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MuHHICTEPCTBO 3APABOOXPAHEHHSA Iml
Poccuiickoit Penepanuu

DOENEPAJIBHASA CJHIIY2KBA 110 HAJI3OPY

B C®EPE 3[IPABOOXPAHEHUA
(POC3IPABHAI30P)
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%/ oy 90 27 MHAKCTERCTR0 DESIBRCCHACKOR QEREPALIH 2025

y Ne
3APETHMCTPHPOBAHO
Peructpaunonusi b & ¥ 477,

or 30" veeoeed 2L
O BHeceHNH H3MeHeHHH B AIMHHUCTPATHBHBIH periiaMeHT PeepanbHoi CyKObI
1o HaA30py B crepe 3APABOOXPaAHEHHUS IO MPEXOCTABJICHHIO rOCY1apCTBEHHOH
yCJIYTH N0 BbIAaue pa3pelieHHs Ha BBOA B rpaxaaHcKkuii o6opot B Poccuiickoit
degepanuu cepHH HJIH NAPTHH HMMYHOOHOJIOrHYECKOI0 JIeKapCTBEHHOI0

npenapara, yTBep:KIeHHbII npukasom PegepajibHoii c1yk0bl 0 HAA30PY B chepe
3apaBooxpaHenns ot 7 uious 2020 r. Ne 5721

B cootBercTBuM ¢ moanyHkToM 1.1 myHkra 1 pazmena X Ilnana meponpustuii 1o
nepexony 10 2021 roga ¢enepanbHbIX OPraHOB UCMONHUTENBHOM BIACTH HA HCIIOIHEHHE
NepBOOYEPEHBIX I'OCYAapPCTBEHHBIX (QYHKIHUH MO BBIIAa4€ Pa3pellCHHH B JICKTPOHHOM
BHAE, YTBEPXIEHHOro pacnopsokeHueM IlpaBurensctBa Poccuiickoit ®enepauuu OT
6 ¢penpans 2020 r. Ne 218-p (Cobpanue 3axoHonaTenscTBa Poccuiickoi ®enepauun, 2020,
Ne 7, ct. 872; 2021, Ne 20, c1.3399), npu K a3 bl Balo:

BHecTr M3MeHEHHS! B AJMHHVCTPaTHBHBINA periameHT DeznepalbHOH CIryKOBI 110
Haj30py B cepe 3ApaBOOXPAaHEHHsS IO NPEAOCTABICHHIO TOCYAApCTBEHHOH YCIyTH IO
BBIJIau€e pa3pelleHns Ha BBOJ B rpakaaHCKui 060pot B Poccuiickoit @enepaniy Cepuu UK
napTU¥ MMMYHOGHOJIOTHYECKOrO JIEKApCTBEHHOrO Mpernapara, YTBEPKAEHHBIH MPHKa3oM
®denepansHoOii cyx065I 10 HAA30pY B chepe 3ApaBooxpaHenus ot 7 mons 2020 r. Ne 5721
(3aperucTpupoBaH MunucTepcTBOM FocTHIMU Poccriickoit ®@enepannu 6 okrsa6ps 2020 r.,
peructpanrioHHbIA Ne 60267), cornacHo NpHIOKEHHIO.
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PyxoBogureis A.B. Camoiinona



IIpunoxenue
K npukasy DeneparbHOR CIyXObI
110 HaA30py B CQepe 31PaBOOXPaHEHHS

or« 77 » O3 20 N YORLE

HN3menenns,

KOTOpbIe BHOCSTCS B AIMHHHCTPATHBHBIH pernament ®eepaibHoi CIyxKO0bI MO
Ha/30pYy B cepe 3ApaBOOXPaHEHH 110 NPEJOCTABJICHHIO FOCY/AaPCTBEHHOMH yC/IyTH
110 BbiAaye pa3pelleHns Ha BBOJ B rpaxiaHcKuii o6opot B Poccuiickoii ®enepauun
CepHH WJIH MAPTHH HMMYHOGHO/JI0rH4€CKOro JJeKapcTBeHHOr0 npenapara,
yTBepKIeHHbIH npukxa3om @enepanabHoii cyx06b1 1o HaA30pYy B chepe
3paBooxpaHenus ot 7 mioias 2020 r. Ne 5721

1. B mynkre 15 mocne cios: «(manee — AMIC Poc3mpaBHai3opa)» IOINONHHUTE
CJIOBaMM: «HITH ITOCPEACTBOM HMCIONB30BaHUs EfquHoro mopranay.

2. B mynkre 28:

a63a1y MepBbIid U3JI0XKHTH B CICAYIOIICH pelaKIHH:

«28. 3asABUTENIO MPH NPEJOCTABICHHH TOCYHApPCTBEHHOH yCIyTH B JJIEKTPOHHOH
dopMe MocpencTBOM HCIONB30BaHUs JH4YHOro kabunera B ALC Poc3apaBHansopa uiH
IOCpeCTBOM  HMCIOJIb30BaHMs EjpuHOro mnoprana, o0ecreYuBaeTcs BBINOJHEHHE
CIIEeIyIOIMUX AeHCTBHH »;

JOTIOIHATH MTOAMYHKTOM 7 CIIEAYIOLIEro COAEpXKaHu:

«7) nonyveHne pe3yabTaTa NpeOCTaBICHHS TOCY AapCTBEHHOH yCIyTH.».

3. B mynkre 52 mocne cnoB: «KAHUC Poc3npaBHangzopa» JONONHHTE CIOBAMH:
«uIH nocpeactsoM Enunoro nopranay.

4. IMoamyHkT 1 myHKTa 56 U37I0XKUTD B CIEAYIOLIEH peAaKLUN:

«1) B moxcucteme «BBog B TIpaXAaHCKHHi 0OOpPOT HMMMYHOOHOJIOTHYECKHX
nekapcTBeHHbIX npenaparoy AVIC Poc3apasHajnzopa uinu Ha ENUHOM nopTane;».

5. B nynkte 57 mocne cinos: «AWC PocsgpaBHan3opay JOMOJHHTE CIOBAMH!
«uH ocpeactsom ExquHoro nopraiay.

6. Moamynkr 1 myHkTa 63 U3M0XKHUTH B CAEAYIOIIEH peaakuuu:

«1) B momcucreme «BBog B IpaXJaHCKHMH 0GOPOT HUMMYHOOHONOTHYECKHX
nexapcTBeHHbIX npenapatoBy AVIC Pocsapasnansopa win Ha EquHOM nopraie;».

7. B nynxre 79 mnocne cioB: «(CoOpaHue 3axoHonaTenbcTBa PoccHiickoH
denepamui, 2012, Ne 48, ct. 6706; 2018, Ne 49, ¢1.7600)» [OMOIHUTE CIOBAMH «, B TOM
qucite uepe3 EnuHbIA mopTaiy.

8. Ilpumoxenwe Ne 1 Kk AIMHHHCTPAaTMBHOMY DETJIaMEHTY WM3JIOXKUTH B
cnenylomei peaaKIuu:




«ITpunoxenne Ne 1 xk AIMUHHCTPaTUBHOMY PETrJIAMEHTY
®enepansHOi CIyKObI T0 HAI30Py B cdepe
3[IpaBOOXPAHEHUS 10 MPEIOCTABICHUIO
roCyJapCTBEHHO#H yCIIyTH IO BeIAaue

paspellieHUs Ha BBOJ B IPOXIAHCKUIL 060poT B
Poccuiickoit @enepanyy CepuHU MM NAPTHH
HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpeIapara,
yTBEPX/IEHHOMY TiprKa3oM ®enepanbHOH CITyKObl 110
Ha30py B cdepe 34paBOOXpPAHEHHUS

ot 7 mions 2020 r. Ne 5721

®opma
3agBnenne
0 BbIJIaue paspelieHds Ha BBOJ B rpaxaaHckuii o6opot B Poccuiickoii @eniepaniuy CepHH WK ITAPTUH
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO IIpenapara

HauMeHnoBaHue IOpHAMYECKOrO JIAIA
AJlpec MecTa HaXx0XX/JICHHs IOPAANYIECKOrO JIIA
WHH
OI'PH
Anpec 371EKTPOHHOMN IOYTHI

NmmyHOOHOMOTHYECKUH IEKapCTBEHHBIN Npenapar:

TOpI‘OBOC HaUMCHOBAHHC
MC)KlIy HapoJAHOC HENMATCHTOBAHHOC HAUMCHOBAHHC (rpynnnpOBOque HJIH XHMHAYCCKOE HaI/IMeHOBa.HI/IC)

®opmMa BEIycKa (C yKA3aHMEM JIEKAPCTBEHHOMN (OPMBI, JO3HPOBKH, (PacOBKH K KONHYECTBA B YIIAKOBKE)

PerucTpanoHHOE YIOCTOBEPEHHUE:
HOMeEp nara

Jlepkareib pericTpalliOHHOTO yIOCTOBEPEHH (HAaMMECHOBAHHE, afipecC)

HauMmeHOBaHue IPOM3BOAUTENS (afpec MPOU3BOIUTEINS C yKa3aHHEM CTalHii IIPOU3BOZICTBA)

Ctpana npou3BOACTBA (C YYETOM CTaJHil IPOU3BOACTBA)

HopmaTtnBHas TOKyMeHTanus (HoMep)
Cepus
O61éM mapTuu
Jara BbIrycKa
Cpox rogHocTH (110)
InoGanbHeli MaeHTHOHKAIHOHHBIA HoMep ToproBoit exuauIs! (GTIN)
HaumeHoBaHue (eiepalbHOTO FOCYJapCTBEHHOTO OI0/DKETHOTO YUPEKACHH S, HAXOIALIECTOCS B BEICHUU
Munncrepcrsa 3apaBooxpanenns Poccuiickoit ®esepanun win Poc3ipaBHaf30pa, BHIIABIIETO
3aKJIIOYEHHE O COOTBETCTBUH
3aksroueHe 0 COOTBETCTBUHU:
HOMeEp aata
K nacTtosiieMy 3asBIeHHIO MPUKpEIseTcs Gaii 3aKIF0UYEHHA O COOTBETCTBHUY.




