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MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUIACKO ®ELEPALIAN
MPNKA3
MOCKBA

30 ntoHs 2020 . Ne 661H

06 yTBepxaeHun Mopsiika BBO3a Ha TeppuTopuio Poccuinckoin ®eagepaumm MeauLnHCKUX N3aennii B Uensx
roCylapCTBEHHON perncTpauum

3apeructpupoBaH MuHtocTom Poccum 28 ceHTsbps 2020 r.
PernctpauuoHHbin Ne 60070

B cooTBeTCTBUM C YacTbto 6 cTaTby 38 PegepansHOro 3akoHa oT 21 Hosbps 2011 r. Ne 323-d3 "0O6 ocHoBax
oXpaHbl 340p0Bbs rpa)kaaH B Poccuinckon ®Pepepaunn” (CobpaHne 3akoHoaaTeNbCTBa PoCCUnCKon
®epepaumm, 2011, Ne 48, cT. 6724) n nognyHKTOM 5.2.186 MonoxeHns o MMHUCTEPCTBE 34PaBOOXPaAHEHUS
Poccuinckon degepaunmn, yTBepXAeHHOr0 NocTaHoBAeHneM Mpasutensctea Poccmnckon ®epgepauymm ot 19
noHsa 2012 r. Ne 608 (CobpaHue 3akoHogaTenscTBa Poccuinckon ®epepaumm, 2012, Ne 26, cT. 3526),
npuKasblBalo:

1. YTBepanTb Npunaraemsin MopsLok BBO3a Ha TeppuTtopuio Poccninckon depgepauum MegnumHCKMNX
n3genni B Lensax rocydapCTBEHHON perncTpaumm.

2. Mpn3HaTb yTpaTMBLLUM Cuy nNpukas MnHuCTepCcTBa 34paBooxpaHerHns Poccunckon ®@epepaunm ot 15
nioHs 2012 r. Ne 7H "06 yTBepxaeHum MNopsgka BBO3a Ha TeppuTopuio Poccuinckon ®enepauun
MeONLUUHCKUX U3gennii B Lenax rocyaapCcTBeHHON pernctpaumm” (3apernctpuposaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaunm 25 niona 2012 r., peructpaumoHHbin Ne 25013).

3. HacTosAwmin npuka3 BCTynaeT B cuiy ¢ 1 aHBapsa 2021 r.

MuHucTp M.A.MypaLuko

YTBEP)X[,EH

nprkasom MnHMCTEpPCTBa 34PaBOOXPaHEHUS
Poccuinckon ®epepauun

oT 30 noHa 2020 r. Ne 661H

Mopspok
BBO3a Ha TeppuToputo Poccuinckonn ®epepaum MeANLNHCKUX U3LENNA B LLeNSX FOCY4apCTBEHHOW
perncrpaumm

1. HacTosawwmi Nopagok onpefenseT npasuia BBO3a Ha Tepputopuio Poccminckon depepauun
MeLVLMHCKMX N34eNni B Lensx rocyaapCTBEHHOM perncTpaLumm, B TOM YC/e B LeNiaxX BHeCeHUS
N3MEHEeHUN B LOKYMEHTbI, coAep)Kalimecs B permcTpaunoHHOM A0Cbe Ha MeaULIMHCKOe u3genue,
TpebyLnx NnposeaeHNs TEXHUYECKUX UCMbITAaHUA, TOKCUKOAOrMYECKMX NCCNef0BaHNIA, KIMHNYECKIMX
NCMbITaHUN, a TaKXXe UCTIbITAHUIN B LeNSX YTBEPXKOEHUSA TUMNa CpeacTB N3MEPEHMI (B OTHOLLEHUN
MeLNLMHCKNX N34, OTHOCALLUXCS K CPeACTBaM N3MepeHnin B chepe rocyLapCTBEHHOI0
perynupoBaHus obecnevyeHns egnHCTBa N3MepPeHNiA) (ganee - BHECEHNE N3MEHEHWIN B PErNCTPaLNOHHbIE
LOKYMEHTBbI).
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2. BB03 Ha TeppuTopuio Poccninckon ®degepaumm MEOULMHCKUX U3 OCYLLIECTBASIETCS Ha OCHOBAHMWM
pa3peLleHns Ha BBO3 MEAULNHCKNX U3aennii (fanee - paspeLleHmne Ha BBO3 MEANLNHCKMX U30eNni),
KoTopoe ogopmaseTca GenepanbHon cyxboi No Haa3opy B chepe 34paBoOXpaHeHNs (panee -
Poc3npaBHag30p) B popme INEKTPOHHOrO AOKYMEHTa, MOANMUCAHHOIrO YCUIEHHON KBaIM(PULIMPOBAHHOWN
3N1EeKTPOHHOW MNOAMUCHIO, N pa3MeLLaeTcs B IMYHOM KabuHeTe 3aaBuTens Ha EauHom nopTane
rocyfapCTBEHHbIX ycnyr (aanee - EMNIY) n B peecTpe BblAaHHbIX Pa3peLleHNn Ha BBO3 MEAULMHCKNX
n3genui n ysegomnaeHunin ob oTkase B Bblgaye pa3peLlleHns Ha BBO3 MeANLNHCKMX U3LeNni B
aBTOMaTU3UPOBAHHON MH(OPMaLNOHHON cucTeme Poc3apaBHaa3opa (ganee - Peectp).

Pa3pelueHne Ha BBO3 MEANLUHCKNX U3OENUIA ONS NporpaMMHOro obecrneyeHuns, aBasoLerocs
MeONLUUHCKMM n3genunem, He TpebyeTcs.

3. B cnyyae BBO3a Ha TeppuTopuio Poccninckon ®egepaumm MEQULMHCKOrO N3enuns, Npon3BognTenem
KOTOPOro SBASETCA OpUANYECKOe L0 UAN NHAUBMAYAbHbLIN NPeanpUHNMaTENb, 3apPerncTPMPOBaHHGIN
Ha TeppuTopun Poccuinckon ®enepaunmn, a MecTo NpPoM3BOLACTBA TAaKOro MeAMLIMHCKOro U3genns
HaxoOUTCA Ha TEPPUTOPUN MHOCTPAHHOIO rocyaapcTBa, TpebyeTcs noayyeHme pa3peLleHns Ha BBO3
MeONLNHCKOro n3genms.

4. BB03 Ha TeppuTopuio Poccuinckon ®epepaumm MeaULUHCKUX U3LeNni B Lensax rocyiapCcTBeHHON
perncTpaumm, B TOM YUCSIE B LIeNAX BHECEHNS M3MEHEHWIN B PErNCTPALMOHHbIE LOKYMEHTI
OCYLLLeCTBAAETCS NpoON3BOANTENEM MEANLMHCKOrO U34eNns Uan YyNoJHOMOYEHHbIM NpeacTaBuTenem
NPon3BOANTENS, SBASIOLMMCS IOPUANYECKMM NNLOM 1160 NHANBMAYAbHLIM NPeanpuHNMaTeneMm,
3apernucTpupoBaHHbIM Ha TeppuTopun Poccnickon degepaunn, ynoaHOMOYEHHbLIM NPOM3BOANTENIEM
MeONLMNHCKOro n3aenmsa NnpeacTaBasTh ero MUHTEPeCkl Mo Bonpocam obpalleHnsa MeguUnHCKOro n3aenus Ha
Tepputopun Poccuinckon ®enepauum, B TOM YMUCSE CBA3aHHbLIX C HUM NPOLEAYP OLLEHKWN COOTBETCTBMIS,
roCyLapCTBEHHON PErncTpauum, n Ha UMs KOTOPOro MoXXeT ObiTb BbIAaHO PErNCTPALMOHHOE
yOOCTOBEPEHME Ha MeAMLIMHCKOe n3aenne (ganee - 3asBUTENb).

5. KonnyecTBo BBO3MMbIX Ha TeppuToputo Poccuinckon ®enepauum o6pa3LioB MeAULIMHCKOrO N3AeNns B
Lensx rocy1apCTBEHHON perncTpaunm, B TOM YAC/E B LLENIIX BHECEHUS N3MEHEHUI B PErMCTPaLNOHHbIE
LOKYMEHTbI ONpefenseTcs 3aaBUTeNIEM C y4EeTOM peKOMeHAaLuni OpraHm3aunii, 0CyLLeCcTBASIOWNX
TeXHUYECKNE UCMbITaHNS, TOKCUKONOrMYeCKNEe NCCNef0BaHNA, KIMHUYECKME UCMbITaHKUS, a TakXe
NCMNbITaHUA B LeNsSx yTBEPXKAEHNA TUMna CPeacTB U3MEPEHMI (B OTHOLWEHU MEANLIMHCKUX N34euni,
OTHOCALWMXCA K CPeACTBaM U3MEPEHUI B Chepe rocy1apCTBEHHOIO PeryimpoBaHus obecneyeHns
€0MNHCTBA N3MEPEHMNIN), B 3aBUCUMOCTW OT Knacca NOTEeHLMaNbHOr0 pUCKa NPUMEHEHNS MeanLMHCKOro
n3gennsa n obbemMa HeobXxoaAMMbIX UCMbITAHUIA (MCCNemoBaHNN).

6. Pa3pelueHne Ha BBO3 MEAUNLIMHCKOrO M3AENUS ABSETCS Pa30oBbiM 1 NPeAoCTaB/IAeT 3ad9BUTEN0 NPaBo
O0OHOKPaTHOro BBO3a Ha TeppuTtoputo Poccninckon degepaunm MeLULNHCKOro N34enuns B Lenax
roCyfapCTBEHHOW perncTpauun, B TOM YMCie B LensX BHECEHNA U3MEHEHUN B PErnCTPaLUOHHbIE
LOKYMeHTbI. Pa3pelueHne Ha BBO3 MEAULMHCKOro U3aenns enCTBUTESIbHO B TEYEHe 0OAHOM0 roda co AHA
ero Bblgayn.

7. B pa3pelueHnn Ha BBO3 MeAMLIMHCKOrO U3AeNns yKa3blBaeTCs:

1) HanMeHoBaHwMe opraHa, NpegocTasnaowero ycayry (PoczgpasHagsop);

2) HaMeHOBaHNe MeAULMHCKOro U3Aenuns C ykasaHnueMm Moaenu (B cnyyae, eCniv UMeeTcs), BapuaHTa
NCNosIHEHUS (B C/lyYae, eCn NMeeTCs), KOMMaeKTauum MeamumnHCKoro n3genns (B cnyyae, ecnm nmeeTcs),
NPUHaAJIEXXHOCTEN (B C/iy4ae, eCim UMEKTCS), KOJIMYEeCTBa, 3aBOACKOro HoMepa 1 (Man) HoMepa Cepun Unm
HOMepa MapTuK, AaTbl NPON3BOACTBA (M3rOTOBAEHNSA) MEAULIMHCKOIO N3AENNS, CPOKA €ro rogHoOCTM
(akcnnyaTaunn);

3) cBefeHNs 0 AaTe N HOMEepPE PermcTpPaLMoOHHOro ya0CTOBEPEHNS (B CayYae NoslyvYeHUs pa3peLleHmns Ha
BBO3 MeAULMHCKOro U3gennsa B Lensx BHECEHNS U3MEHEHMNIN B pErncTpauUnoHHbIe LOKYMEHTbI Ha paHee
3apernucTpupoBaHHoe MeaNLNHCKoe n3genme);

4) HavMeHoBaHNe NPOM3BOANTENS MEANLNHCKOrO N34e/nsa N afpec MecTa ero HaxoXaeHus, agpec mecTa
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NPOM3BOACTBA (M3roTOBAEHNSA) MEANLIMHCKOrO U3AeNNs;

5) cBeneHus o 3asBuUTene:

a) NosiHoe u (B cly4ae, ec/im UMEeeTCs) COKpaLleHHOe HaMeHoBaHme, UpMeHHoe HauMeHoBaHuKe (B
c/lyqae, ecim UMeeTCs), OpraHn3aunoHHO-NpaBoBas popma puaNYecKkoro nnua, agpec MecTa ero
HaX0XAEeHNS, NAEHTUPNKALNOHHBIA HOMEpP HanoronaaTesbLMKa, OCHOBHOW roCy4apCTBEHHbIN
perncTpaumoHHbIN HOMEP 3annucu 0 CO34aHNM IPUANYECKOro N1ua;

6) hamunns, ums n (B cnyyae, ecam NMeeTCs) 0TYECTBO MHAUBMAYANbHOrO NpeanpuHUMaTEeNs, agpec ero
MeCTa XWUTeNbCTBa, AaHHble AOKYMEHTA, YAOCTOBEPSAIOLLEr0 €ro JIMYHOCTb, UAEHTU(MUKALMOHHLIN HOMEp
HasoronaaTesnbLMKa, OCHOBHOW rocy4apCTBEHHbIN PErMCTPaLMOHHLIA HOMEP 3anncu 0 FoCyaapCTBEHHON
perncTpaumm UHAMBUAYaNLHOIO NpeanpuHUMaTens;

6) naTa 1 HoMep pa3pelleHns Ha BBO3;

7) CPOK LENCTBUS pa3peLleHmns Ha BBO3 MeAMLIMHCKOro U3genns.

8. lns nonyyeHnsa paspeLlleHna Ha BBO3 MeAULNHCKOro N34enuns 3asasuTesb NpeacTaBaseT 3asasneHne B
hopMe 3NEKTPOHHOr0 OKYMEHTA, MOANMUCAHHOI0 YCUAEHHON KBaNN(ULINPOBAHHOW 31EKTPOHHON
NOAMNNCHI0, B KOTOPOM YKa3blBalOTCA:

1) HanMeHoBaHMe MeaNLIMHCKOro U3eNNs C YKasaHMeM MoLenu (B ciyvyae, eciv UMeeTCs), BapuaHTa
NCNoJIHEHUS (B C/lyYae, eCn NMeeTCs), KOMNaeKTauum MeamumMHCKOro u3genns (B cnyyae, ecnm nmeeTcs),
NPUHaAJIE)XXHOCTEN (B C/lyYae, eCim UMETCA), KOIMYEeCTBa, 3aBOACKOro HOMepa, HoOMepa Cepumn Uan
HOMepa MapTuK, AaTbl NPON3BOACTBA (M3rOTOBMEHNSA) MEAULIMHCKOIO N3LENNS, CPOKA €ro rogHOCTM
(akcnnyaTauun);

2) cBeeHNs 0 AaTe N HOMepPE PermcTpPaLMoHHOro ya0CTOBEPEHNS (B CayYae NoJyvYeHUs pa3peLleHmns Ha
BBO3 MEAULMHCKOro U3gennsa B Lensx BHECEHNS U3MEHEHNIN B pErnCcTPaLUnOHHbIe LOKYMEHTbI Ha paHee
3apernucTpupoBaHHoe MeaNLUNHCKoe n3genuve);

3) Ha3Ha4YeHne MeanLMHCKOro n3aenns, yCTaHOBJEHHOE NPON3BOANTENEM;

4) cBejeHNsa 0 3asBUTENE:

a) NoJIHoe U (B c/lyYyae, eCc/im UMEETCS) COKpaLLeHHOe HaMeHOoBaHNe, PUPMeHHOE HauMeHoBaHMeE (B
cnyyae, eciv UMeeTCs), OpraHn3aLnoHHO-NpaBoBas GopMa PMANYECKOro anLa, agpec MecTa ero
HaX0XXAEHUS, NAEHTUPNKALMOHHBIA HOMEP HanoronaaTesbLiMKa, OCHOBHOW roCy1apCTBEHHbIN
perncTpaumnoHHbIN HOMEP 3annucy 0 CO34aHMM IPUANYECKOro nLa, HoOMep TenedoHa 1 agpec
3JIEKTPOHHOW MOYTHI (B C/y4ae, ecim umeeTcs);

6) hamunua, ums n (B cnyyae, ecim UMeeTCs) 0TYECTBO MHAMBUAYAJIbLHOrO NpeanpuHMMaTens, agpec ero
MeCTa XWUTeNbCTBa, AaHHble JOKYMEHTA, YAOCTOBEPSAIOLLEr0 €ro JIMYHOCTb, UAEHTU(MUKALMOHHLIN HOMEpP
HasoronaaTesbLMKa, OCHOBHOW rocy4apCTBEHHbIN PErMCTPaLMOHHbLIA HOMEP 3anncu 0 FoCyaapCTBEHHON
perncTpaumm MHAMBUAYaNbHOIrO NpeanpuHUMaTens, Homep TenedoHa U agpec 3IEKTPOHHON NoYThI (B
cnyyvae, ecnnm nmeeTcs);

5) HaumeHOoBaHMe NPOM3BOANTENA MEANLNHCKOrO N34enuns n agpec MecTa ero HaxoXXaeHus, agpec mecTa
NPOM3BOACTBA (M3roTOBNEHNSA) MEANLIMHCKOrO U3AEeNNs;

6) ceeneHns 06 opraHu3aUnsx, B KOTOPbLIX MJAHUPYETCA NPOBEAEHNE TEXHUYECKNX UCMbITAHWUNA,
TOKCUKONOrMYECKUX NCCeA0BAHNN, KINHUYECKNX UCMbITAaHNI, @ TaKXXe UCMbITaHUN B LIENSAX YTBEPXKAEHNS
TUNa cpeacTB M3MEPEHUN (B OTHOLLEHUN MEANLIMHCKUX U3LENA, OTHOCSALWMXCA K CPeacTBaM U3MEpPEHU B
chepe rocynapCcTBEHHOrO peryanpoBaHmsa obecneyeHns eanHCTBA U3MEPEHUI), C YKa3aHWEM AaThbl 1
HOMepa [0roBoOpa Ha NPOBEAEHNE UCMbITaHWI (MCCeaoBaHNn);

7) naTa U HOMep CBMAETeNbCTBa 06 akkpeanTauun, BblaaHHoOro ®enepanscHon ciyxbo No akkpeanTauunm,
AN OpraHn3aumm, B KOTOPbIX NAaHNPYeTCs NpoBeAeHne TEXHNYECKMX NCAbITaHWUA, TOKCUKONOrMYeCKMX
nccnenoBaHnia, a TakXXe NCMNbITaHWA B LLeNISX yTBEPXKAEHNS TUNa CPeacTB M3MEPEHUN (B OTHOLLEHUN
MeONLUNHCKUX U3LEeNNA, OTHOCSALLMXCS K CPeACTBaM N3MepeHni B chepe rocyaapCTBEHHOO
perynupoBaHus obecrnevyeHuns eauHCTBA N3IMEPEHNIA);

8) HoMep 3anucK B nepeyHe MegnLMHCKUX OpPraHM3aLnin, NPoBOAALLNX KIMHUYECKUE NCMbITaHNS
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MeONLUNHCKUX U34ennii, BeeHne KOTOPOoro ocyLlecTBnaeTca Poc3apaBHag30poM, Ans opraHm3auun, B
KOTOPbIX MJIAHNPYETCA NPOBEAEHNE KITMHUYECKNX UCMbITAaHNI MEAULMHCKOrO N3OeNns.

9. K 3aaB/ieHMt0 NpuiararTCs:

1) Konnn [OroBOPOB Ha MPOBeAEHNE HEOOXOANMBIX UCMbITAHUIA (MCCNef0BaHNI) C yKa3aHUEM COrnacHo
3a5BJIEHUI0 HAaMMEHOBaHWA MeAULNHCKOro U3henns, HaMMeHoBaHWA 1 afipeca MecTa HaxoXxaeHus
NPOM3BOANTENA MEeANLUHCKOro n3genuns, Moaenen MeanumnHCKoro nsgenvs (B cnyyae, eciiv umenTcs),
BapWaHTOB NCMOJIHEHNS MEeAULIMHCKOro N3aenns (B cayvyae, eciv MMeKTCs), KOMMJeKTauMm MeauumHCKoro
n3genusa (B cayyvae, ecam UMeeTcs), MPUHaANEXHOCTeN (B Clyyae, ecim MMEKTCS) U KOJInYecTBa
MeONLUHCKUX n3gennii, HeobxoanMoro Aas NpoBeAeHNs UCMbITaHWIA (MCCNenoBaHWR);

2) Konns OOKYMeHTa, MOATBEPXXAAIOLEr0 MNOJHOMOYMSA YNOJHOMOYEHHOr0 NpeacTaBUTENs MPON3BOAUTENS,
32 NCKIOYEHNEM IOPUANYECKUX NUL, WA MHANBUAYANbHBIX NpeanpuHMMaTenen, 3aperncTpMpoBaHHbIX Ha
Tepputopun Poccuinckon ®enepauumn n SBASIOLLMXCA MPON3BOAUTENSAMMN MEQULMHCKOrO N3LeNns, MecTo
NPOM3BOACTBa KOTOPOro HaXOANTCA Ha TEPPUTOPUM MHOCTPAHHOIO rocyAapCTBa.

B cnyyae ecqi LOKYMEHTbI COCTaBJIeHbl HA MHOCTPAHHOM 5i3blKe, OHU NPeLCTaBAATCA C 3aBEPEHHbLIM B
YyCTaHOB/IEHHOM MOPAAKE NEepPeBOAOM Ha PYCCKUIA A3bIK.

10. Mpwn HeobxoAMMOCTY BBO3a Ha TeppuTopunto Poccuinckon degepauum SOMNONHNTENLHOMO KOJIMYECTBa
obpa3LoB AN NPOBEAEHNS UCAbITAHNIA (MCCNefoBaHNIA) MEAMLIMHCKOrO U3LeNns, Ha KOTOPoe paHee yxe
BblAAHO pa3peLleHne Ha BBO3 MeQULMHCKOro N3genna n gencTerne KOTOPOro He NCTEKNO, 3aaBUTeNeM
NMOBTOPHO NPenoCTaBAATCA LOKYMEHTbIl, YKa3aHHble B MyHKTax 8 n 9 HacToswero MNopsagka.

11. B cpok, He npeBbiWaloWwmn NaTn pabounx gHen Co AHA NPUHATMA 3adBAEHNS U [OKYMEHTOB, YKa3aHHbIX
B NYHKTe 9 HacTosawero Mopsaaka, Poc3apaBHaa3op npeacTaBniseT 3aaBUTeN0 pa3peLleHre Ha BBO3
MeLMLMHCKOro u3genus nnm ysegomneHme ob oTkase B Bbljaye paspeLleHuns Ha BBO3 MeQULNHCKOro
n3genns C ykasaHumem nNpuynH oTkasa.

12. PaspeLueHne Ha BBO3 MEAULMHCKOrO n3fenns unn ysegomaeHune ob otkase B Bbigaye paspeLleHus Ha
BBO3 MEAMLMHCKOr0 N34enns BHOCUTCS B PeecTp B TeyeHUe AByX pabounx AHeN Co OHA NPUHATUS
Poc3aopaBHaa30pOM COOTBETCTBYIOLLENO PELLUEHMNS, Pa3MeLLaeTCs B IMYHOM KabuHeTe 3aaBuTens Ha EMIY, a
TaKxe pa3mellaeTcs Ha oumumnanbHOM canTe PocsapaBHaa3opa ¢ cobnofeHnemM orpaHUYeHun,
YCTaHOBJ/IEHHbIX 3aKOHOAATEeNbCTBOM O KOMMEPYeCKON U MHOWN OXPaHSEMOl 3aKOHOM TalHe.

Ha ocHoBaHWK 3asBAeHNS 3a9BMTENI0 B CPOK, HE MpeBbIWaoWnn Nt paboynx gHen co AHS NOCTYNAEeHUS
3a8BneHNs, MOXeT ObITb NMpefoCTaBeHa BbINUCKa 13 PeecTpa.

13. OcHoBaHueM 415 0TKa3a B Bblgaye pa3pelleHns Ha BBO3 MeAULNHCKOro U3Lenus aBaseTcs:

1) HenpeacTaBAeHME UM HEMOJIHOE NPeACTaB/EHNE, a Tak)Xe NpeAcTaB/ieHNe HELOCTOBEPHbLIX CBEAEHUN,
yKa3aHHbIX B NyHKTax 8 n 9 HacTosLero lNopsaaka;

2) orpaHnyeHune Ha nmnopT B Poccuinckyto ®efepaLinio BBO3MMOr0 MeANLIMHCKOrO U34eNns COrlacHO
MeXxZAyHapogHoMy gorosopy 1 nav peweHnto Mpasutensctea Poccuinckon ®epepaumnm 2 ;

3) Hannyme y PoczapaBHaa3opa nHhopMaLmm, Noay4YeHHON No pesybTaTaM MOHUTOPMHra 6e3onacHoOCTK
MeLMLMHCKOro u3aenms 3, 0 BbiiBAeHMN Nob6OYHbIX AEACTBUN, HE YKa3aHHbIX B MHCTPYKLUN MO
NPUMEHEHUNIO NI PYKOBOACTBE MO 3KCMJlyaTaunn MeANLUNHCKOr0 N3AENNS, O HEXXeNlaTellbHbIX peakLnax
npv NPUMEHEeHNN MeauLMHCKOro n3aenns, 06 0CobeHHOCTAX B3anMOLENCTBUSA MEANLIMHCKUX N34enuni
Mexnay cobon, o hakTax 1 06 06CTOATENLCTBAX, CO3AAOLLMX YIPO3Y XKN3HM U 3L0POBbLI0 FpaXkaaH u
MeONLUNHCKNX PabOTHUKOB MPK NPUMEHEHNIN U SKCMTyaTauny MeAULUNHCKX U34eann (Npyu oTCyTCTBUK
pa3bsACHEHU Npon3BoAMTeNS (YNOJHOMOYEHHOrO NpeacTaBnTeNa NPOM3BOANTENA) O MepaXx,
npeanpuHMMaeMbIX 4S8 NpeAoTBpPaLLEHNS NPUYNHEHUS BPpea XN3HM U 300P0BbI0 FpaXaaH);

1 EAVHBIN NepeyeHb TOBAPOB, K KOTOPLIM MPUMEHSAIOTCA 3anpeThl UK OrPaHNYeHns Ha BBO3 WU BbIBO3
rocyfapcTBamu - Y4ieHaMm TaMOoXXeHHOro Col3a B paMkax EBpasninckoro skoHoMm4yeckoro coobuiectsa B
TOproeJie C TPETbUMU CTPaHaMK, YTBEPXKAEHHbIN PeweHnem Konnernm EBpa3nnckom 3KOHOMMNYECKON
KoMuccmm ot 16 aBrycta 2012 r. Ne 134 (OcunmansHbin calT EBPa3MNnCKON 3KOHOMUYECKON KOMUCCUM

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.4m35



http://www.tsouz.ru/, 17 aBrycta 2012 r.; OduumanbHbin CanT EBPa3ninckoro 3KOHOMUYECKOro Cot3a
http://www.eaeunion.org/, 14 nekabpsa 2018 r.).

2 CtaTbu 21 n 22 ®epepanbHOro 3akoHa oT 8 aekabps 2003 r. Ne 164-03 "0O6 ocHoBax rocyaapCTBEHHOrO
perynnpoBaHusi BHeWHeToproeon aestenbHocTn" (CobpaHue 3akoHoAaTeNbCTBa Poccuinckon denepauun,
2003, Ne 50, cT. 4850; 2011, Ne 50, cT. 7351).

3 CtaTbsl 96 ®epnepanbHOro 3akoHa oT 21 Hosbps 2011 r. Ne 323-d3 "0O6 ocHOBax 0XpaHbl 3[10pOBbS
rpaxkaaH B Poccuinckon ®epepaumnmn' (CobpaHue 3akoHogaTenscTBa Poccniickon ®enepauun, 2011, Ne 48,
CT. 6724).

4) 3aaBneHne, ohopMIeHHOE C HapylleHneM TpeboBaHMIN NyHKTa 8 HacTosLwero Mopsiaka;

5) BbIiBNEHME HECOOTBETCTBUS UH(OPMaLUK, NpeacTaBNeHHON 3asaBUTENEeM B COOTBETCTBMM C MyHKTaMn 8
n 9 HacTosuero MNopsiaka, ¢ HhopMaLmen, NoayvYeHHon PocaapaBHaA30poOM B paMKax
Me)XBeJOMCTBEHHOr 0 B3aUMOAeNCTBUS;

6) NpeaocTaB/eHNe 3a58BeHMA 1 JOKYMEHTOB Ha BBO3 NMPOAYKL MM, HE ABASIOLWENCS MeANLIMHCKUM
n3penuem.

14. PaspelueHne Ha BBO3 MEAMLIMHCKOrO U3Aenus MoXXeT OblTb aHHYIMPOBAHO Ha OCHOBAHWUMW 3asBieHMUS
3aaBuTENS 06 aHHYIMPOBAHNY pa3peLleHns Ha BBO3 MEAULIMHCKOro N3aenuns.

15. Poc3npaBHaA30p BeeT yHeT BblAaHHbIX pa3peLlleHnid 1 yBeaomaeHunii 06 oTkase B Bbigaye pa3peLleHus
Ha BBO3 MEANLMNHCKNX N34enunn.

16. VHdopMaLma 0 BbiAaHHbIX pa3peLlleHmnsax Ha BBO3 MEANLMHCKMX U3AENNA UK YBeLOMEHU 06 0TKa3e
B Bblla4ye pa3peLlleHns Ha BBO3 MeAULIMHCKNUX N3Lenni ¢ cobnoeHneM orpaHnyeHnin, yCTaHOBIEHHbIX
3aKOHO4aTeNIbCTBOM O KOMMEPYECKOWN N MHOWN OXPaHSEMON 3aKOHOM TaliHe, pa3MellaeTcs B PeecTpe Ha
ohmumanbHOM canTe Poc3apaBHaA30pa B MHGOOPMALMOHHO-TENEKOMMYHNKALWOHHON ceTh "UHTepHeT",
KOTOPLIN COAEPXUT Caelylolne peKBn3nNTbl U CBEAEHUS:

1) HanMeHoBaHMe opraHa, oKasbiBatoLero ycnyry (PocsgpasHansop);

2) NONHOE N COKpaLLeHHoe (B cnyyae, eci MMeeTCs) HanMEHOBAHNUS, B TOM Yncse pupMmeHHoe
HaMMeHOBaHMe (ec/in MEEeTCS), OpraHM3aLMOHHO-NPaBoBas opMa PULNYECKOro nnLa, agpec MecTa ero
HaX0XAEHUS AN MeCcTa XUTeNbCTBa (419 MHAUBMAYANbHOrO NpeanpuHuUMaTens);

3) NAEHTUPUKALNOHHBIA HOMEP HanoronnaTeNbLNKa;

4) OCHOBHOW FOCYyapCTBEHHbIV PEruCTPALMOHHBIA HOMEP 3anncy 0 CO34aHNUN IOPUANYECKOro AnLa nan
WHAMBUAYANbHOMO NpeanpuHnuMaTens;

5) HauMeHoBaHMe MeANLUHCKOro U34enuns C ykasaHuem mogenu (B ciyyae, ecav nMeeTcs), BapuaHTa
NCNONHEeHUS (B C/lyYae, ecyin UMeeTCs);

6) HauMeHoBaHMe 1 afpec MecTa Hax0XXAeHNA NPOM3BOANTENS (M3roTOBUTENSA) MEAULUHCKOIO U34eNuns;
7) appec MecCTa NpouN3BOACTBA (M3roTOBAEHNS) MEAULVNHCKOrO N3Lenuns;

8) KoMnekTauma MeauLUNHCKOro n3aenns (B Ciyvyae, ecam umeeTcs);

9) NpUHagNEeXHOCTN (B CyYae, ecn NMetoTCs);

10) KonM4ecTBO BBO3MMbIX 06pa3LIOB;

11) 3aBoAcKoW HOMEP 1 (Mn) HOMepa Cepun MM HOMepa NapTuK BBO3UMbIX 06pa3LoB;

12) paTa Npon3BOACTBa (M3roTOBAEHNS) MEAULMHCKOrO U3L4eNns;

13) cpok rogHocTu (3KCnayaTauum) MeguUNHCKOro n3nenms;

14) cBefieHNs 0 faTe 1 HOMEpPe PErncTpPaLMoOHHOro YA0CTOBEPEHUS, B KOTOpoe ByayT BHOCUTbLCS
n3MeHeHuns (B Ciydae nosy4yeHuns paspeLleHnsa Ha BBO3 MEAULNHCKOrO M34enns B LieNiaX BHECEHUS
N3MEHEHWUN B PerncTpaLMoHHbIE AOKYMEHTHI), C yKa3aHWeM HauMEeHOBaHUSA MeANLNHCKOro N3aenns u
HaMMeHOBaHWA NPON3BOANTENS MEAULIMHCKOrO U3Aenns;

15) naTa n HOMep BbIAAHHOIO Pa3peLleHns Ha BBO3 MM yBeAOMNeHNs 06 0TKa3e B BblAaye pa3peLleHmns ¢
yKa3aHVeM NpuYuH 0TKa3a B BblJaye pa3speLleHuns;

16) CpPOK gencTBMA pa3peLlleHns Ha BBO3 MEAULUHCKOro U3genms.

17. NMnaTa 3a BblAaYy pa3peLleHns Ha BBO3 MeANLNHCKUX U3LENNIA HE B3UMAeTCS.

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.5u35



