoHa ot 29.06.2015 N 160-P3)

2. B cinyyasix, IpeyCMOTPEHHBIX YacThio 1 HacTosie cTaThu, Jomyckaercs BBO3 B Poccuiickyro
®denepaluio JIEKAPCTBEHHBIX NPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit ®denepauuu. (B
pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBeHHbIE IpenapaThl, MpeAHa3HAYEHHbIE JJIs1 TYMAaHUTAPHOW MOMOIIM (COACHCTBUS) WIH
MOMOILIM TpPU YPE3BbIUAWHBIX CUTyalMsX, BBO3dTcsI B Poccuiickyro @Pexnepauuio B MOpSAJIKE,
ycraHoBiieHHOM [IpaButenbctBoM Poccuiickoit ®enepauuu. 3amnpeinaercsi BBo3 B Poccuiickyro
denepannio He3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB, MpPeJHA3HAUYEHHBIX  JUIS
IYMaHUTapHOW MOMOIIM (COAEMCTBMA) WJIM TOMOIIM HPU YPE3BBIYAWHBIX CHUTyalMsX. (B pen.
®enepanpHOro 3akoHa ot 06.12.2011 N 409-03)

Cratps 51. CoTrpyann4yecTso (pe1epajbHOr0 OPraHa UCIOJHUTEIbHOMN
BJIACTH, YIIOJTHOMOYEHHOT0 B 00JIaCTH TAMOKEHHOT0 /1eJ1a, M IPYTrUxX
YIOJTHOMOYEHHBIX (peiepaibHbIX OPraHOB UCIOJHUTEIbHOMN BJIACTH

1. VYnonHomoueHHble (QenepanbHble OpraHbl HCIOJIHUTEIbHOM BJIACTH IPENOCTABISAIOT B
pacniopsbkeHue (eepaibHOro opraHa HCHOJHUTEIBHOW BIIACTH, YIOJIHOMOYEHHOTO B o0jacTu
TaMOKEHHOTO JIeJa, TOCYapCTBEHHBIN PEEeCTp JICKAPCTBEHHBIX CPEJCTB, a TaKXKe MH(POPMALHUIO O
BBIJIAaHHBIX pA3pElICHUsIX HAa BBO3 KOHKPETHOW NAapTUMU JIEKAPCTBEHHBIX CPEACTB B CIyYasx,
YCTaHOBJICHHBIX YacThl0 3 cTaTthi 47 HacTosuiero depepaibHOro 3aKOHa.

2. @enepalbHBII OpraH UCTIOTHUTEILHOMN BIACTH, YIIOJIHOMOUYEHHBIN B 001aCTH TaMOKEHHOTO JIeIa,
nHGOPMUPYET yKa3zaHHbIE B 4acTH | HacTosIIel CTaThU YIOJIHOMOYEHHbIE (e/iepabHble OpraHbl
HCTIOJTHUTENIEHOM BJIACTHU O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro denepanuio U BBIBO3E
JIEKapCTBEHHBIX CcpeAcTB u3 Poccuiickoit ®eneparmun mo ¢dopmMe U B TOpPSAKE, KOTOpHIE
yctaHoByieHbl IIpaButenbctBoM Poccuiickoii ®enepauuu. (B pea. deaepanbHOro 3akoHa OT
06.12.2011 N 409-®3)

I'nasa 10. PAPMALHEBTUHYECKASA JEATEJIBHOCTD

Cratbs 52. OcymecTBiieHue papManeBTHYECKOM AeSITeJIbHOCTH

1. ®apmaneBTHYecKas JEATEIBHOCTh OCYIIECTBIISIETCS OPIraHU3aLUSIMU ONTOBOM TOPrOBIU
JIEKapCTBEHHBIMU  CPEJCTBAaMM, AaNTEYHbIMU OPraHU3ALMSAMH, BETEPUHAPHBIMU AaNTEYHBIMU
OpraHu3allisIMU, HMHJIMBUIYaJbHBIMH  NpPEANPUHUMATEISIMU, HMEIOLUUMH  JIMIEH3UI0  Ha
(apMaleBTHYECKYIO JEsTeIbHOCTh, MEIUIUHCKUMHU OpraHu3alusIMU, MUMEIOIIUMHU JIMIEH3UI0 Ha
(bapmaIreBTHYECKyI0 JESITEIbHOCTh, U UX OOOCOOJCHHBIMU MOJApa3IeIeHUsIMU (aMOyIaTOPUSIMU,
denpamepckuMu U QesbIIIepCKO-aKyIIepCKUMU  MTyHKTaMHU, IEHTpaMH (OTAENICHUsIMH) OOmen
BpaueOHON (ceMelHOW) NpPaKTUKH), pPACMOJOKEHHBIMH B CEIIbCKUX HACENCHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTEUHbIC OPraHHU3AIMH, U BETEPUHAPHBIMU OPTaHU3ALUIMHU, UMEIOIIUMU
TUICH3UIO Ha (papMaleBTHUECKYIO ACSTeNbHOCTh. (B pea. PenepanbHoro 3akona oT 25.11.2013 N
317-®3)

Honosxycenus wacmu 2 cmamou 52 (6 peoakyuu @edepanvnozo 3axona om 28.04.2023 N 149-D3)




6 Yacmu aKKpeoumayuu Cneyuaiucmos 8 001acmu eemepunapuul, 0Cyusecmeiaouiux
dapmayeemuuecKkyro 0eamenbHOCHb U UMEIOWUX 8bICUiee UL CPEeOHee 6emePUHApHOe
oopazosanue, npumenaiomcsa c 01.03.2026 (nynkm 3 cmamou 4 @edepanvnozo 3akona om
28.04.2023 N 149-d3).

2. DusnyecKue JHIAa MOTYT OCYIIECTBIATH (DapMaIeBTHUECKYIO ACATEIBHOCTh NPU HAIHYUU
BBICILIETO WJIM CpelHero (apmameBTHUYecKoro oOpa3oBaHUs U cepTUUKATA CHEIHMATNCTa OO
MPONACHHON aKKPEIUTAIMK CIEeIHAINCTa, BBICIIETO WIH CPETHETO BETEPUHAPHOTO 00pa3oBaHUS U
cepTuduKaTa CrenuaIncTa Ju00 MPOUICHHON aKKpEeIUTAIMK CIICIHAJINCTa, a TAKKE BBICIIETO WUIIH
CpPEIHEero MEIUIMHCKOTO0 O00pa3oBaHus, cepTUHUKaTa CHEeNHaTucTa JUOO0 MPONACHHOM
aKKpEAUTAIIMU CHEIHAIUCTa U JOMOJIHUTEIBHOTO MPO(GECCHOHANIBHOTO 00pa3oBaHMsi B YaCTH
PO3HHYHOW TOPrOBIM JICKAPCTBEHHBIMU IMpemapaTaM JJIsl MEJULUHCKOTO TPUMEHEHHs TpU
YCIIOBUM UX pabOThl B 000COOJIEHHBIX MOAPA3ICICHUSX MEIUIIMHCKIX OPraHW3alui, YKa3aHHbBIX B
yactu | HacTosel craTeu. (B pea. PenepanbHoro 3akona ot 28.04.2023 N 149-D3)

Cratps 52.1. BBoa B rpaskaaHCKui 000pPOT JIEKAPCTBEHHbBIX

npenaparos JJisi MEAUIIMHCKOT0 NpuMeHeHus1 (B pea. PenepajbHOro
3axoHa oT 28.11.2018 N 449-®3)

1. Tlepen BBOJOM B TpaKAaHCKUK 00OPOT KaKIOW CEpHM WJIM KaKIO0H MapTHH MPOU3BEIEHHOTO B
Poccuiickoit ®Pepnepaliuu JIeKapCTBEHHOrO Tpernapara s MEJIUIMHCKOTO MPUMEHEHUs, 3a
UCKJIIOYEHHEM HMMYHOOHOJIOTMUECKUX JIEKApCTBEHHBIX IIPENapaToB, IPOU3BOJUTENb TaKOIO
JIEKapCTBEHHOI'0 TIpenapara MpeJcTaBiseT B (eaepalbHblii OpraH HCHOJHUTEIbHOW BIIACTH,
OCYILECTBIISIIOIIMNA (YHKIIMM IO KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpaHEHUs, JOKYMEHT
MPOU3BOAUTENS  JIEKAPCTBEHHOTO  CPEACTBA, MOATBEPKAAIOMIMI  KayeCTBO  JIEKAPCTBEHHOTO
npenapara, U MOATBEPKACHUE YIMOJIHOMOYEHHOI'O JIMIA MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB
COOTBETCTBHSI  JICKAPCTBEHHOIO  Mpemapara  TpeOOBaHWSM,  YCTAaHOBICHHBIM TPU  €T0
rOCYy/IapCTBEHHOM PETUCTPALIMH.

2. Tlepen BBOJOM B TpaKIaHCKUK OOOPOT KaKIOW CEpUM WM KaXJAOW IMApTUU BBO3UMOTO B
Poccuiickyto ®expepanuio J€KapCTBEHHOIO TMpenapara ajis MEJAMIIMHCKOTO TPUMEHEHHs, 3a
HCKITIOYEHUEM UMM YHOOHOJIOTHYECKUX JIEKapCTBEHHBIX Ipenaparos, OpraHu3alus,
OCYIIECTBIISIFOIIAs] BBO3 JIEKAPCTBEHHOro npenapara B Poccuiickyro ®denepaunio, NpeAcTaBiseT B
(denepanbHbIii OpraH WUCHOJHHUTEIBHONH BIACTH, OCYIIECTBISIOMMNA (DYHKIMHM TO KOHTPOIIO U
Ha/30py B cdepe 3IpaBOOXpaHEHUs, CepTU(UKAT TPOU3BOIUTENS JIEKAPCTBEHHOTO CPENICTBA,
YIOCTOBEPSIIOIIMIA  COOTBETCTBHE  BBO3UMOTO  JICKAPCTBEHHOTO  Mperapara  TpeOOBaHUSM
(dapMakoneiiHOW CTaThW, a B Cily4ae OTCYTCTBUS (apMakoneiiHOW CcTaTbu TpeOOBaHUIM
HOPMAaTUBHOW JOKYMEHTALIMH, U MMOATBEPKACHUE NPEJICTABUTENSI OpraHU3alud, OCYLIECTBIISIIOLICH
BBO3 JIEKAPCTBEHHOIO Mpenapara B Poccuiickyro ®denepannio U yrnoJHOMOYEHHOM MHOCTPAHHBIM
MIPOU3BOAUTEIIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBUS BBO3MMOIO JIEKAPCTBEHHOrO IMpernapara
TpeOOBaHUSIM, YCTAHOBJIICHHBIM MIPH €r0 TOCYIapCTBEHHOW PETUCTPAIUH.

3. llopsimok mpeAcTaBieHUsS B COOTBETCTBUM C 4YacTAMHM 1 W 2 HacTosilield CTaTbu JOKYMEHTOB U
CBEJICHUH O JIEKapCTBEHHBIX Ipernaparax, BBOJMMBIX B IPa)JaHCKUNH OOOpOT, YCTaHABIUBACTCS
[IpaButensctBOoM Poccuiickoit @enepanuu.

4. B oTHOIIEHWM TEPBbIX TpeX CEpUH WIM MNapTUN JIEKapCTBEHHOTO Mpenapara, BIIEPBbIE
npousBegeHHOro B Poccuiickoii @enepaiiuu uiv Briepbie BBO3UMOTO B Poccuiickyro deaepaiiuto, B
(denepanbHbIii OpraH HUCHOJHUTEILHON BJIACTH, OCYIIECTBISAIOMIMA (DYHKIHMHM HO KOHTPOIK U



HaJ30py B cdepe 3apaBOOXpaHEHHUS, TOTIOJHUTEIHHO MPEJACTABISIETCS MPOTOKOJ HCIBITAHUN O
COOTBETCTBUM CEpUM WJIM TMAPTUM JIEKAPCTBEHHOrO Mperapara JJsi MEIUIMHCKOTO MPUMEHEHUS
MOKa3aTessiM KauyecTBa, MPEeIyCMOTPEHHBIM HOPMATHUBHOM JTOKyMEHTAIlMed (l1ajgee - MPOTOKOI
WCIIBITAHHH ), TPOBOJIMMBIX aKKPEAUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJIATEIHCTBOM Poccuiickoit
Oenepaiun 00 aKKpeOUTAIlMM B HAIMOHAIBHOM CHUCTEME aKKpeauTanuu (enepaibHbIMU
rOCY/IapCTBEHHBIMU OIOJKETHBIMH YUPEKICHUSMH, MOJABEIOMCTBEHHBIMU (DenepabHOMY OpraHy
WCIIOJIHUTETILHON  BJACTH, OCYIIECTBISIOMIEMY (YHKIMM TIO BBIPA0OTKE U  pean3aliuu
rOCyJIapCTBEHHOMW  TIOJMTUKH W  HOPMATHBHO-TIPABOBOMY  pEryJupoBaHMI0 B  cdepe
3IpaBOOXpaHeHus, U (eaepaJbHOMY OpraHy HWCIOJIHUTEILHON BJIACTH, OCYIIECTBISIONIEMY
(GYHKIMM TIO KOHTPOJIO M Haa30py B chepe 3npaBooxpaHeHus. [lOpsiiok BbIIauu YKa3aHHBIMHU
(denepalbHBIMH TOCYJAPCTBEHHBIMU OIO/DKETHBIMH YUYPEXKJICHUSIMU JAaHHOTO MPOTOKOJA U pa3Mep
IJTATHI 3a €ro BeIIady ycTaHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit denepannu.

5. Exeronno He mo3aHee 1 (eBpasisi mpoU3BOIUTENN JIEKAPCTBEHHBIX CPENICTB WM OpPTaHU3alUH,
OCYILIECTBIISIIOIIIME BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyto denepalinio, NpeCcTaBisitoT B
(denepanbHblii OpraH HUCHOJHUTEIbHON BJIACTH, OCYIIECTBISAIOMIMA (DYHKIMH HO KOHTPOIK U
HaJ30py B cdepe 3ApaBOOXpaHEHUs, MPOTOKOJ HCIBITAHUN IMOCTYNHMBIIETO B TEUEHHE ToAa B
IpaX/1aHCKUH 00OpOT JIEKAPCTBEHHOTO IpernapaTa KOHKPETHOIO MPOU3BOJAUTENS (HA OAHY CEPHIO
Ka)KJI0r0 TOPrOBOI'0 HAMMEHOBAHUS C YYETOM JIEKAPCTBEHHOM (POPMBI M JJO3UPOBKH), IPOBOJAUMBIX
aKKpEeIMTOBAaHHBIMM B COOTBETCTBUUM C 3aKOHOJaTelbcTBOM Poccuiickoit  @Pepepanun 00
aKKpeIWTallMd B HAIMOHAIBHOM cHCTeMEe aKKpeAUTallMd HCHbITATeIbHBIMU J1a00paTOPUSIMU
(meHTpamn).

6. IlpomsBoauTenu JEKApCTBEHHBIX CPEACTB WM OpraHU3alMd, OCYIIECTBISIOLUINE BBO3
JIeKapCTBEHHbIX TMpenapaTtoB B Poccuiickyto @Dexpepanuio, He MEHEEe 4YeM 3a OJUH TOJ [0
IUTAHUPYEMBIX NPUOCTAHOBJIECHUS WM MPEKpalleHHUs MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB
i wux BBo3a B Poccuiickyto @expeparnuio yBeAOMISIIOT 00 3ToM (enepalbHbI  Opraf
WCIOJHUTEIbHONU BIJIACTH, OCYILECTBISIIOIIMKA (YHKIMHM 10 KOHTPOJIIO W Haa3opy B cdepe
3/IpaBOOXpaHEHUs U (eiepalIbHbIM OpraH HUCIOJHUTEILHOW BIACTH, OCYIIECTBIISIOMNNA (QYHKIIUH 110
JIMLIEH3UPOBAHUIO MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B TpakJaHCKUH 00OPOT KaXKIOW CEpUU WM KaKIOW MapTUH HMMYHOOHOJIOTHYECKOTO
JIEKQpCTBEHHOI'O0 Ipemnapara, Npou3BeleHHOro B Pocculickoin ®enepauuyd WIH BBO3UMOTO B
Poccuiickyro Denepaiuio, OCyIIECTBISIETCS HA OCHOBAaHUM Pa3peUICHHs, BBIIAHHOTO (heepaabHbIM
OpPraHOM HCHOJHUTEIBHOW BJIACTH, OCYIICCTBISIONIMM (DYHKIIMH 110 KOHTPOJIIO U HAI30py B chepe
3IpaBOOXPAHEHHUS, HA OCHOBAaHWH BBIJAHHOTO (heAepaibHBIMU TOCYAAPCTBEHHBIMU OIOIKETHBIMU
YUPEKIACHUSAMH, YKa3aHHbIMH B 4acTH 4 HACTOSIIEH CTaThH, 3aKJIIOYEHUS O COOTBETCTBUM CEPHUH
WIA TIApTUH UMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOTO Tpernapara TpeOOBaHHUSIM, YCTaHOBICHHBIM
IIPH €T0 TOCYAApCTBEHHOM perucrpanud. 1Iopsaok BelauM paspelieHus Ha BBOJ B TPAXKIAHCKUN
000pOT CepuM WK MAPTHH KMMYHOOHOJIOTHIECKOTO JIEKAPCTBEHHOTO Tperapara, a TakKe MOPsI0K
BBIJAYM YKA3aHHOTO 3aKJIIOYEHWs MW pa3Mep Iularbl 3a €ro BblJA4Yy YCTaHAaBJIMBAIOTCS
[IpaButensctBOoM Poccuiickoit @enepanuu.

8. 3a HempeACTaBlIEHHE WM HECBOEBPEMEHHOE IIPEICTABICHUE JIOKYMEHTOB M CBEJICHUH,
MPEeAYCMOTPEHHBIX 4YacTamu 1, 2, 4, 5 u 6 Hacrosmeil cTaTbu, MPOU3BOJUTENH JIEKAPCTBEHHBIX
CPEICTB M OpraHM3allMd, OCYILECTBIIIOIIME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro
®denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUM C 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu.

9. IlpencrapieHue JTOKYMEHTOB M CBEJEHUN, MPEAYCMOTPEHHBIX 4dacTsMu 1, 2 u 4 Hacrosuien
CTaTbd, W IMOJIyYEHUE NPEJyCMOTPEHHOIO YacThiO 7 HACTOSIEH CTaTbU pa3pelleHus Ha BBOJ



MMMYHOOHOJIOTMYECKOTO JIEKapCTBEHHOTO Tperapara B TPakJaHCKUM 000poT HE TpeOyroTcs B
OTHOILIEHUM JIEKApPCTBEHHBIX IpEenapaToB, NpPEJHA3HAUYEHHBIX JUISI MPOBENCHHS KIMHUUYECKUX
HCCIIEJIOBAHNHN JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB AJIS
OCYILIECTBJICHUSI TOCY/JapCTBEHHOM pPETUCTPALlMU JIEKAPCTBEHHBIX IpENapaToB, a TaKXkKe B
OTHOILIEHUH HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MPeIHA3HAYEHHBIX JJI1 OKa3aHUs
MEIMIIMHCKON TIOMOIIM [0 >KM3HEHHBIM IIOKAa3aHUSAM KOHKPETHOTO MallMe€HTa WM TPYIIbI
MalKreHToB, BBO3UMbIX B Poccuiickyto denepaiinito B cOOTBETCTBUM ¢ yacTsiMu 3 U 3.1 cratbu 47
Hacrosiero denepanbHOro 3akoHa. (B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 475-P3)

10. IIpu BBIIBICHMHM B TPaKJAHCKOM OOOpOTE CEpUM WM TMApPTHH JIEKApCTBEHHOTO Mperapara,
JOKYMEHTBl U CBEACHHS O KOTOPBIX, IPEIyCMOTPEHHbIE YacTAMU 1, 2 u 4 HACTOALIEH CTAaTbU, HE
MPEJICTaBJICHBI B (heepaibHBIl OpraH MCIOJHUTENBHON BIIACTH, OCYIIECTBISIONMNA ()YHKIUU T10
KOHTPOJIIO U HA/30PY B chepe 3ApaBOOXpaHeHHs, THO0 CEPUH MU MAPTHH KMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tperapara, HE HMEIIUX pa3pelieHuss Ha BBOJA B TPAKIAHCKHIA 000pOT,
MPETYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaThH, (pelepasibHbI OpraH MCIOJHUTEIBHONW BJIACTH,
OCYILECTBIISIIOIIMN (YHKIIMM IO KOHTPOJIIO M HAJ30py B cdepe 31paBOOXpaHEHMs, B MOPSIKE,
ycraHoBiieHHOM [IpaButensctBoMm Poccuiickoit depepanvii, NpUHUMAET PEUIEHHUE O MPEKPaleHUH
IpaX/IaHCKOTO 000pOTa TaKUX CEPUM WM NApTUU A0 MPEICTABICHHUS YKAa3aHHBIX JOKYMEHTOB U
CBE/ICHUH JINOO MOJyYeHUs] YKa3aHHOTO pa3pelieHusl.

Cmampwsn 52.2 ne pacnpocmpansencsa Ha cepuu 1eKapcmeeHHbIX NPEenapan o 0
6emMEePUHAPHO20 NPUMEHEHUS, 66€0CHHDLE 8 2PDANCOAHCKUILL 000pom Ha meppumopuu P® oo
01.09.2023 (vacmp 2 cmamou 2 @edepanvrozo 3akona om 02.07.2021 N 317-D3).

Cepuu nexapcmeennbvix npenapanmog 0111 6emepuHapHo20 NPUMeHeH U, YKA3aHHble 6 CHanmbe
52.2, noonerccam xpanenuio, nepeso3ke, OmnycKy, peaiuzayuu, nepeoaie, NPUMeHeHu0 00
ucmeyeHusa cpoka ux 2oonocmu (wacms 3 cmamou 2 Pedepanvhozo 3axona om 02.07.2021 N
317-D3).

Cratbs 52.2. BBoa B rpaskIaHCKuii 000pOT JIeKAPCTBEHHbIX
NpenapaToB Jisl BeTePUHAPHOI0 npuMeHeHus (B pea. @enaepajbHOro
3akoHa 0T 02.07.2021 N 317-@3)

1. Tlepen BBOAOM B TpaXkJaHCKHH OOOpPOT Ka)XJOW CEpPUM TPOU3BEJACHHOTO B Poccuiickoi
@denepauuu JEKapCTBEHHOrO MpernapaTa s BETEPUHAPHOIO MPUMEHEHUS, 3a HCKIIOYEHHUEM
MMMYHOOHMOJIOTUYECKOTO  JICKAPCTBEHHOTO  Tperapara il  BETEPUHAPHOTO  MPUMEHEHUS,
IIPOU3BOAUTEIL TAKOI'O JIEKAPCTBEHHOI'O IMpernapara MPEACTABISAET B YBEAOMUTEIBHOM IOPSAJIKE B
(dbenepanbHbIii OpraH MCIHOJHUTEIBHOW BIIACTH, OCYIIECTBISIIONINN (YHKIUA 1O KOHTPOJIIO
(Hamsopy) B chepe oOparieHus IeKapCTBEHHBIX CPEACTB JIJIsi BETEPUHAPHOTO TPUMEHEHUS:

1) JAOKYMCHT MPOU3BOAUTCI JICKAPCTBCHHBIX CPCJCTB, HOI[TBep)KI[aIOH_II/Iﬁ COOTBCTCTBHUC Ka4C€CTBa
JICKAPCTBCHHOT'O IIpCIiapaTta JJIA BETCPUHAPHOI'0 IMPUMCHCHUS, BBOAUMOT'O B l"pa)K,I[aHCKI/Iﬁ O60pOT,
Tp€6OBaHI/I$IM, YCTAaHOBJICHHBIM IIpU €TI0 FOCYHapCTBeHHOﬁ perucrpannu,

2) noATBEPKIACHHUE YIIOJTHOMOUYEHHOTI'O JIMIA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBUS
JIEKapCTBEHHOTO Ipenapara JJisi BETEepUHAPHOIO MPUMEHEHUsI TpeOOBaHMSIM, YCTAHOBJICHHBIM IpHU
€r0 TOCYIapCTBEHHOMN PErUCTPALIUH.

2. Tlepen BBOAOM B TpakJAaHCKUH OOOPOT KaXIOW CEpUU BBO3UMOTO (MEPEMENIAEMOro) B
Poccuiickyto ®@enepaurio JIEKapCTBEHHOTO Mpenapara Jijisi BETEPUHAPHOTO IPUMEHEHUS, 3a



UCKJIIOYCHHEM HMMMYHOOHOJIOTMYECKOTO JICKAPCTBEHHOTO Tpemapara Uil BETEPHHAPHOTO
NPUMEHEHUS, OpraHu3alus, OCYIIECTBISIOmAs BBO3 (TepeMelleHNe) JeKapCTBEeHHOrO Ipernapara
IUIs BeTepUHApHOTO TpuMeHeHust B Poccuiickyto ®denepanyio, MpeicTaBiIseT B yBEJOMHTEIHHOM
nopsinke B (enepanbHBI OpraH MCIOJHHUTEIBHOW BIACTH, OCYHIECTBIAIONMHA (QYHKIMH 110
KOHTpOJt0 (Han3opy) B cdepe oOpalieHus JEeKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO
PUMEHEHUS:

1) JAOKYMCHT MPOU3BOAUTCIE JICKAPCTBCHHBIX CPCJCTB, HOI[TBep)KI[aIOH_II/Iﬁ COOTBCTCTBHUC Ka4dCCTBa
JICKAPCTBCHHOT'O IIpCIiapaTta J1JIA BETCPUHAPHOI'0 IMMPUMCHCHUS, BBOAUMOTO B l"pa)K,I[aHCKI/Iﬁ O60pOT,
Tp€6OBaHI/I$IM, YCTAaHOBJICHHBIM IIpU €TI0 FOCYHapCTBeHHOﬁ perucrpauunu;

2) MOATBEP)KJECHUE JMIA, YINOJIHOMOYEHHOIO Jep)KaTesleM WM BJIaJENbLEM PErucTpaluOHHOIO
YAOCTOBEPEHUS JIEKapCTBEHHOIO IMpenapara s BETEPUHAPHOTO MPUMEHEHHs, COOTBETCTBHS
JIEKapCTBEHHOTO Tpernapara JJisi BETEPHHAPHOTO MPUMEHEHUsI TPeOOBAHMSIM, YCTAHOBJICHHBIM TPU
€ro TrOCyIapCTBEHHOMN pEruCTpaltH.

3. BBoxm B rpaxmanckuii o0opoT BBO3uUMOro (rmepememiaemoro) B Poccuiickyro deneparuio
JICKApCTBEHHOTO TMperapara A BETEPUHAPHOTO NPUMEHEHHsS] OCYIIECTBISIETCS NpPU HAIWYHUU
3aKIIFOYEHHUS] O COOTBETCTBUU MPOHM3BOIHUTENS JIEKAPCTBEHHBIX CPEICTB TpPeOOBaHHSM IPABHI
HaJIJIeXKAaIle MPONU3BOICTBEHHON MPAKTUKH, BEIIAHHOTO YITOTHOMOYEHHBIM (heiepalibHBIM OpPraHOM
UCTIOJIHUTETIFHON BJIACTH Ui TMPOW3BOJCTBEHHOW IUIOIIAAKH JISKAPCTBEHHOTO TIperapara s
BETEPUHAPHOTO MPUMEHEHHSI, BBOJMMOTO B TPAKIaHCKUN 000POT.

4. Jluno, YNOJHOMOYEHHOE JAep)KaTelleM WM BIAJeNbleM PErHCTPallMOHHOTO YIAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapara Uil BETEPUHAPHOTO TNPHMEHEHHS, JOJDKHO OBITh aTTeCTOBAHO B
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eiepajbHbIM OPraHOM HCIOJHHUTENBHOW BIACTH TOPSIKE U
MMETh CTaX pabOThl HE MEHEE YeM TISATh JIET B 00J1aCTH MPOU3BOJICTBA U (MJIM) KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CpEACTB JHOO B 00JacTH MOHUTOpUHTA J(PGEKTUBHOCTH U 0O€30MacCHOCTH
JICKApCTBEHHBIX TIPETaparoB Ui BETEPUHAPHOTO TMPUMEHEHUs, MPOBOJUMOTO JepiKaTeieM WIIN
BJIAJIEJIbIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO Mpemnapara IJisi BETEPHHAPHOTO
NPUMEHEHUsT JH0O0 YIOJIHOMOYEHHBIM WMH FOPUAWYECKHM JIMIIOM, BBICIIee OOpa3oBaHUeE
COOTBETCTBEHHO IO OJHOW W3 CIEHUATbHOCTeH M (WJIM) OJHOMY W3 HAlpaBJICHHH ITOATOTOBKH:
Ouosnorusi, OMOTEXHOJOTHS, BETEPUHAPHS, BETCPUHAPHO-CAHUTAPHAS OSKCIEPTH3a, KIMHHYECKAsS
MEIWIIMHA, PaJUallMOHHAs, XUMUYeCcKass U OMOJIOTHYecKas 3amuTa, ¢papmanus, GyHIaMeHTaIbHas
MEIHIINHA, XUMUYECKast TEXHOJIOTUsI, XUMHUSL.

5. Hopsaok mpeacTaBiaeHUs] B COOTBETCTBUM € YAacTAMHM | M 2 HACTOSILEH CTaThbu JOKYMEHTOB U
CBEJCHUI O JIEKapCTBEHHBIX Ipenaparax s BETEPUHAPHOTO TNPUMEHEHHs, BBOJUMBIX B
rpaxaaHckuii 060poT, ycranaBnuBaercs [IpaBurensctBom Poccuiickoit denepanmm.

6. B oTHOIIEHNH NIEPBBIX ABYX CEPHil IEKAPCTBEHHOTO IIpenapara i BETEpUHAPHOTO MPUMEHEHUS,
BIIEpBbIE TPOU3BeAEHHOr0 B Poccuiickoit deaepanuu WM BiepBble BBOZUMOIO (IIEPEMEIIAEMOI0) B
Poccuiickyto ®enepanuio, B ¢eaepalbHbIi OpraH HCIOJIHUTEIBHON BJIACTH, OCYIIECTBIISIFOIINAN
GyHKIIMM TIO0 KOHTpOJIO (Ham3opy) B cdepe oOpamieHust JEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO MNPUMEHEHMs, Hapsay C JOKyYMEHTaMH, MNPEAYCMOTPEHHbIMH dacTaMu | u 2
HACTOSIIIEH CTaTbU, MPEACTABJSIIOTCS IPOTOKOJIBI HCIBITAHUNA O COOTBETCTBUM JTHX CEPHM
JIEKapCTBEHHOI0  Ipernapara sl BETEPUHAPHOIO IPUMEHEHUS  IIOKa3aTelsiM  KayecTBa,
IPEeyCMOTPEHHBIM HOPMAaTUBHBIM JIOKYMEHTOM (Jajee - MPOTOKOJ HCHBITAHW), MPOBOJIUMBIX
AKKpEeIMTOBAaHHBIMM B COOTBETCTBUM C 3aKOHOJaTelbcTBOM Poccuiickoit  @Depepanun 00
aKKpeJWTallMd B HAIMOHAIBHOM cHCTeMEe aKKpeAUTAllMd HCHbITATeIbHBIMU J1a00paTOPUSIMHU
(ueHTpamn).



7. Exeronno He no3aHee 1 ¢eBpaisi MpoU3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB MM OpPTraHU3aluu,
OCYILECTBIISIIOIIME BBO3 (II€pEMEIIeHHE) JIEKAapCTBEHHBIX IpenapaTtoB [Uii BETEPUHAPHOTO
npumeHeHus: B Poccuiickyro denepaiuio, NpeACcTaBisSioOT B (eaepanbHbI OpraH WCIOJTHUTEIBHOMN
BJIACTH, OCYIIECTBIISIIONTNI (DYHKIIMH TI0 KOHTPOIIIO (HAA30py) B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB Ul BETEPUHAPHOTO MPUMEHEHUS], IPOTOKOJ UCHBITAHUI MOCTYMHUBILErO B TE€YEHHUE rojia B
rpaX/IaHCKUH 000pOT JIEKapCTBEHHOr0 Mpernapara Juisl BETEpUHAPHOTO MPUMEHEHUS KOHKPETHOI'O
MPOU3BOAMTENS (HAa OJIHY CEpHUI0 Ka)XJO0ro TOProBOIO HAWUMEHOBAHMS C YUYETOM JIEKapCTBEHHOU
¢dopMBl, a U JIEKApCTBEHHOI'O IMpenapara JUlsi BETEPUHAPHOTO NMPUMEHEHMs, HE SIBISIOLIETOCS
MMMYHOOMOJIOTUYECKUM, TaKXKe C Yy4YeTOM JIO3UPOBKM), IPOBOJAUMBIX AaKKPEIUTOBAHHBIMU B
COOTBETCTBHUHU C 3aKOHOAATENbCTBOM Poccuiickoit ®enepannu 00 aKKpeAUTAIlUH B HAIIMOHAIBHOM
CHCTEME aKKPEAUTAIIUH HCIIBITATEIbHBIME JTA00PaTOPUSIMU (LIEHTPAMU).

8. BBog B rpaxkmaHckuii 000OpOT HMMMYHOOHOJOTHYECKOTO JIEKapCTBEHHOTO TIpernapara Jyis
BETEPUHAPHOTO MpPUMEHEHUs, mpom3BeAeHHOr0o B Poccuiickoit denepanuu wWin BBO3HMOTO
(mepemeniaemoro) B Poccuiickyro ®eneparuio, OCYyIIECTBISETCS HAa OCHOBAHHH pPa3pelIeHUs,
BBIJIaHHOTO (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHOM BJACTH, OCYIIECTBISIONIMM (YHKIHMU I10
KOHTpOJt0 (Han3opy) B cdepe oOpalieHus JEeKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO
INpUMEHEHUs. YKa3aHHOE paspellieHHe BbIJAAETCS HAa OCHOBAHUM IPOTOKOJIA HCIIBITAHUH,
MPOBOJUMBIX aKKpEJIUTOBAaHHBIMU B COOTBETCTBUU C 3aKOHOAaTeNbCTBOM Poccuiickoit denepanuu
00 aKKpeIUTalluM B HAIIMOHAJIBHON CHCTEME aKKpeAUTALUU OpraHU3alUsIMH, OBEI0MCTBEHHBIMU
¢denepasbHOMY OpraHy MCIOJHUTENIBHOM BJIACTH, OCYILECTBIAIOMIEMY (QYHKIHM IO BbIpaOOTKe
rOCyJJapCTBEHHOM  MOJUTHUKM U  HOPMATUBHO-IIPAaBOBOMY  pETyJIHpPOBaHHIO B  cdepe
arporpoOMBIIIJIEHHOTO ~ KOMIUIEKCA, BKJIOYass oOpalleHHe JIeKapCTBEHHBIX  CPEJACTB U
BETEPUHAPHOTO  NpUMEHEHMs, WiIM (eaepaJbHOMy  OpraHy  HCHOJHHUTEIbHOW  BJIACTH,
OCYIIECTBIISIIOIIIEMY (YHKIIMA IO KOHTpOJIO (Ham30py) B cdepe oOpaiieHus JeKapCTBEHHBIX
CPEICTB Uil BETEPUHAPHOTO MPUMEHEHUS, a TaK)Ke JIOKYMEHTOB U CBEJIEHUH, MPETyCMOTPEHHBIX
gacThto 1 (s mpemaparoB, npousBeleHHBIX B Poccuiickoit denepanuu) wim 4yacteio 2 (Iuist
MpenapaToB, BBO3UMBIX (MepemernaeMbix) B Poccuiickyro deneparuio) HACTOSAIIEH CTaThH.

9. Cpox BbIIauM pa3pelieHus, YKa3aHHOTO B YaCTU § HACTOSIIEH CTaThH, COCTABIISAET MATh pabounx
JHEW CcO JHs TpeACTaBICHHs NPOU3BOAMTENEM JIEKAPCTBEHHBIX CPEJICTB WM OpraHU3alueH,
OCYILECTBIISIIOIIEH BBO3 (IlEpeMElIeHHEe) JIEKapCTBEHHOIO IpernapaTra Julsli BETepUHApHOTO
npumeHeHus: B Poccuiickyro ®enepanuio, B deaepanbHblii OpraH HCIOJIHUTEILHON BJIACTH,
OCYIIECTBIISIFOITNI (YHKIIMU IO KOHTPOJIIO (Haa30py) B chepe oOparieHus JeKapCTBEHHBIX CPENICTB
JUIsl BETEPUHAPHOTO MPUMEHEHMSI, JOKYMEHTOB, IIPEyCMOTPEHHBIX YaCThIO 8 HACTOSIIEN CTAThU.

10. Pa3pemenue, ykazaHHO€ B 4acTH 8 HACTOSIIIEH CTAaThH, BBIJAETCS B OTHOLUEHUU KaKJI0M W3
MEPBBIX JBYX CEpUH MMMYHOOHOJOTMYECKOTO JICKApCTBEHHOTO TMperapara JUisi BETEPUHAPHOTO
MPUMEHEHUS, BIEPBBIE Mpou3BeaeHHOro B Poccuiickoit denepanum wiM BHepBble BBO3HMMOTO
(mepememaemoro) B Poccuiickyto ®enepanuto. Takoe paspelieHHE BBIIACTCS Ha BECh CPOK
oOpamieHusi Cepud UMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOTO TNperapara JUuisi BETEPUHAPHOTO
NPUMEHEHUS, B OTHOLIEHUH KOTOPOM OHO BBIAAHO. B OTHOLIEHMM MOCIEIYIOUUX CEPHil OJHOTO
TOPrOBOrO  HAaWMEHOBAHMA  HMMMYHOOMOJIOTMYECKOTO  JIEKapCTBEHHOro  Iperapara s
BETEpUHAPHOTO MPUMEHEHUs, Mpou3BeJeHHOro B Poccuiickoit ®enepaliuu Wikd BBO3UMOTO
(nepemenaemoro) B Poccuiickyro ®@eznepaliuio, Takoe pa3zpelieHle BbIAAETCs CPOKOM Ha TPH rojia.
[lopsimok BbIgauM paspelieHuss Ha BBOJ B TPaXAAHCKUA 000pPOT HMMYHOOHOJIOTHYECKOIO
JIEKapCTBEHHOT0 Tpernapara JUisl BETEpUHAPHOTO MPHUMEHEHHUs, MNOPSIAOK BbIJAYM IPOTOKOJIA
WCIBITAaHUM, YKa3aHHBIX B YaCTH 8 HACTOSIIEH CTaThU, a TAK)KE METOJMKA OIpENETICHUs] Pa3MepoB
IUIaThl 32 BBIJAYY YKa3aHHOTO IPOTOKOJA HWCHBITAaHUM ycTaHaBiauBaeTcs IlpaBuTenbcTBOM
Poccuiickoit @enepanuu.



11. MMmyHOOHMOJOrHMYECKHE JIEKAPCTBEHHBIE TIpenapaThl il BETEPUHAPHOTO IMPUMEHEHHS,
BBEJICHHBIE B TPAXITAHCKUH OOOPOT B COOTBETCTBHM C YacThIO 8 HACTOSIIECH CTaThH, MOJJIEKAT
XpaHEHHIO, NIEPEeBO3Ke, OTIYCKY, peaju3aluy, Nepejaye, NPUMEHEHHUIO 10 UCTEUEHHs] CpPOKa MX
TOJJHOCTH.

12. 3a HempeacTaBICHUE WM HECBOEBPEMEHHOE MPEJCTABICHHE JOKYMEHTOB U CBEACHMIA,
MPEeAYCMOTPEHHBIX YacTsMu | - 3, 6 u 7 Hacrosmiel craTbu, MPOU3BOAUTEIN JIEKAPCTBEHHBIX
CPEICTB U OpraHU3alliy, OCYIIECTBISIONINE BBO3 (IIEpEMEIEHHE) JIEKAPCTBEHHBIX MPETapaToB I
BETEpPUHAPHOTO NpuMeHeHns B Pocculickyro denepaiuro, HeCyT OTBETCTBEHHOCTh B COOTBETCTBHH
¢ 3aKkoHOMaTensCTBOM Poccutickon deaepanuu.

13. IlpencraBieHue TOKyMEHTOB U CBEJAECHUH, MPEAYCMOTPEHHbBIX YacTsiMu 1 - 3, 6 u 7 HacTosIen
CTaTbd, W TIOJYYCHHE pa3pelieHUs, YKa3aHHOTO B YacTU § HACTOSINEH CTaThH, HE TPeOYyIOTCS B
OTHOUIEHUH JIEKAPCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOTO MPUMEHEHHUs, PETHA3HAUYCHHBIX 1JIs
BbIBO3a U3 Poccuiickoil denepanunu, NpoBeACHUS JTOKIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
CPEICTB, KIMHMYECKHX HCCIEAOBAHMM JIEKAPCTBEHHBIX IMpenapaTtoB sl BETEPUHAPHOIO
NPUMEHEHUS W BBO3a Ul IEJIel, yKa3aHHbIX B MyHKTe 5 yactu 1 crarbu 50 HacTosILEero
denepanbHOrO 3aKOHA, a TaKKe OOpPa3IOB JIEKAPCTBEHHBIX IPENapaToB il BETEPUHAPHOTO
MPUMEHEHUS, TIPEIHA3HAYECHHBIX JIs MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIEISAX
OCYIIECTBJICHHUSI TOCYAAPCTBEHHON PErMCTPALMU JIEKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOTO
MPUMEHEHUS] WM BHECEHUSI U3MEHEHUN B PETUCTPALMOHHOE JI0ChE Ha JIEKAPCTBEHHBIN mpenapar
U1l BETEPUHAPHOTO PUMEHEHHUSL.

Cratbsa 53. [Ipogaxka, nepenaya JieKaApCTBEHHBIX CPEICTB
OPraHM3anusiMH ONTOBOI TOPrOBJIM JEKAPCTBEHHBIMHU CPeICTBAMH

1. Opranu3zanuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMHU MOTYT OCYILECTBIATH MPOJAKY
JIEKapCTBEHHBIX CPEICTB WJIM MEpeJaBaTh UX B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoil
Odenepanun mopsake (3a UCKIIOYEHHWEM (hapMaleBTUYECKOW CyOCTaHIIMM CIUPTAa STHUIOBOTO
(oraHoNa) ¢ ydyerom TpeOoBaHMI yacTu 3 Hactosimien cratbu: (B pea. denepanbHBIX 3aKOHOB OT
29.07.2017 N 278-®3, ot 27.12.2019 N 481-P3, ot 04.08.2023 N 428-D3)

1) npyrum opranu3anusiM ONTOBOM TOPTOBJIU JIEKAPCTBEHHBIMH CPEACTBAMU;

2) NpOU3BOAUTENSIM JIEKAPCTBEHHBIX CPEJCTB JUIs LieJe MPOU3BOCTBA JEKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpPraHU3aLUAM U BETEPUHAPHBIM alITEYHBIM OPraHU3ALUAM;

4) Hay4HO-HUCCIIEZI0BATEIbCKUM OpraHU3alHsIM JIIsl HAYYHO-HUCCIIEI0BATEIbCKOM paboThl;

5) UWHAMBHUIYaJNbHBIM MpPEANPUHUMATENSAM, HWMEIONIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NEATENBHOCTD WM JIMLIEH3UIO HA MEIULIMHCKYIO 1€ATEIbHOCTD;

6) MEAMIIMHCKUM OpraHHU3aIHsIM, B TOM YHCJIE CO3/IaHHBIM U 3apErHCTPHUPOBAHHBIM B COOTBETCTBUH
C 3aKOHOJATEIbCTBOM HWHOCTPAHHOTO TrocyaapcTBa - ujeHa OpraHu3anud SKOHOMHYECKOTO
COTPYAHMYECTBA W  PAa3BUTHSA WHOCTPAHHBIM  FOPUIMYECKUM JIMLAM, WHIUBUAYaIbHBIM
NPEeINPUHAMATENSIM, SIBISIONIMMCS YYaCTHUKaMU MPOEKTa B COOTBETCTBUM C DenepanbHbIM
3akoHOM OT 29 wmioHsa 2015 roxa N 160-@3 "O MexAYHAPOIHOM MEIULMHCKOM KJacTepe M
BHECEHHH W3MEHEHHMH B OTICNbHBIC 3aKOHOJAATeNbHbIE akThl Poccuiickoir ®Depeparuu", u
BETepUHApHbIM opranuzauusiM; (B pen. denepanbHbix 3axkoHOB OT 26.07.2019 N 240-P3, ot
04.08.2023 N 428-D3)




7) opraHuzanMsM ¥ WHIUBUAYAIbHBIM MpPEANPHUHAMATEISIM, OCYIIECTBISIONINM pa3BeJeHUE,
BBIpAIllMBaHUE W COJEP)KaHHE >KUBOTHBIX (32 HCKIIOUEHHEM MPOAaXH UM (hapMareBTHIECKUX
cyOcTaHuii win ux nepenayn). (B pea. @exepanpaoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHuzalnud ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMH HE BIPABE OCYLIECTBIISATH
npoAaxy (mepenady B YCTAaHOBICHHOM 3aKOHOAATeNbcTBOM Poccuiickoit Denepanuu Mopsake)
(hapMaleBTHYEeCKON CYOCTaHLIMU CIHUPTa ATHIOBOTO (3TaHoiya). (B ped. demepanbHOro 3aKOHA OT
27.12.2019 N 481-P3)

Honoxcenusn wacmu 3 cmamou 53 na meppumopusx /loneyrkoii Hapoonoi Pecnyonuxu,
Jyzanckou Hapoonou Pecnyonuku, 3anoposxrcckoui oonacmu, Xepconckoit oonacmu
npumenaiomes c 01.09.2024 (wacmb 3 cmamou 3 Pedepanvrozo 3axkona om 04.08.2023 N
428-®3).

3. Opranusanuu ONTOBOI TOPrOBIIM JIEKAPCTBEHHBIMHU CPEACTBAMU MOT'YT OCYILECTBIISTH MPOJAKY
(mepemauy B yCTaHOBIEHHOM  3aKOHOJAaTelbcTBOM  Poccumiickoit  denmepanmuu  mOpsJIKe)
JIEKapCTBEHHOr0  Ipemapata s~ MEIUIUHCKOTO0  NPUMEHEHHS €  MEXJIYHApOJHBIM
HEMaTeHTOBaHHBIM HauMeHoBaHueM "DtaHon": (B pen. denepanpHoro 3akoHa oT 04.08.2023 N
428-P3)

1) ropuaudeckuM JUIaM, UMEIOIIMM JIUIEH3UI0 Ha (hapMalleBTUUYECKYIO JCSITENbHOCTh B cdepe
oOpaleHus JIEKApCTBEHHBIX CPEACTB JJs MEIAMIIMHCKOTO INpuMeHeHus; (B pexa. dexepanbHOro
3akoHa oT 04.08.2023 N 428-03)

2) UVHOMBUAYQJIBHBIM TPEANPUHUMATEISIM, HMMEIONUM JIMIEH3UI0 Ha  (apManeBTHUECKYIO
JESATEIBHOCTh B cdepe oOpalieHus JICKApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHUS; (B
pen. ®enepanbroro 3akoHa ot 04.08.2023 N 428-D3)

3) MHAMBHIYaTbHBIM NPEATNPHHAMATEISIM, UMEIOIINM JHIECH3UI0 Ha MEIUIIMHCKYIO JIESTeIHbHOCTD;
(B pen. denepanbHoro 3akoHa ot 04.08.2023 N 428-D3)

4) IOpUIMYECKHM JIMIIaM, HMMEIOIIUM JIMIICH3UI0 Ha MEIUIMHCKYI0 JeSITEeNbHOCTh; (B pel.
®enepanbHOro 3akoHa ot 04.08.2023 N 428-D3)

5) WHOCTpPaHHBIM IOPUIMYECKUM JIMI[AM ¥ WHIWBUIYaJbHBIM MPEINPUHAMATEISIM, CO3IaHHBIM H
3apErucTpUPOBaHHBIM B COOTBETCTBUM C 3aKOHOJATEIHCTBOM MHOCTPAHHOIO TOCYAApCTBa - YJEHA
OpraHu3anuy S3KOHOMUYECKOTrO COTPYIHUYECTBA U PA3BUTHSI, SBJIAIOIIMMCS YYaCTHUKAMU MPOEKTa
B cooTBeTCTBUM ¢ DenepanbHbIM 3akoHOM OT 29 utonsd 2015 roga N 160-®3 "O mexayHapOIHOM
MEJUIIMHCKOM KJIaCTePE U BHECCHUH M3MEHEHMI B OTJEIbHBIE 3aKOHOAATEIbHBIC aKThl Poccuiickoit
Oenepanun'; (B pen. Penepansroro 3akona ot 04.08.2023 N 428-D3)

6) ucnbITaTeIbHBIM J1a00OpaTOpHsiM (LIEHTpaM), TPOBOISIIMM HCHBITAHUS B OOJACTH KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEJICTB, AKKPEJAUTOBAHHBIM B COOTBETCTBHM C 3aKOHO/ATEIbCTBOM
Poccuiickoit ®denepanuu 00 akKpeIuTallid B HAIMOHAIBHOW CHUCTEME aKKpeAWTaluu. (B pel.
®enepanpHOro 3akoHa ot 04.08.2023 N 428-P3)

Cratbs 54. [IpaBujia onToBoii TOProBJIM JeKAPCTBEHHBIMU
cpeAcTBaMHu
1. OmnroBas TOProBJisI  JICKAPCTBCHHBIMU  CPCACTBAMU  OCYIHECTBIIACTCA IMMPOU3BOAUTCIIIMUA

JICKAPCTBCHHLIX CPCACTB W OpraHu3aliusaIMHU OINTOBOM TOPTOBJIM JICKAPCTBCHHBIMU CPCACTBAMU I10
InpaBUjIaM Ha;[nencameﬁ I[HCTpH6BIOTOpCKOﬁ IMPpaKTHUKH, IIpaBHJIaM Haﬂﬂemameﬁ IIpaKTUKH



XpaHEHMsI U TIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOrO MPUMEHEHUs, MpaBHiiaM
XpaHEHMsI  JIGKApCTBEHHBIX CPEIACTB Ui  BETEPUHAPHOTO TMPUMEHEHMs, YTBEP)KICHHBIM
COOTBETCTBYIOIIMMH YIOJHOMOYEHHBIMU (pe/iepalbHbIMU OpraHaMM HMCIIOJIHUTENBHOM BiacTu. (B
pen. ®enepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 26.03.2022 N
64-D3, ot 28.04.2023 N 171-P3)

2. OpraHuzanusi ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CpPEACTBAMH 00si3aHa COOJIIOJIATH
MpeIeTbHbIE CPOKH OTTPY3KH 3aTpPEOOBAHHBIX alITEYHON OpraHu3aluel IEKapCTBEHHBIX NPENnapaToB
JUI. MEJIMIIMHCKOTO IPUMEHEHUSI ¥ HE BIIPaBe OTKA3bIBATh alITEYHOW OpraHU3aIlU, C KOTOPOH y Hee
3aKJIIOYEH COOTBETCTBYIOUIMH JOTOBOp O IIOCTaBKaxX JIEKAPCTBEHHBIX MPENapaToB s
MEIHMIMHCKOTO TPHMEHEHUS, B TIIOCTaBKE JICKAPCTBEHHBIX IMPEMApaToB JUII MEAULUHCKOTO
NPUMEHEHUS] TMPU HAIUYUK 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX IPETapaToB Ui MEAUIMHCKOTO
MPUMEHEHUS y OpraHu3allii ONTOBOI TOPTOBIIM JIEKapCTBEHHBIMU cpeacTBami. [IpenenabpHbie cpoku
OTrpy3KH  3aTpeOOBAaHHBIX  aNTEYHOM  OpraHM3aluedl  JIEKApCTBEHHBIX  IPEmapaTtoB IS
MEJUIIHCKOTO TPUMEHEHHS B 3aBHCHMOCTH OT PACIOJIOKEHHUS MeCTa OTTPY3KH JIEKapCTBEHHBIX
npenapaToB Uil MEIUIIMHCKOTO MPUMEHEHHs YCTaHABIMBAIOTCS YIOJTHOMOYEHHBIM (eepaabHbIM
OpraHOM HCIIOJTHUTENBHOU BinacTu. (B pen. denepanbHoro 3akoHa ot 26.03.2022 N 64-D3)

Cratps 55. [Iopsa10K POZHUYHON TOPTOBJIH JIEKAPCTBEHHBIMH
npenaparamu

1. Po3HuuHas TOProBiid JIEKApCTBEHHBIMU IpenapaTaMd B KOJIMYECTBaX, HEOOXOJMMBIX [
BBITIOJIHEHUS BpadeOHbIX ((enpaIepcKkux) Ha3HAYCHU WM Ha3HAYeHUH CHeIHauCTOB B 00JacTH
BETEpPUHAPHUM, OCYLIECTBISIETCS ANTEYHBIMU OpraHU3alUsIMH, BETEPUHAPHBIMU  AaNTEYHBIMU
OpraHu3allisMU, HMHJIMBUIYaJIbHBIMH  NpPEANPUHUMATEISIMH, HMEIOLIUMH  JIMIEH3UI0  Ha
(hapMaIeBTUYECKYI0 JesTeIbHOCTh, MEIUIIMHCKUMHU OPTaHU3alUsIMHU, MUMCIOIUMHU JIMIEH3UI0 Ha
(hapMaleBTUYECKYI0 JESITeNbHOCTh, U MX 000COOJIEHHBIMU TOJpa3ieieHUsIMH (aMOYIaTOpUsIMH,
denpamepckuMu ¥ QeNbAmepCKO-aKyIIePCKUMH ITYHKTaMH, [EeHTpaMu (OTAENEHHUsIMH) OoOmIei
BpaueOHON (ceMelHOW) NpPaKTUKH), pPACMOJOKEHHBIMH B CEIIbCKUX HACENCHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTEUHbIC OPraHHU3AIMH, U BETEPUHAPHBIMU OPTaHU3ANUIMHU, UMEIOIIUMU
JUIECH3UI0 Ha (apMaleBTUYECKYI0 JesTeNbHOCTh. PaspenieHa po3HUYHAsh TOPTOBIS TOJIBKO
JICKapCTBEHHBIMH ~ TIperapaTaMu, 3aperucTpupoBaHHBIMH B Poccuiickort ®enepanuu  wim
W3TOTOBJICHHBIMH aNlTEYHBIMH OPTaHU3alUSMHU, BETEPUHAPHBIMHU AaNTEYHBIMH OPTaHU3AIUSIMU,
WHAUBHUIyaJIbHBIMU ~ TIPEANPUHUMATEISIMU, HWMEIOMIMMH JIMLIEH3UI0 Ha  (papMareBTHUECKYIO
JeSITeTbHOCTh. PO3HUYHAS TOPTOBIIA JIEKAPCTBEHHBIMHU IIpeTapaTaMy OCYIIECTBIISIETCS 110 MPaBHIIaM
HQ/UISKAIEH anTeYHON NPAKTUKH, YTBEPXKIECHHBIM YIIOJIHOMOYEHHBIM (eIepallbHbIM OpPraHOM
UCIIOJHHUTENbHOU BiacTu. (B pen. denepanpupix 3akoHoB oT 25.11.2013 N 317-®3, ot 22.12.2014
N 429-®3 (pex. ot 13.07.2015))

1.1. Po3HuuHas TOProBisl JIEKAPCTBEHHBIMH IpenapaTamMH JUIsi METUIMHCKOIO MpUMEHEHUus (3a
HCKJIFOUEHHUEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAEMBbIX I10 PELENTy Ha JIEKAPCTBEHHBIN
rpenapar, HAPKOTUYECKHUX JIEKAPCTBEHHBIX NPENapaTOB M IICUXOTPOIHBIX JIEKApCTBEHHBIX
IpernapaToB, a TaKkKe CHUPTOCOACPHKAIIUX JIEKApCTBEHHBIX NpEnapaTtoB C OO0bEMHOMN Joeit
STUJIOBOTO CIIMPTa CBBIIIE 25 MPOIEHTOB) MOKET OCYIIECTBISATHCS aNTEUYHBIMU OPTraHU3aALUSIMU
JUCTAHIIMOHHBIM  CIocOOOM. PO3HHMYHYIO TOProBiIO JIEKAPCTBEHHBIMHM IIpernapaTaMu s
MEIMIMHCKOTO TMPUMEHEHHUsS JUCTAHLMOHHBIM CIIOCOOOM MOTYT OCYHIIECTBISTH AalTe4YHbIE
OpraHu3allii, MMEIOUINE JIHMICH3WI0 Ha (papMaleBTUYECKYIO AEATEIbHOCTh M COOTBETCTBYIOIIEE
paspemieHue QeneparbHOr0 OpraHa WCHOJHUTEIBHOW BIIACTH, OCYHISCTBISIOMIETO (YHKIUH TI0
KOHTPOJIIO W Hama3opy B cdepe 3apaBooxpaHeHus. llopsiiok Bbiaun  paspeiieHus: Ha



OCYILIECTBJICHHE PO3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMH IpenapaTaMu JTUCTAHIIMOHHBIM CIIOCOOOM,
TpeOOBaHMsSI K aNTEYHbIM OPraHU3aLUsAM, KOTOpPbIE MOTYT OCYIIECTBIISITh TaKyl TOPIOBIIO, U
MOPSZIOK €€ OCYIIECTBIICHHSI, a TaKXKe IpaBUia JIOCTaBKH JIEKAPCTBEHHBIX IPENapaToB IpaxJ1aHam
yctanaBiuBatorcsa IlpaButensctBoMm Poccuiickoit ®deneparuu. Hudbopmarms 00 ormiadyeHHBIX
(OTHYLIEHHBIX) M MOJYYEHHBIX JIEKApPCTBEHHBIX IperapaTax BHOCUTCS B CHUCTEMY MOHHUTOPHHIA
JBIDKEHUS.  JIGKAPCTBEHHBIX  IpPEenapaToB Ul MEIMIIMHCKOTO TPUMEHEHHS B  IOPSJIKE,
MPEeTYCMOTPEHHOM 4acThio 7 ctathu 67 HacTosmero denepanbHOro 3akoHa. (B pen. depepaibHOro
3akoHa o1 03.04.2020 N 105-®3)

2. Buapl anTe4yHbIX OpraHM3alMid ¥ TpaBHJIA OTIYCKAa JIGKAPCTBEHHBIX MPENapaTtoB s
MEIUIIMHCKOTO MIPUMEHEHUS anTeYHBIMU OpraHHU3aIUSIMH, WH/IUBHTyaJIbHBIMU
NpEeINPUHAMATENSIMU, MMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO0 IESTeNbHOCTh, a TaKKe
MpaBWia OTIYCKA JICKAPCTBEHHBIX MPEMAapaTroB IS MEJAULIUHCKOTO MPUMEHEHHS MEIUIMHCKUMU
OpraHu3allMsIMH, WMEIOIUMH JIMICH3WI0 Ha  (apMaleBTHUECKYIO JI€ATENBHOCTh, M HUX
000CcO0IeHHBIMU MoIpa3ieJICHUSIMU (amOymnaTopusimu, beapamepcKuMu u
(benpamepcKo-aKymepckKuM1 MyHKTaMH, IeHTpaMu (OTIeNeHUsIMHU) 00IIei BpauyeOHON (CeMeiHO)
MPaKTUKH), PACHOJOXKECHHBIMU B CEIBCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
afnTe4yHble  OpPraHU3allM,  yTBEPXKAAIOTCS  YNOJHOMOYEHHBIM  (efepajbHBIM  OpraHOM
WCIIOJIHUTENbHOM BiacTu. (B pen. enepanbHoro 3akona ot 25.11.2013 N 317-D3)

3. IlpaBuna oTnycka HapKOTHYECKHX CPEACTB U MCUXOTPOMHBIX BEUIECTB, 3aPETMCTPUPOBAHHBIX B
KayecTBe JIEKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX MPENapaToB, COJEPKAIIUX HAPKOTHYECKUE
CPEICTBAa U ICUXOTPOITHBIE BEIIECTBA, YTBEPKAAIOTCA YIOJIHOMOYEHHBIM (e/lepaabHbIM OpPraHoOM
WCIOJHUTEIBHON BJIACTH IO COTJIACOBAHMIO C (hefiepalbHbIM OpPraHOM HCIIOJHUTENIBHOM BIIACTH,
YIIOJIHOMOUYEHHBIM B cdepe BHyTpeHHUX nei. (B pea. DexepanpHoro 3akona ot 03.07.2016 N
305-93)

4. JlexapcTBEHHBIC TIpemaparbl i BETEPUHAPHOTO TPUMEHEHHs TOJIEKAT  OTILYCKY
BETEPUHAPHBIMU anTeYHBIMU OpraHu3alUsIMHU, BETEPUHAPHBIMU OpTraHU3AIHIMH,
WHAUBHUIyaJIbHBIMUA ~ TIPEANPUHUMATEISIMU, HWMEIOMIMMH JIMLIEH3UI0 Ha  (papMareBTHUECKYIO
nesTenbHOCTh.  OTHYCK  JIGKApCTBEHHBIX — NPENapaTtoB  JUIsi  BETEPUHAPHOTO  MPUMEHEHUS
OCYILIECTBIISIETCS. B COOTBETCTBUM C MPAaBWJIAMU HA/IJICKAIICH allTeYHON MPAKTUKU JIEKAPCTBEHHBIX
MperaparoB Ui BETEPUHAPHOTO MPUMEHEHHUs, YTBEPKICHHBIMUA YIOJTHOMOYEHHBIM (hesiepaabHbIM
OpPraHOM HCIIOJIHUTENbHOU BiacTH. (B pea. @enepanpHoro 3akona ot 02.08.2019 N 297-03)

5. TlepedyeHb MEIUIMHCKUX OpraHM3AlUK, WMEIOIIMX JIMLIEH3UWI0 Ha (HapMaleBTUIECKYIO
JeSITeTbHOCTh, M WX O000COOJEHHBIX Tmojapa3fefieHui (amOymaropuid, (QenpIImIepcKux u
(benpaepcKo-akymepckux MyHKTOB, LEHTPOB (OTAeNeHuil) oO0mel BpaueOHOU (ceMeitHON)
MPAKTHKH ), PACTIONOKEHHBIX B CEJIbCKUX HACENIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTeYHbIC
OpraHu3allii, a TaKKe IMepeueHb JIEKAPCTBEHHBIX MPEMapaToB, MPOJaka KOTOPBIX MOXKET
OCYILIECTBIATECS ~YKA3aHHBIMA OPraHM3alMAMU U HX OO0OCOOJCHHBIMU TOAPA3JICICHUSIMU,
YCTaHaBIUBAIOTCSl OpraHaMH MCIIOJIHUTENBHOHN BiacTu cyObekToB Poccuiickoit @enepanuu. (B pe.
®enepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-P3, ot 03.04.2020 N 105-D3)

6. AnrteuyHble OpraHM3alMM, HWHIUBUAYAIbHbIE MpPEINPUHUMATENM, HMEIOUIME JIMLEH3UI0 Ha
(apMaleBTHYECKYIO JIeATENbHOCTh, 00s13aHbl OOecreunBaTh yTBepkKJIeHHbIH [IpaBUTENHCTBOM
Poccuiickoit ®enepaniun 1 QopMUpPYEeMbIi B YCTAHOBJICHHOM WM TOPSAKE MUHUMAIbHBIN
ACCOPTHUMEHT JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JJIsl OKa3aHUsI MEJIULIMHCKOM momMolu. (B
pen. @enepansHoro 3akona oT 25.11.2013 N 317-D3)

7. AnTtedHsie opraHusanvv, HWHIAWBUAYAJIbHBIC IPCAIIPUHUMATCIN, HMCIOMIUC JIMICH3UIO Ha



(dapMaleBTUYECKYIO JIeATENIbHOCTh, Hapsly C JIEKAPCTBEHHBIMM IpenapaTaMd HMEIOT IpaBo
npuobpeTarb M NPOJAaBaTh, B TOM YHCJE JUCTAHLUMOHHBIM CHOCOOOM, MEIUIMHCKUE H3JEINns,
Ne3UHGUIMPYIOIINE CPEACTBA, MPEAMETHI U CPEJICTBA JIUYHOM TMTUEHBI, TOCYAY IS MEIUIIMHCKUX
Lenel, mpeMeTsl U CPesICTBA, MpeIHa3HaYeHHbIe /Ul yXoJia 3a OOJbHBIMU, HOBOPOXKIACHHBIMHU U
J€TbMH, HE JOCTUIIIMMM BO3pacTa TpeX JIeT, OYKOBYIO ONTHKY M CpEJICTBa yXoJla 3a HEeH,
MUHEpaJIbHbIE BOJbI, MPOAYKTHI J€UYEOHOro, AETCKOrO M JUETHYECKOIrO MUTaHHs, OMOJIOTHYECKU
aKTUBHble  J100OaBKM, mapproMepHble U  KOCMETHYECKHE  CpeJICTBA, MEIUIMHCKHUE U
CaHUTapPHO-IPOCBETUTENIbHBIE NIEUYaTHbIE W3/IaHus, IPEeJHA3HAUYEHHBIE /IS MIPONaraHjsl 3J10pOBOTO
oOpasa xu3nu. (B pen. PeaepanbHbix 3akoHOB 0T 27.07.2010 N 192-P3, ot 25.11.2013 N 317-D3,
ot 03.04.2020 N 105-®3)

8. JesrenbHOCTh anTeuHbIX opranuzaiuii Boopyxennsix Cun Poccuiickoit denepanuu, apyrux
BOIMCK, BOMHCKMX (OPMHpPOBaHMI ¥ OPraHOB, B KOTOPBIX 3aKOHOAATEIbCTBOM Poccuiickoi
denepanuu NpeaycCMOTPEHO MPOXOXKICHHE BOSHHON CITY:KOBI WK (eiepalIbHOM TOCyIapCTBEHHOM
CIIy’KOBI, CBSI3aHHOW C IPaBOOXPAHUTEIBHON JEATEIbHOCTBIO, PETJIAMEHTUPYETCS HACTOSLIUM
®denepanbHbIM 3aKOHOM M YTBEPXKIACHHBIMH COOTBETCTBYIOIIUMH (elepallbHBIMU  OpraHaMu
WCIOJHUTEIBHONU BJACTH MOJIOKEHUsAIMU. KOHTponb 3a coOmo/ieHneM yKa3aHHBIMH anTeYHbIMU
OpraHu3alysIMHA  TOJIO)KEHMH  HACTOALLErO denepanbHOr0  3aKOHA  OCYLIECTBIISIETCS
COOTBETCTBYIOIIMMHU (peliepajbHBIMU OpraHaMU HUCIOJHUTENBHON BiacTu. (B pea. PenepalibHOro
3akoHa oT 13.07.2015 N 262-03)

9. Yactp yrpatuna cuiy. (B pea. enepansaoro 3akona ot 03.04.2020 N 105-D3)

Honosxycenus cmamou 55.1 npumenarwomesn 0o 01.03.2026 (nynkm 2 cmamou 2 @edepanbHozo
3axona om 20.10.2022 N 405-D3).

Cratba 55.1. Ilopsigok ocyuecTBJICHUSA POSHUYHOM TOPrOBJIU
JIEKAPCTBEHHbIMU NpenapaTaMu AJsi MeIULIMHCKOI0 NPUMEeHEeHM I,
OTIIyCKAaeMbIMM 110 PeLeNTY HA JIEKAPCTBEHHBIN Npenapar,
AUCTAHIUOHHBIM c1IOco00M (B pea. PegepabHOro 3aK0Ha OT

20.10.2022 N 405-93)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roaa B ropojae ¢enepanbHOro 3HaueHuss MOCKBe,
B benropozackoil 1 MockoBckoil o0nacTsax (najiee B HacTosmeil ctatbe - cyObekThl Poccuiickoit
denepanun) mNpeaycMaTpUBAeTCs IPOBEACHUE HKCIEPUMEHTA [0 OCYLIECTBICHHUIO PO3HUYHOM
TOPTrOBIIM JIEKAPCTBEHHBIMU IpenapaTaMu sl MEIULIUHCKOrO INPUMEHEHHs, OTIYCKaeMbIMHU IIO
pelenTy Ha JeKapCTBEHHBIN Mpenapar, JUCTAHIIMOHHBIM CIIOCOOOM (J1asiee - SKCTIEpUMEHT).

2. B pamkax SKCIepHMEHTa €ro yYacTHUKH BIIpaBe IHCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIISTH
PO3HHUYHYIO TOPTOBJIIO JICKQPCTBEHHBIMU MpenapaTaMud s MEIUIIMHCKOTO IPUMEHEHHS,
OTIYCKaeMBIMH [0 PELENTy Ha JIEKapCTBEHHBIN mpemapaT (B TOM uucie cHOpMHUpOBAHHOMY B
dbopMe DIIEKTPOHHOTO JIOKYMEHTa B JIMYHOM KaOWHeTe TpaXJaHnHa B  (QeaepaabHOM
rocyJapcTBeHHOW  wHpOpManuoHHOW cucteme "EnumHbli mopTan  TroCyJapCTBEHHBIX U
MYHHUIUNANBHBIX yeIyr (QyHKUMA)" W (MIM) HA PErHOHANBHBIX MOpTalaX TOCYNapCTBEHHBIX MU
MYHHUIIMNATBHBIX YCIYT) W BKJIIOYEHHBIMH B T[E€PEUCHb JICKAPCTBEHHBIX MpENaparoB U
(hapMaKkoTEpareBTUYECKUX TPYII JIEKApCTBEHHBIX MPENapaToB, Pa3pelIeHHBIX K pealn3alud B
pamMKax  OSKCIIEPHMEHTAa,  YTBEPXKICHHBIH  YIOJHOMOYEHHBIM  (eiepalibHBIM  OpraHOM
UCIIOJTHUTEIbHOW BJIACTH (32 HCKIIOUEHHEM JIGKAPCTBEHHBIX MPEMapaTroB, COJAEPKAIINX
HAapKOTHYECKHE CpPEJCTBA, IICUXOTPONHBIE BEIIECTBA M WX MNPEKYPCOPHI, JIEKAPCTBEHHBIX



IpernapaToB,  COJAEpXKalllUuX  CUJIbHOJCHCTBYIOLIME  BELIECTBA,  paauodapMaleBTHYECKUX
JICKapCTBEHHBIX IPENapaToB, MMMYHOOMOJIOTMYECKUX JIEKApPCTBEHHBIX IIpPENapaToB, a TakKke
JIEKapCTBEHHBIX IIPENaparoB, Ui KOTOPBIX B COOTBETCTBUM C HHCTPYKLUEH 10 NPUMEHEHUIO
JIEKQpPCTBEHHOT'O Tpernapara yCTAaHOBJIEH TEMIIEPATYPHBIN PEXUM XpaHeHUss Huxe 15 rpaaycos
Lenbcusi, cnupTocoaepKaiux JeKapCTBEHHBIX MPErnapaToB ¢ 00bEMHON 0JIeH ATHIIOBOTO CIUPTA
CBBIIIE 25 TMPOLEHTOB M  JICKAPCTBEHHBIX IIPENapaTroB, M3TOTOBJIICHHBIX  ANTEYHBIMU
opranuzanusMu). Kputepuu BKIIIOUEHUS JIEKaPCTBEHHBIX MpEnapaToB U (papMaKkoTepaneBTHUECKUX
IpyINI JIEKAPCTBEHHBIX IIPENApaToOB B yKa3aHHBIM IepedyeHb ycCTaHaBiauBarTcs [IpaBuTensCcTBOM
Poccuiickoit @enepanuu. [TonoxeHus: HacTosAIENH CTaTbU HE PACIIPOCTPAHSIOTCS HA JIEKAPCTBEHHbIE
mpernaparbl, OTIyCKaeMble OECIUIaTHO WM CO CKUAKOW TpakJaHaMm, HMEIONIMM IpaBO Ha
oOecrieueHne JIEKAPCTBEHHBIMH TpenapaTtaMd 3a CUeT CpPEJICTB OFOKETHBIX aCCUTHOBAHUMA
denepanbHOTo OtOKETA U O10KETOB CyOBeKTOB Poccuiickoit denepanuu.

3. YdacTHHKamMH  OSKCIIEPUMEHTa  SBJSIIOTCS  YINOJHOMOYGHHBI  (elepanbHbIii  opraH
WCIOJHUTEIbHONW BJIACTH, YIOJHOMOYEHHBbIE OpraHbl HUCHOJHHUTEIBHONH BIIACTH CYOBEKTOB
Poccuiickoit ~ ®Depepaniuu,  MEAUIMHCKUE  OpraHU3allMd M anTeuyHble  OpraHu3allvu,
COOTBETCTBYIOIINE TPEOOBAaHUSM, YCTAHOBIEHHBIM B COOTBETCTBHUHU C YACThIO 4 HACTOALIECH CTAThH.

4. TlonoxxeHrue 0 MOPSAKE MPOBEJACHUS SKCIIEPUMEHTA, B TOM YHCIIE TPEOOBaHUS K MEIUIIUHCKUM
OpraHu3alysM W anTe4YHbIM OpraHU3alUsAM, SBISIOIIMMCS YYaCTHHUKAMU IKCIEPUMEHTA, MOPSI0K
OCYIIECTBJIICHHSI PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMU IMpenaparamMu s MEIULIHUHCKOIO
NPUMEHEHUs, OTIYyCKAeMbIMH I10 PpELENTy Ha JIEKAPCTBEHHbIM Npenapar, IUCTAHIIMOHHBIM
criocoOoM, TpeOOBaHUsI K JOCTaBKE TaKHUX JIEKAPCTBEHHBIX IpENapaToB TIpakAaHaM, IpaBuiia
BbIJIaYM Pa3peIICHUs] Ha OCYIIECTBIEHNE POSHUYHON TOPTOBIIM JIEKAPCTBEHHBIMHU NpenapaTamMmu s
MEIMIMHCKOTO TPUMEHEHUs, OTIYCKaeMbIMM IO pELENTy Ha JEeKapCTBEHHBIH Ipemnapar,
JTUCTAHIIMOHHBIM  crocoboM,  yrBepxkmaerca IlpaButensctBom  Poccuiickoit  deneparum.
TpeboBaHUsl K anTEYHbIM OpPraHHU3alMSIM, SBJSIIOIIMMCS YYaCTHUKAMU SKCIIEPUMEHTa, HE MOTYT
OBbITh HMKE TPEOOBAHUM, YCTAHOBJIEHHBIX K allTEYHBIM OpraHU3AIMSIM B COOTBETCTBUU C HacThiO 1.1
ctatbu 55 HacTosiero denepanbHOroO 3aKOHA.

5. YnonHoMouYeHHBIH (eiepalIbHbIi OpraH UCTIOTHUTEILHON BIACTH:

1) ocymiecTBIsieT METOJMYECKOE COMPOBOXKACHUE OSKCIIEPUMEHTa, BKIIOYas METOANYECKOE
COIPOBOXKJIEHUE  JCSITETbHOCTH MEIUIIMHCKUX OpraHu3aliii W  anTe4yHbIX OpraHu3aIui,
YYaCTBYIOIIUX B JKCHEPUMEHTE, MO O(MOPMIICHHIO, HMCIIOJB30BAHUIO W XPAaHEHHIO PELENTOB Ha
JIEKapCTBEHHBIN Mperapar, B TOM 4ucie c(hOpMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB;

2) mnpencraBiasier B IlpaBurensctBo Poccuiickoit ®enepanuu mnpeaBapuTeNbHbll (B HepUOL
IIPOBEJICHUS DKCIEPUMEHTA, HO HE IO3/IHEE YEM 3a J(Ba Mecsla J0 MCTEUEHUS CPOKa NPOBEACHUS
HKCHEPHUMEHTA) U UTOTOBBIN (110 OKOHYAHUM IKCIIEPUMEHTA, HO HE MO3HEe YeM 4epes3 JBa Mecsla
1ocJie WCTEYEHUs] CPOKa IPOBEJEHHUS SKCIEPUMEHTAa) JOKJIaabl O pe3ylbTaTrax IpOBEACHUs
SKCHEpPUMEHTa M IMpPEUIOKEHHs O BHECEHMU HW3MEHEHMH B 3aKOHOJATEeNbCTBO 00 oOparieHuu
JIEKapCTBEHHBIX CPENICTB.

6. YIIOJTHOMOUYEHHBIH OpTaH MCIIOTHUTEIBHON BiacTH cyobekTa Poccuiickoit deneparum:
1) BIpaBe yCTaHOBUTH OCOOCHHOCTH TPOBEICHUS SKCIIEPUMEHTA;

2) yTBepXkAaeT MOPSAJOK OTOOpa MEIMIUHCKUX OpraHu3alil M anTeyHbIX OpraHu3anuil s
y4acTHusl B 9KCIIEPUMEHTE, a TaKXKe IPOBOJUT TaKOM OTOOp M yTBEp)KIAaeT NepeyeHb MEIUIIMHCKUX
OpraHu3alliii ¥ TEpedYeHb AaNTeUHbIX OpraHu3alui, COOTBETCTBYIOIIUX TpPEOOBAHUSM,
YCTaHOBJICHHBIM B COOTBETCTBMM C YacThl0 4 HACTOSILENH CTaTbH, W SBIAIOIIMXCS YYaCTHUKAMU



OKCIICpUMCHTA,

3) OCyllecTBIIIET MOHUTOPHUHI MPOBEACHHS HKCIEPUMEHTA U MPEACTABISAET €ro pe3ysbTaTbl B
YIOJTHOMOYEHHBIN (heepabHbII OpraH UCIIOTHUTEILHON BIACTH;

4) obecrneunBaeT WHGOPMAIMOHHO-TEXHUYECKOE OOECIeueHne TPOBEACHUS OJKCIEPUMEHTA
MOCPECTBOM  HCIIOJIb30BAHUSI TOCYAAPCTBEHHOMW HMH(DOpPMANMOHHOW cHCTEMBI B  cdepe
3npaBooxpaHeHus: cyobekTa Poccuiickoit @enepanuu U (WiIM) MEIULIMHCKUX WHGOPMAITMOHHBIX
CUCTEM MEIUUMHCKUX OpraHu3alMid, SBJSIIOIMIMXCA YYaCTHUKAaMHM OJKCHOEPUMEHTa, M HX
B3aMMOJCWUCTBUS C €IWHOW TOCYJapCTBEHHOW HH(OpPMANMOHHON cucTteMoil B  cdepe
3/IpaBOOXPAHEHHUS.

7. MeauUMHCKUME OpraHM3allud W anTeyHble OpraHu3allMM BIIpaBe OTKa3aThCs OT y4yacTHs B
AKCIIEPUMEHTE, TI0/IaB B YIOJHOMOUYEHHBIN OpraH MCIOJHUTEIBHON BIIacTH cyObekTa Poccuiickoit
®denepaliuy COOTBETCTBYIOIIEE OOpaIlIeHHE B MUCbMEHHOU (hopMme.

8. AmnreyHple OpraHU3alUM, SBISIONIMECS YYACTHHKAMH SKCIEPHUMEHTa, O0s3aHbl MPHU TMPOJAKE
JMCTAHIIMOHHBIM CIIOCOOOM  JIGKAPCTBEHHOTO IMperapaTta Jajas MEIWIIMHCKOTO MPHMEHEHUs,
OTIYCKAaeMOro II0 pelenTy Ha JIeKapCTBEHHBIH Ipenapar, OO0eCreYnTh NPU OCYIIECTBICHHH
JIOCTaBKH HMICHTU(UKAIMIO JIMYHOCTH TPaKAaHUHA, IOJNYYAroOmEr0 TaKOH JIeKapCTBEHHBIH
npenapat, B [eNIsIX YCTaHOBIICHHS COOTBETCTBHS €r0 JIMYHOCTU M JIUIIA, YKa3aHHOTO B pelenTe Ha
JIEKapCTBEHHBIN Ipemnapat (ero 3aKOHHOTO MPEICTABUTEIS), JINOO0 JIHIIA, YITOIHOMOYEHHOTO JIUIOM,
yKa3aHHBIM B pelLeNTe Ha JEeKAPCTBEHHBIH Mpermapar (ero 3aKOHHBIM IIpEeACTaBHTENEM), Ha
MOJTYYeHHUE JICKApCTBEHHOTO IpernapaTa (Janee B HACTOSIICH CTaThe - JIMIO, YKa3aHHOE B pEIenTe
(3aKOHHBII MPECTaBUTENb, YIIOJIHOMOUEHHOE JIUIIO).

9. .HI/II_IO, OCYHICCTBJIAIOIICE NOCTABKY JICKAPCTBCHHOTO IIpCIiapaTa I MCIUITUHCKOI'O IPUMCHCHU A,
OTITYCKacMoOro 1o peuenTy Ha HeKapCTBeHHBIfI rnpemnapar, 00s13aH0 HOTp€6OBaTB Yy rpaxaaHnHa,
MoJIy4Jaromero TaKou HeKapCTBeHHBIﬁ npemnapar, MnmpeabiABUTbL NOKYMCHT, YI[OCTOBepﬂIOIJ_II/IfI €ro
JIMYHOCTDb, IJIA I/II[GHTI/I(l)I/IKaLII/II/I JIMYHOCTHU JTOTI'0 I'pa)KJaHWHA U YCTAHOBJICHUS COOTBETCTBUSA €TO
JIMYHOCTHU U JIMLa, YKa3aHHOI'O0 B PCLCIITEC (BaKOHHOFO MMpeaACTaBUTCIIA, YIIOJITHOMOYCHHOT'O J'II/II_Ia). B
CJIyda€ BbIABJIICHHS HCECOBHIAACHUA JIMYHOCTH TI'paXKAdHWHA, HNOJYYaromiero HeKapCTBeHHBIfI
mnpenapar, 1 Jidla, yKa3aHHOT'O B PCLCITE (SaKOHHOFO NpeaACTaBUTECIA, YIIOJITHOMOYCHHOI'O J'II/ILIa), a
TAKXKE B CJIyda€ OTKa3a TIpaXJaHWHA, MTOJJYYarolICro HeKapCTBeHHBIfI npemnapar, HpCaAbsABUTH
HOKYMCHT, y,[[OCTOBGpSIIOL[II/IfI €T0 JIMYHOCTDb, JIMIO, OCYHICCTBIIOMICE NOCTABKY JICKAPCTBECHHOI'O
npemnapara el MCAUOHUHCKOIO MNPUMCEHCHUS, OTIYCKAEMOI'O IO pPCELCITY Ha HeKapCTBeHHBIfI
npcenapar, 00s13aH0 BCPHYTH TaKou HeKapCTBCHHBIfI mpernapar B aliITCHHYIO OpraHrU3alunio.

10. TloaTtBepxknaeHueMm ¢akra TepeAayd JIEKApCTBEHHOTO Tpernapara i MEAMIMHCKOTO
MPUMEHEHUS, OTIYCKa€MOI0 IO PEUEnTy Ha JIEKapCTBEHHBIM IMpemnapar, JIMIY, yKa3aHHOMY B
penenrte (3aKOHHOMY TMPEACTABUTENIO, YIOTHOMOUYEHHOMY JIMILY), SIBJSIFOTCSI KAcCOBBIM Y€K W
MOJINHKCH JIMLA, TOJIYYHMBIIETO TAKOW JIEKAPCTBEHHBIN Ipenapar, Ha JOKYMEHTE O MOJy4E€HUU TaKOro
JIEKapCTBEHHOTO TpenapaTa 1mo ¢opMme, YTBEPKIAaeMON YIIOJIHOMOYCHHBIM (eiepabHbIM OpraHOM
WCIOJIHUTENbHOM BiacTH. llocne mepenauu jeKapcTBEHHOrO Npemnapara JHIy, YKa3aHHOMY B
peuente (3aKOHHOMY NPEICTAaBUTENI0, YIOJHOMOYEHHOMY JIMIY), 3TOT JOKYMEHT IepeaaeTcs
JIMLOM, OCYIIECTBUBIIMM JOCTAaBKY TAKOI'O JEKAPCTBEHHOI'O IPENapara, B alTEYHYK OpraHU3alMIo,
OCYIIECTBUBIIYIO OTIYCK JIEKAPCTBEHHOrO Ipenapara. B ciydae BbIABICHMS IIPU IEepenaye JuLy,
YKa3aHHOMY B pelenTe (3aKOHHOMY NPEJCTaBUTENI0, YIIOJIHOMOUYEHHOMY JIHMILY), JIEKApCTBEHHOI'O
npernapara (pakToB MEXaHHYECKOI'O IMOBPEXJACHUS €ro WM €ro yNaKOBKH TaKOW JeKapCTBEHHBIN
Ipernapar JHUIoM, YKa3aHHbIM B pelienTe (3aKOHHBIM MpeCTaBUTENIEM, YIIOJIHOMOYEHHBIM JIUIIOM),
HE TNPUHUMAETCS M BO3BpamlaeTcss Oe3 ero oIjaThl JIMIY, OCYIIECTBUBIIEMY JOCTaBKY



JIEKapCTBEHHOTO TpernapaTa U 00ecreuynBaroIeMy ero BO3BpaT B allTeUHYI0 OPraHU3aIHIo.

11. 3a nmapymenus 3akoHojatenbcTBa Poccuiickoit @enepannu, COBEPIICHHbIE MPU MPOBEACHUU
AKCIIEPUMEHTA, €ro YYaCTHUKU HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIbCTBOM
Poccutickoii @enepanuu.

12. KoHTposb 3a WCIOJHCHHEM TpeOOBaHWM, CBS3aHHBIX C TIPOBEJICHUEM OJKCIECPUMCHTA,
ocytecTBisieTcs: (heepatbHbBIM OPraHOM UCTIOTHUTEIBFHON BIACTH, OCYIIECTBISIOMNM (YHKIHH O
KOHTPOJIFO M Haa30py B cdepe 3apaBoOXpaHEHHUs, B TOpsAKe, ycraHoBIeHHOM dDenepanbHbIM
3akoHoM oOT 31 wmrons 2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTposie (Haa3ope) u
MYyHHUIMNAIBHOM KOHTpoJe B Poccuiickoit ®deneparmn'.

Crarba 56. U3roroBjieHue U OTIYCK JIEKAPCTBEHHbIX NIPeNapaToB

1. UsroroBneHue JEKapCTBEHHBIX NPENApaToB AaNTeYHbIMU OPraHMU3AIMSMHU, BETEPUHAPHBIMHU
anTeYHBIMA OPTaHU3ALMAMHU, HMCIOIIMMHU JIMLIEH3WI0 Ha (apMaleBTUYECKYIO JesTeIbHOCTD,
OCYIIECTBISIETCS. TI0 pelenTaM Ha JIGKapCTBEHHBIE Iperaparhl, MO TPeOOBaHMUSAM MeIUITMHCKUX
OpraHH3anyii, BETEpHHAPHBIX OPTaHU3aIUi B COOTBETCTBUH C MPABHJIAMH M3TOTOBIICHHUS M OTITyCKa
JICKAapCTBEHHBIX ~ TPEMapaTroB, YTBEPXKICHHBIMH YIOJHOMOYEHHBIM (efepalbHbIM OpraHoM
WCIIOJIHUTENbHOM BiiacTu. (B pen. denepanbHoro 3akona ot 05.12.2022 N 502-D3)

2. Ilpu M3rOoTOBJICHUHU JIEKAPCTBEHHBIX IMPEMApaTOB aNTEYHBIMU OPTaHH3AIMSIMHU, BETCPHHAPHBIMU
anTeYHbIMU OPIaHU3ALMSAMH, HMEIOIIMMHU JIMLEH3UWI0 Ha (apMaleBTUYECKYIO JesTeIbHOCTb,
WCITIOJIb3YIOTCS JIEKApCTBEHHBIE TIperapathl U (vin) dapmarieBTuIecKue cyOCTaHIInY, BKIFOUEHHBIE
COOTBETCTBEHHO B TOCYAAPCTBEHHBIH pEecTp JEKapCTBEHHBIX CPEJICTB Ui MEAULIUHCKOTO
MIPUMEHEHUS], TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO MTPUMEHEHUS,
€IMHBIM peecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zniickoro 3KOHOMHUYECKOTO
CO03a B YCTAaHOBJIGHHOM mopsjke. He nomyckaercs M3roTOBJIEHHME alTEYHBIMH OpPraHU3alUsIMHU,
BETEPUHAPHBIMU ANTEUYHBIMU OPraHU3alUsIMH, HMEIOIMMHU JIMIEH3UI0 Ha (HapMaleBTUYECKYIO
JeSITENIbHOCTD, JICKAPCTBEHHBIX ITIPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit deneparnuu. (B
pen. @enepansHoro 3akona ot 05.12.2022 N 502-D3)

3. MapkupoBKka JIEKapCTBEHHBIX IIPEMapaToB, H3TOTOBJICHHBIX alTEYHBIMH OPTaHU3ALUSIMHU,
BETEPUHAPHBIMU ANTEUYHBIMU OPTraHU3AIUSAMH, HMCEIOIIUMHU JUICH3UI0 Ha (DapMaleBTHUECKYIO
JeSITeTbHOCTD, U 0(hOpMIIEHHE TaKKX MPETMapaToB JOJHKHBI COOTBETCTBOBAThH MPAaBHUIIAM, YKa3aHHBIM
B yacTH 1 HacTosiel crtateu. (B pea. @enepanbHoro 3akona ot 05.12.2022 N 502-P3)

4. AnrteyHble OpraHU3allMM, BETEPUHAPHBIC AaNTEUHbIE OPraHU3alMd, UMEIOIIHME JULEH3UI0 Ha
(apMaleBTUYECKYI0  JEeSATENbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOONIOJICHHWE TPaBUII
M3rOTOBJIEHUS W OTIYCKA JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu. (B pea. GenepanbHoro 3akona ot 05.12.2022 N 502-D3)

Crates 57. 3anpemenue npoaaxu GpajabcuGpuIUPOBAHHBIX
JIEKAPCTBEHHbIX CPEICTB, HEJI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPeICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEACTB

[Iponaxa anbcupUIMPOBAHHBIX JEKAPCTBEHHBIX CPEJICTB, HETOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTPa(aKTHBIX JEKAPCTBEHHBIX CPEJICTB 3aIIPEIACTCs.



Crartbs 58. XpaHeHHe JIeKAPCTBEHHbIX CPEACTB

1. XpaHeHue JEKAPCTBEHHBIX CPEACTB OCYLIECTBISAETCS MPOU3BOIUTEISIMU JIEKAPCTBEHHBIX
CPEICTB, OpraHM3alUsMHU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM CPEACTBAMH, alTCYHBIMU
OpraHu3alusIMU, BETEpUHAPHBIMU anTeYHbIMU OpraHu3alUsIMH, WHIUBUIYaJIbHBIMU
NpEeINPUHUMATENSIMY, HUMEIOIIMMHU JIMIIEH3UI0 Ha (papMaleBTUYECKyI0 JAEATEIbHOCTh WU
JUUEH3UI0 HAa MEIULHHCKYIO JEATEIbHOCTh, MEIULIUHCKHUMH OpPraHu3alUsIMHU, BETEPUHAPHBIMHU
OpraHu3allisIMU W HHBIMM OpraHU3alUsIMHU, OCYILECTBIISIIOIIMMHU OOpallleHue JeKapCTBEHHBIX
cpencTB. XpaHEHHE JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO NPUMEHEHUSI OpPraHU3aLMIMHU U
WHIUBUYAJIbHBIMU NPEIIIPUHUMATEISIMU B CIIY4asiX, €CJIM OHU UCIOJIB3YIOTCS UCKIIOYUTENIBHO IIPH
pa3Be/ieHUH, BBIPALIUBAHUM, COJCPKAHUM M JICYEHUU >XUBOTHBIX, MOXKET OCYIIECTBIIATHCS 0e€3
MOJTyYeHUs JIMIEH3UH Ha (papMaleBTHMUYECKYIO JesTeNbHOCTh. (B pel. denepalibHOro 3akoHa OT
22.10.2014 N 313-®3)

2. HpaBI/IJ'Ia XPpaHCHUA JICKAPCTBCHHLIX CpEacTB YTBCPIKAAOTCA COOTBCTCTBYHOLIIUM
YIOOJIHOMOYCHHBIM (beﬂepaHBHBIM OpraHomM HUCIIOJITHUTEIILHOM BJIACTH.

3. XpaHeHue HapKOTHYECKUX JIEKAPCTBEHHBIX CPEJICTB, TICUXOTPOIHBIX JICKAPCTBEHHBIX CPEJICTB,
paanodapMaleBTUYECKUX  JIGKAPCTBEHHBIX CPEICTB  OCYIIECTBISIETCSI B  COOTBETCTBHH  C
3aKOHOMAaTENLCTBOM Poccuiickont @enepanuu.

Cratbs 58.1. [IpeaMeTHO-KOJIMYECTBEHHBIN yUeT JIeKAPCTBEHHbIX

CpeaCTB JAJ MeAUMIIUHCKOT0 NpuMeHeHus (B pea. @enepajbHOro
3aKkoHa oT 25.12.2012 N 262-D3)

1. IlepeyeHp JEKApCTBEHHBIX CPEACTB I MEIULUHCKOIO IMPUMEHEHHs, IOUIekKAILINX
MPEIMETHO-KOJIMYECTBEHHOMY YUYE€Ty, YTBEPXKIAETCS YIOJHOMOUYEHHBIM (e/lepabHbIM OpraHoM
HCIIOJIHUTEIIbHOU BJIACTH.

2. Topsaok BKIIOYEHUS JICKAPCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO MPUMEHEHHUS B TEpPEYCHb
JIEKapCTBEHHBIX CpeICTB ISt MEIUIIMHCKOTO MIPUMEHEHUS, MOJIeIKAIIHUX
MIPEIMETHO-KOJIMYECTBEHHOMY YY€Ty, YCTaHABIMBACTCS YIIOJHOMOYEHHBIM (heJiepaibHbIM OpraHOM
WCTIIOJTHUTEJIbHON BIIACTH IO COTJIACOBAHHIO C (hefepalbHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH,
YIOJTHOMOYEHHBIM B cdepe BHYTpeHHHX ned. (B pea. PenmepanvhHoro 3akona ot 03.07.2016 N
305-®3)

3. IlpeaMeTHO-KOJMYECTBEHHBIA YUYET JEKaPCTBEHHBIX CPEACTB JUIsl MEAUIIMHCKOTO MPUMEHEHUs
BEJIyT MPOU3BOIUTENHN JIEKAPCTBEHHBIX CPEJICTB, OPraHU3ALMK ONITOBOM TOPTOBIIM JEKAPCTBEHHBIMU
CpElICTBaMH, alT€YHbIE OPraHU3aLUHU, UHAUBUAYAJIbHbIE NPEINPUHUMATENN, UMEIOIIHNE JIULIEH3UIO
Ha (apMalEeBTUYECKYIO JESITeNbHOCTh WIM JIMIICH3WI0 HAa MEIUIIMHCKYIO JIESTeNbHOCTh, |
MEIWIIMHCKAE OpTraHW3allid, OCYIIECTBIIONIME OOpalleHne JIeKAapCTBEHHBIX CPEJICTB IS
MEIUIIMHCKOTO MTPUMEHEHUS, TTyTEM PETUCTPAIUH JIFOOBIX CBS3aHHBIX ¢ UX OOpalleHHeM OIepalui,
pU KOTOPBIX M3MEHSETCS MX KOJIMYECTBO W (MJIM) COCTOSIHHME, B CIICMANBHBIX XypHalaX ydera
oTiepalnii, CBS3aHHBIX C OOpaIICHHEM JICKAPCTBEHHBIX CPEACTB Ui MEAMIIMHCKOTO MPUMEHEHHS
(manee - crienMaNbHbIC KYPHAIIBI).

4, HpaBI/ma perucrpanuunu onepaunﬁ, CBA3aHHBIX C O6paIJ_I€HI/I€M JICKAPCTBCHHLIX CPCACTB MOJIA
MCAWIHUHCKOTO IHNPUMCHCHHUA, BKIOYCHHBIX B IICPCUCHb JICKAPCTBCHHLIX CpPCACTB  OJIA
MCIUIUHCKOI'O MPUMCHCHUA, IMOMICKAUX TPECIMETHO-KOJIMYCCTBECHHOMY Y4Y€TY, B CIICHUAJIbHBIX
KypHaJIlax U IIpaBWjIa BCACHHUA U XPAHCHUA  CIHCHUAIbHBIX JKYPHAJIOB  YTBCPIKAAIOTCAH



YHOJIHOMOUYEHHBIM (eiepalbHbIM OPraHOM MCIIOJIHUTEIBHON BIACTH.

5. KOHTpOHB 3a CO6J'IIO,I[€HI/I€M ImpaBuJl pPETUCTpaAllUU onepaunﬁ, CBJA3aHHBIX C O6paIJ_[€HI/I€M
JICKAPCTBCHHLIX CpCACTB A1 MCAUIHUHCKOIO INPUMCHCHHUA, BKIKOYCHHBIX B IICPCUCHD
JICKAPCTBCHHBIX CpCacTB JIIA MCAULIMHCKOI'O MNPpUMCHCHH, IO AJIC)Kalll X
NpEeaAMCTHO-KOJIMYCCTBCHHOMY YUCTY, B CIICHUAJIBHBIX KYPHaAJIAaX, a TAKXKC 3a CO6J'IIOI[€HI/I€M IpaBujI
BCACHUA W XpPAHCHHA CIICHHUAJIBHBIX KYPHAJIOB BO3JIAra€TCd Ha YIOJIHOMOYCHHBIC (beﬂepaJ'IBHHe
OpraHbl HUCIIOJIHUTCIILHON BJIACTH U OpraHbl HUCIOJIHUTEILHONU BIIACTHU CY6L€KTOB Poccuiickoit
CDG,I[GpaLII/II/I, OCYHICCTBJIAOIMINUEC  JIMOCH3UPOBAHHUC IIPOU3BOJACTBA JICKAPCTBCHHBIX  CPCACTB,
q)apMaHeBTH‘ICCKOfI ACATCIbHOCTH H MGHHHHHCKOﬁ ACATCIIbBHOCTU, U OCYIICCTBJLICTCA B paMKax
JIMOCH3UOHHOTI'O KOHTPOJIA.

I'nasa 11. YHUUYTOKEHUE JIEKAPCTBEHHbBIX CPEACTB

Crartbs 59. OcHOBaHMS ¥ MOPSAIOK YHHUUTOKEHUSA JIEKAPCTBEHHbIX
CpeacTB

1. HenmoOpokauecTBEHHBIE JIEKAPCTBEHHBIE CPEACTBA, (aabCUPUIIUPOBAHHBIE JIEKAPCTBEHHBIC
CpEICTBAa MOJMJIEKAT M3BIATUIO U3 OOpallleHUs] U YHUYTOXKEHHIO B MOPSAKE, YCTaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit ®Penepanmu. OCHOBaHHEM [UIsl YHUYTOXEHUS JIEKAPCTBEHHBIX
CPEICTB SIBJSIETCS pEIlIeHUE BIaJEsblla JIEKAPCTBEHHBIX CPEACTB, PEIIEHHE COOTBETCTBYIOLIETO
YIOJIHOMOUYEHHOI0 (pe/iepajlbHOrO0 OpraHa HCHOJHHUTENbHOW BJIACTH WM pelleHue cyna. (B pen.
®denepanpHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

2. KonTpadakTHbie JeKapCTBEHHBIE CPEACTBA MOMJIECKAT UIBITHIO U3 OOpAIleHUs] U YHHUTOXCHHUIO
no pemeHuto cyna. llopsgok  yHMUYTOXKEHHS KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEICTB
ycranaBnuBaeTcs [IpaButensctBoM Poccuiickoit denepanun. (B pen. denepalibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3. P acxohbl, CBA3aHHBIC C  YHHUYTOXCHUCM KOHTpa(baKTHBIX JICKAaPpCTBCHHBIX  CPCACTB,
He):[06pOKa‘-I€CTB€HHBIX JICKapCTBCHHLIX CPCACTB, q)aJ'IBCI/I(bI/ILII/II)OBaHHBIX JICKAPCTBCHHBIX CPCACTB,
BO3MCIIAKOTCA UX BJIAACIIBICM.

4. Bnagenen JeKapcTBEHHBIX CPEJCTB JOJDKEH MPEICTaBUTh B YINOJHOMOYEHHBINA (eaepanbHbIil
OpraH UCHOJHUTEIbHON BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAaHOBJIEHHOM IOPSIKE €ro KOIHIO,
noJTBepKAaromue GakT YHUITOXKEHUS JIeKapCTBEHHBIX CPE/ICTB.

5. CoOOTBETCTBYIOIIMI YIOJHOMOYEHHBIH (eAepanbHblii OpraH HCIOJHUTEIBHON BIIACTH,
NPUHSABIIUHN pelieHue 00 YHHUUYTOKEHUH JICKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIET KOHTPOJb 33 MX
YHUYTOKEHUEM.

6. VYHHUUTOXXEHHME JIEKAPCTBEHHBIX CPEJICTB IPOU3BOJUTCS OpraHU3alMsIMU, HUMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIEIHAIbHO O0OPYJOBaHHBIX IUJIOMIAJKAX, TMOJUTOHAX U B
CHEIUaIbHO OOOPYAOBAHHBIX MOMEIICHUAX C COOJIOJeHHEM TpeOOBaHWK B 00JacTH OXpaHbl
OKpY>KaroLel Cpeapl B COOTBETCTBUH € 3aKOHOAATENBCTBOM Poccuiickoi Penepanun.

7. HapkoTudeckue JeKapCTBEHHBbIE CPEACTBA, TIICHUXOTPONHBIE JIEKAPCTBEHHBIE CPEJCTBA,
pagrodapMalieBTUUECKHE JICKQPCTBEHHBIE CPEACTBA  YHHYTOXKAIOTCS B COOTBETCTBHHM  C
3aKkoHoaTenbcTBOM Poccuiickoi @enepanuu.



I'nasa 12. TOCYJAPCTBEHHOE PEI'YJIUPOBAHHUE LHEH HA
JIEKAPCTBEHHBIE ITPEITAPATBI UIAA MEAULIUHCKOI'O
NPUMEHEHUA

Crates 60. ['ocynapcTBeHHOE peryJiJMpoBaHue HEeH HA JEKAPCTBEHHbIE
npenaparsl 1Js MeIULIMHCKOT0 NIPUMeHEeHUs
1. TocynapcTBEHHOE peryJivpoBaHUE II€H Ha JIEKapCTBEHHbIE Mpenaparbl i METUIMHCKOTO

MPUMEHEHUST OCYIIECTBIIIETCA TocpencTBoM: (B pea. dexepanpbHoro 3akoHa oT 26.03.2020 N
67-D3)

1) yrBepxnenus [IpaButensctBoM Poccuiickoit depepanuu nepeyHs KU3HEHHO HEOOXOAMMBIX U
BOXHEHININX JICKAPCTBEHHBIX IMPENapaToB, KOTOPHIH (OPMUPYETCS U HE PEXKE OJHOTO pa3a B roJ
MepecMaTpUBAETCS B YCTAHOBJICHHOM UM IOPSIAKE HA OCHOBE KOMILJIEKCHOM OLIEHKH JIEKAPCTBEHHBIX
MperapaToB, BKJIIOYAs aHAIW3 CBEACHUH O CpPaBHUTENIBHOW KIMHUYECKOH A((EKTHUBHOCTH U
0€30IacHOCTH JICKApPCTBEHHOTO CPEJCTBA, OLEHKY ASKOHOMHUYECKHX IOCICACTBHA NPUMEHEHUS
JIEKapCTBEHHOTO  CPEICTBA W  HW3YYEHHE  JIONOJHUTEIbHBIX  MOCIEJACTBUH  NPUMEHEHHS
JeKapCcTBEHHOTO cpenacTBa; (B pen. PexepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOJIUKHM pacyera TpelesbHbIX OTIYCKHBIX II6H NPOU3BOAMTENCH Ha
JICKapCTBEHHBIC TpENaparhbl, BKIIOYCHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOMUMBIX M BAKHEUIIHX
JICKApCTBEHHBIX IMPEMapaToB, a TaKKe BHEIPEHUS MEXaHU3MOB (OPMUPOBAHUS CHUCTEMBI
pedepenTHbIX 1ieH; (B pen. DenepanbpHbix 3akoHOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015),
ot 06.06.2019 N 134-®3)

3) TrocymapCTBEHHOW pErucTpaldyd TPEAeNIbHBIX OTIYCKHBIX II€H MNPOU3BOAMTENCH Ha
JICKapCTBEHHBIC TpENaparhbl, BKIIOYCHHBIE B MEPEUCHb JKU3HEHHO HEOOXOMUMBIX M BAKHEUIIIHX
JIEKapCTBEHHBIX MpenapatoB; (B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-P3)

4) BeneHHs TOCYJIAapCTBEHHOIO peecTpa IMpeAeibHbIX OTIYCKHBIX II€H IPOU3BOAMTENEH Ha
JIEeKapCTBEHHBIE Mpernaparbl, BKIIOYCHHbIE B ME€PEUEHb >KU3HEHHO HEOOXOIUMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX MPENapaTos;

5) yTBepXkACHHUS METOAMKH YCTAHOBJIEHHWS OpraHaMH HCIOJHHUTEIbHONM BIIACTH CYOBEKTOB
Poccuiickoit ®denepanuu mpeaesbHBIX pa3MepoOB ONTOBBIX HAJI0aBOK M MPEACNIbHBIX pa3MepoB
PO3HMYHBIX HAA0aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOM3BOJUTENISIMU
JIEKapCTBEHHBIX IMPENapaToB, Ha JIEKAPCTBEHHbBIE MPENapaThbl, BKIIOUYEHHBIE B MEPEUYEHb KU3HEHHO
HEOOXOMMBIX U BXKHEHUIINX JIEKAPCTBEHHBIX NIPENapaToB;

6) YCTAHOBJICHUSA MPCACIBbHBIX Pa3MCPOB OITOBLIX HaI[6aBOK H MPCACIbHBIX PasMCPOB PO3HHUYHBIX
HaI[6aBOK K (baKTI/IquKI/IM OTIIYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOU3BOAUTCIISIMU JICKAPCTBCHHBIX
npenapaToB, Ha JICKAPCTBCHHBIC IIPCIIapaThbl, BKJIIOUCHHLIC B IICPCUYCHDb KU3HCHHO H€O6XO,I[I/IMBIX n
BaXXKHEHIIINX JICKAPCTBCHHLIX IIPCIIapaTOB;

7) yTBEpKIEHHUS TOpsAKa BBIJAYM NPEINUCAHUNA OpraHaM HCHOJHUTEIHHOW BIACTH CYOBEKTOB
Poccuiickori ®depepaniui 0 OPUBEACHWH B COOTBETCTBUE C 3aKOHOJATEIHCTBOM Poccuiickoit
denepanuu pemieHnii 00 yCTaHOBIICHUU MPEIEIbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U IMPEACIbHBIX
pa3MepoB PO3HMYHBIX HAA0aBOK K (DAaKTUYECKHMM OTIYCKHBIM IIEHaM, YyCTaHOBJICHHBIM
MPOU3BOJIUTEISIMH JICKAPCTBEHHBIX MPENapaToB, HA JICKAPCTBEHHBIC MpENapaThl, BKIIOUYECHHEIE B



NepeyeHb )KU3HEHHO HEOOXOIUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, €CJIM OHU MIPUHSTHI
C HapylleHHeM 3aKoHojarenbcTBa Pocculickoit @enepauuu, B TMOPSJKE, YCTAHOBIECHHOM
[TpaButenscTBOM Poccuiickoit denepanuu;

8) HampaBleHHs YIOJIHOMOYEHHBIM (heJiepaabHbIM OpPraHOM HCIOJHUTEIFHOM BJIACTH OpraHaM
WCTIIOJTHUTEILHONW BJacTu CcyOBbekToB Poccuiickoit Denepanuu MpeanuCcaHuii O TPUBEACHUU B
COOTBETCTBHE C 3aKoHOAATenbCTBOM Poccmiickoin @enepauuym NOPUHATBIX C  HAPYLIEHUEM
3akoHonaTenbecTBa Poccuiickoit Denepanyu pemeHrii 00 yCTaHOBIIGHUU TPEACTBHBIX Pa3MepoB
ONTOBBIX HAJ0ABOK W IPEICIbHBIX Pa3MEpPOB PO3HMYHBIX HAI0ABOK K IIEHAM Ha JICKApPCTBCHHBIC
npenaparthbl, BKIOYCHHBIC B TEPEUCHb XKU3HCHHO HEOOXOIUMBIX W BAKHEHINHX JICKAPCTBEHHBIX
MpenapaTos;

9) ocymecTBieHus (eneparbHOro roCyIapCTBEHHOTO HaA30pa B cdepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M PErHOHAIBHOTO TOCYJAapPCTBEHHOTO KOHTPOJIS 332 MPUMEHEHHEM IIeH Ha JIEKAPCTBEHHBIE
mpernaparbl  COOTBETCTBEHHO YITOJIHOMOYEHHBIMH (heJiepabHBIMH OpraHaMH HCIIOJTHUTEIBHON
BJIACTH M OpPTaHaMU HCIOJHUTEIBHOW BiacTH cyOBekToB Poccuiickoit dexepanuu COTIacHO HMX
KOMIIETEHIIMU B TOpsaKe, ycrtaHoBieHHOM IlpaButensctBom Poccuiickoii ®eneparuu; (B pen.
®enepanbHOro 3akoHa ot 25.06.2012 N 93-P3)

10) mnpuMeHeHHs TPEAYCMOTPEHHBIX 3aKOHOIATeNbcTBOM Poccuiickoit ®enepamuun  mep
OTBETCTBEHHOCTH 3a HAapyLIEHHE MOpsAJKa IIEHOOOPa30BaHMs Ha JIEKapCTBEHHBIE IIperapatsl,
BKJIFOUEHHBIE B [E€PEUEHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX Mpenapartos. (B
pen. @enepansHoro 3akona oT 27.12.2019 N 475-D3)

2. B ycroBusix upe3BbIYaifHON CUTyallud M (WIM) TIpU BO3HUKHOBEHHH YTPO3bI PACTIPOCTPAHECHUS
3a00JIeBaHusl, PECTABIISIONIETO OMACHOCTD JJIsi OKPYXKAIOIIMX, a TAKXKE B Cllydae, eClii B TeUEHUE
TPUJLIATU KaJdeHAapHbIX JHel nocie npuHsaTusa [IpaButensctBoM Poccuiickoit denepannu peieHus
O INPOBEJCHUM MOHUTOPHHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE Iperaparsl, HE BKIOYEHHBIC B
NepeyeHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX NpPENapaToB, HA TEPPUTOPUIX
cyonrekToB Poccuiickoit denepariyiv BHISBICH POCT PO3ZHUYHBIX IIEH HA YKa3aHHbBIE JICKApPCTBEHHbBIC
npenapatbl Ha TpUILATh HpoleHToB U Oonee, [IpaBurenscTtBo Poccuiickoit denepanuu BnpaBe
YCTaHOBUTH IIPEJCIIBHBIE OTIYCKHBIE LIEHBI INPOU3BOJAUTENIEH Ha YKa3aHHbIE JIEKAPCTBEHHBIE
npernaparbl, IpeaeibHbIE pa3Mepbl ONTOBBIX HAI0ABOK M NpPEJeNIbHbIE pPasMepbl PO3HUUYHBIX
Ha0aBOK K (PAKTHYECKUM OTIYCKHBIM II€HaM IPOW3BOJUTENICH Ha yKa3aHHBIC JIGKAPCTBEHHBIE
npenapathbl. [lepedeHp JIeKapCTBEHHBIX NpPENapaToB, HE BKJIIOYEHHBIX B MEPEUYEHb >KU3HEHHO
HEOOXOJMMBIX M BAKHEUIIMX JICKAPCTBEHHBIX MPENapaTroB, W TMOPSIOK ero (OpMUPOBaHUS
onpenenstorcss [IpaBurensctBoM Poccuiickoit ®denepaumu. (B pen. denepasbHOro 3aKoHa OT
26.03.2020 N 67-93)

3. B TeuyeHue AeBsSIHOCTa KaJleHJApHBIX JHEN co aHs yTBepxjeHus lIpaBurenbctBom Poccuiickoii
®denepanuu NepevHsi, YKa3aHHOTO B YAacTH 2 HACTOSIIEH CTaThbU, HE JOMYCKAIOTCS peau3alus U
OTITYCK BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX MPENapaToB I10 IIEHaM, MPEBBIMAIOLUINM IIpe/ieIbHbIe
OTIIyCKHBIE LI€Hbl TPOU3BOJUTENICH HA YyKa3aHHbIE JIEKapCTBEHHBIE IpenapaThl, IpeJelbHbIe
pa3Mepbl ONTOBBIX HaA0aBOK M Ipe/eibHbIE pa3Mepbl PO3HUYHBIX Ha/l0aBOK K (aKTHUECKUM
OTITYCKHBIM IIEHaM IPOU3BOIUTENEH Ha YKa3aHHBIE JIEKaPCTBEHHBIE MIPerapaThl C y4eTOM Hajlora Ha
n00aBIEHHYIO CTOMMOCTS. (B pen. DenepanbHoro 3akoHa oT 26.03.2020 N 67-D3)

Cratbs 61. 'ocyrapcTBeHHasi perucTpauus U nepeperucTpauus
npeebHbIX OTIYCKHBIX LIeH MPOU3BOANTE/Ie HA JIEKAPCTBEHHbIE



npenaparbl, BKJIIOUEHHbIE B NlepedyeHb ;KU3HEHHO HE00X0TUMBIX U
BaKHEHIINX JIEKAPCTBEHHBIX nMpenapatoB (B pea. PeaepaibHOro
3akoHa ot 06.06.2019 N 134-D3)

1. Hpe,I[CJ'IBHaSI OTIIYCKHasl ICHAa MPOU3BOAUTCIIA Ha HCKapCTBeHHBIﬁ mnpcemnapar, BKJIFOUCHHLINA B
nepeuUCHb JKHU3HCHHO H€O6XO,I[I/IMBIX U BaXXKHEHUIIHX JICKApCTBCHHLIX IIPLCIIapaToB, IMOAJICIKUT
FOCYﬂapCTBeHHOﬁ perucrtpanuu B IOPAAKE, YCTAHOBJICHHOM HpaBI/ITeJ'IBCTBOM Poccuiickoit
CDG,I[GpaLII/II/I, Ha OCHOBAHUMU TIPCACTABJIICHHOTO B ynOJ’IHOMOquHHﬁ (beﬂepaJ'IBHBII\/’I opraH
HUCIIOJIHUTEIILHOM BIIACTHU 3asBICHUS ACPIKATCIIA WK BJIaACJibllda PETUCTPALIUOHHOI'O YIOCTOBCPCHUS
JICKAPCTBCHHOT'O IIpCIiapaTa (YHOJ'IHOMO‘-IGHHOFO nm J'II/IL[a).

2. 3ap€FI/ICTpI/Ip0BaHHa$I npeaciibHasA OTITYCKHAA LICHA IPOU3BOJAUTCII HA HeKapCTBCHHBIﬁ npcrapar,
BKJIIOUCHHBIN B MEPpCUYCHb KU3HCHHO H€O6XOI[I/IMBIX U BaXXHEHUIIINX JICKApCTBCHHLIX IIPCIIapaToB,
MOKET OBITH NEepeperucTprupoBaHa B CTOPOHY YBCIHWYCHUS OJHWH pPA3 B KAJICHAAPHOM TIOAY Ha
OCHOBAaHHHU NPCACTABIICHHOTO B ynOHHOMOquHBIfI (beﬂepaHBHBIﬁ oprad HUCIIOJIHUTEIILHON BJIaCTU
a0 1 OKT5[6p5[ KaXXaoro roaa 3adBJICHUA ACPKATCIIA WM BJIaJCjbla pPErucTpairuoOHHOIO
YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpCIiapara (YHOJ'IHOMO‘IGHHOFO um J'II/II_Ia).

3. 3aperucTpupoBaHHas pe/esIbHAs OTITYCKHAs IIEHA TIPOU3BOIUTEIS Ha JICKAPCTBEHHBIN Mpenapar,
BKJIFOUCHHBIH B TMEPEUYCHb JKM3HCHHO HEOOXOJMMBIX M BaXKHEHMIIMX JICKAPCTBEHHBIX IPENapaToB,
MOJXXET OBITh TEPEPETUCTPUPOBAHA B CTOPOHY CHIDKCHUS HA OCHOBAHHWM IPEJICTABICHHOTO B
YIOJTHOMOYCHHBIA (pe/iepalibHbIii OpPraH MCIIOJHUTEIIBHON BJIACTH 3asBIICHUS JIEpXKATeNsd WU
BJIaJICJIbIIa PETUCTPAIMOHHOTO YIOCTOBEPCHHUS JICKAPCTBEHHOTO Tpernapara (yIoJIHOMOYEHHOTO UM
TU1A).

4. JlepxaTenb WM BIajEJel] PErHUCTPALlMOHHOIO YIOCTOBEPEHHs JIEKApCTBEHHOI'O Ipemnapara
(YIIOJTHOMOYEHHOE WM JIMII0) O0s3aH TPEICTAaBUTh B YIOJHOMOYCHHBIN (enepanbHbIi Opran
WCTIOJTHUTENILHOM BJIACTH 3asBJICHUE O MEPEeperucTpaldi 3aperucTPUPOBAHHON TMpeesIbHOM
OTIYCKHOW II€Hbl NPOU3BOAMTENS] HA JICKAPCTBEHHBIM IIpenapar, BKIIOUEHHBIH B MEpeyeHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHMIIMX JIEKaPCTBEHHBIX MPENapaTroB, B CTOPOHY CHMXEHHS B
CJIEZYIOLIUX CITydasx:

1) cHIKEeHHE 1IeHbl B UHOCTPAHHOW BaJIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTpPaHE MPOU3BOIUTEIIS
U (WIM) B CTpaHax, B KOTOPBHIX JICKAPCTBEHHBIA Mperapar 3aperucTpupoBaH U (WIKM) B KOTOPHIE
MOCTABJISIETCS] IPOU3BOUTENIEM;

2) cCHWKEHHE IIeH Ha pedepeHTHBIC JICKAPCTBEHHBIE MpEnapaTbl B COOTBETCTBHU C ITYHKTOM 1
HACTOSIIEH 4YacTH (UIsI COOTBETCTBYIOIIMX BOCIIPOM3BEICHHBIX, OMOAHAIOTOBBIX (OMOIMOIO0OHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbIICHUE TIPEACTbHON OTIMYCKHOM IIEHBI Ha TEPBbI BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIM
(6uomo100HBIN) JIEKAPCTBEHHBIM MpernaparT HWHOCTPAHHOTO TPOM3BOJICTBA HAJl TMPEICIbHOM
OTITYCKHOM IIEHOM MPOU3BOAUTEIISI HA BTOPOH BOCTIPOM3BEICHHBIN, OMOaHATOTOBBIN (OHOTO100HBII)
JIEKQpCTBEHHBIH TIpernapar, pacCYUTaHHOW B COOTBETCTBUM C METOJUKOW, YTBEPKJICHHOU
[TpaButensctBOoM Poccuiickoit denepanuu;

4) mpeBbIICHUE TPEETbHON OTIYCKHOM II€HBI HA TEPBBIA BOCIPOW3BEIACHHBINA, OMOAHAIOTOBBII
(6uomo100HBIN) JIEKApCTBEHHBIN TpernapaT MPOU3BOIUTENS TrocylapcTBa - wieHa EBpasuiickoro
SKOHOMHMYECKOTO COI03a HaJl MpeJeIbHOM OTIYCKHOM UEHOW NpPOU3BOAMUTENSL Ha BTOPOU
BOCIIPOU3BEICHHBIN, OMOaHAIOrOBBIA (OMOTIOIOOHBIN) JIEKapCTBEHHBIN Mpernapar MpPOU3BOIUTENS
rocyjnapcTsa - wieHa EBpa3uiickoro 3KOHOMHYECKOI'O CO03a, PACCUUTAHHON B COOTBETCTBHU C



MeTO KoM, yTBepxaeHHoM [IpaButensctBoM Poccuiickoit deaepaiuu.

5. IlopsAnok nepeperucTpanny 3aperucCTpUpPOBaHHbIX NPEIEIbHBIX OTIIYCKHBIX IIEH MTPOU3BOIUTENEH
Ha JICKapCTBEHHBIC MpEraparhl, BKIOUYCHHBIC B NIEPEUCHb KU3HCHHO HEOOXOJIMMBIX M BOKHEHUIITUX
JIEKapCTBEHHBIX NPENapaToB, B CIydasX, MNPEIyCMOTPEHHBIX 4YacTAIMU 2 - 4 HAcTOsAUIEH CTaThH,
ycranasnuBaercs [IpasutensctBom Poccuiickoit @enepannu.

6. DKOHOMHUYECKMH aHaJM3 MpPeAebHON OTHYCKHOM LEHBI MPOU3BOAMUTENS HA JIEKApPCTBEHHBIN
mpernapar, BKJIIOYCHHBIM B IEPEUeHb XU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
MpenaparoB, MpU €€ TOCYJapCTBEHHOM pEerucTpauuu WM NepeperucTpaluyd OCYLIECTBIISETCS
(denepalbHBIM OpPraHOM HCIIOJHUTENBHON BIIACTH, OCYIICCTBISIOMIMM (YHKIUH IO MPHHITHIO
HOPMATHBHBIX IPABOBBIX AaKTOB W KOHTPOJIO 3a COONIOJICHMEM 3aKOHOJATeNhCTBA B cdepe
rOCyJIJapCTBEHHOTO PETYIUPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpelleNbHBIX OTIYCKHBIX 1I€H, YKa3aHHbIX B 4acTsaX 1 W 2 HAcTosIell cTaThbu, IPU HUX
rOCyJapCTBEHHOM pErucTpalid WIM [EpPEeperucTpalud OCYIIECTBISIETCS B COOTBETCTBUU C
METOJIMKOM, yTBepxkJaeHHON [IpaButenbctBoM Poccuiickoit @enepann U y4UTHIBAIOIIEH B TOM
quce:

1) cobmonenue OajaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MpEnapaToB, BKIIOYCHHBIX B
nepeveHb )KU3HEHHO HEOOXOJMMBIX U BaKHEHIITHNX JIEKapCTBEHHBIX MPENapaToB, U MPOU3BOAUTENCH
JICKApCTBEHHBIX TIPETaparoB, BKIIOYCHHBIX B TEPEUCHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIHX
JIEKapCTBEHHBIX MIPETIapaTOB;

2) daxTHueCKyIO OTIIYCKHYIO IIEHY Ha JeKapCTBEHHBIC mpenapaTsl B Poccuiickoit deneparyu, neny
BBO3a JIEKAPCTBEHHbIX MpenapaToB B Poccuiickyro denepainio, a TakKe LIEHbl Ha aHAJIOTMYHbIE
JIeKapCTBEHHBIE MIPENaparhl, Haxo muecs B oopamennn B Poccuiickoit denepanuy;

3) 3aTpaThl TPOW3BOAWTEINS JIEKAPCTBEHHOTO TIpermapara Ha MPOU3BOJICTBO U PeasU3aIHIo
JIEKapCTBEHHOTO MpenapaTta;

4) ueHy Ha JIEKapCTBEHHbIN MperapaT, €ro HeHy B CTpaHe MPOU3BOJUTENS M B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIH MpernapaT 3aperucTpUpoBaH U (WIK) B KOTOPBIE MMOCTABISAETCS IPOU3BOIUTEIEM.

8. He JA0IYCKAIOTCA peajin3alvsa U OTITYCK JICKAPCTBCHHBIX MPEHApaTOB, BKIIOYCHHBIX B IIEPCUCHDb
KHN3HCHHO H€O6XOI[I/IMBIX nu BaXKHEHUIIINX JICKAPCTBCHHLIX mnpemnaparos, Ha KOTOPBIC
MMPOU3BOAUTCIIIMUA JICKAPCTBCHHBIX MPEIIApPATOB HE 3apCTUCTPUPOBaHaA IIPEACIIbHAA OTITYCKHAs ICHA,
peaj3anuda IMMPOU3BOJUTCIIMU  JICKAPCTBCHHBLIX  IIPCIIapaTOB IO HOCHAM, IIPCBbIIIAOIIUM
3apCruCTpupoOBaAHHBIC Wi nepeperuCTpupoOBaHHBIC npCacCiIbHBIC OTITYCKHBIC IICHBI Ha
JICKApCTBCHHBIC NTPCIIapaThl ¢ YUCTOM HaAJIOT'a HA ,I[O6aBJ'I€HHYIO CTOUMOCTD.

9. Oco0eHHOCTH TOCYIapCTBEHHOTO PETYIMPOBAHUS TPEIETbHBIX OTIMYCKHBIX 1IEH MPOU3BOIUTENCH
Ha JICKapCTBEHHBIC Mpenaparhl, BKIIOUYECHHbBIE B NIEPEUCHb KU3HEHHO HEOOXOMUMBIX M BOKHEHUIITHUX
JIEKapCTBEHHBIX MpEnapaToB, B 3aBUCUMOCTH OT SKOHOMHUYECKUX U (WJIM) COIMATbHBIX KPUTEPHEB
(u3MeHeHue YyCIOBUM, TOpsAAKa W CTOMMOCTH IPOU3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB,
WCII0JIb30BaHUE HOBBIX (DOpPM, METOJOB M CHOCOOOB TOCYIApCTBEHHOI'O PETYJIHMPOBAHUS IIEH Ha
JIEKapCTBEHHBIE Mpenaparsl, B TOM YMCJIE HA OCHOBE MEXaHU3Ma peEepeHTHOTO IIEHOO0pa3oBaHus,
W3MEHEHHN MOpsAIKa OKa3aHWsl MEAULUHCKON MOMOILIH, U3MEHEHHE KypCca HHOCTPAHHOW BAJIFOTHI U
WHBIE W3MEHEHHWs1) ycraHaBnuBatoTcs IIpaButensctBoM Poccuiickoit ®enepanuu. (B pen.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Cratbs 62. 'ocynapcTBeHHbIN peecTp npeaebHbIX OTILYCKHBIX LEH



NpoOMU3BOANTEeH HA JIeKAPCTBEHHbIE MPeNnapaThbl, BKIKYEHHbIE B
nepeyeHb KU3HEHHO HEOOXOIMMBbIX M BaKHEHIIUX JIEKAPCTBEHHBIX
npenapaTron

1. 3aperucTtpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIC MPENEIbHBIE  OTIHYCKHBIE  IICHBI
MPOU3BOAMTEICH Ha JICKApCTBEHHBIC IIperaparbl, BKJIIOYECHHBIE B IEpPEUYCHb IKU3HEHHO
HEOOXOJMMBIX W BAXHEUIIMX JIGKAPCTBEHHBIX IPEMapaTroB, TOJUICKAT BKIIOYCHHIO B
TOCYJITapCTBEHHBI PEECTpP MPEIEIbHBIX OTIYCKHBIX II€H TMPOU3BOJUTENICH Ha JIEKapCTBEHHBIC
mpernaparbl, BKIIOYEHHBIE B MEPEUEHb JKU3HEHHO HEOOXOIMMBIX M BAKHEHIIHX JIEKAPCTBEHHBIX
npemnaparos. (B pea. @enepanpHoro 3akoHa oT 06.06.2019 N 134-D3)

2. TocynapcTBeHHBINH peecTp MPENeNIbHBIX OTIYCKHBIX I[EH MPOM3BOIMTENCH Ha JIEKapCTBEHHBIC
mperaparbl, BKIIOUCHHBIC B MEPEUCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHINMX JICKAPCTBEHHBIX
MIPETapaToB, COACPKHUT B ceO€ CIETYIOIIYI0 HHPOPMAIIHIO:

1) HauMeHOBaHUE JIeprKaTeNs WU BIAJeNblia PETUCTPALIMIOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
nperapara, HAMMEHOBaHUE MPOU3BOAUTENS JIEKAPCTBEHHOI'O Ipenapara, CBEJCHHUsS O PerucTpaluu
JepKaTenss WIM BiaJeiblla PErucTPAallMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara,
CBEJICHUS O PETrUCTpalldy IPOU3BOJUTENS JIEKApCTBEHHOTO Ipernapara JUisi MEAULUHCKOTO
IPUMEHEHUS B KauecTBE HAJOroIJIaTeNblIMKa B CTpaHe perucrpauuu (Uil POCCUHCKHUX
OPUINYECKUX JIUI] - HAeHTU(DUKAMOHHBIA HOMep Hanoromatenbiuka (MHH), s unoctpanabix
IOPUIMYECKUX JIMI - CTpaHa perucTpalyy, HaMMEHOBAaHHE PETUCTPUPYIOLIEro OpraHa,
PETrUCTPAaLlMOHHBIN HOMEp, KOJI HAJIOTOIUIaTeNIbIIMKa B CTPAaHE pEerucTpanuu (MHKOPIOpaLuu) WK
€ro aHaJIor), MECTO HAaXOXKICHHs IMPOM3BOJCTBEHHBIX IUIOIIAJO0K, Y4YacTBYIOUIMX B IpolEcce
MIPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara, ¢ ykazaHHMEeM CTaJHM Ipoliecca MPOU3BOJACTBA; (B pel.
®denepanpHOro 3axkoHa oT 28.12.2017 N 425-D3)

2) HauMECHOBaHHME JIEKAPCTBEHHOTO TMpenaparta (MEXJIyHapOJHOE HEMAaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, MM XMMUYECKOE U TOProBoe HauMeHOBaHHA); (B pen. denepanbHOro 3aKoHA OT
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

3) HOMCEDP pErUCTPAMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOTI'O IIPLCIiapara,

4) nexapcTBeHHast popMa ¢ yKa3aHUEM JIO3UPOBKH JICKAPCTBEHHOTO IMperapaTa U ero KOJIM4ecTBa BO
BTOPUYHOH (OTPEOUTEIBCKON) YITAKOBKE, a TaK)Ke€ KOMIUIEKTHOCTB; (B pel. denepanbHOro 3akoHa
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHas IMpeJiesibHas OTIYCKHAsl LleHa Ha JIEKapCTBEHHBIM Ipenapar B pyoOssx; (B
pen. @enepansHoro 3akona oT 27.12.2019 N 475-D3)

6) nata ¥ HOMEp NpHKa3a YMOJHOMOYEHHOTO (eIepalIbHOTO OpraHa MCTOJIHUTEIBHON BIACTH O
rOCYJJapCTBEHHOM pErucTpanuu WIM [epeperucTpaiuu MpeiesibHOM OTHYCKHOMW IIeHbl Ha
JIEKapCTBEHHBINM Ipenapar, BKIIOYEHHbIH B MEpeYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIMX
JIEKapCTBEHHBIX mpemnaparoB; (B pen. PexepanbHbIXx 3akoHOB OT 22.12.2014 N 429-D3 (pen. ot
13.07.2015), ot 06.06.2019 N 134-93)

6.1) nara BCTYIUICHHS B CHIIy MPHKa3a YIMOJIHOMOYEHHOTO (pe/epaabHOro OpraHa MCIOJIHUTEIBHON
BJIACTH O TOCYJAPCTBEHHOW PETUCTPALMU WM TMEPEPETUCTPALUU TPEACIbHOW OTIYCKHOW IICHBI
MIPOU3BOAMTENSI HA JICKAPCTBEHHBIN IMpenapar, BKIOYCHHBIN B MEPEUYCHb KU3HEHHO HEOOXOAUMBIX
U BaXHEHIIMX JIEKapCTBEHHbIX mnpenapatos; (B pen. denepanbHoro 3akona oT 06.06.2019 N
134-03)




7) WTPUXOBOM KOJI, HAHECEHHBIM HAa BTOPUYHYIO (MOTPEOMTENIHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npenapara; (B pea. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

8) KOJ JIeKapCTBEHHOIO Iperapara I0 aHAaTOMO-TEPaleBTUUYECKO-XMMHUYECKOW KilacCH(UKAIIH,
pEeKOMEHI0BaHHOM BceMupHo# opranusanueii 3apaBooxpaHenus. (B pel. denepanbHOro 3aKoHa OT
22.12.2014 N 429-®3)

3. T'ocymapcTBEeHHass perucrpauuss WIA MEpPEeperucTpauus MpeAesIbHbIX OTHYCKHBIX II€H Ha
JICKapCTBEHHBIC TpEINaparhbl, BKIIOYCHHBIE B MEPEUCHb JKU3HEHHO HEOOXOMUMBIX M BAKHEUIIHX
JIEKQpCTBEHHBIX NPENAapaToOB, BEACHUE TOCYAAPCTBEHHOI'O PEECTpa NPENENIbHBIX OTIYCKHBIX LIEH
MPOU3BOJIUTENIE Ha JICKAPCTBEHHBIE IIpenapaThl, BKIIOYEHHBIE B II€PEYEHb KU3HEHHO
HEOOXOJMMBIX M BAXHEHIIUX JIEKAPCTBEHHBIX IPEMapaToB, OCYIIECTBISIIOTCS B MOPSIKE,
yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoit ®enepauuu. (B pen. denepaibHOro 3akoHa OT
06.06.2019 N 134-D3)

CraTtbs 63. YcTaHOBJIEHHE OPraHAMHM UCHOJHUTEJIHLHOM BJIACTH
cyobexkTOoB Poccuiickoii @egepanuu npeaeibHbIX pa3MepoOB ONITOBBIX
HAJ0aBOK M NMpeAeJbHbIX PA3MEePOB PO3HUYHBIX HAT0ABOK K
(pakTHYEeCKUM OTIIYCKHBIM I[€HAM, YCTAHOBJIEHHBIM
NMPOU3BOAUTESIMH JIEKAPCTBEHHBIX MPENAapaToB, HA JIEKAPCTBEHHbIE
npenaparbl, BKJIYEHHbIE B MlePeYeHb )KU3HEHHO HE00X0AMMbIX U

BaKHEHIINX JIEKAPCTBEHHBIX nMpenapatoB (B pea. PeaepaibHOro
3akoHa o1 27.12.2019 N 475-D3)

1. Opransl HCHOJIHUTENBHOWH BiacTu cyObekToB Poccuiickoit dexepanuu ycTaHaBIMBAIOT
npelebHbIE Pa3Mephl ONTOBBIX HAA0ABOK M TpEACNbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K
(haKTUYECKHM OTITYCKHBIM IieHaM (0e3 yueTra Hajora Ha JOOaBJICHHYIO CTOMMOCTD), YCTAHOBJICHHBIM
MPOU3BOJAUTENSIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IMpenaparbl, BKIIOYEHHBIE B
NepeyYeHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTtoB, B COOTBETCTBHH C
YTBEP>KJIEHHON B mopsijike, yctaHoBIeHHOM [IpaBurensctBom Poccuiickoit denepaniniu, METOIUKOM
YCTaHOBJICHUS OpraHaMU HCIOJHUTENBHOW BiactTh cyObekToB Poccuiickoit  deneparmu
NpeJebHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK M IpENENbHBIX DPa3MEPOB PO3HMYHBIX HAI0aBOK K
(aKTUUYECKUM OTIIYCKHBIM 1I€HaM, YCTaHOBJIEHHBIM MPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX IPENapaToB,
HAa JIEKAPCTBEHHbIE MpenapaThl, BKIIOYCHHbIE B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MpernaparoB. [IpoekTel perieHuit OpraHoB HCHOJHHUTENBHOM BJIACTH CYOBEKTOB
Poccuiickoit ®enepanun 00 ycTaHOBIECHUU M (WJIM) MU3MEHEHUU TPEIEIbHBIX Pa3MEPOB ONTOBBIX
HaJ0aBOK M TpPEAETIbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K (DAaKTUYECKUM OTIYCKHBIM IIEHaM,
YCTaHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbIE NpenapaThl,
BKJIFOYCHHBIE B IE€PEUEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IPENaparos,
MOJIJIe’KAT COTJIACOBAHUIO C YIMOJHOMOYEHHBIM (peliepajabHbIM OpPraHOM HCHOJHHUTEIbHON BIIACTH,
OCYILECTBIISIFOIIMM (DYHKLIMU IO TPUHSATHIO HOPMATHBHBIX IPAaBOBBIX AKTOB M KOHTPOJIIO 3a
cOOJTI0JIEHUEM 3aKOHOJATeNIbCTBA B chepe TOCyIapCTBEHHOTO peryiupoBaHus 1ieH (Tapudon) Ha
TOBaphl (yCiIyru), B mopsike, ycranoBiaeHHoM [IpaButenbctBoM Poccuiickoit deneparuu. (B pe.
®denepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-93, o1 27.12.2019 N 475-D3)

2. OpraHuzanyy ONTOBOM TOPTrOBIM JIEKAPCTBEHHBIMM CpPEJICTBAMH, alTEUHble OpraHU3AllUH,
WHAMBUIyaJIbHbIE TPEANPUHUMATENH, UMEIOIINE JIMLIEH3UI0 Ha (DapMalleBTUYECKYIO JeSTeIbHOCTb,



MEIMIMHCKUE OPraHu3alli{, MMEIOIUE JIMIEH3UI0 Ha (DapMaleBTMUECKYIO JeATENbHOCTh, U MX
o0ocoOseHHble moapaszaeneHus (amOynatopuu, Qenpamepckue U (GeapAmepcKo-aKyIepcKue
MYHKTHI, HEHTPHI (OTHeNeHus) oO0mel BpaueOHOW (CeMEWHON) MpaKTHUKH), PacIoOJIOKCHHBIE B
CEJIbCKUX HACEJICHHBIX IIYHKTaX, B KOTOPbIX OTCYTCTBYIOT allT€YHbIE OPraHU3aIMH, OCYIIECTBIISIOT
peau3aluio JeKapCTBEHHBIX MPEnapaToB, BKIIOUYEHHBIX B MEPEUYEHb KUZHEHHO HEOOXOAUMBIX U
BAXHEMIIIMX JIEKAPCTBEHHBIX MpPENaparoB, MO L€HaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUHU C
MopsIKOM, ycTaHoBJIeHHBbIM [IpaButenbctBoM Poccuiickoit Denepannn, U ypoBeHb KOTOPBIX (0e3
ydyera Hajora Ha J0OaBJICHHYIO CTOMMOCTh) HE JOJDKEH MPEBBINIATh CYMMY (DakTHUecKOi
OTITYCKHOW  IIeHbl, YCTAaHOBJICHHOM  IPOW3BOJUTENEM JIEKAPCTBEHHOTO IpernapaTta, He
IIPEBBILIAIONIECH 3apEeruCTPUPOBAHHON WIINM NEePEeperucTpUPOBAHHOM IMPEAETbHON OTIYCKHOM IIEeHbI
POU3BOJUTENA (Ha ATy peayn3aliy JIEKapCTBEHHOrO IpernapaTa MpOU3BOAUTENEM), U pa3Mmepa
ONTOBOM Haj0aBKW M (MJIM) pa3Mepa PO3HUYHOM Han0aBKM, HE IMPEBBIMIAIOIINX COOTBETCTBEHHO
pasmepa IpelesbHONH ONTOBOM Han0aBKu M (MIM) pa3Mepa IpeaelbHONH pO3HMYHON Hajg0aBKH,
YCTaHOBJIEHHBIX B cy0bekTe Poccuiickoit @eneparuu. (B pen. PenepanbHoro 3akoxa or 27.12.2019
N 475-®3)

3. Opranbl HCTHOJHUTENIBHON BiacTH cyObekToB Poccuiickoii dexepaluy pa3MeliaroT B CETH
"UnrepHer"  uHboOpMammioo O  3apEeTUCTPUPOBAHHBIX  NPENETbHBIX  OTIYCKHBIX  IIE€HAX
NPOU3BOAMTENECH Ha JIEKapCTBEHHBbIE IIperaparbl, BKJIIOYEHHbIE B IE€peUeHb IKU3HEHHO
HEOOXOJMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX IIpernapaToB, 00 YCTAaHOBJIEHHBIX B CyOBEKTe
Poccuiickoit @enepanuu npeaebHbIX pa3Mepax ONTOBBIX HAA0aBOK U (MJIM) MIPeAIeNbHBIX pa3Mepax
PO3HMYHBIX HaJ0aBOK K YCTAHOBJIGHHBIM IPOU3BOJMTEISIMU JIEKAPCTBEHHBIX IIpPErapaToB
(aKkTUUYEeCKMM OTIYCKHBIM II€HaM Ha JICKapCTBEHHBIE IIperaparbl, BKIIOUYEHHbIE B IEPEUYCHb
KHU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IMIPENapaTroB, a TaKkKe O CyMMe
3apErUCTPUPOBAHHBIX MPEAETIbHBIX OTIYCKHBIX I€H MPOU3BOAMTENEH Ha JeKapCTBEHHbIE
Iperaparbl, BKIIOYEHHbIE B INE€PEUEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
MpernapaToB, YCTAHOBIEHHBIX B cyObekTe Poccuiickoii deneparyiv mpeneabHbIX pa3MepOB ONTOBBIX
Ha10aBOK U MpPEJEeIbHBIX pa3MepOB PO3HUYHBIX Ha/JA0aBOK M HAJIOTa Ha JOOABJIEHHYIO CTOUMOCTb.
Wndopmanus, npeaycMOTpeHHass HACTOSIIEH YacTbio, JOJDKHA HAXOJUThCS TaKKe B aAlTEUHBIX
OpraHu3alusaX B AOCTYITHOW JIJIsl BCEX 3aMHTEPECOBAHHBIX JIMI (hopMe U OOHOBIATHCS MO MEpe ee
pa3MenieHus: OpraHaMy HWCIOJHHUTEIbHONW BiacTu cyOwbekToB Poccuiickoit ®epepanuu B ceTu
"UnTepuer". (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Iynkr yrpatun cuiy. (B pen. @enepansaoro 3akona oT 27.12.2019 N 475-D3)

I'aasa 13. MOHUTOPHUHI D®PEKTUBHOCTHU U
BE3OIMACHOCTHU JJEKAPCTBEHHBIX ITIPEITAPATOB,
HAXOJSIUXCS B OBPAIIIEHUU B POCCUHUCKOU
OEJEPAIINUA (B pen. ®enepanbHoro 3axkona ot 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

Crartbs 64. ®apmakoHaa3op (B pea. @eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2019))

1. HeKapCTBeHHBIG npernaparbl, HAXOAAIUECCA B O6paH_I€HI/II/I B Poccuiickoi CDGI[epaLII/II/I, nomjiexkar
MOHUTOPUHTY 3(1)(1)€KTI/IBHOCTI/I 1 0e30IacHOCTH B OCIAX BBIABICHHUA BO3MOMXHBIX HCETATHUBHBIX
HOCJ'IG,I[CTBI/II\/’I ux IMPUMCHCHUA, I/IH,I[I/IBI/II[yaJIBHOfI HCTICPCHOCHUMOCTH, npeaynpexKACHUs




MEJUIIMHCKUX PAOOTHUKOB, CHEIMAIMCTOB B 00JIACTH BETEpUHAPUM, TAIMEHTOB HJIM BIIAJICIIBIICB
KUBOTHBIX M HX 3allUThl OT TMPUMEHEHHs TaKHX JIEKapCTBEHHBIX TIpernapaToB. (B peal.
®enepanpHOro 3akoHa ot 02.08.2019 N 297-03)

2. ®apMaKoOHAA30p OCYIIECTBIISIETCS COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (peliepaabHbIM OPraHOM
WCIIOJIHUTEJIbHOM BJACTH B YCTAHOBJIIEHHOM UM IMOpPSAKE IYTEM aHalIu3a MpeaoCcTaBiIsIeMOi
cyObekTamMHu OOpallleHusi JIEKapCTBEHHBIX CpEACTB HMH(MOpPMANUMU O TMOOOYHBIX JEHCTBHSAX,
HEXEJATEeNbHbIX  PEaKUUsAX, CEPbE3HBIX  HEKENATENbHBIX  pEaKUUsAX,  HENpeABUICHHBIX
HEXXETATeNbHBIX PEaKIUsIX NpPU MPUMEHEHHH JIEKAPCTBEHHBIX MpENnapaTroB, 00 WHAWBUIYaTbHOU
HENePEHOCUMOCTH, OTCYTCTBHH J()(PEKTHBHOCTH JIEKAPCTBEHHBIX IMPENapaToB, a Takke 00 HMHBIX
(dakTax M OOCTOSTENHLCTBAX, NPEJCTABISIONINX Yrpo3y JXKU3HU WU 3JI0pPOBBIO 4YeloBEeKa OO
KUBOTHOIO TpPU MNPUMEHEHUM JIEKAPCTBEHHBIX IPENapaTOB M BBIABICHHBIX Ha BCEX ATamax
oOpaleHust IEKapCTBEHHBIX IpenapatoB B Poccuiickoii @enepannu u Apyrux rocy1apcrpax.

3. CyObeKkThl oOpalieHus JEKapCTBEHHBIX CPEJCTB B MOPSAKE, YCTAHOBICHHOM YITOJIHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIIOJIHUTENBHON BIACTH, O0O0S3aHBI COOOIIATh B YIMOJHOMOYEHHBIH
(enepalbHbIi OpraH UCIOJHUTEIBHON BIACTH O TOOOYHBIX JCHCTBUSAX, HEXKEIATEIBHBIX PEAKIIHAIX,
CEPbE3HBIX HEXKEJIATENIbHbIX PEAaKIMAX, HENPEABUACHHBIX HEXEIAaTeNbHbIX pPEAKIUSAX HpU
MPUMEHEHUH JICKaPCTBEHHBIX NpEnaparoB, 00 WHAMBHUIYAIbHOW HEMEPEHOCHUMOCTH, OTCYTCTBUU
3¢ (EeKTUBHOCTH JIGKAPCTBEHHBIX IPENapaToB, a Takke 00 WHBIX (akTax W 0OCTOATEIHCTBAX,
MPEJICTABISAIONIUX YTPO3Yy >KU3HU WM 3J0POBBIO YENIOBEKA JIMOO YKMBOTHOTO TMPH MPUMEHEHUU
JIEKapCTBEHHBIX IMIPENapaToB M BBIABJICHHBIX HA BCEX AJTanax oOpalleHus JIEKapCTBEHHBIX
npenapatoB B Poccuiickoit @enepaiiuu u Ipyrux rocy1apcrpax.

4. [lepkaTenu WM BJIAJENbLBI PETUCTPALMOHHBIX YAOCTOBEPEHHMM JIEKAPCTBEHHBIX IMPENapaTosB,
IOpUIMYECKUE JIMIAa, HAa MM KOTOPBIX BBIJAHBI Pa3pellCHUs Ha IPOBEACHUE KIMHUYECKUX
uccienoBannii B Poccuiickoit deneparuu, MO0 yIOITHOMOYSHHBIE HMH JPYTHE IOPUINYECKUE JINTA
B paMKax oOecriedeHusi 0€30MacHOCTH JICKAPCTBEHHBIX IMPENAapaToB B MOPSIKE, YCTAaHOBICHHOM
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (pe/iepaabHbIM OPraHOM WCTOJIHHUTEIBHON BIACTH, 00S3aHBI
OCYILIECTBJISATh TMPHEM, y4eT, 00pabOTKy, aHAIW3 W XpaHEHHE MOCTYMAOIIUX B HX aJpec OT
CyOBEKTOB 0OpaIIeHus JICKapCTBEHHBIX CPEJICTB M OPTaHOB TOCYIAPCTBEHHON BIACTH COOOIICHUN O
MOOOYHBIX JNEHCTBHSX, HEKENIATEIBHBIX PEAKIHSIX, CEPhE3HBIX HEXKEIATEeIBHBIX U HETPEIBUACHHBIX
HEXXETATeNbHBIX PEAKIHAX MPH MPUMEHEHHH JIEKaPCTBEHHBIX IPErapaToB, 00 OCOOEHHOCTSIX HX
B3aUMOJICUCTBHS C APYTUMHU JIEKapCTBEHHBIMU IpenapaTaMy, UHAUBHIYaIbHOW HENEPEHOCUMOCTH,
a Takke 00 MHBIX (DakTax U OOCTOSTENBCTBAX, MPEACTABISIONIUX YrpO3y JKU3HH WM 3I0POBBIO
YelioBeKa JIM0O KMUBOTHOTO WIIM BIIMSIONIUX HAa W3MEHEHUE OTHOUICHHS OXKHUIAEMOW MOJIB3bI K
BO3MOXXHOMY PUCKY NPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB.

5. Ilpu BbIsBICHUH UHPOPMAIMH O CEPHE3HBIX HEKENATEIBHBIX PEAKIUSIX W HEMPEIBHICHHBIX
HEXXETATeNbHBIX PEAKIHAX MPH MPUMEHEHHH JIEKaPCTBEHHBIX IMPErapaToB, 00 OCOOEHHOCTSIX HX
B3aMMOJICHCTBUS C APYTUMU JICKAPCTBEHHBIMH TperapaTaMu, WHANBHIYaJIbHOW HETIEPEHOCUMOCTH,
a Take 00 MHBIX (haKTaX M OOCTOSITENBCTBAX, BIMSIONIMX HAa M3MEHEHHUE OTHOILICHUS OXKUIAAEMOM
MOJIB3BI K BO3MOXKHOMY PHCKY MPHMEHEHHUS JIEKAPCTBEHHBIX MpPENaparoB, Jep)KaTelld WIn
BJIQJICTIBIIBI PErHCTPAIIMOHHBIX YIOCTOBEPEHHI JIEKAPCTBEHHBIX IMPEMapaToB, IOPUIUYECKHUE JIHIIA,
Ha UMs KOTOPBIX BBIJAHBI pa3pelieHus] Ha MPOBEICHNE KIIMHUUECKUX UCCieqoBanni B Poccuiickoit
®denepanuu, MO0 YMOJIHOMOYECHHBIE UMM JAPYrUe IOPHIWYECKHE JUIa 00s3aHbl MPUHSATH MEPHI,
HaNpaBJICHHBIE HAa YCTPAHEHWE HETATHBHBIX IOCIEACTBUN NPUMEHEHHsS TaKHUX JIEKaPCTBEHHBIX
MpernaparoB, NPEAYNPEKICHHE MPUUYMHEHHs Bpeda >KU3HM WM 370pPOBBIO UeJOBeKa OO0
’KMBOTHOTO, 3alIUTy MX OT MPUMEHEHHs TAaKUX JICKAPCTBEHHBIX MPENapaToB, HA JOTOJHUTEIHHBIH
cOop maHHbIX 00 3PPEKTUBHOCTH U OE€30MACHOCTH TaKUX JIGKAPCTBEHHBIX MPENapaToB.



6. 3a HECOOOIIEHNE WM COKPBITHE MH(POPMAIINU, TIPETyCMOTPEHHOM YacThi0 3 HACTOAIIEH CTAaThH,
JepKaTe WIM BIAJAETbIbl PETUCTPALMOHHBIX YAOCTOBEPEHMH JIEKAPCTBEHHBIX IIPENaparos,
IOPUIMYECKUE JIMIA, Ha HMS KOTOPBIX BBIJAHBl pPa3pelleHHs Ha MPOBEJCHHE KIMHUYECKUX
uccienoBanuii B Poccuiickoit @enepanuu, aMO0 yHMOJHOMOYEHHBIE MMHU JPYTHE OPHIMYECKHE
JMIA, a TakXke JOJHKHOCTHBIE JIMIA, KOTOPBIM 3Ta MHpOpMalMs cTaja W3BECTHA IO POy HX
po(heCCUOHAIBHON JIeATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHO/1ATEIbCTBOM
Poccuiickoit @enepanuu.

7. Ilpu mosry4eHUN YHMOJTHOMOYEHHBIM (pe/iepaabHbIM OPTaHOM HCIIOJIHUTEILHOM BIIACTH B paMKax
OCYILIECTBJICHUsI UM (hapMaKoHaa30pa JOKa3aTENbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO
mperapara yCTaHOBJICHHBIM TPEOOBAaHUSM WM NMPH MOJyYeHHH MH(OpPMAlUU O HECOOTBETCTBUU
TaHHBIX 00 »A¢dekTuBHOCTH © O O€30HMacCHOCTH JIEKAPCTBEHHOTO TIpenapara JaHHBIM O
JIEKapCTBEHHOM Tperapare, COACPIKAIIUMCS B MHCTPYKIMUA 10 €ro MPUMEHEHUIO (B TOM YHUCIe
BBISIBJICHHBIX B XOJI€ OCYIIECTBJICHUS (apMaKoHAA30pa KOHTPOJBHO-HAI30PHBIMH OpTraHaMu
WHOCTPAHHBIX T'OCYJapCTB), YINOJHOMOYEHHBIN (elepaabHblii OpraH HCIHOJIHHUTEIbHOM BJIACTU B
YCTaHOBJICHHOM UM IOPSIKE PAacCMAaTPUBAaET BOIPOC O NPUOCTAHOBJICHUM IPUMEHEHMSI TAKOTO
JIEKapCTBEHHOTO IIperapara.

Cratbs 65. IIpuocranoB/ieHHEe IPUMEHEHHS JIEKAPCTBEHHOT 0
npenapara (B pea. ®exepajbHoro 3axkona ot 22.12.2014 N 429-D3
(pea. ot 13.07.2015))

1. IIpu nonyyeHnr MHGOPMALMK O HEXENATENbHBIX PEAKIMIX MPH MPUMEHEHHH JIEKAPCTBEHHOTO
nperapara, He YKa3aHHbIX B MHCTPYKLUU 110 MPUMEHEHUIO JIEKAPCTBEHHOTO IperapaTa, Cephe3HbIX
HEXXETaTeIbHBIX PEaKIUsAX, 00 OCOOCHHOCTSX €ro B3auMOJICHCTBHS C IPYTMMHU JIE€KapCTBEHHBIMU
mpernaparaMy, KOTOpPBIE MOTYT IMPEACTaBISATh Yrpo3y KU3HU WM 30POBBIO 4YelOBEKa JHOO
KHUBOTHOTO, a TaKKe€ O HECOOTBETCTBHM JaHHBIX 00 J(PQPeKTUBHOCTH M O O€30MacHOCTH
JIEKapCTBEHHOTO TpernapaTa JaHHBIM O JIEKAPCTBEHHOM IIpernapaTe, COACp KallMMCs B HHCTPYKIIUU
0 €ro MPUMEHEHHUIO, B TOM YHUCJIEe OT YIOJHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCYIAapCTB, 0OMEH
KOTOPOW  OCYIIECTBIISIETCSI B COOTBETCTBHH C COTJIAICHUSAMHU MEXAY YIIOJTHOMOYEHHBIM
(denepanbHBIM OpraHOM HUCIIOJIHHUTEIHHON BJIACTH M YIOJHOMOUYEHHBIMH OpPraHAMU HHOCTPAaHHBIX
roCyJapcTB, YHNOJHOMOYCHHBIH (enepasbHblii OpraH HCHOJHUTEIBHOW BIIACTH pPAacCMaTpUBAET
BOIIPOC O BO3MOXKHOCTH NPUOCTAHOBJICHUS OOpallleHUs TaKoro JIEKapCTBEHHOTO Ipemnapara B
MOPSIIKE, YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (he/iepaabHbIM OPraHOM UCIIOITHUTEILHOM BIACTH.

2. llpy HeWCHONHEHWHM WJIM HEHAJUIeKAIIEM HWCIOIHEHUH JACPKATEISIMU WM BIAJeIblIaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHHI JIEKAPCTBEHHBIX IMPENapaToB, IOPUINYCCKUMH JTUI[AMH, HA UMS
KOTOPBIX BBIJAHBI pa3pelIeHUs] Ha TPOBEJCHUE KIMHUYECKUX HccienoBanuii B Poccuiickoit
denepanyy, WIM YHOJTHOMOYEHHBIMH UMM JPYTMMH IOPHIAWYECKUMH JIMIIAMH OOS3aHHOCTEH,
YCTaHOBJICHHBIX 4acTsMU 3 U 4 ctatbu 64 Hactosimero depepanbHOrO 3aKoHA, JMOO B CIyYasx
MPEJICTABJICHUSI COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (he/iepanbHbIM OpPTaHOM HWCHOJHHTEIBHOU
BJIACTH  3aKIIOYEHHsT O  HEJOCTOBEPHOCTH  PE3YyJIbTaTOB  KIMHUYECKOTO  HUCCIICAOBaHUS
JIEKapCTBEHHOTO Tperapara JUisi MEJAUIUHCKOTO MPUMEHEHUs, KOTOPOE OCHOBAHO Ha pe3yJbTaTax
MIPOBEPKU MEAMIIMHCKON OpraHW3alliy, MPOBOMBIICH YKa3aHHOE KIMHHYECKOE HCCIEIOBAHUE C
HapyIICHWEM TMpaBWJI HAWISKANICH KIMHUYECKOH TMPaKTUKW, W TPUBEIO K TOJYyYEHHIO
HEJOCTOBEPHBIX PE3yJabTaTOB, JMOO B CIydyae HEBBINOJIHEHUS TMPEINHCAHUS, BBIJAHHOTO
YIOJIHOMOYEHHBIM (pesiepaabHbIM OpraHOM HCHOJHUTEIbHON BIACTH 10 UTOraM OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJII KauyecTBa JIEKAPCTBEHHOTO Iperapara, YHOJHOMOUYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEIbHON BIIACTM B YCTAHOBJIEHHOM MM IMOPSAJKE paccMaTpuBaeT BOIPOC O



MIPUOCTAaHOBJICHUY NMPUMEHEHHUS TAKOTO JIEKAPCTBEHHOTO Iperapara.

3. YnoiHOMOYEHHBIH (efepanbHbIii OpraH HCIOJHUTEIBHON BIACTH TPHU MPEACTaBICHUU EMY
CBEJICHUH O HECOOTBETCTBUM TMPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM IPABUI
HQ/JISKAIEH MPOU3BOJACTBEHHOW NMPAKTUKUA WU (WJIM) O HAPYIICHUW JHUIICH3MOHHBIX TPEOOBAaHMUIA,
KOTOpBIE OBLIH BBISBJICHBI B XOJI€ MPOBEACHUSI WHCIICKTUPOBAHUSI MPOU3BOIUTEIIS JICKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBJICHHUS JHUIICH3MOHHOTO KOHTPOJS B cepe MpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEIACTB M TPHUBEIU WJIM MOTYT TPUBECTH K TNPOHM3BOJCTBY JICKAPCTBEHHBIX NPENapaToB IS
MEIHWIIMHCKOTO TPUMEHEHUS, MPUYUHHUBIIAX WIA CIOCOOHBIX NPUYUHHUTH BpEJ KU3HH WIH
3I0OPOBBIO TPaXKJaH, PacCMaTPUBAET BOMPOC O IMPHOCTAHOBICHHHM MPUMEHEHHS JIEKaPCTBEHHBIX
MpernapaToB Uis MEAUIMHCKOTO TPUMEHEHHs B YCTAaHOBJICHHOM MM TMOPSAKE B CIEAYIOLINX
ciydasx: (B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1) cocraB u (WiHM) TEXHOJOTHS IMPOM3BOJICTBA JIEKAPCTBEHHOIO IpemapaTa A MEAULUHCKOTO
npUMEHEeHUs (C ONMUCaHWeM CTaAWid TMPOU3BOJCTBA) OTJIMYAOTCS OT 3asBICHHBIX B
PETUCTPALIMOHHOM J10Che; (B pen. DeaepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

2) nexapCTBEHHBIN IMpenapar JUisi MEIUIIUHCKOTO MPUMEHEHHUs MIPOU3BEJIEH Ha MPOU3BOJICTBEHHON
IJIOIAJIKe, HEe YKa3aHHOU B perucTpaiiioHHoM aocke; (B pea. denepanbHoro 3akoHa oT 04.06.2018
N 140-®3)

3) y nOpoM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTHI, IOATBEPIKIAIOLIHE
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOT'O Mperapara Jyulsi MeIMIIUMHCKOTO0 PUMEHEHHsI, BBOJUMOIO B
rpaXIaHCKUKA 000pOT, TpeOOBAHUSM, YCTAHOBIEHHBIM MPU €TI0 TOCYAaPCTBEHHON perucTpaiuu; (B
pen. @enepansHoro 3akona oT 04.06.2018 N 140-D3)

4) TpOUM3BOIUTENIEM JIEKAPCTBEHHBIX CPEJACTB B  COIVIACOBAHHBIH C  COOTBETCTBYIOIIUM
YIOJTHOMOUYEHHBIM  (heJiepajbHbIM OpPraHOM HCIIOJHUTENILHOW BIIACTH CPOK HE YCTPaHEHBI
HapylIeHUs1 TpeOOBaHMI TPaBUI HAAJEXKANIEH MPOU3BOACTBEHHOW TPAaKTUKH U (WIN)
JUICH3UOHHBIX TpeOOBaHUM, KOTOpPBhIE OBLIM BBISABICHBI B XOJE IMPOBEICHHUS HHCIIEKTUPOBAHUS
MIPOU3BOJMTENSI JICKAPCTBEHHBIX CPEACTB MM OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJISL B cdepe
MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB W TMPHUBEIM WM MOTYT MPHUBECTH K MPOU3BOJCTBY
JICKApCTBEHHBIX MPEMapaToB s MEIWIIMHCKOTO TMPUMEHEHUs, MPUYMHUBIIMX WM CHOCOOHBIX
MPUYUHUTD BPEJl KU3HU WU 3JI0POBbIO rpaxaad. (B pea. denepanbHoro 3akona ot 04.06.2018 N
140-D3)

4. YoJTHOMOYCHHBIH (heepaabHbIi OpTaH UCTIOTHUTEIHHON BIACTH NPU HATMYUH Y HETO CBEICHUI
O HECOOTBETCTBUU IPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM TMpaBWI HaJIeKaIICH
MIPOU3BOJCTBEHHON MPAKTUKU U (WJIM) O HAPYIICHUU JIMIIEH3UOHHBIX TPeOOBaHU, KOTOphIE ObLIN
BBISIBJICHBI B XOJI€ MPOBEACHHS] WHCIEKTHPOBAHHS IPOU3BOJUTENS JIGKAPCTBEHHBIX CPEACTB HIIU
OCYILIECTBJICHUSI JIMIIEH3MOHHOTO KOHTPOJIA B c(epe MpOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB M
MPUBENTM UM MOTYT MPHUBECTU K MPOU3BOJCTBY JICKAPCTBEHHBIX MPENApaToB ISl BETEPHUHAPHOTO
MPUMEHEHUS, TPUYMHUBIINX WU CIOCOOHBIX MPUYUHHUTH BPE] )KU3HH U 3JI0POBBIO KHUBOTHBIX,
paccMaTpuBaeT BOMPOC O MPHOCTAHOBICHUM peau3allid W TPUMEHEHHS JIeKapCTBEHHBIX
MpernapaToB Uil BETEPHHAPHOTO IPHMEHEHUS B YCTAHOBJICHHOM WM IOPSAJKE B CIEAYIOIIMX
cinydasx: (B pea. @enepanbroro 3akona oT 04.06.2018 N 140-D3)

1) coctaB W (WiIM) TEXHOJOTHsS MPOM3BOJACTBA JICKAPCTBEHHOI'O Mpernapara Ijisi BETEPUHAPHOTO
NpUMEHEeHUs (C ONMUCAaHWEeM CTaJAWi TPOW3BOJACTBA) OTIMYAIOTCS OT 3asBICHHBIX B
perucTpanmoHHoM Joche; (B pea. PenepanbHoro 3akona oT 04.06.2018 N 140-D3)

2) nexkapCTBEHHBIN Mpenapar s BETEPUHAPHOTO MPUMEHEHUs MPOU3BEACH Ha MPOU3BOJCTBEHHOM



MJIOIAJIKe, HEe YKa3aHHOU B perucTpaiioHHoM aocke; (B pea. enepanbHoro 3akoHa oT 04.06.2018
N 140-®3)

3) y nOpou3BOAUTENA JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, MOJATBEPKIAOLINE
COOTBETCTBHE KaueCTBa JICKAPCTBEHHOTO IIpenapara sl BETepUHAPHOTO MPUMEHEHUS, BBOJAUMOTO B
TpaXJIaHCKUK 000pOT, TPeOOBAHUSM, YCTAHOBICHHBIM IPU €T0 TOCYAapCTBEHHON perucrpanuu; (B
pen. ®eaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

4) TpoWM3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B  COMVIACOBAHHBIK C  COOTBETCTBYIOIIUM
YIOJTHOMOUYEHHBIM  (heJiepajbHbIM OpPraHOM HCIIOJIHUTEIIHOW BIIACTH CPOK HE YCTPaHEHBI
HapylIeHUs: TpeOOBaHWI TpaBUI HAAJEXKAIIEH MPOU3BOACTBEHHOW TPAaKTUKH U (WIN)
JUICH3UOHHBIX TPeOOBaHUM, KOTOpBIC OBLIM BBISABICHBI B XOJE IMPOBEICHHUS HHCIIEKTUPOBAHUS
MIPOU3BOJMTENSI JICKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJIS B cdepe
MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB W TMPHUBEIM WM MOTYT MPHUBECTH K MPOU3BOJCTBY
JICKapCTBEHHBIX MPENaparoB Jisi BETEPHHAPHOTO MPUMEHEHUS, NPUYMHHUBIIUX WU CHOCOOHBIX
MPUYUHUT BPE]] )KU3HHU WU 3/I0POBBIO JKUBOTHBIX. (B pen. PenepanpHoro 3akoHa oT 04.06.2018 N
140-D3)

B INNEKMPOHHOM 001<ymenme Hymepauusn yacmeil coomeemcmeyem 6HECEHHbIM UBMEHEeHUAM.

7. B mopsiike, IpeayCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJTHOMOYCHHBIH (eaeparbHbIi
OpraH HCHOJHHUTEIBHONH BJIACTH pPACCMATPUBAET BONPOC O MPUOCTAHOBICHUM pean3allud |
MIPUMEHEHUS JIEKApCTBEHHOTO Mpenapara Jilsi BETEpUHAPHOIO MIPUMEHEHUS B CIIyyae BBISBICHHS B
IpaX/JIaHCKOM 000pOTe CepHM JIEKapCTBEHHOrO Ipernapara sl BETEpUHAPHOTO IPUMEHEHUs,
JIOKYMEHTBI U CBEJICHUSI O KOTOPOM, NpeaycCMOTpeHHbIe YyacTsaMu 1 - 3 u 6 cratbu 52.2 HACTOSIIETO
denepanbHOrO0  3aKOHA, HE  MPEJCTaBI€Hbl B YKa3aHHbIM  oprad, Jubo  cepuu
MMMYHOOMOJIOTUYECKOTO JIEKApCTBEHHOIO TMpernapara /sl BETePUHAPHOTO NPHUMEHEHUs, He
HMeEIoLIeN pa3pelieHus, MpeyCMOTPEeHHOro 4acThio 8§ craTthu 52.2 Hacrtosiero denepaibHOTrO
3aKkoHa. B yka3aHHOM ciy4yae YITOJTHOMOYEHHBIH (efepaibHblii OpraH HCIOJHUTEIHHOW BIACTH
NPUHMMAET pelIeHHe O MPHUOCTAHOBICHUM pealu3allMd M MNPUMEHEHUS TaKuX Cepuil 10
MIPEJICTABJICHUS] YKA3aHHBIX JJOKYMEHTOB U CBEJIEHHH JINOO O MOIY4YEeHHUs] YKa3aHHOTO pa3pelIeHusI.
(B pen. denepanbHoro 3akoHa ot 02.07.2021 N 317-P3)

Cratbs 66. Uudopmauus o pesyabraTtax papmakonansopa (B pen.
DenepanbHOro 3akoHa or 27.12.2019 N 475-@3)

Y1onHOMOUYEHHBIN  (efepanbHblii  OpraH  WCHOJIHUTEJIBHOW  BJIACTH,  OCYIICCTBIISTFOIIHI
(dapMakoHaa30p, MO €ro pe3yjabTaraM pa3MellaeT Ha CBOEeM OQUIMAIBHOM caiiTe B CeTH
"Unrepuer" nndopmaruio o:

1) BBIABICHUU HOBBIX TIOATBEPXKACHHBIX TaHHBIX O MOOOYHBIX MJEHCTBHAX, HEXKEIaTeIbHBIX
peaKIusiX, Cephe3HBIX HEXKETATEIbHBIX PEaKIHsIX, HEMPEABUICHHBIX HEXKENATSIbHBIX PEAKIUIX MPH
NPUMEHEHUH JIEKapCTBEHHOTO Iperapara, B TOM YHWCIE BIHSIONMX HAa OTHOIIEHUE OXHIAeMOM
MOJIH3BI K BO3MOKHOMY PHCKY IIPUMEHEHHsI JAHHOTO JIEKAPCTBEHHOT'O Tperapara;

2) NPUHATHIX PELIEHUSX O BHECEHUU U3MEHEHUU B MHCTPYKIMIO MO MPUMEHEHUIO JIEKApCTBEHHOIO
mpernapara, O TPUOCTAHOBIICHUH TMPUMEHEHUS JIEKAPCTBEHHOTO IMpemapaTra, 00 H3BATHH U3
oOpaleHusi JIEKapCTBEHHOTO TIpernapara Wi O BO300HOBJICHUH NPUMEHEHHS JIEKaPCTBEHHOTO
npenapara.



I'nasa 14. UHOOPMALUA O JEKAPCTBEHHbBIX
HPEITAPATAX. CUCTEMA MOHUTOPUHT A IBUKEHUSA
JIEKAPCTBEHHBIX IPEITAPATOB J1JIA MEIULWHCKOI'O
INPUMEHEHMUA (B pen. @enepajbHoro 3akona ot 28.12.2017 N
425-D3)

Cratbs 67. Undopmanus o JiekapcTBeHHbIX npenaparax. Cucrema
MOHUTOPHHIA IBH/KCHUS JIEKAPCTBEHHBIX NPENapaToB AJsi
MeIMIMNHCKOT0 NpuMeHeHus (B pea. @eaepajbHOr0 3aKOHA OT
28.12.2017 N 425-®3)

1. Muadopmarusi o JIGKApCTBEHHBIX Mperaparax, OTHYCKaeMbIX IO PELEeNTy Ha JIEKapCTBEHHBIN
npenapar, JJOJDKHA COAEPIKAThCS TOJIBKO B CIICIIHATM3UPOBAHHBIX H3JIAHUSX, MPSTHAZHAYCHHBIX IS
MEIMIUHCKUX, (apMaleBTHUECKUX pPaOOTHUKOB, CIEHUAIMCTOB B 00JacTH BETEPUHAPHH.
Nudopmamuss o JIeKapCTBEHHBIX TMpemapaTax Uil CIEHUAIMCTOB B o0JacTu oOpalieHus
JIEKApPCTBEHHBIX CPEJICTB MOKET COJEPIKATHCS B MOHOTpadusiX, CIIPABOYHUKAX, HAYYHBIX CTaThsIX, B
JIOKJIaZlax Ha KOHIrpeccaX, KOH(EpEeHIMAX, CUMIO3MyMaX, Hay4YHbIX COBETaX, a TaKkKe B
MHCTPYKIUSAX TI0 TPHUMEHEHHIO JIEKapCTBEHHBIX MpemnapatoB. (B pen. denepanbHOro 3akOHa OT
02.08.2019 N 297-®3)

2. Nudopmamus o ynekapcTBEHHBIX Mpenaparax, OTIYCKaeMbIX 0e3 pelenrta Ha JeKapCTBEHHBIN
npernapar, MOXKET COJIEP)KaThCs B IYONUKALUAX U OOBSBICHUSAX CPEJCTB MaccoBOM MH(OpMAILUH,
CHECIMATM3UPOBAHHBIX W  OOMIMX TMEYAaTHBIX W3JaHUSX, MHCTPYKUUSAX TIO TMPUMEHEHHIO
JICKApCTBEHHBIX MPENapaTroB, MHBIX H3JAHUSAX CYOBEKTOB OOpallleHUs JIEKapCTBEHHBIX CPEACTB.
PexnmamHple Marepwanbl O JIGKQpCTBEHHOM TIperapare, OTIycKaeMoMm 0e3 pernenta Ha
JIEKapCTBEHHbII  mpemapaT, JODKHBI  COOTBETCTBOBATh ~ MHCTPYKUMU IO  NPUMEHEHHIO
JIEKapCTBEHHOTO pernapara.

3. JlomyckaeTcst MCHOJB30BaHUE JIOOBIX MAaTepHAbHBIX HOCHTEJEH, IO3BOJISIONIMX XPAHUTH,
nepeaaBaTh U UCIOIb30BaTh HH()OPMAIIUIO O JIEKAPCTBEHHBIX MpenapaTax 0e3 e NCKaKCHHS.

4. Jlna ueneil wWACHTU(DUKAIUU YIAKOBOK JIGKAPCTBEHHBIX MPENaparoB Uil MEAMIIMHCKOTO
NPUMEHEHUS  MPOM3BOJIUTENIM  JIGKAPCTBEHHBIX  CPEJICTB B  MOPAIKE,  YCTAaHOBICHHOM
[IpaButensctBOM Poccuiickoit ®exepany, HAaHOCAT Ha TEPBUYHYIO YIAKOBKY (B OTHOIICHUU
JIEKapCTBEHHBIX MPENapaToB Uil MEIUIMHCKOTO0 NMPUMEHEHHU, Ul KOTOPHIX HE INPelyCMOTpEHa
BTOpHMYHAs YIMAKOBKA) U BTOPUYHYIO (MTOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX IMperapaToB
JUIE MEIUIMHCKOTO TNPUMEHEHMs CpeACTBAa MJEHTHU(PHUKAIMH, 32 HCKIOYEHHEM JIEKapCTBEHHBIX
IpernapaTroB Uil MEIUIMHCKOIO INPHUMEHEHUs, NMPOU3BOJIUMBIX JJISI HPOBEACHUS KIMHUYECKUX
UCCIIEJIOBAHNHN, HKCHOPTA, JIEKAPCTBEHHBIX IMpEnaparoB Uil MEIUIMHCKOrO IPUMEHEHHs,
yKa3aHHBIX B 4acTsaX S u 8 ctateu 13 HacTosmero denepanbHOT0 3aK0Ha, paanodapManeBTUIECKUX
JIEKapCTBEHHBIX MPENapaToB, MUSIBOK MEIUIMHCKUX U ra3oB MeIUMIUHCKUX. (B pen. denepaabHOro
3akoHa 0T 28.12.2017 N 425-03)

5. XapaKTepuCTUKH CpeCTBA UACHTU(DUKALINHY, TIOPSA0K €r0 HAaHECEHUsI U TpeOOBaHMS K CTPYKTYpe
u ¢opmary wuHPOPMAIMH, KOTOPYIO COAEPKHUT CPEACTBO HACHTU(DUKAIIUN, OIPEACISIIOTCS
[IpaButensctBoM Poccuiickoit ®enepannu. (B pea. denepanpHoro 3akona or 28.12.2017 N
425-P3)




6. Ilopsmok co3maHusi, pa3BUTHs, BBOJA B SKCIUTyaTal[Mio, HKCIUIyaTallud W BbIBOJA U3
SKCIUTYaTallud CUCTEMbl MOHUTOPHHIA JBM)KEHUS JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO
NIPUMEHEHUs], MOPSAJOK MPENOCTaBIeHUS MHPOpMAIMU, COAEpIKalleiicss B CUCTeME€ MOHUTOPHHIA
JBIDKEHUSL  JIGKAPCTBEHHBIX MpPENapaTroB s MEIUIMHCKOIO NPUMEHEHHs, U  IOPSIOK
B3aMMOJICHCTBUS yKa3aHHOW CHUCTEMbl C MHBIMH TOCYAApCTBEHHBIMH HH()OPMALMOHHBIMU
cucreMaMd M MHGOPMAIMOHHBIMH CHUCTEMaMH IOPUJUYECKUX JIMI U HUHAWBUIYaJIbHBIX
NpeanpuHUMaTesield, yKazaHHbIX B uacTsax 7 W 10 Hacrofiled cTaTbd, YCTaHABIMBaIOTCSA
[TpaButensctBoM Poccuiickoit denepanuu. OnepaTopaMud CHUCTEMbl MOHHUTOPHHTA JIBHXKCHUS
JIEKapCTBEHHBIX MPENaparoB A MEAULMHCKOTO NpPUMEHEHMs SBISIOTCA (enepaibHbI Oprax
WCTIOJTHUTEILHON BJIACTH M (WJIM) OpraHu3ainms, yrnosHomodeHHble [IpaBurensctBoM Poccuiickoit
®enepanuu. (B pen. PenepanbHoro 3akona ot 28.12.2017 N 425-D3)

7. KOpuanyeckue vna U UHAWBHIYaTbHbIE IPEINPUHUMATENHN, OCYIIECTBISIOMNE TPOU3BOICTBO,
xpaHeHue, BB03 B Poccuiickyro ®enepauuio, OTOycK, peanu3auuio, mnepenady, NPUMEHEHUE M
YHUUTOKEHUE JIEKApCTBEHHBIX IpEnapaToB JJIsl MEJUIIMHCKOIO INPUMEHEHHs, 00ecledrBaroT B
MOPSIJIKE U B COCTaBe, KOTopble ycTaHoBieHbl [IpaButensctBoM Poccuiickoin Denepaiivu ¢ yueToM
BUJIa OCYIIECTBIIIEMOM MU JI€ATEIbHOCTH, BHECEHHE MH(OPMAIIMHU O JIEKAPCTBEHHBIX IperapaTax
JUIE MEAMIIMHCKOTO IMPUMEHEHHs] B CUCTEMY MOHHUTOPUHIA JIBUKEHMSI JIEKAPCTBEHHBIX IPENapaToB
JUTS. METMIIMHCKOTO puMeHeHus. (B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

7.1. JlexapcTBeHHbIE TMpenaparbl Uil MEIUWLMUHCKOrO MPUMEHEHUS, MpeJHa3HAYeHHbIe MJis
oOecriedeHus JInil, OOJBHBIX TeMOPUITUEH, MYKOBUCIIUI030M, TUTTOPU3aPHBIM HAHHU3MOM, 00JIE3HBIO
I"omre, 3mokadyecTBEHHBIMU HOBOOOPA30BaHUSIMH JTUM(POUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM
TKaHEH, paccesHHBIM CKJIEpO30M, JIUI] TMOCJe TpaHCIUIAaHTAlUM OpraHoB W (MJIM) TKaHew,
npousBeneHHbie 10 31 nexabpst 2019 roma, a Takke HHbIE JIEKAPCTBEHHBIC MpenapaTsl st
MEIUIIMHCKOTO TPUMEHEHUs, NpousBelneHHble Jo0 1 wutons 2020 roma, mojayiekar XpaHEHUIO,
IepeBO3Ke, OTIIYCKYy, peaju3aluy, Iepefade, MPUMEHEHUI0O ©0e3 HaHeCeHHs CpPEJCTB
UICHTU(PUKAIMA O UCTEYCHHs] cpoka uX TomHocTu. lIpaButenbctBo Poccuiickoit ®enepammu
BIIpaBE€ YCTAHOBUTh OCOOCHHOCTH BBOJIa B IPAXKAAHCKHM 00OPOT JIEKapCTBEHHBIX IPENnapaToB s
MEJUITMHCKOTO MPUMEHEHHUs, Mpou3BeeHHbIX B nepuo ¢ 1 urons 2020 roma mo 1 oktadps 2020
roga. B mensx BBojga B rpaxkaaHCKuil oOOpOT JIEKapCTBEHHBIE IMpemnapaTsl Uil MEJUIIMHCKOIO
NPUMEHEHUS, 32 UCKIIIOUEHUEM JIEKAPCTBEHHBIX IPernapaToB, NpeIHa3HAYEHHBIX Il o0ecnedeHus
U1, OONBHBIX TeMmoduiued, MyKOBUCIIHI030M, THMO(HU3apHBIM HaHM3MOM, Ooje3Hbio [ore,
3J1I0Ka4e€CTBEHHBIMU HOBOOOPa30BaHUAMHU JTUMGPOUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH,
PaccessHHbIM CKJIEPO30M, JIULL I10CJI€ TPAHCIUIAHTAIIMM OPTaHOB U (MJIM) TKaHEH, NpOu3BEACHHbIE 32
npeaenamu Tepputopun Poccuiickoii @eneparuu 10 1 oktsiops 2020 roga, MOTYT OBITH BBE3EHBI B
Poccuiickyro ®@enepaunto a0 1 sHBaps 2021 ronma B mopsnake, yctaHOBIeHHOM [IpaBuTenbcTBOM
Poccuiickoit ®eneparun, 6€3 HaHECEHUsT CPEACTB UAeHTU(UKAIUU. (B pen. PenepaabHbIX 3aKOHOB
ot 27.12.2019 N 462-P3, ot 13.07.2020 N 206-P3)

8. Opranmzanys WHPOPMAIMOHHOTO B3aUMOJICUCTBHSI CHUCTEMbl MOHHUTOPHHTA  JIBWKCHHS
JICKApCTBEHHBIX TPENapaTtoB il MEIWIIMHCKOTO TPHUMEHEHHS C HWHBIMH TOCYIapCTBEHHBIMU
WHPOPMAITMOHHBIMUA CUCTEMaMH OOECIICUMBAETCS B TOM YHCJIE TOCPEICTBOM HH(GPACTPYKTYPHI,
obecnieunBarolieii HHHOPMAIMOHHO-TEXHOJIOTHUECKOE B3aMMOICHCTBHE HHPOPMAIIMOHHBIX CHCTEM,
WCIOJB3YEMbIX JUIs TPEJOCTABICHUS TOCYJAPCTBEHHBIX MU MYHHUIIUIAIBHBIX YCIYT U HCIIOJHECHUS
rOCYJIJapCTBEHHBIX M MYHUIIMIAIBHBIX (PYHKIHH B JIEKTpOHHOU (opme. (B pea. denepaibHOro
3akoHa 0T 28.12.2017 N 425-03)

9. Mudopmarnusi, conepxamiascs B CUCTEME MOHUTOPUHTA JABIKCHHS JIEKAPCTBEHHBIX INPENapaToB
IUISL METUIIMHCKOTO IPUMEHEHUSI, BIIsieTCsl MH(pOpMaIiel orpaHIueHHOTO JIOCTYIIA B COOTBETCTBUU
co crateeit 9 PepepanpHOro 3axkoHa ot 27 wurons 2006 roma N 149-®3 "OO6 wundopmanuu,



MHGOPMAIIMOHHBIX TEXHOJOTUSX M O 3almuTe HHpopMmanuu", 3a HCKIIOYEHHEM HHpopManuy,
HEJIONMYCTUMOCTh OTpaHUuYEHUs] JIOCTyNa K KOTOpPOW YyCTaHOBJIEHA (elepajbHBIMU 3aKOHAMH, a
take uHpopmanmu, oTHeceHHOU [IpaButenbctBoMm Poccuiickoit denepanuu B COOTBETCTBUU C
HactosimuM ~ DenepanbHBIM  3aKOHOM K oOmienoctynHoid  uHpopmaruu.  OOmenocTymnHas
uHopMaIys, coJepKaIasics B CUCTEME MOHUTOPHHTA JBH)KCHHUS JIEKAPCTBEHHBIX MpEnapaToB AJIs
MEIMIIMHCKOTO MPHUMEHEHUs, pa3Meliaercs B HMH(OPMALMOHHO-TEJIEKOMMYHHKAIIMOHHOM CceTu
"Unrepuer" (B TOM umcie B (OpME OTKPBITBIX JAHHBIX) B TIOPSAJKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®enepannu. (B pea. denepanpHoro 3akona or 04.08.2023 N
474-D3)

9.1. Joctyn k uH(popManuu, colepKaliencss B CHCTEME MOHUTOPUHTA JIBIKEHUS JIEKApCTBEHHBIX
MperaparoB Il MEAUIIMHCKOTO PUMEHEHHsI, 00ECIIEUHBACTCS OMIEPATOPOM CUCTEMBI MOHUTOPHHTA
JBUKEHUS  JICKAPCTBEHHBIX IMpEnaparoB JUisi MEAMIMHCKOTO NPUMEHEHHs B  MOPSJKE,
yctaHoBiieHHOM lIpaButensctBoM Poccuiickoit denepannu, B COOTBETCTBUU C 3aKOHOIATEIbCTBOM
Poccuiickoit ®enepanun 06 uHopmarmu, HHPOPMAIMOHHBIX TEXHOJOTHSX H O 3alluTe
nHpopmarmi, 3akoHoAaTtenbcTBOM Poccuiickoit  ®enmeparm 0 TOCyIapCTBEHHOHM  TaifHe,
3aKkoHoaTenbcTBOM Poccuiickoi Denepaniuu 0 KOMMEPUYECKON M MHOW OXpaHsIeMON 3aKOHOM TaiiHe
U C Y4YeTOM TMOJoXXeHUM Hactosieit crarbu. [IpaButenscTtBo Poccuiickoit denepanuu BIpaBe
yCTaHaBIUBaTh NEPEUYCHb JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAULUHCKOTO MPUMEHEHMS U (MJIH)
TPy JIEKAPCTBEHHBIX IPEenapaToB JJs MEJAWLHUHCKOTO MPUMEHEHHs U OCOOEHHOCTH J0cTymna K
uHpOpMAIlMM O TaKUX JICKAPCTBEHHBIX Ipenaparax, CoJepsKalleiics B CHCTEME MOHUTOPHHIa
JIBYDKEHUS JIEKapCTBEHHBIX IMpenapaToB Uil MEIUIMHCKOro nmpumMeHeHus. (B pexn. denepanabHoro
3akoHa oT 04.08.2023 N 474-03)

9.2. Ilomp3oBarenu CHUCTEMbBl MOHUTOPUHIA JBM)KEHHS JIEKAPCTBEHHBIX IpEnaparoB U
MEAMIIMHCKOTO PUMEHEHHsI 00J1aJaloT PaBOM JIOCTyla K HH(GOpMaIIH, Co/IeprKallieiics B cucreme
MOHUTOPUHTIA JIBWKEHHS JIEKAPCTBEHHBIX MPENapaToB s MEAUIMHCKOTO MPUMEHEHHs, C YUETOM
OTPaHMYCHUM JOCTYyNa K yKa3aHHOW WHGOPMAIIMH U €€ MOCIeNyIoNeil 00paboTKe, YCTaHOBIIEHHBIX
HactosamuM DejiepaibHBIM 3aKOHOM W MHBIMM HOPMATHUBHBIMU MPAaBOBbIMU akTaMu Poccuiickoit
®enepanuu. (B pen. Penepanbaoro 3akona ot 04.08.2023 N 474-D3)

9.3. ®enepanbHbIe OPTaHbl HCIIOJHUTEIBHON BIACTH U OPTaHbl UCTIONIHUTEIBHOMN BIACTH CYOBEKTOB
Poccuiickoit ®enepaumu B meisx, onpeneiaeHHbX IIpaBurensctBom Poccuiickoir denepannu,
UMEIOT MpaBO JOCTyna K HHPOpMANMU O CyOBEKTax OOpaIleHHs JIEKapCTBEHHBIX CPENCTB, O
JIEKapCTBEHHBIX Tpernaparax u 00 000poTe TaKMX JEKapCTBEHHBIX MpenapaToB, HEOOXOIUMOU IJist
BBIMIOJIHEHUSL 33Jlad U OCYIIECTBICHHS (DYHKUIMH, BO3JIOKEHHBIX Ha (QenepaibHble OpraHbl
WCTIOJTHUTEILHON BJIACTU W OpPTraHbl MCIIOJHUTENBHON BiacTu cyObekToB Poccuiickoit denepanumu,
CTaTUCTUYECKONH HWH(OpPMAIMK O JIEKApPCTBEHHBIX Npenaparax u o0 ux o0opoTe, a TaKkKe K
obmenoctynaoit uHpopmanuu. CoctaB 3TO WHGOPMAIUM ONPEICISETCS COTJAICHUsIMU 00
WHPOPMAITMOHHOM  B3aUMOJICHCTBHH, 3aKIIOYEHHBIMU OINEPATOPOM CHCTEMBbl MOHHUTOPHHTA
JIBIDKCHUSL JIGKAPCTBEHHBIX IPEMapaToB Il MEJUIMHCKOrO MpPHUMEHEHUs: C (enepaabHbIMU
OpraHaMu HCIIOJIHUTENBHON BJIACTM WM OpraHaMM HCIOJHUTENBHOW BJIAcTU CyOBEKTOB
Poccuiickoit ®@enepanuu u (denepajbHbIM OpPraHOM HMCIIOJHUTEIBHON BIIACTH, OCYIIECTBIISIOIINM
(GyHKIMM 1O BBIPAOOTKE W pealn3allui TOCYAApCTBEHHON IMOJUTUKA M HOPMATUBHO-IIPAaBOBOMY
perynupoBaHuio B cdepe 3apaBooxpaHeHus. (B pen. dDenepanbHoro 3akoHa ot 04.08.2023 N
474-D3)

9.4. CyObekT oOpaiieHusi JEKapCTBEHHBIX CPEJICTB HMMEET MpaBO JocTyna K uHpopmanuu 00
OTepaIysiX C JIEKAPCTBEHHBIMHU MIpenapaTaMy Il METUIIMHCKOTO MPUMEHEHHUS, COBEPIICHHBIX 3TUM
CyOBEKTOM 0OpalleHus JIEKAPCTBEHHBIX CPEJNICTB, a TAKXkKe K 001IeI0CTYTHOW nHpOpMaIH. (B Pel.
®enepanpHOro 3akoHa ot 04.08.2023 N 474-03)




9.5. Omeparop cUCTEeMbl MOHUTOPHHIA JABIKCHHS JIEKAPCTBEHHBIX IPENapaToB Ui MEJUIIHCKOTO
NPUMEHEHUs] 00JIalaeT MpaBoOM JOCTyNa K MHPOPMAILIUH, COIEpKAIIEHCS B CUCTEME MOHHUTOPUHTA
JBIDKEHHS JIEKQPCTBEHHBIX IMPENapaToB JUIS MEIUIIMHCKOTO TMPUMEHEHHs, BKI0Yas MH(POpMAIHIO
OTpaHMYEHHOTO JOCTYIA, C BO3MOXKHOCTBIO €€ 00pa0OTKH, B TOM YHCIIE €€ MPEJOCTABICHHS H
pacrmpocTpaHeHus, 0O0ecriedeHns JOCTyna K Hell U OKa3aHUs YCIYT C €€ UCIOJIb30BaHMUEeM (Jalee -
o0OpaboTtka). (B pen. Denepanbproro 3akoHa oT 04.08.2023 N 474-D3)

9.6. Oneparop crucTeMbl MOHUTOPUHTA JBMYKCHHUS JICKAPCTBEHHBIX MPETApPaTOB JJII MEJAULUHCKOTO
NPUMEHEHUS MOXET OCYIIECTBIATH 00paboTKy uHGOpMAUM OTPAaHHMYEHHOTO JOCTYIIA,
COIepIKallleicss B CHUCTEME€ MOHUTOPUHTA JBWKCHHS JIGKAPCTBEHHBIX MPEMapaTroB IS
MEIMIIMHCKOTO MPUMEHEHUS, IPH YCIOBUU 00S3aTENLHOTO O0E3JMUMBAHUSI TaKOW MHPOpMAIK B
COOTBETCTBHUM C  YTBEpXKZAaeMbIMH  (elepadbHbIM  OpPraHOM  HWCHOJHHUTEIBHOW  BIIACTH,
OCYILIECTBIISIIOIIMM (YHKIIMM TIO BBIPAOOTKE M pealu3alud TOCYAapCTBEHHON TIOJUTUKA U
HOPMATHBHO-TIPABOBOMY PETYJIUPOBAaHUIO B cdepe 3ApaBOOXpPAHEHHS, [0 COIJIACOBAHHIO C
denepaabHBIM OPraHOM HCIIOJHHUTEIBHOW BIIACTH, OCYHIECTBISIONUM (QYHKIUH 10 KOHTPOIIO H
Ham30py B cdepe HHPOPMAIMOHHBIX TEXHOJOTHMH U CBS3U, H (enepajbHbIM OpraHOM
WCIIOJIHUTETILHOM BJIACTH B 00J1aCTH oOecnieueHust 6e30nmacHOCTH TpeOOBaHUSAMU K 00€3JIMYMBAHUIO
TakoW wuHOpMAIMM W MeToJaMM 00e3nuuuMBaHHS Takod uwHpopmanmu. OOe3nmuYeHHas
uHpopmaIus, TMOJydyeHHas B pe3yibTaTe YKa3aHHOW 00pabOTKM W cojaep)Kamascs B CHCTEME
MOHUTOPHHTA JIBU)KEHUSI JIEKAPCTBEHHBIX TPENapaToB I MEAUIMHCKOTO MPUMEHEHUS, SIBISETCS
nHpopmarmeit orpaHndeHHoro noctymna. OOesnudyeHHas wWHOOpMAIMs, AOCTYN K KOTOPOM ObLI
o0ecriedeH OmepaTopoM CHUCTEMbl MOHUTOPHHIA JBIDKCHHS JIEKaPCTBEHHBIX MpEnapaToB s
MEJUIITHCKOTO MPUMEHEHUS B IIEISIX OKa3aHUs YCIYT C €€ MCIOJIh30BAaHHEM, IOJJICKHUT XPAHESHHIO
B CHCTEME MOHHTOPHHIA JIBM)KEHUS JIEKAPCTBEHHBIX MPENapaToB JJs MEIHIMHCKOTO PUMEHEHUS
HE MEHee IISTH JIET C JaThl IPEJIOCTABICHUS JI0CTyNa K 00e3MMYeHHod HHPOpMaIy, 1 Ha Hee He
pacmpocTpaHsroTcsi TpeOoBaHHs K HH(OpMAIMKM OrPAaHHMYEHHOTO JOCTyIa, YCTAHOBJIECHHBIC
HacTosimen cratbel. (B pen. DenepanbHoro 3akona oT 04.08.2023 N 474-D3)

9.7. Onepatop cUCTEeMbl MOHUTOPHHIA JABIKCHHS JIGKAPCTBEHHBIX IPENapaToB Ui MEJUIIMHCKOTO
MPUMEHEHUS MOXKET OCYIIECTBIATh 00paboTKy uWHGOpPMAIMK OTPaHUYEHHOTO JOCTYTa,
COZIepKalleiicss B CHUCTEME MOHHUTOPHHTA [BWKEHHS JIEKapCTBEHHBIX IPENapaToB  JUIs
MEJUIHCKOTO TMPHUMEHEHHs, MOJYYeHHOW OT CyObeKkTa OOpalleHUs JIEKapCTBEHHBIX CpEICTB,
3aperUCTPUPOBAHHOTO B CHUCTEME MOHUTOPWHIA JBIKCHHUS JIEKAPCTBEHHBIX NpErapaToB s
MEJMIIHCKOTO MPUMEHEHHUSI U TPEICTABHUBIIETO B HEE CBEJCHHUS, B MHTEpecax M MO MOPYYEHHIO
Takoro cyObeKkTa oOpaleHusi JEKapCTBEHHBIX CPEACTB 0e3 o00e3nuuuBaHus WHOOpMAIU
OTpaHUYEHHOTO AocTyna. (B pea. denepansHoro 3akoHa oT 04.08.2023 N 474-D3)

9.8. Onepartop cucTeMbl MOHUTOPUHIA JBM)KEHHS JIEKAPCTBEHHBIX MPENapaToB I MEIULIUHCKOTO
MPUMEHEHUSI BIIpaBE OKa3bIBaTh HA HEAUCKPUMHMHALMOHHON OCHOBE YCIYTM C HCHOJb30BaHHUEM
o0e3nrueHHON MH(GOpPMAIINH, COJEpIKAMIEHCS B CUCTEME MOHUTOPHHTA JBMIKEHUS JIEKAPCTBEHHBIX
MpernaparoB sl MEIUIIMHCKOTO MPUMEHEHUs, CyObeKTaM OOpalleHus JEKapCTBEHHBIX CPENICTB,
NOPSAZIOK M CTOMMOCTh OKa3aHUsl KOTOPBIX OIPENENSIOTCS ONEepaTopoM CHCTEMbl MOHUTOPHHIA
JIBYDKEHUS JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHUs, C YY€TOM OIpaHUYEeHUIN
JocTyna K 00e3Tn4eHHOM HH(pOpMaIliK, YCTAaHOBJICHHBIX HACTOAIIEH CTaThel. YKa3aHHBIE MOPSI0K
U CTOMMOCTh OKa3aHUS TaKUX YCIYT Pa3MEIaloTCsi ONepaTOpOM CHUCTEMbl MOHMTOPUHIA JBM>KEHUS
JIEKapCTBEHHBIX IPENapaToB i MEIUIUHCKOrO MPUMEHEHUs Ha CaiTe CHUCTEMbl MOHUTOpPHHIA
JIBYDKEHUS JIEKapCTBEHHBIX IpernaparoB ISt MEAUIIMHCKOTO NPUMEHEHHS B
MH(OPMAITMOHHO-TEICKOMMYHUKAIIMOHHON  ceTn  "MHTepHeT" W Toaiexar KOHTPOJ B
COOTBETCTBUM C AaHTUMOHOIOJIBHBIM 3aKoHOJaTenbcTBOM Poccuiickoii ®enepanuu. Yka3zaHHbIE
MOpSAZIOK M CTOMMOCTb OKAa3aHMS TaKUX YCIYr JIOJDKHBI ObITh €IWHBIMU JUIi BCEX JIUI,



oOpalaromuxcsi 32 OKa3aHWEM YCIyrd B OTHOIICHWH OJMHAKOBBIX BHAA, 00beMa M COCTaBa
npeaoctaBisieMoil napopmaimu. CyObekTam oO0pallieHusl JEKapCTBEHHBIX CPENCTB 3allpeliaeTcs
NPEOCTABIATh M PACHPOCTPAHATH WH(POPMALMIO, MOIYYCHHYI0O B COOTBETCTBMH C HACTOSIIEH
yacTplo. (B pen. DenepanbHoro 3axkona ot 04.08.2023 N 474-D3)

10. IIpowsBoauTenh JIEKAPCTBEHHBIX CPEICTB, JACPKATENb JIMOO BIIAJENEl] PETUCTPAMOHHOTO
YIOCTOBEPEHHS JICKAPCTBEHHOTO Tpernapara Wi MPeJICTaBUTEIIbCTBO WHOCTPAHHON OpTraHHU3aIlHH,
SABISIIOLIEICS AepikaTesaeM MO0 BiaJeNblieM PEruCTPAlMOHHOTO YAOCTOBEPEHUsI JIEKapCTBEHHOTO
nperapara, Ha Tepputopun Poccuiickoit ®enepanmu, 3aperUCTPUPOBAHHBIE B  CHCTEME
MOHHUTOPUHTA JBI)KCHUS JICKAPCTBEHHBIX IMPEMapaToB Uil MEAWIMUHCKOTO TPUMEHEHHS U
NPEICTaBUBIINE B HEE CBEJICHHS O HAHECEHHHM CPEACTB WICHTH(PHUKAIMH HAa YHIAKOBKU
JIEKapCTBEHHBIX TPENapaToB, HAPSAY ¢ HHPOpPMAIHEH, yKa3aHHON B 4acTH 9.4 HACTOSIICH CTAaThH,
MOJTy4aeT COJCPXKAIIYIOCS B CHCTEME MOHHUTOPWHTA JIBWKCHHS JIEKAPCTBEHHBIX IMPENapaToB s
MEIHMIMHCKOTO TPUMEHEHUs WH(POPMAIMIO OTPAHUYEHHOTO JOCTYNa O CEPUAX M MApTUSAX ITHX
JIEKapCTBEHHBIX IIpernapaToB O€3BO3ME3HO M BIPABE OCYLIECTBIATH CaMOCTOSITENIBHO WU
nopy4arb 00paboTKy Takoi MH(pOpPMAIMK TOJBKO B COOCTBEHHBIX MHTepecax. [Ipu aTom moctym k
Takol MHGpOpPMaLMU WM pe3yibTaTaM ee 00pabOoTKHM MMEET TOJBKO JaHHBINH CyOBEeKT oOpalieHwus
JIEKapCTBEHHBIX CPEJCTB WU JIUII0, KOTOPOMY OH Hopy4ms1 00paboTky. CocTaB mpeaocTaBisieMoil B
COOTBETCTBUM C HACTOsIIIEH 4acThio mHMopmarmu omnpexaensercs [IpaBurensctBom Poccuiickoii
®enepanuu. (B pen. Penepanbaoro 3akona ot 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO WJIM MPOJAXKY JICKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHUS
0e3 HaHEeCEeHHsI CPE/ICTB UIACHTU(DUKAIINH, C HAPYIIIEHHEM YCTaHOBJICHHOTO MOPSIKa UX HAHECEHMUS,
a TaKkKe 3a HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHUCTEMY MOHHUTOpPUHTA JIBH)KECHUSA
JIEKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHUS UJIM BHECEHUE B HEE HEJAOCTOBEPHBIX
JTAHHBIX IOPUIAMYECKHUE JUIA M WHIWBHUIyAJIbHBIE TPEANPUHUMATENH, YKa3aHHbIE B 4acTax 4 u 7
HACTOSAIIEH CTaThU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOJATENILCTBOM Poccuiickoii
®enepanuu. (B pen. PenepanbHoro 3akona ot 28.12.2017 N 425-D3)

12. TlpaButenbctBOo Poccuiickoit @expepanmu BIpaBe YCTAHOBUTH OCOOECHHOCTH BHEAPEHUS
CUCTEMbl MOHUTOPUHIA JABMKEHUS JIEKAPCTBEHHBIX IMPENapaToB JJII MEAUIIMHCKOTO NMPUMEHEHUs,
BKJIIOYAsl CPOKM €€ BHEIPEHHMsS, B OTHOIIEHHUU JIEKAPCTBEHHBIX MPENaparoB Ui MEIULHUHCKOIrO
MPUMEHEHUS], BKJIIFOUEHHBIX B MEPEUCHb KU3HEHHO HEOOXOAMMBIX M BKHEHIIUX JIEKAPCTBEHHBIX
MperaparoB, JEKApCTBEHHBIX MpPENaparoB, MPeIHA3HAYCHHBIX Ui OOECTIEeUeHUs JIHI, OOJIbHBIX
reMouiInel, MyKOBUCIIUA030M, TUIO(H3apHBIM HaHU3MOM, OoJie3HbIo ['ole, 310KauecTBEeHHBIMU
HOBOOOpa30BaHUAMH JTHUM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX UM TKaHEW, pacCesTHHBIM
CKJIEPO30M, JIMI[ TMOCJI€ TPAHCIUIAHTAMM OpPraHoB W (WJIM) TKaHEH, HHBIX JIEKAPCTBEHHBIX
MpernaparoB sl MEIUIMHCKOro mpuMeHeHus. (B pen. PexepanpHoro 3akona ot 28.12.2017 N
425-®3)

I'naBa 14.1. OT'PAHUYEHMNS, HAJIAT'AEMBIE HA
OPI'AHU3AIIUA, OCYHIECTBJIAIOIIME JEATEJIBHOCTD I1O
OBPAHIEHUIO JEKAPCTBEHHbBIX CPEJICTB (B pen.
denepanabHoro 3axkona ot 25.11.2013 N 317-®3)

Crarps 67.1. Orpannyenus, HajaraeMble PU OCYIECTBJICHUMN
HesiTeJIbHOCTH B cepe oOpalieHusi JJeKAPCTBEHHbIX CPEACTB



1. Oprasmzanuy, 3aHUMaroIIyecs pa3paboOTKOW, TPOW3BOJACTBOM U (WJIM) peanu3anuen
JICKAapCTBEHHBIX MpenapaToB Ui MEIUIIMHCKOTO TPUMEHEHHS, OpraHu3aluy, O00JaJalonme
npaBaMH Ha HCIOJB30BaHHE TOPrOBOTO HAWMMEHOBAHUS JIEKAPCTBEHHOIO Tpenapara s
MEJUIHCKOTO TPUMEHEHUS, OpraHW3allid OINTOBOM TOPTOBIH JIEKAPCTBEHHBIMH CPEIICTBAMH,
anTevyHble OpraHM3alMi (MX TIPEJCTaBHTENH, WHbIE (QHU3MUYECKHE H IOPUAWYECKHE JIHIIA,
OCYIIECTBIISIFOIUE CBOKO JEATEIbHOCTh OT UMEHU 3TUX OpPraHU3aluil) B OTHOIIECHHH MEIUIIMHCKUX
pabOTHUKOB U PyKOBOJIUTENECH MEIUIIMHCKUX OpTaHU3alfii HEe BIIPaBe:

1) Bpy4aThb IOJAApPKH, BBIIJIAYMBATHL ACHCKHBIC CPCACTBA (33 HCKIIFOYCHHUECM BOBH&FpEDKI[eHI/Iﬁ 10
A0roBopamM Iipu MPOBCACHUU KIHMHHUYCCKUX I/ICCHGI[OBaHI/IfI JICKAPpCTBCHHLIX IIp€HIapaTroB AJIA
MCANIHUHCKOTIO IIPpUMCHCHUA, BOBH&FpEDKI[eHI/II\/’I, CBA3AaHHBIX C OCYHICCTBJICHHUCM MCIUINHCKUM
pa6OTHI/IKOM He,[[aFOFI/I‘IGCKOfI u (I/IJ'II/I) HayHHOfI HGZTGHBHOCTI/I), B TOM 4YHCJIC OIlJIa4uBaTbh
Ppa3BJICUYCHUA, OTABIX, IPOC3a K MCCTY OT/JbIXd, a TAKXKC IMPUBJICKATb K YHaCTHUIO B PA3BJICKATCIIbHBIX
MCPOIIpUATHUAX, IIPOBOJUMBIX 3a CHCT CBOUX CPCACTB,

2) 3aKJII04YaTh COITIAIICHUA O HA3HAYCHHMU WM PCKOMCHIAAIHWHK IMallMCHTAM JICKAPCTBCHHBIX
npernapatoB AJis1 MCAULUMHCKOIO IIPUMCHCHHA (33 HCKIIOYCHUCM JOT'OBOPOB O IIPOBCACHUH
KIIMHNYCCKHX I/ICCJ'IG,I[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB I MCAULINHCKOI'O HpI/IMeHeHI/IH);

3) npenocTaBiATh 00pa3Ibl JIEKAPCTBEHHBIX MPENapaToB il MEAULMHCKOTO MPUMEHEHHUS B IEJIAX
BpY4YEHMsI MalMeHTaM (32 MCKJIIOUYEHHUEM CJIy4aeB, CBS3aHHBIX C TMPOBEIECHUEM KIMHUYECKUX
WCCJIEJIOBAHNH JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEAUIIMHCKOTO IPUMEHEHHUS);

4) mpeaoCTaBIIATh HEOCTOBEPHYIO U (UJTH) HEMOJHYIO HH(OPMAIIUIO O JIKAPCTBEHHBIX MpemapaTax
JUISL METUIIMHCKOTO IPUMEHEHUS,

5) nocemarb UX B pa60qee BpCMs Ha pa60q1/1x MECTax, 3a UCKIIIOUYCHUCM CJIy4acB, CBA3AHHBLIX C
MNpOBCACHUCM KIIMHUYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIapaTtoB i MCIULIUHCKOI'O
MNPUMCHCHU:, C YIACTUEM B IMOPAAKE, YCTAHOBJIICHHOM PYKOBOJAUTCIIEM MGHHHHHCKOﬁ OopraHusanuu,
B CO6paHI/15[X MCAUIIMHCKHUX pa6OTHI/IKOB W UHBIX MCPOIIPUATHAX, HAIIPABJICHHBIX HA IOBBIIICHUC UX
HpO(l)GCCI/IOHaJ'IBHOFO YPOBH: WJIM HA IPEAOCTABJICHUC I/IHq)OpMaL[I/II/I, CBSI3aHHOH C OCYHICCTBJICHUEM
MOHHUTOPHHIA 0e30macHOCTH JICKAPCTBCHHLIX IIPCIIapaTOB,

6) HO6y>K,I[aTB K BBIIHUCBIBAHUIO JICKAPCTBCHHBIX IIPCIIapaToB AJIsI MCIAUIMUMHCKOI'O IPHUMCHCHUSA Ha
6J'IaHKaX, CoACPIKAINX I/IH(bOpMaI_II/I}O PEKIIaMHOTO XapaKTEpa, a TAKKC Ha PCLCIITYPHBIX 6J'IaHKaX,
Ha KOTOPBIX 3apaHEC HAIlCYaTaHO HAMMCHOBAHHC JICKAPCTBCHHOI'O IpfCliapaTa I MCAUIUHCKOTO
MNPUMCHCHUA.

2. Opranuzanuy, yka3zaHHble B a03ale nepBoM 4acTu | HacTOsIIeH CTaTbH, M UX MPEICTABUTENN B
OTHOIIEHUH (papMaleBTHUECKUX paOOTHUKOB U PYKOBOJUTEJIEH allTeYHbIX OpraHU3aliii He BIpaBe:

1) Bpy4daThb IMOAApKH, BbIIUIAYUBATH ANCHCKHBIC CPEACTBA, B TOM YHCJIC OIJIAYMBATH PA3BJICHCHUSI,
OTAbIX, IMPOE3A K MECTY OT/bIXd, W IPUBJICKATbL K YYAaCTHIO B Pa3BJICKATC/IIbHBIX MCPOIPUATHUAX,
MMPOBOJAMMBIX 3a CUHET CBOUX CPCACTB;

2) mpenocTaBiIATh 00pa3lbl JIEKAPCTBEHHBIX IPENapaToB ISl MEAULIMHCKOTO NPUMEHEHHs IS
BpPYUYEHUS HACEIICHUIO;

3) 3akioyaTh COIVIAIIEHHS O NPEUIOKEHWH HACEJICHHUIO ONpEACNCHHBIX JIEKapCTBEHHBIX
IpenapaToB Uil MEIULUHCKOIO IPUMEHEHUS;

4) mpenoCTaBIsITh HEAOCTOBEPHYIO U (WIJIM) HEMOJIHYIO HH(OPMAIUIO O JIEKAPCTBEHHBIX MperapaTax
JUIT  MEJMLIMHCKOTO TNPUMEHEHHsS, B TOM 4YHCJIE MMEIOUUX OJMHAKOBOE MEXIYHApPOIHOE
HEMaTEeHTOBAaHHOE HAaUMEHOBAHUE.



Crartbs 67.2. TpeOoBaHMs K OPraHU3ANUM U NPOBEACHUI0 HAYYHBIX
MEpONPUATHI, MHBIX MEPONIPUATHH, HANIPABJICHHbIX HA MOBbILLICHHUE
Nnpo¢ecCHOHAIBHOI0 YPOBHA MEIMIMHCKUX PA0OTHUKOB MJIM HA
npeaocraBjieHue HHGOpMaIUU, CBA3aHHOM C 0CYIEeCTBJICHUEM
MOHUTOPHMHIA 0€30I1ACHOCTH JIEKAPCTBEHHBIX NMpPeENnapaTroB

1. ITpu poBeZiIeHUM HAYYHBIX MEPOTNPHUATHI, UHBIX MEPOIPHUATHUMN, HATPABIECHHBIX HAa MOBBIIIEHUE
po(heCCUOHAIBHOTO YPOBHSI MEIUIMHCKUX PaOOTHUKOB WJIM Ha IPEIOCTABIICHHE CBSI3aHHOM C
OCYILIECTBJICHHEM MOHHUTOpHMHIa O€30IIaCHOCTU JIEKApCTBEHHBIX IMpernaparoB HHGopMaluwy,
OpraHU3yeMbIX OpraHU3aIMsIMH, YKa3aHHBIMU B a03are rnepBoMm dacTu 1 ctatbu 67.1 HacTosmero
denepanbHOrO 3aKOHA, UX MPEICTaBUTENSIMU U (UJIM) (UHAHCUPYEMBIX 3a CUET CPEICTB 3THUX
OpraHu3alliii M HX [peJCTaBUTENeH, 3ampeliaercs MNpensTCTBOBATh YYaCTHUI0 B yKa3aHHbBIX
MEpOINPUATUAX HUHBIX OpraHu3alMii, KOTOpbI€ MPOU3BOJAT WIH PpPEaTU3YIOT JIEKAPCTBEHHBIE
mpenaparbl Ui MEAMIMHCKOTO TPHUMEHEHHUSI CO CXOXXKMUM MEXaHH3MOM (hapMaKOJIOrHYECKOTO
JecTBHsA, 1100 CO3/1aBaTh JUCKPUMUHAIIMOHHBIC YCIIOBUS JJISl OJTHUX YYaCTHUKOB MO CPABHEHUIO C
JPYTMMH YYaCTHUKaMHU, & UMEHHO:

1) npenocTaBiATh pa3InYHOE KOJUUYECTBO BPEMEHM JJISl BHICTYIJICHHI YYaCTHUKOB, PAa3JIMYHbIE 110
pa3Mepy 3aHMMaeMoOW IUIOMAAN MeCTa Ui JEMOHCTpAIMH 00pa3loB JICKAPCTBEHHBIX IPEIapaToB
JUISE MEAULIMHCKOTO MPUMEHEHUS WM PEKIAMHBIX MaTE€pHalIOB O JEKAPCTBEHHBIX Mpenaparax it
MEJIUIMHCKOIO NMPUMEHEHHUS] Ha SKCIO3MIMIX, CTEHAAX, 3a HCKIOYEHUEM CIIy4aeB, €CIM TaKhe
YCIIOBUS 3aKPEIUICHBl B COTJIALICHUAX 3TUX OpraHU3alfid, UX MpeICTaBUTeNeH 0 (UHAHCUPOBAHUU
YKa3aHHBIX MEPONPUATH W OOYCJOBJICHBI PA3IMYHBIMH 3aTpaTaMH y4YaCTHUKOB Ha HX
OpraHu3aLuio;

2) YCTaHaBJIMBATh pa3dME€p B3HOCA I YYACTHHUKOB MepOHpHﬂTHﬁ, YKa3aHHbIX B a63aue IIEpBOM
HaCTOﬂIJ_Iefl qacCTu, HpeBBIIHaIOH_II/Iﬁ CYMMY 3aTpaT Ha OPraHU3alUI0 YKA3aHHBIX MepOHpI/IHTI/II\/’I u
BGI[YIJ_II/Iﬁ K H€06OCHOBaHHOMy OrpaHUYCHUIO YHUCJIda UX YIYACTHUKOB.

2. Opranuzanuy, ykazaHHble B ab3ame nepBoMm 4dactu 1 crateu 67.1 Hacrosimero denepaibHOro
3aKOHA, WX TMPEJCTABUTENIM, OCYHIECTBIISIONIME OpraHu3anuio #u (uwim) ¢GUHAHCHPOBAHHUE
MEpOTPUATUH, YKa3aHHBIX B 4YacTU | HacTosmied crtaThM, 0Os3aHBI OOecmedYMBaTh JOCTYI K
uHbopMalMKM O Jare, MeCTe€ M BpEMEHH INPOBEACHUS YKa3aHHBIX MEPONPUATHH, IIaHaXx,
nporpamMmax IMpOBEJICHHs YKa3aHHBIX MEPONPUATUN M TeMax, IJIaHUPYEMbIX Uil pacCMOTpPEHUs,
COCTaBe€ MX YYaCTHMKOB IIyT€M pa3MeIIeHHs COOTBETCTBYIOLIEH HH(OpMalMM Ha CBOUX
opunmanbHbIX caiitax B cetn "MHTepHeT" HE mMO31HEE NIBYX MECSIEB [0 Hadaja MPOBEICHUS
YKa3aHHBIX MEPOTPUSITUH.

3. Undopmanus o npoBeIeHNN MEPONPUITHI, yKa3aHHBIX B YacTH | HACTOSIIEH CTaThbH, B CPOK,
YCTaHOBJICHHBIN 4YacThIO 2 HACTOSIIEH CTaThH, JOJDKHA OBITH HampaBiieHa B ¢eaepajbHbIi OpraH
WCIOJHUTEIbHONM BIJIACTH, OCYILECTBISIIOIIMKA (YHKIMHM 10 KOHTPOIIO W Haa3opy B cdepe
3/IpaBOOXPAHEHUs, JJIs TOCJEIYIOIIEro pa3MelleHusl ee Ha Oo(UIMaIbHOM CaiTe 3TOr0 OpraHa B
cetu "UuTepuer".

I'nasa 15. OTBETCTBEHHOCTbD 3A HAPYHIEHUE
3JAKOHOJIATEJBCTBA POCCUUCKOU ®OEJEPALINUA ITPHU
OBPAHIEHUH JIEKAPCTBEHHbBIX CPEJICTB U



BOSMEIEHHUE BPEJA, IPUMUHEHHOTI'O 31O0POBBIO
I'PAXKJIAH BCJIEACTBHUE IPUMEHEHMUSA JIEKAPCTBEHHbBIX
IHPEITAPATOB

Crarbs 68. OTBETCTBEHHOCTH 32 HAPYLIEHHE 3aKOHOAATEJIbCTBA
Poccuiickoit @egepanyy nNpu o0pamieHnn JeKAPCTBEHHBIX CPEACTB
1. Hapymenue 3akonomarenbctBa Poccuiickoit ®enepanuu mnpu oOpalieHHH JIEKapCTBEHHBIX

CPEIICTB BJI€UET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOJATENHCTBOM Poccuiickoii
®enepanuu. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. 3a HempeICTaBICHUE WM HECBOEBPEMEHHOE MpeCTaBlicHne HH(opMaIuy U (WIK) JOKYMCHTOB
nub0 MpeJCTaBICHUE HEIOCTOBEPHBIX HWH(poOpManuu W (MiIM) JOKYMEHTOB, HPEIYCMOTPEHHBIX
HactosimuM  DejiepalbHBIM  3aKOHOM, CYOBEKTBI OOpallleHHs JICKAPCTBCHHBIX CpPEACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOAATENILCTBOM Poccuiickoit ®enepanuu. (B pei.
denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-D3)

Crartps 69. Bo3menienue Bpeia, IPUYMHEHHOTO 310POBHI0 IPAXKIAH
BCJIEICTBHE IPUMEHEHHS JIEKAPCTBEHHbIX NPenapaToB

1. IlpousBouTEINb JIEKAPCTBEHHOTO NpenapaTa 00s3aH BO3MECTUTh BpEJ], IPUUHMHEHHBIHN 3/J0POBbIO
rpakJaH BCJIEICTBUE IPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara, eciau 10Ka3aHo, 4To:

1) nexapcTBeHHBIN TpemapaT MPUMEHSJICS 10 Ha3HAYEHUI0 B COOTBETCTBUU C MHCTPYKIIMEH IO
MIPUMEHEHUIO JIEKAPCTBEHHOTO IperapaTa U MPUUMHON BpeJia sIBUJICS BBOJ B I'PaXIaHCKUN 000pOT
HE00pOKavYeCTBEHHOTO JIEKApCTBEHHOTO Mperapara;

2) Bpea 3I0pOBbIO TMPUYMHEH BCJEJCTBHE HEIOCTOBEpHON WH(OpMAIMU, cOAepKalieics B
MHCTPYKIIMM 1O TPUMEHEHHIO JIEKapCTBEHHOro Tpenapara, W3JaHHOMW IPOU3BOJIUTENIEM
JIEKapCTBEHHOTO Iperapara.

2. B cnydae, ecnu Bpel 30pOBbIO I'paKJaH NPUYUHEH BCIIEICTBHE MPUMEHEHHUS JIEKApCTBEHHOIO
npenapara, MpPUIIECINIEr0 B HETOJHOCTb B pe3yjabTaTe HapyLIEHUs NPaBWI  XPAHEHUS
JIEKapCTBEHHBIX CPEACTB, MPAaBHJI ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMHU IpenapaTtaMu, MpaBUil
OTIIyCKa JIEKapCTBEHHBIX MpEnapaToB, NPaBWI HU3FOTOBJIEHUS M OTIYCKa JIEKapCTBEHHBIX
MpenapaTroB, BO3MEIICHUE Bpeda OCYIIECTBISAECTCS COOTBETCTBEHHO OpraHM3alued OINTOBOM
TOProBJAM  JIEKAPCTBEHHBIMU  CPEACTBAMH, alNT€YHOM  OpraHu3alMei, WHIUBUIYaJIbHBIM
IpeIIpUHUMATENIeM, UMEIOLUMH JIMIIEH3HI0 Ha (hapMaleBTUUYECKYIO AEATEIbHOCTh WU JTUICH3UIO
Ha MEIMIMHCKYIO JI€ATE€IbHOCTh, MEIUIIMHCKON OpraHu3alueil, UMEIolend JMUEH3UI Ha
(apMaleBTUYECKYI0 JIeATENBHOCTh (€€ 000COONEHHBIM Toapa3zeieHueM (amOyriaTopueH,
denpamepckuM ¥ (PerpAMIEepPCKO-aKyIIEPCKUM  ITYHKTaMH, LEHTPOM (OTIeeHueM) oOmei
BpaueOHOHU (ceMelHOIi) MPaKTUKH), PACMOIOKEHHBIM B CEJIbCKOM HACEIEHHOM IYHKTE, B KOTOPOM
OTCYTCTBYET amnTe4Has oOpraHu3auus), JOMYCTUBIIMMU MNPOAAXKY MIM OTHYCK TaKOro
JIeKapCTBEHHOTO Mpemnapata. (B pea. @exepansHoro 3akona ot 25.11.2013 N 317-D3)

3. Bosmemenue Bpena, TNPUUUHEHHOIO 3[0POBBIO0 TIpakJaH BCJIEACTBUE IPUMEHEHHS
JIEKapCTBEHHBIX MPENapaToB WM COBEPILEHUS MPOTUBONPABHBIX JeHCTBUN CyObeKTaMH 0OpallieHus
JIEKQPCTBEHHBIX CPEJICTB, OCYILECTBIISIETCSI B COOTBETCTBUM C 3aKOHOJATENIbCTBOM Poccuiickoit



denepanuu.
I'nasa 16. SAK/IFOYUTEJIBHBIE ITOJIOKEHUSA

Crarps 70. O npu3HaHWM YTPATUBIIUMHU CHIIY OTAEJIbHBIX
3aKOHOAATEJIbHbIX AKTOB (I0JI0KeHU 3AaKOHO/IATEIbHBIX AKTOB)
Poccuiickou Peaepauun

[Ipu3Hath yTpaTUBIIUMU CUITY:

1) ®enepanbhbiii 3akoH oT 22 uroHA 1998 rona N 86-D3 "O nekapcrBeHHBIX cpencTBax’” (Codpanue
3akoHozAaTenbcTBa Poccuiickoit ®denepanun, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3akoH OT 2 stBaps 2000 roga N 5-O3 "O BHeceHUM W3MEHEHHMS U JOTIOJHECHHUM B
®denepanbabiii 3akoH "O nexapcTBeHHBIX cpencTBax’ (CoOpaHue 3akoHOmaTenbcTBa Poccuiickoit
®deneparuu, 2000, N 2, ct. 126);

3) crarbio 40 ®enepanpHoro 3akona ot 10 saBapst 2003 roga N 15-d3 "O BHeceHUM W3MEHEHUH U
JIOTIOJIHEHUI B HEKOTOpPBIE 3aKOHOJIaTelibHble akThl Poccuiickoit Deepanivy B CBSI3U C IMPUHSITUEM
®enepanpHoro 3akona "O JIMIEH3UPOBAHMU OTICNBHBIX BUIOB nesitenbHocTH" (CoOpanue
3akoHogaTenbcTBa Poccuiickoit denepamuu, 2003, N 2, cr. 167);

4) crateio 31 ®denepanbroro 3akoHa oT 30 utons 2003 roga N 86-P3 "O BHeceHUM W3MEHEHUUN U
JIOTIOJIHEHUI B HEKOTOphIE 3aKOHOJaTeldbHbie akThl Poccuiickoit @ejaepaiuu, MOpU3HAHUU
YTPaTUBIIUMHM  CWJIY  OTJEIbHBIX  3aKOHOJATENbHBIX  akToB  Poccuiickoit ~ Dexaepaiiuu,
NPEIOCTABICHUN OTAEIbHBIX TapaHTUH COTPYJHUKAM OpPraHOB BHYTPEHHUX JI€J, OPraHoOB II0
KOHTPOJIFO 32 00OPOTOM HApKOTUYECKHX CPEICTB M ICHUXOTPONHBIX BEIIECTB M YIPa3IHAEMBIX
(denepalbHBIX OpPraHOB HAJOIOBOM MOJMIMKM B CBSI3M C  OCYUIECTBICHHEM MeEp IO
COBEPIIIEHCTBOBAHUIO TOCynapcTBeHHOro ympasienusa" (Cobpanue 3akoHoAaTenbcTBa Poccuiickoii
®enepanun, 2003, N 27, ct. 2700);

5) crateio 101 denepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHECEHUMH U3MEHEHUI
B 3aKOHOJaTenbHble akThl Poccuiickoit denepaun U MpU3HAHUU YTPATHBIIMMH CUILY HEKOTOPBIX
3aKOHOJIATENBbHBIX akTOB Poccuiickoit denepanuu B CBSA3U ¢ NpUHATHEM (eepaibHbIX 3aKOHOB "O
BHECEHHH U3MEHEHHI U JomnosHeHni B Denepanbhblii 3akoH "O0 00MIMX MPUHIKIIAX OPTaHU3AlUN
3aKOHOJIATENBHBIX (MIPEICTABUTEIBHBIX) M HUCIOJIHHUTEIBHBIX OPraHOB T'OCYIApPCTBEHHOH BJIAaCTH
cyobekToB Poccuiickoit ®eneparmun" u  "OO0 00mMX NpPUHIUNAX OPTaHU3AIUU MECTHOTO
camoympaBienuss B Poccuiickorr @enpepammu" (CoOpaHue 3akoHOmaTenbcTBa Poccuiickoit
®enepanun, 2004, N 35, ct. 3607);

6) crateio 28 denepanbHOro 3akoHa ot 18 mpexadps 2006 romga N 231-D3 "O BBecHUH B JICHCTBHE
gactu derBepToit ['paxkganckoro koxaekca Poccuiickoit denepanun" (CoOpanue 3aKOHOIATEIHLCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BCTyHJ'IeHI/Ie B CHUJIY HACTOAIIECT O <I)ez(epa.m>H0r0 3aK0Ha
1. Hacrosmmii @enepaibHblii 3aK0H BCTyHaeT B cuity ¢ 1 ceHtadps 2010 roxa.

2. JlekapCTBEHHBIE CpPEJICTBA, 3apErUCTPUPOBAHHBIE 10 JHS BCTYIUIEHHS B CHJLYy HACTOSILETO



denepanbHOrO 3aKOHA, IMOJJIEKAT BKJIIOYEHHUIO B TOCYIAPCTBEHHBIE PEECTPbl JIEKApPCTBEHHBIX
CpPEJCTB C BHECEHHEM YyKa3aHHbIX B 4acTu 1 cratbu 33 Hactosmero ®eaepaibHOro 3akoHa
CBelIeHHH 00 JTHUX JIEKapCTBEHHBIX CpEACTBaX 0€3 MPOXOXKJIEHUS BHOBb MPOILENYpHI
roCyJIJapCTBEHHOM PErucTpaluy JIEKAPCTBEHHBIX MTPENapaToB.

3. FOC}’I[apCTBeHHaSI perucTtpanusa JCKAapCTBCHHLIX IPLCIapaToB, 3a UCKIIIOUCHUCM JICKAPCTBCHHBIX
npemnapatroB 1l MCIUIIUHCKOI'O IMPUMCHCHUA, MPCACTABJICHHBIX HA YKa3aHHYIO PETUCTpAlUIO HO
AHSA BCTYIUUICHUA B CUJIY HACTOALICTO (DeﬂepaJ'IBHOFO 3aKOHa4, OCYIICCTBIICTCA B COOTBETCTBUU C
HaCTOAIIHNM (DeﬂepaJ'IBHBIM 3dKOHOM Ha OCHOBAHUH AJOKYMCHTOB W JAaHHBIX, IPCACTABJIICHHBIX N0
AHA BCTYIUICHUA B CHIIY HACTOSALICTO (DeﬂepaHBHOFO 3aKOHa. (B pea. CDG,I[GpaIIBHOFO 3aKOHa OT
11.10.2010 N 271-®3)

3.1. l'ocynapcTBeHHas peructpanus JIEKApCTBEHHbBIX MPENapaToB A MEAULIMHCKOTO MPUMEHEHUS,
MPE/ICTABIICHHBIX Ha TOCYAAPCTBEHHYIO PErHCTPAlMIO O JIHA BCTYIUIEHHMS B CHJIYy HACTOSILErO
®denepanbHOro 3aKOHAa, M TOCYJApPCTBEHHAs pPErucTpauusl JEKAPCTBEHHBIX MpenapaTroB s
MEIUIMHCKOIO NPUMEHEHUs], MPEJACTABICHHBIX HA JKCIIEPTU3Y JIEKAPCTBEHHBIX CPEIACTB IO JHS
BCTyIUIGHMsI B cuiy Hacrosulero @enepanbHOro 3akoHa B LEIAX HUX [OCIEIyHOLIEH
rOCYJapCTBEHHOM pPETUCTPALMM, OCYLIECTBJSIIOTCA HAa OCHOBAHWM JOKYMEHTOB U JaHHBIX,
MPEACTABICHHbIX JO JHS BCTYIUIEHHS B CWIy Hacrosimero ®enepalbHOTO 3aKOHA, a TaKkKe
3asBJICHHSI O TOCYAAPCTBEHHOM PpETUCTPALMM JIEKAPCTBEHHOTO IpernapaTa, MpeACTaBICHHOIO
MIPOU3BOJAUTEIIEM JIEKAPCTBEHHBIX MPENApaTOB MM YIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUH C
HactosimuM DenepanbHbIM 3aKOHOM B YIIOJHOMOUYEHHBIN (eepalbHbIil OpraH MCHOJHUTEIHLHOM
Bractd g0 1 wmapra 2011 roma, 06e3 TpeOoBaHWs yIUIaThl TOCYJAPCTBEHHOW MOILIMHEI,
MPEeTYCMOTPEHHON 3aKoHOJaTenbcTBOM Poccuiickoit denepanun o Hamorax u cbopax. (B pen.
®enepanpHOro 3akoHa ot 29.11.2010 N 313-P3)

3.2. llonTBepkaeHHE TOCYJApCTBEHHOW PETrHCTpalMy JIEKApCTBEHHBIX IMpernapaToB s
MEIUIMHCKOIO  MPUMEHEHUs, NPEICTAaBICHHbIX JUIsl  HOJATBEPXKAECHHUS  TOCYJAapCTBEHHOM
perucTpauuu 0 JHA BCTYIUIEHHSI B CUJy HacTosimero denepanbHOro 3akoHa, U MOATBEPKIACHUE
rOCYIapCTBEHHOM pETrUCTpaly JIEKApCTBEHHBIX MpENnapaToB Il MEAMIIMHCKOTO IPUMEHEHMS,
MPEICTABIICHHBIX HA 3KCIEPTH3Y JIEKAPCTBEHHBIX CPEACTB JI0 JIHSA BCTYIUIEHHUS B CHJIy HACTOSIIETO
@denepanbHOro 3aKOHAa B ILEJIAX MOCIEAYIOMIEr0 MNOATBEPKACHHS HMX TOCYJapCTBEHHOM
perucTpanuu, OCYIIECTBIIIOTCS HAa OCHOBAaHUM JOKYMEHTOB M JAQHHBIX, IPEJICTAaBICHHBIX 10 JHS
BCTYIUIEHHSI B CHJIy HacTosiero denepanbHOro 3aKOHa, a TAKXKe 3asBJICHHS O MOATBEPKICHUU
rOCyIapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOTO Mpernapara, MPEeACTaBICHHOTO MPOU3BOJIUTEIEM
JIEKapCTBEHHBIX MpENnaparoB WJM YHOJHOMOYEHHBIM MM JHMIIOM B COOTBETCTBUU C HACTOSIIMM
denepanbHBIM 3aKOHOM B YIOJHOMOYEHHBIH (peiepalibHbI OpraH HCIOJHUTENIBHON BiIacTu a0 1
mapta 2011 roma, 6e3 TpeGoBaHHS YIUIAThI TOCYJAPCTBEHHOW NOUUIMHBL, TPEIyCMOTPEHHOU
3akoHOoaTenbcTBOM Poccuiickoit denepanum o Hanorax u coopax. (B pen. denepaibHOTO 3aKOHA
o1 29.11.2010 N 313-®3)

3.3. Ilpunstue pemeHuss O BHECEHMUM M3MEHEHUH B JOKYMEHTBHI, COJAEpXkalluecs B
PEruCTPallMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpernapaT A MEAULIMHCKOTO
MPUMEHEHUS U NIPEICTABIEHHbIE IO AHS BCTYIUIEHUS B cuily Hactosiuiero denepaibHOro 3akoHa, U
MPUHATHE PEIICHUS O BHECEHUM W3MEHEHHMU B JIOKYMEHTBI, COAEpIKAIIEEeCs] B PErUCTPALUOHHOM
JI0OChE€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaTr sl MEIULUHUHCKOrO MPUMEHEHUS M
MIPE/ICTABIICHHBIE HA AKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUICHUS B CHIIY HACTOSILETO
®denepanbHOro 3aKOHA, OCYIIECTBIISIOTCS HA OCHOBAHMU JOKYMEHTOB M JIaHHBIX, MPEICTABICHHBIX
JI0 JHS BCTYIUIEHUS B CWiy Hacrosiuero denepaJbHOrO 3aKOHA, a TAK)KE 3asBJICHHUS O BHECECHUH
U3MEHEHUM B JIOKYMEHTBI, COJEP)KALMECS B PETUCTPALMOHHOM JOChE Ha 3aperucCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar Juisi MEIULUHCKOIO IPUMEHEHUS, NMPEACTABICHHOIO IPOU3BOJUTEIEM



JIEKapCTBEHHBIX MPENapaTroB WIK YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HACTOSIIUM
®denepaibHBIM 3aKOHOM B YIIOJTHOMOUYEHHBIN (efiepaibHblii OpraH MCIIOJIHUTEIBHON BiacTu 10 1
Mapta 2011 roma, 6e3 TpeOoBaHUS YIJIAThl TOCYJAPCTBEHHOW TMOIIJIWHBI, MPEIyCMOTPEHHOM
3akoHOJaTeIbcTBOM Poccuiickoit deneparnum o Hasorax u cbopax. (B pen. deaepanbHOr0 3aKOHA
o1 29.11.2010 N 313-93)

3.4. Beigaua paspenieHuil Ha MPOBEICHUE KITMHUYECKUX HCCIIeIOBaHHM JICKApCTBEHHBIX MPENapaToB
JUIE MEIUIIMHCKOTO MPHUMEHEHUS MO 3asABJICHHUSAM, IOJAHHBIM 1O [JHS BCTYIUICHUS B CHILY
HacTosiero deaepasbHOro 3aKOHa, a TaKKe M0 3asABJICHUSAM, MOJAHHBIM MOCJE IHS BCTYIUICHUS B
cuiny Hacrosimero denepanbHOro 3aKOHa Ha OCHOBAaHUU JKCIEPTU3, MPOBEACHHBIX OO JIHA
BCTYIUIEHHMSI B cuiy Hacrosulero deaepanbHOro 3aKOHA, OCYILECTBISIETCS B COOTBETCTBUH C
HacTosuM DegepanbHBIM 3aKOHOM Ha OCHOBAHHMU JOKYMEHTOB U JaHHBIX, IPEICTABICHHBIX MU
MOJyYEHHBIX JO JHS BCTYIUIGHUS B CHIIy Hactosimiero @enepalpHOr0 3aKOHAa, a TakKXke Ha
OCHOBAHHMH KOMHUH IPEABAPUTEILHOTO JOTOBOPA 00S3aTENBbHOTO CTPAaXOBaHUS >KU3HH, 3J0POBBS
NAIMEeHTOB, YYaCTBYIOIIMX B KIMHHYECKOM MCCIIEIOBAaHUM JIEKApCTBEHHOrO IMpernapara s
MEIMIIMHCKOTO MPUMEHEHHS, UM KOIIMHU JI0TOBOpa 0053aTEIbHOIO CTPAXOBAaHUS KU3HH, 3/I0POBBS
MAIMEeHTOB, YYaCTBYIOIIMX B KIMHHYECKOM MCCIIEI0OBAaHUM JIEKapCTBEHHOrO IMIpernapara s
MEIMIIMHCKOTO IPUMEHEHUs, JINOO MpeICTaBICHHON KOMHMU JIOToBOpa 0053aTeIbHOI0 CTPaXxOBaHuUs,
3aKJIFOYEHHOT'O B COOTBETCTBUH C TUIIOBBIMU IPAaBUIIAMH 00513aTEJILHOTO CTPaXOBaHUsl, C YKa3aHUEM
NpeebHON  YUCIEHHOCTH TNAllMeHTOB, YYaCTBYIOIIMX B  KJIMHUYECKOM  HCCII€JIOBAHUU
JIEKapCTBEHHOr0 TMpernapara sl MEAMIMHCKOIO IpUMEHEHus, 0e3 TpeOoBaHUS  yILIAThI
roCyJIapCTBEHHOW MOUIJIMHBI, MPEyCMOTPEHHOHN 3akoHoJaTenscTBoM Poccuiickoit @enepanuu o
Hajorax u coopax. (B pea. @eaepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHOW BaJIOTE€ JI0 JHS BCTYIUIEHWS B CHJIy HACTOSIIETO
denepanbHOrO 3aKOHA IMpPEJENIbHbIE OTHYCKHbIE II€Hbl MHOCTPAHHBIX TMPOM3BOJUTENIEH Ha
JIEKapCTBEHHBIE Mpernaparbl, BKIIOYCHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX NPENaparoB, IMOJJIeXKaT IepecueTy B pyomu no kypey LlentpanbHoro OaHka
Poccuiickoit denepanuu Ha naty, ycraHoBieHHyto [IpaButenbctBom Poccuiickoit deneparuu, 6e3
NIPEJICTABJICHUSI 3asBJICHUS O MEepecyeTe IIEHbl C BHECEHHEM COOTBETCTBYIOIIMX H3MEHEHUH B
rOCyJlapCTBEHHBIM pPEeCTp MpelebHbIX OTIYCKHBIX LIEH INPOM3BOJUTENIEH Ha JeKapCTBEHHbIE
Iperaparbl, BKIIOYEHHbIE B INE€PEUeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
npenapatoB. (B pen. enepanproro 3akona ot 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE O JHSA BCTYIUIEHUS B CHJy Hactosuero ®denepanbHOro 3akoHa
MpeleNbHbIE OTIYCKHBIC IIEHBI POCCHUICKMX NPOM3BOJUTENCH HA JIEKApCTBEHHBIE IpernapaTsl,
BKJIFOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOIUMBIX M BAXHCHIIMX JICKAPCTBEHHBIX IpEIrapaToB,
nojuiexkaT uHAaekcanuu ¢ 1 HosOps 2010 roma mcxoas U3 MPOTHO3UPYEMOTO YPOBHSI WHQIISIINH,
ycranoBienHoro ®denepanpabiM 3akoHOM OT 2 aexadps 2009 roma N 308-d3 "O denepanbHOM
oromkere Ha 2010 rog w Ha maHoBei mepwon 2011 w 2012 romo" wa 2011 rox. (B pen.
®denepanpHOro 3axkoHa oT 11.10.2010 N 271-D3)

3.7. llocae 1 mapra 2011 roga He momyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro denepanuto
JIEKapCTBEHHBIX TPENapaToB B YMAKOBKAX C MapKUPOBKOW, KOTOpas Obljla HaHECEHa MO JHS
BCTYIUIEHMSI B CUJTy HacTosiero deaepaibHoro 3akoHa. I1o ncredyeHnn yka3aHHOro Cpoka JaHHBIE
JIEKapCTBEHHbIE MPEMnapaThl MOTYT OTIYCKATbCSI, PEAIM30BbIBATHCS, MEPEAABAThCA U MPUMEHATHCS
JI0 UCTEYEHHS UX CpoKa ToaHoCcTH. (B pen. Denepanpubix 3akoHOB OoT 29.11.2010 N 313-®3, ot
06.12.2011 N 409-®3)

4. Co mus BCTyIUieHHs B cuily Hacrtosimero ®exepanpHoro 3akona u mo 30 ampens 2011 roma
BKJIFOYUTENIBHO JIONYCKAeTCsd MPOBEIACHUE OHKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JKCIEpTaMu



JKCIIEPTHOIO YUYPEKIAEHUSA JO0 IPOXOKIEHUS HMHU aTTeCTalluM B IOPSAAKE, YCTaHOBJIEHHOM
YHOJIHOMOUYEHHBIM (eiepalbHbIM OPraHOM UCIIOJIHUTEIBHON BIACTH.

5. Co nmHs BeTymieHus B cuity Hacrosimero @enepanbHoro 3axkona u mo 31 mekabpst 2013 roma
BKJIFOUMTENIBHO  OCYLIECTBJISIETCS IEPEX0J] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM C TMPaBHJIAMU OpraHU3allMyd NPOU3BOJCTBA UM KOHTPOJSI KauyecTBa JIEKapCTBEHHBIX
CpEeICTB, YKa3aHHBIMU B 4acTH | ctathu 45 Hacrosmiero denepanbHOro 3aK0HA, B TIOJTHOM 0O0beMeE.
Cpoxu mepexoaa MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HUX MPOU3BOJACTBY B COOTBETCTBUHU C
KOHKPETHBIMH TPEOOBAaHUSIMHU JIAHHBIX TIPABUJI, BKJIIOYAsi CPOKH aTTECTAIIMH YIIOJTHOMOUYEHHBIX JIUII,
yKa3aHHbBIX B 4acTax 6 u 7 crarbu 45 Hactoswmero denepalbHOrO 3aKOHA, YCTAHABIMBAIOTCS
[IpaButenscTtBOM Poccuiickoit @enepanun.

6. Jlumnensun Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB, BbiAaHHbIE g0 1 stHBaps 2014 rona,
nerctBytoT mnociie 1 sHBaps 2014 roma 10 HMCTEUEHHUs CpPOKAa HUX JEUCTBHS MPU YCIOBHUH
COOTBETCTBMSI JIMIICH3WATa TIpaBWJiaM OpPraHW3allui MPOW3BOJCTBA M KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CPEACTB, YKa3aHHBIM B HacTu 1 ctaThu 45 HacTodero deaepanbHOro 3aKoHa.

7. ®opMHUpOBaHME TOCYIApCTBEHHOI'O 3a/laHUsl Ha MPOBEACHHUE SKCIEPTU3bl JIEKApCTBEHHBIX
CpeAcTB (enepallbHOMY TOCYIapCTBEHHOMY OIO/DKETHOMY YUPEXICHHUIO 10 IPOBEICHMIO
SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJACTB U (PMHAHCOBOE OOECIEUEHHE BBINOJIHEHUS 3TOTO 3a/aHus
OCYILECTBIISIIOTCS B MOpsiJike, ycTaHoBiIeHHOM DenepalibHbIM 3aKOHOM OT 12 siuBapst 1996 rona N
7-®3 "O nHexommepueckux opranuzanusax". (B pea. PexepampbHoro 3akoHa ot 29.11.2010 N
313-93)

IIpezuoenm Poccuiickou Dedepayuu

J1. MEJTBEJIEB

Mocksa, Kpeminb
12 anpens 2010 rona
N 61-03



