POCCHUHNCKAST ®EJEPAIIAS
OEJEPAJBHBIA 3AKOH

O BHecennu nzmeHennii B ®eaepajbHblii 3aK0H
«(00 oOpanieHNH J1eKAPCTBEHHBIX CPeACTB»

Ipunsar I'ocynapcteenHoit Jlymon 16 urons 2021 roga

Onmo6pen CoBeToM denepaiuu 23 mona 2021 roma

Cratea 1

Buectu B @enepansbiii 3akoH ot 12 ampens 2010 roma Ne 61-03
«O0 oOpamiennn nexapcTBeHHbIX cpeacTB» (CobOpaHue 3aKOHOAATENLCTBA
Poccuiickoit @epepanmu, 2010, Ne 16, cr. 1815; 2011, Ne 50, ct. 7351; 2013,
Ne 48, c1. 6165; 2014, Ne 52, ct. 7540; 2018, Ne 24, ct. 3407; Ne 49, cr. 7521,
2019, Ne 52, ct. 7780, 7793) cnenyromue H3MEHEHU:
1) cratbio 47 gonoaHUTh YacThio 10 cieayromero coaepxaHus:
«10. BBox B TrpaxgaHckuii O00OpOT JIEKapCTBEHHBIX IIPENapaToB
IIJIA BETEpPMHAPHOTO NPUMEHEHHUs, BBe3eHHbIX (IlepeMellleHHbIX) B Poccuickyio
Y
M
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®denepaiiyiio, OCYLIECTBISETCA C COOMOIeHnEeM TpeOOBaHMA, yCTaHOBJIEHHBIX
cratbeii 527 HacTosuero @enepanbHOrO 3aKOHA.»;
2) JOIOJIHUTE CTAThEH 522 CJIEIYIOLIETO COJEPKAHUS:

«Crates 52°. BBoa B rpaaaHcKHii 060pPOT J1eKAPCTBEHHbIX
npenapaTos AJsl BeTePHHAPHOr0 NPHMeHEeHHs

1. Ilepen BBOJIOM B IpaskIaHCKHiT 000POT KaX<[I0H CepUH IIPOU3BEIECHHOTO
B Poccuiickoii ®@enepanuu JeKapCTBEHHOIO Mpernapara A BeTepHHApPHOro
IIPUMEHEHHUs], 3a WCKIIOYEHUEM HMMMYHOOMOJOTHYECKOTO JIEKapCTBEHHOTO
openapara i BETEPUHApHOTO INPUMEHEHHUS, MNPOU3BOAUTENH TaKOro
JIEKapCTBEHHOI'0 IIperapara NpPEeACTaBiseT B YBEJOMUTEILHOM TOPSIKE
B deepanbHBI OpraH HCHOJHUTEIBHON BJIACTH, OCYHIECTBISIONIMN (QyHKIAHA
1o KOHTpoNo (Ham3opy) B cdepe oOpaiieHusl JeKapCTBEHHBIX CpPEICTB
JUIst BETEpUHAPHOTO IPUMEHEHUS:

1) nokymeHT IPOU3BOAUTEIS JIeKapCTBEHHBIX CpEICTB,
NOATBEPKIAIOINUN  COOTBETCTBHE KauyecTBa JIEKAPCTBEHHOTO Mpenapara
IUISl BETEPUHAPHOTO TMPUMEHEHHs, BBOJUMOIO B TIPaXJaHCKHUH 000poT,
TpeOOBaHUAM, YCTAHOBJICHHBIM IPH €ro roCyIapCTBEHHON perucTpalluy;

2) noATBEpXKICHUE YIIOJTHOMOYEHHOTO nuua TIPOU3BOAUTENS
JIEKApCTBEHHBIX  CPEJCTB  COOTBETCTBUS  JIEKAPCTBEHHOIO  Ipenapara
JUIS1 BETEPUHAPHOIO IIPUMEHEHHUS TpeOOBaHUSIM, YCTaHOBJIEHHBIM

IIPU €ro rocyJapCTBeHHOMN pernucTpalyy.



2.Ilepen BBOOOM B TpaXXIaHCKUH OO0OpPOT KaXAOW CepUH BBO3HMOIO
(nepememaemoro) B Poccuiickyto ®@enepaiiuio JIeKapcTBEHHOTO IIpernapara
JUIS BETEPUHAPHOTO TPUMEHEHHS, 32 MCKIIOYEHHEM HMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOro Ipenapara AJjid BeTEpHHApPHOrO0 NPUMEHEHMS, OpraHu3aius,
OCYLIECTBISIFOIIAsE  BBO3  (mepeMelleHue)  JIeKapCTBEHHOTO  Ipernapara
JUIs BeTepuHapHoro npuMmeHeHus B Poccuiickyio ®Depepauuto, npeacrasiseT
B YBEJIOMHTEIIBHOM TOpsJKe B (helepaibHBIA OpraH WCITOJIHUTENHLHON BIIACTH,
OCYLIECTBISIONMIMI (YHKIIMU TI0O KOHTpOJO (Hamg3opy) B cdepe obOpaineHus
JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOrO IPUMEHEHHUS:

1) noxymeHT IPOU3BOIUTES JIEKapCTBEHHBIX CPEACTB,
[IOATBEPKIAIOIINN COOTBETCTBHE KadyecTBa JIEKAPCTBEHHOrO IIpenapara Jis
BETEPUHAPHOr0  NpPUMEHEHHs, BBOAMMOrO B TIpaxaaHckuii  obopor,
TpeOOBaHUsAM, YCTAHOBJICHHEIM IPH €0 TOCYJJapCTBEHHOM perucTpalvm;

2) IOATBEPXKACHHE a41a, YIIOJTHOMOYEHHOTO JepxareneM
WU BIAJENbleM  pPEerdCTPAllMOHHOTO  YJOCTOBEPEHHS  JIEKAPCTBEHHOTIO
rpernapara Jid BETEPUHAPHOTO INPUMEHEHHUS, COOTBETCTBUS JIEKAPCTBEHHOTO
mpenapara JJisi BEeTEpUHApPHOr0 MpUMEHEHHs TpeOGOBaHUSM, YCTAHOBIIEHHBIM
IIPH €r0 rOCyJapCTBEHHOM perucTpalui.

3.BBox B TrpaxiaHcKuii 00OpPOT BBO3UMOIO (IiepeMelaeMoro)
B Poccuiickyto @enepaivio JIeKapCTBEHHOTO TpernapaTta AJis BETEpUHAPHOTO

IIPUMCHEHUSA OCYHICCTBIIACTCA IIPpU HaJIWYHH 3aKIYCHHUA O COOTBCTCTBHHU
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IIPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHHUSIM MpaBHII HalJleKallei
IIPOU3BOACTBEHHON NPaKTUKU, BBIJAHHOTO YINOJHOMOYEHHBIM (enepalbHbBIM
OpPraHoM MHCIIOJIHUTEJIBHOM BIacTH I TIPOU3BOJCTBEHHOM  IUIOLIAJKU
JIEKapCTBEHHOI'0 Ipenapara Jisi BETEPHHAPHOIO IIPUMEHEHHs, BBOJUMOTIO
B IPKIAHCKUH 000pOT.

4. Jluno, YIIOJTHOMOYE€HHOE JepxxaresneM WITH BJIaIEIIbIIEM
pEerucTpaioOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOI'O npemnapara
JUIs1 BETEPUHAPHOTO TIPUMEHEHH S, TOJDKHO OBITh aTTECTOBAaHO B YCTAHOBJIEHHOM
YIOJIHOMOUYEHHBIM (eiepabHBIM OpraHOM HCIIOJHHUTEIBHONW BJIACTH TOPSAKE
U UMeTh CcTax paboThl HE MeHee YeM MATh JIET B 0O0JIaCTH NPOM3BOACTBA
U (WIH) KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CpencTB JHMOO B o0iacTu
MOHHUTOpPUHIA 3(PPEeKTUBHOCTH M 0e30IMacHOCTH JIEKapCTBEHHBIX IpenapaToB
JUIs BETEpUHAPHOIO IPHUMEHEHHs, IPOBOANMOrO JiepXaTeleM WU BlialelblieM
pPErucTpaliiOHHOTO yAOCTOBEPEHUS JIEKapCTBEHHOTO npenapara
IUIsl BETEPUHAPHOrO MPUMEHEHUS JINOO YIOJHOMOYEHHBIM MMM IOPUIAYECKUM
JMIOM, Bbiciiee 00pa3oBaHHE COOTBETCTBEHHO IO OJHOHM M3 CleHHaIbHOCTER
¥ (M1M) ONHOMY M3 HAamNpaBJIeHWH NOATOTOBKH: OMoyiorus, OHOTEXHOJIOTHS,
BETEPUHAPUS, BETEPHUHAPHO-CAHUTApHasA IKCHEPTU3A, KIMHUYECKas MEAULMHA,
pagualiMoOHHasi, XuUMUYeckas ¢ Owuonoruyeckas 3ammra, Qapmaims,

Q)YHlIaMeHTa.HI)HaSI MEIULIMHA, XUMHYCCKasA TCXHOJIOIHA, XUMUA.



5. Ilopsimok npencTaBieHUs B COOTBETCTBUU C YacTsAMH 1 U 2 HacToslen
CTaTbA  JOKyMEHTOB W  CBEIEHMA O JIEKapCTBEHHBIX IpenapaTax
IUIsl BETEPUHApPHOIO NPUMEHEHHs, BBOIAUMBIX B TIpPaXTaHCKUHA 000poT,
ycranasnuBaercs [IpaButensctBoM Poccuiickoit denepannu.

6. B oTHOIIEHMM T@EpBHIX JBYX CepHil JIeKapCTBEHHOro mpemnapara
IUIsl BETEPUHAPHOrO IIPUMEHEHHS, BIEpPBbIE INPOW3BEACHHOro B Poccuiickol
@enepauuy MM BIEpPBBIE BBO3UMOro (mepemeimiaemoro) B Poccuiickyro
Denepanuio, B  ¢enepanbHBId  OpraH  MCIOJHUTEIBHOW  BJIACTH,
OCYUIECTBISIIOIIMNA (YHKIMH 1O KOHTposto (Ham3opy) B cepe obOpareHus
JEKApCTBEHHBIX CPEACTB JUIsl  BETEPUHAPHOrO  NPHUMEHEHMs, Hapsaxy
C JOKYMEHTaMH, IIpeyCMOTPEHHBIMHM 4acTsMu 1 ¥ 2 Hacrosimeidl CcTaThby,
[IPEACTABISIOTCS [POTOKOJBl UCHBITAHMI O COOTBETCTBUM JOTHUX CEpHi
JIEKAapCTBEHHOI'0 IIperiapara JUisi BETEPUHAPHOTO INPHMEHEHHS IOKa3aTesisaM
KauecTBa, NPelyCMOTPEHHBIM HOPMAaTUBHBIM JIOKYMEHTOM (Jajiee - IPOTOKOJI
HCIBITAaHUl), IIPOBOIUMEBIX aKKpeIUTOBaHHBIMU B COOTBETCTBHH
C 3aKOHOJaTEIBCTBOM Poccuiickoit Denepanun 00 aKKpeguTauuu
B HallMOHAJIBHOM CHUCTEME aKKpeIUTallMd HCIBITATeNbHBIMU JabopaTopUusMH
(ueHTpamMu).

7. Exxeronno He mo3aHee 1 ¢eBpans NpoM3BOAWTENH JeKapCTBEHHBIX
CpPeACTB WM OpraHU3aliHd, OCYLIECTBISIIOLIME BBO3 (IE€peMelleHue)

JEKapCTBCHHBIX NpenaparoB AJjd BETCPHUHAPHOI'O IIPAMEHCHHUS B POCCHﬁCK}’IO
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denepanuuio, IPeACTABIAIOT B (eAepanbHblii OpraH HCHOJHUTENBHOW BIACTH,
OCYUIECTBIIONMKA (YHKUUKA TIO KOHTpoo (Ham3opy) B cdepe obparieHus
JEKapCTBEHHBIX CPEeACTB [ BETePUHApPHOTO0 IPUMEHEHHs, IPOTOKOI
UCIBITAHUHA TIOCTYNMHBIIETO B TEYeHHE ToHa B TpaXTaHCKUH 000poT
JIEKapCTBEHHOI0 TMpemnapara Uil BETEPUHAPHOTO MPUMEHEHUS KOHKPETHOTO
npousBoauTens (Ha OOHY CEepHI0 Ka)X0ro TOPrOBOrO HAUMEHOBAaHMS C yYETOM
JIeKapCTBEHHOU (GOpPMEI, a JIJIsl JIeKapCTBEHHOTO Mperapara JJisi BeTepUHapHOTO
IIPUMEHEHUs, He SBJISIONIEroCs HWMMYHOOHMOJOTMYECKAM, TaKXe C Y4YeTOM
ZIO3UPOBKH), MIPOBOAMMBIX aKKpeJUTOBAHHBIMH B COOTBETCTBUH
C 3aKOHojAaTensCTBOM  Poccmiickoit  ®@enmeparu 00  akkpeaMTalu
B HAllMOHAJIBHOM CHCTeMe aKKpEIUTAI[MH HCIBITATeIbHBIMHI J1abopaTopusMu
(eHTpamMu).

8. Brox B IpaKJaHCKUH obopot UMMYHOOHOJIOTUYECKOTO
JIEKapCTBEHHOI'O IpenapaTa Jjisl BETepHHapHOr0 NPUMEHEHHs], IPOU3BEIEHHOIO
B Poccuiickoit ®enepanuu unyd BBO3UMOIo (mepemeniaemMoro) B Poccuiickyro
@enepauyio, OCYUIECTBISIETCS Ha OCHOBAaHWM pa3pelleHHs], BBIIAHHOI'O
denepalbHBIM OPTaHOM HUCHOJTHUTEIBHON BIACTH, OCYIIECTBISIOMUM (YHKUNH
no KoHTpoiro (Ham3opy) B cdepe obpamieHusi JeKapCTBEHHBIX CpPEIACTB
JUISl BETEpUHAPHOTO  NpPUMEHEHUS.  YKa3aHHOE  pa3pelleHUe  BbIIAETCs
Ha OCHOBaHMM IIPOTOKOJA MCHBITAHHM, MPOBOJUMBIX aKKpEANTOBAaHHBIMU

B COOTBETCTBUH C 3aKOHOIATeILCTBOM Poccuiickoit ®enepanuu
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00 aKKpeIUTalMyd B HAalMOHAJIIBHOH CHCTeME aKKpeAWTallid OpraHHM3allusMHU,
[OJBEJOMCTBEHHBIMU  (efiepalbHOMY OpraHy HCIOJHHTENbHON  BIACTH,
OCYIIECTBIIAIOIIEMY (YHKIMM TIO BBIpa0OTKE TOCYIapCTBEHHOH TIOJIUTHKH
¥ HOPMAaTUBHO-IIPABOBOMY pEryJIMPOBaHUIO B cdepe arpornpOoMBIILIIEHHOTO
KOMIUIEKCa, BKJIIOYas oOpamieHue JeKapCTBeHHBIX CPEICTB I BETEPHHAPHOTO
NPYMEHEHHs, WY ¢eepalbHOMY  OpraHy  HMCHOJHHTENBHOM  BJIACTH,
OCYILECTBIISIIOIIEMY (DYHKIHH MO KOHTpONO (Ham3opy) B cdepe obOpaiieHus
JEKapCTBeHHBIX CpPEICTB JUISI BETEPUHApHOTO INPUMEHEHHMs, a TaKxke
JOKYMEHTOB W CBEICHHH, MNpPEelyCMOTPEHHBIX YacThlo 1 (I mnpenaparos,
nmpousBefieHHbIX B Poccuiickoii @enepaiivn) Wiy 4acTeio 2 (A7 Mpenaparos,
BBO3HMMBIX (IlepemelniaeMbix) B Poccuiickyio @eneparuio) HacTosIIEeH CTaThy.

9. Cpok BBIIAUM paspellleHus], YKa3aHHOrO B 4acTH 8 HacTOsIlIell cTaThy,
COCTaBlIsIeT NATh pabouux JAHEH CO JHS MpeACTaBlIeHHS IPON3BOIUTENEM
JIEKAapCTBEHHBIX CpEACTB WJIM OpraHu3allfeil, OCYyLIeCTBISIOIIed BBO3
(mepemenieHye) JEKapCTBEHHOTO IperiapaTa [AJs BEeTEPUHAPHOIO MPHUMEHEHMS
B Poccuiickyro ®enepauuto, B delepalbHbI OpraH HCIIOJHHUTEIbHON BIIACTH,
OCYUIECTBIIAIOMNKA (YyHKIIMH 1O KOHTpoo (Ham3opy) B ctepe oOpamieHus
JEKapCTBEHHBIX CPEACTB [UIl BETEPUHAPHOTO IPUMEHEHHUs, IOKYMEHTOB,
IpeLyCMOTPEHHBIX YacThIO 8 HACTOSILEH CTaThy.

10. Pa3penienue, yka3aHHOe B YacTH 8 HAcTOslIed CTaTbU, BbIAAETCH

B OTHOLUEHHH KaXJI0W H3 NEPBBIX [ABYX cepnﬁ I/IMMYHO6I/IOJ]OI‘I/I‘IGCKOI‘O



JEeKapCTBEHHOI'0 Ipenapara Uil BETEpPUHApPHOTO TMPUMEHEHUs, BIEpPBEIE
npousBeneHHoro B Poccuiickoii ®exepauym WM BOEpPBbIE  BBO3HMOIO
(nepementaemoro) B Poccuiickyio @enepanmto. Takoe paspemieHHe BBIIAaeTCS
Ha BECh CPOK OOpalleHuss cepudl HMMYHOOHOJIOTHYECKOTo JIEKapCTBEHHOTO
npenapara [ BETEPHHApPHOIO TIPUMEHEHHs, B OTHOIIEHUH KOTOPOHU
OHO BbIJaHO. B oTHOmEeHMM mnocCieaylomux Ccepuid OJHOIO TOPrOBOTO
HAaUMEHOBaHUS  MMMYHOOHMOJIOTMYECKOTO  JIEKApCTBEHHOro  IIperapara
JUIS BETEPUHApHOI0 NpUMEHEHHUs, npousBeeHHOro B Poccuiickoit @Penepaunu
UM  BBO3uMOro (mepememiaemoro) B Poccuiickyro ®epepaimio, Takoe
paspellleHHe BBIIAETCs CPOKOM Ha TpH roja. Ilopsnok BelAauu pa3pelieHus
Ha BBOJ, B TPaXJaHCKUH OOOpPOT HMMMyHOOMOJIOrHMYECKOro JIeKapCTBEHHOTrO
mpenaparta [Uisi BETEPUHAPHOIO INPUMEHEHHMs, IMOPSAOK BBIAAYH IIPOTOKOJIA
UCIIBITAHUNA, YKa3aHHBIX B YacTH 8 HACTOSAINEH CTaTh¥, a TaK)Ke METOAHKa
OIIpe/IeNICHUs] pa3MepOB IJIATHI 3a BblAa4y YKa3aHHOTO IIPOTOKOJIA MCIBITaAHW
ycraHaBnuBaercs IlpasurensctBoM Poccuiickoit Penepanv.

11. ©UmmyHOOHONMOTHYECKHE JIEKapCTBEHHBIE Ipenaparsl
IUIsl BETEPUHAPHOTO TIPUMEHEHHUs, BBEIEHHblE B TpaXJaHCKuii obopot
B COOTBETCTBMM C 4YacThlO § HACTOsALIENH CTaThd, MOMJIEXaT XPaHEHUIO,
[IepeBO3Ke, OTIYCKY, pealn3aluy, repeaade, IpUMEHEHHIO O HCTEYEHHUS CPOKa

X 'OJHOCTH.



12.3a HempexacTaBieHMe WM HECBOEBPEMEHHOE IpejACTaBieHHe
JIOKYMEHTOB U CBEIEHUH, NpelyCMOTPEeHHbIX YacTaMmu 1 - 3, 6 u 7 Hacrosimei
CTaTb{, TMPOM3BOJIUTENM  JIEKAPCTBEHHBIX CpPEICTB M  OpraHU3alluH,
OCYIIECTBISAIOIIME BBO3  (IepeMellleHHe) JIeKapCTBEHHBIX  TIpernapaToB
JiIs BeTepuHapHoro npuMmeHeHus B Poccuiickyio ®enepanuio, HecyT
OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOZATENbCTBOM Poccuiickoit
Penepanuu.

13. IlpencraBnenue JOKYMEHTOB U CBEJE€HUH, IPeIyCMOTPEHHBIX
gacTsamH 1 - 3, 6 1 7 HacTosIIel CTaThH, U MOJIyICHHE pa3pelleHUs, yKa3aHHOTO
B 4acTd 8 Hacroslled craTbd, He TpeOyHoTCS B OTHOILIEHHH JIEKAPCTBEHHBIX
IpernapaToB Uil BeTEpHHApPHOrO MPUMEHEHHUs, NpeAHa3HaueHHBIX AJIS BHIBO3a
n3 Poccuiickoit ®Depnepaiyi, NpoBeIeHUS AOKIMHUYECKHX HCCIIeJOBaHMIA
JEKApCTBEHHBIX CPEACTB, KIMHUYECKHX HCCIEJOBAHUNA  JIEeKapCTBEHHBIX
IpernaparoB JJisl BETEPUHAPHOrO MPUMEHEHUS WM BBO3a AJiA Lieield, yKa3aHHBIX
B nyHKTe 5 yactu 1 crateu 50 Hactosimero DepepaidbHOTO 3aKOHA, a TAKKe
0o0pa3loB JIeKapCTBEHHBIX IIPErapaToB i BeTepUHAPHOTO IPUMEHEHMUS,
IpeqHa3HaYeHHbIX [JIs1 IPOBEJCHMS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPENCTB
B LIJSIX OCYILUECTBJICHHS TOCYJApCTBEHHON pEruCTpaliil JIEKapCTBEHHBIX
IpenapaToB Jisl BETEPUHAPHOrO MNPUMEHEHWS WJIM BHECEHUS W3MEHEHHH
B PETHCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIM MperapaT IJis BETEPUHAPHOTO

IIPUMEHEHHSL. »;
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3) crarpro 65 NOMONHUTE YacThIO 7 CIEAYIONIEro COIepIKaHu:

«7.B mnopsake, NpeayCMOTPEHHOM 4YacThl0 4 HACTOSIIEH CTaThH,
YIOITHOMOYEHHBIH  defepanbHBIi  OpraH  HUCIOJHUTENBHOH  BIACTH
paccMaTpuBaeT BOIPOC O MNPHUOCTAHOBICHWM peanu3allid W TPUMEHEHHS
JIEKapCTBEHHOrO IIpemapara i BeTEepHMHApHOTO TIPUMEHEHHS B Clydae
BBISBIIEHNUS. B I'PAXIaHCKOM 000pOTE CepuH JIEKApCTBEHHOro Tpemnapara JyIs
BETEpUHAPHOIO IPUMEHEHHUS, JOKYMEHTHI M CBEACHHS O KOTOPOH,
npefycMOTperHble dacTamMu 1 - 3 u 6 cratbu 52° Hactosimero degepanbHOro
3aKOHAa, HE INpeICTaBlIeHBl B  yKa3aHHBIM oprad, 1nubo cepum
UMMYHOOHOJIOTHYECKOTO JIEKQpCTBEHHOr0 Ipenapara ISl BETEPHHAPHOTO
[IPUMECHEHUs, HE HMEIolleld pa3pelleHus, TMPEeayCMOTPEHHOTO YacThio 8
crateu 52° Hacrosmero ®egepansHoro 3akoHa. B YKa3aHHOM Clyd4ae
YIIOJHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIBHOH BJIACTH NPHUHUMAET
pellieHHe O IPHOCTaHOBIECHUM peaju3allii M INpPUMEHEHUs TaKux Ccepuil
IO IPEACTABIICHUs YKa3aHHBIX JOKYMEHTOB U cBelleHui nuMb0 N0 HOoIydyeHUus
YKa3aHHOT'O pa3pelieHMs . ».

Cratbs 2

1. Hacrosmuit ®enepanbHbIi 3aKOH BCTyHaeT B cuiy
c 1 centa6ps 2023 rona.

2. JleiicTre monoxennit sactu 10 cratsu 47 u crathu 52° enepansHOro

3akoHa or 12 ampens 2010 roma Ne 61-®@3 «O6 obpauieHMH JE€KapCTBEHHBIX
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CpPEeACTB» HE paclpoCTpaHseTcs Ha CEepud JIEKAapCTBEHHBIX IIpEernapaToB
IUI BETEPUHAPHOTO TpPUMEHEHHs, BBeJE€HHble B TpaXIaHCKUi 060poT
Ha tepputopun  Poccumiickoii ®enepauuu OO0 [OHA BCTYIUIEHHS B CHIY
Hactosmero PexepanbHOro 3aKoHa.

3. Cepun nexapCTBEHHBIX MpeENapaToB sl BETEpUHAPHOIO IIPHMEHEHUS,
yKa3aHHBIE B 4YacTH 2 HACTOSIUIEH CTaThH, MOJIEKAT XPAHEHMIO, NEPEBO3KE,
OTIYCKYy, pealu3aluu, Iepenade, MNPUMEHEHHIO [0 MCTEYEHHs CpOKa HX

TOJHOCTH.

B.Ilytun

Mocksa, Kpemnb
2 nrons 2021 rona
Ne 317-@3



