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O6 yrBepxnennu IHHopuaka BBO3a Aa TepputopHIo Poceniickoii Penepanun
MeAHIMHCKUX H3eJTHH B IeJAX rocyJapcTBEHHOH PerucTpalHH

B coorBerctBUM ¢ 4yacTeio 6 cratem 38 @DemepalpHOrO  3aKOHA
or 21 wHosi6ps 2011r. Ne323-®3 «OO6 ocHOBax OXpaHBl 370pPOBbi IpaxKIaH
B Poccuiickoii ®eneparun» u noamyHktoM 5.2.186 mnyHkra S5 IlomoxeHus
0 MunucreperBe 3apaBooxpaHeHuss Poccuiickoit Denepanyy, yTBEPKICHHOIO
noctaHosieHueM [IpaBurenscrsa Poccuiickoit @enepanuu ot 19 mons 2012 r. Ne 608,
NpUKa3blBalo:

1. VYrteepmuth mnpumaraemeiii Ilopsmox BBo3a Ha Tepputopuro Poccuiickon
denepanyy MeIUIUHCKUX U3JIENUN B LEISIX TOCYAapCTBEHHOM pEruCTpalliy.

2. Ilpu3HaTh yTpaTHBIIUM CHIy @OpHKa3 MUHHCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit ®eneparin ot 30 moHs 2020 r. No 6611 «O6 yrBepxaenun Ilopsnka
BBO3a Ha Ttepputopuio Poccuiickoil Penepanyvy MEIUIUHCKUX H3JENHH B LENAX
rOCYyJIapCTBEHHOW pEerucTpalum»  (3aperucTpupoBaH MHUHMCTEPCTBOM  IOCTHIIMU
Poccuiickoit @eneparun 28 centssops 2020 r., peructpanronHsiil Ne 60070).

3. Hacrosumii mpuka3 Bcrymaer B cuily ¢ 1 ceHTI6ps 2023 roma u AeWCTBYeT
1o 1 centsidps 2029 rona.

Munuctp M.A. Mypauixo



YTBEPX/IEH
npukKazoM MUHKCTEPCTBA 3paBOOXpaHEHHs
Poccuiickoit @enepanuu

OT « ﬂpgp W 2023 r. Ne Mz//

Ilopsinok BBo3a Ha TeppuTopuio Poccuiickoil Megepaunu
METHUHHCKHX H3/1eJIHi B LieJsIX rocyAapcTBeHHOH perncTpanny

1. Hacrosuit  Ilopsnok omnpenenseTr mnpaBWwia BBO3a Ha TEPPUTOPHIO
Poccuiickoii ®emepanMd MeIUIUHCKMX M3JEIMA B LEIIX TOCYJapCTBEHHOU
perucTpalii, B TOM 4YHCJI€ B LeJsIX BHECEHHs U3MEHEHHH B JIOKYMEHTHI,
COZIEpallMecs B PErHCTPALMOHHOM JOChe Ha MEIHMIMHCKOE H3JleNue, TpeOyroIuX
IPOBEEHUs  TEXHUYECKMX  HUCTILITAHMH, TOKCHKOJNOTHYECKHX  HCCIENOBaHHUI,
KIIMHAYECKMX HCIBITAHHMA, & TaKXXe HCHBITAHUNA B LEJSAX YTBEPXKACHHS THIIA CPEICTB
u3MepeHHii (B OTHOLICHMHM MEIMLMHCKMX H3/e/Ui, OTHOCAIIUXCA K CpeIcTBaM
u3MepeHnit B cdepe TOCyIapCTBEHHOTO peryJupoBaHHs obOeclicueHHMs €IUHCTBa
H3MepeHuii) (1anee — BHeCEHHE H3MEHEHH B perUCTPallMOHHBIE TOKYMEHTHI).

2. BBo3 Ha Tepputopuio Poccuiickoii Denepanuu MEIULIMHCKUX H3IEIHI
B LIeJIAX I'OCYIapCTBEHHON pPEerucTpalyy, B TOM YHCJE B LIENAX BHECEHUS M3MEHEHHH
B PErHCTPAIlHOHHBIE JOKYMEHTHI, OCYILECTBISETCS NPOU3BOAUTENEM (M3TOTOBUTENIEM)
MEJULMHCKOr0 H3A€Nds, YINOJIHOMOYEHHBIM MpPENCTaBUTENIEM  IPOU3BOJUTENS
(M3roTOBUTENA) WM JIUIOM, OCYLIECTBISIOIIMM BBO3 MEAMLIMHCKOrO H3IENus
B Poccmiickyto @egepaiuio B LeIIX €ro TIoCyAapCTBEHHOM — pErHCTpalMy
(manee — 3asBUTEND).

3. KonnuecTBo BBO3HMBIX Ha TeppHTOpHIo Poccuiickoii Menepauun 06pa3nos
MEIUIMHCKOr0 HU3JIeNs B HENIX TOCYyIapCTBEHHON PErCTpalyiy, B TOM YHUCIIE B LIEIAX
BHECEHHMS HM3MEHEHHH B perucTpalldOHHBbIE JOKYMEHTBI, OIpENeNdeTCs 3asiBHTEIIEM
C YYETOM pEeKOMEHJAIil opraHu3alui, OCYUIECTBISIOUIMX TEXHUYECKHE HCIBITAHMS,
TOKCHKOJIOTHYECKHE MCCIIEIOBaHUA, KIMHUYECKUE HCIBITAHUA, & TaK)K€ HCIBITaHUA
B IENAX YTBEPXKAEHHS THUNA CPEICTB HM3MEPEeHHHl (B OTHOINEHHWH MEJMLMHCKHX
M3eNuil, OTHOCAIIMXCA K CpeJCTBAM H3MepeHuii B cdepe rocyqapCTBEHHOTO
peryiaupoBaHusi oOecriedyeHHUs €IMHCTBA H3MEpPEHHM), B 3aBHCHMOCTH OT Kiacca
NOTEHIMAIBHOTO PUCKA NPUMEHEHHS MEUIMHCKOTO H3/Ieus U 00beMa HeoOXOAUMBIX
UCIBITaHUH (MCCIIeIOBaHUM ).

4. Jlo ocymiecTBiieHUs BBO3a MEJULMHCKOIO U3JIENUs 3asABUTEIb HAIPABIIAET
B ®epmepanpHylo ciyx0y 1o  Hag3opy B cdepe  3ApaBOOXpaHEHHS
(manee — PocsmpaBHan30p) ¢ MCHONB30BaHHWEM JIMYHOTO KabuHeTa B (elepanbHoM
rocyJIapCcTBEHHOM HH(MOPMANMOHHOW cucTeMe «EIMHBIA mHOpTan rocylapCTBEHHBIX
¥ MyHULUNANLHBIX yoyr (pynkumit)» (nanee — nuunblii kabunet Ha EINTY) B dopme
3]EKTPOHHOIO  JOKYMEHTa, MOJIMCAHHOTO  YCHJIEHHOM  KBalH(DUIMPOBaHHOH




3JI€KTPOHHON TMOMIMCHI0 WM YCWICHHOH HEKBAIU(DULKPOBAHHOW JJIEKTPOHHOM

TIOMHICHIO 3asBUTENs, cepTU(HUKAT KIH0Ya MPOBEPKU KOTOPOi CO3JaH M HCHONB3YeTCs
B UHPaCcTPYKTypE, obecnevnBaroIen UHPOPMALMOHHO-TEXHOIOTHYECKOE
B3aUMOJIEHCTBHE HH(POPMAMOHHBIX CHCTEM, HCHONB3YEMBIX JUIS MpPEIOCTaBICHUS
rOCYIapCTBEHHBIX M MYHHLHMIAIBHBIX YCIYyT B 3JI€KTPOHHOH (hopMe, yBeIOMIICHHE
0 HaAMEPEHMH OCYLIECTBUTh BBO3 MENLIMHCKOTO U3/IENIHUs, B KOTOPOM yKa3bIBaIOTCH:

1) HaMMeHOBaHWe MeIHMIMHCKOIO W3JeNMs C yKa3aHHEM MOJENHM (B Clydae,
eciiM HMMeEeTcs), BapuaHTa HCIONHEHHs (B CIydae, €ClIH MMeeTcs), KOMIUIEKTAalluH
MeIULIMHCKOro u3ienns (B ciaydae, eClid UMeeTCsl), IPUHAIEXHOCTEH! (B Cllydae, eCliy
HUMEIOTCH), KOJIUYECTBa, 3aBOACKOTO HOMEpa, HOMEpa CepUM WIM HOMeEpa MNapTHH
(B ciywae, eciu HMeeTcs), OaThl IIPOU3BOJCTBA (U3TOTOBIECHHS) MEIULUHCKOTO
H3JIeJIMs, CPOKA ero roJHOCTH (IKCIUTyaTalun) (B CiIydae, eclld UMeeTcs);

2)  cBelleHUs O JaTe M HOMepe PerdCTPALMOHHOrO yIOCTOBEPEHHS (B Cllyyae
IOAAYH YBEIOMJIEHHS Ha BBO3 METUIMHCKOTO M3/ENNS B LENAX BHECEHUS M3MEHEHHH
B PpETrHCTpallHOHHBIE JOKYMEHTHl Ha paHee 3aperdCTPUPOBAHHOE METULIMHCKOE
u3Jene ),

3) Ha3sHaYeHHE MEJULMHCKOTO W3JIENs, YCTAHOBJIECHHOE IIPOM3BOAUTEIIEM
(M3roTOBHUTENIEM);

4)  cBeneHUs O 3asBHUTEJIE:

a) 1mojgHoe W (B CNy4ae, €Cld HMeeTCs) COKpallleHHOE HaMMEHOBaHME,
GupMeHHOe HaWMeHoBaHUe (B Cllyuae, €CIId HMEETCs), OpraHW3alMOHHO-TIPaBOBasd
GopmMa IOpHIMYECKOrO JIHL@, aJpec MeCTa ero HaXOXACHHUs, HICHTH(QHUKAHOHHBIA
HOMEP HAJIOTOILIATENBINNKA, OCHOBHOW TOCYAapCTBEHHBIH PErMCTPALlHOHHBI HOMED
3aIMCH O CO3IAHHU IOPHAMYECKOro IiMIa, HOMep TernedoHa M ajgpec >IEKTPOHHOM
MOYTHI (B CiIy4ae, eClid UMEeTCs); ‘

6)  damuaus, uMsa U (B ciydae, eclM HMEeTCs) OTYECTBO HHIMBHIYaTBHOTO
npeInpuHAMATENs, agpec ero  MecTa JKMTENbCTBA, JIaHHble  JOKYMEHTa,
YIOCTOBEPSIONIETO €r0 JIMYHOCTb, HACHTH(UKALMOHHDBIH HOMEp HAIOTOILIaTe bIIKKa,
OCHOBHOM TIOCYIapCTBEHHBIN PErHCTPalMOHHBI HOMEp 3aliCH O TOCyIapCTBEHHOM
pErMCTpalMi WHAMBHIYaIBHOTO IIpeJIIpUHUMATeNs, HOMep TelepoHa U ajpec
3JIEKTPOHHOM MOYTHI (B Cily4yae, €ClId HIMEETCS);

5)  HauMeHOBaHWe HPOU3BOAUTENS (U3rOTOBUTENS) MEAULIUHCKOIO H3IeIHs
H afpec MecTa €ro HaxOXIEHWs, agpec MecTa IIPOM3BOJCTBA (M3TOTOBJIEHHUS)
MEIUIIMHCKOTO U3J1eTIHs;

6) cBemeHHs 00 OpraHm3alMAX, B KOTOPHIX IUIAaHHPYETCS [IPOBECHHE
TEXHUYECKUX  HCIBITAHHMH, TOKCHUKOJOTHYECKHX  MCCIEAOBaHUHM, KIHHHYECKUX
UCMBITaHUM, 4 TAaKKe MCIBITAHUH B IENAX YTBEPXIEHWsS THUIIA CPEIACTB U3MEPEHHH
(B OTHOIIEHUH MEIULMUHCKUX U3ETHM, OTHOCALIUXCSA K CPEICTBaM U3MEPEHHH B cepe




rocyIapCTBEHHOIO PEryIMPOBaHHUs oOecIeYeH s €JMHCTBA U3MEPEHHH), C yKa3aHHEM

JaThl ¥ HOMepa J0r0BOpa Ha MPOBeIeHIe UCTIBITAaHUH (HCCIIeIOBaHMIA).

5. IIpu HeoGxomuMocTH BBO3a Ha TeppuTopuio Poccuiickoit Denepanyu
JIOTIOJTHATEIBHOTO KOJMMYECTBa 00pa3IoB I IPOBeeH s HCIBITaHMH (Mcce0BaHMmH)
MEAMLIMHCKOTO U3HENUsS YBEJIOMJIEHHE HamNpaBisieTcsi IIOBTOPHO B COOTBETCTBUU
¢ myHktoM 4 Hactosuero Ilopsaka.

6. B cpok, He TpeBBIIIAIOIHN OXHOrO pabo4ero OHs CO IHSA HampaBlIeHUs
3asBUTENeM YBEIOMIEHHs, ykasaHHoro B IyHKTax 4 m 5 macrosmero Ilopsnka,
Poc3apaBHaa3op cooOlnaeT 3asgBUTENI0 O IONYYEeHMH YBEJOMIICHHS IOCPEICTBOM
nnyHOTo KabuHera Ha EINI'Y.

7.  Poc3mpaBHam3op BeleT ydYeT MPUHATHIX YBEJAOMJIEHHH Ha BBO3
MEOULMHCKUX  M3IEIUHA  TOCPEICTBOM  BEJNEHUS  peecTpa,  pa3sMelacMoro
Ha opuranTsHOM caiite Poc3apaBHanzopa B HH(GOPMAIIMOHHO-
TeJeKOMMYHHKAllMOHHON  ceTH  «MHTepHeT» ¢  COOMIOZEHHMEM  OTpaHHUYCHUH,
YCTAHOBJIEHHBIX 3aKOHOAATEILCTBOM O KOMMEPYECKOH W HHOW OXpaHseMOH 3aKOHOM
taiiHe. PeecTpoBas 3amuch COAEPKHUT CIIEAYIOIIUE CBEACHU:

1)  monHoe M cokpalieHHOe (B ClIydae, €ClId UMEETCA) HAaMMEHOBaHHs, B TOM
yucie GupMeHHOe HaMMeHOBaHue (eCiM MMeeTcs), OpraHH3alliOHHO-TIpaBoBas (opma
IOpUMYECKOTO JIML@, aJpec MecTa €ro HaXOXAEHHS WIM MecTa IKUTEIbCTBA
(a1 MEIUBUAYATEHOTO IPEANIPUHHMATENS);

2) UAeHTU(GHUKAIIHOHHBINH HOMED HAJIOTOIIaTENbIIHKA,

3)  OCHOBHOW rocyapCTBEHHbIH PErMCTPAllMOHHBIM HOMED 3alMCH O CO3AAHUH
IOPHAMYECKOTO JINIA WM MHAUBUAAYAIBHOTO NPEAIPHHAMATEIIS;

4)  HaMMEHOBaHHE MEIUIMHCKOTO M3/eNusi ¢ yKa3aHHEeM MOJENH (B ciyvae,
eCJIM MMeeTCs1), BAPHAHTA UCIIONHEHHUA (B CTydae, eClIi UMEEeTCs),

5) HanMeHOBaHWMe M  aJpec  MeCTa  HaxXOXIEHHs  MPOU3BOAUTEINL
(M3roTOBHTEIS) MEAULIUHCKOTO U3EITHS,

6)  a;pec MecTa IPOM3BOJACTBA (M3rOTOBIEHHUS) MEAUIIMHCKOTO H3/IENN;

7)  KOMILIEKTALMs MeIULHUHCKOTO U3eNHs (B Cllydae, eCllh HMEETCs);

8)  IpHHAIEXHOCTH (B CIydae, €CIIM HMEIOTCA), |

9)  KOJHMYECTBO BBO3MMBIX 00pa3IOB;

10) 3aBoxckoii HOMep u (MJIH) HOMepa CEpUM MM HOMepa MapTHH BBO3UMBIX
00pa3ioB (B cilyyae, eclli UMeeTCs);

11) mara npou3BojcTBa (M3rOTOBJIEHHS) MEAUILIMHCKOTO H3IEIHS;

12) cpok rogHocTH (IKCIUTyaTallMi) MEAHLMHCKOro M3fieius (B ciy4ae, eciu
HMeeTCs); ‘

13) cBeneHus o gaTe U HOMePE PErMCTPALMOHHOIO yIOCTOBEpEHHs, B KOTOpOe
6ydyT BHOCUTBCS M3MeHeHHs (B Cllydae MOAavd yBEIOMJIEHHs Ha BBO3 MEIUIMHCKOIO
W3IeNns B 1eIsIX BHECEHUSI H3MEHEHHUM B pErMCTPAllMOHHBIE IOKYMEHTHI), C YKa3aHHeM




HAaNMMCHOBaHUA MEIUIIHHCKOIr'O HU3aCIINA 51 HAaNMCHOBaHHW:I IpOU3BOAUTEIA

(M3roTOBUTENSA) MEAULIMHCKOTO U3EIIHS;
14) nmarta ¥ HOMep NIPHUHATOTO YBeIOMJIEHHs Ha BBO3 MEIHUIIMHCKOTO U3/IETHS.




