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06 yreepxknenuu Ilopsinka BBo3a Ha TeppuTopuio Poccniickoi ®@egepanuu
MEeIHIHHCKHX H3/1eJIMii B IeJIfIX rocyJapcTBEHHOH perncrpauuu

B cootBercTBUH €O cTarheil 38 PenepanbHoro 3akona ot 21 Hos6ps 2011 .
No 323-@3 «O06 ocHOBax OXpaHB! 370pOBbs rpaxiaH B Poccuiickod Denepaiuuny»
(Cobpanre 3akoHomarenncTBa Poccuiickoit @enepammu, 2011, Ne 48, cr. 6724) n
Vkazom Ilpesumenta Poccmiickoit @emepammm ot 21 wmas 2012 T
Ne 636 «O crpyktype (enepanpHbIX OpPraHOB HCIIOJHUTENBHOM  BIaCTH»
(Cobpanre 3akoHOmaTenbcTBa Poccuiickont ®enepauwmu, 2012, Ne 22, ct. 2754)
ONpUKa3blBaIlo:

Vrteepauts Illopsimoxk BBo3a Ha Tepputopuio Poccuiickon @enepauun
MEIUIMHCKUX U3JeNui B IEIIX TOCYyJapCTBEHHOM pPErucTpalMu COIJIAcHO
TIPUIIOKEHHUIO.

Munuctp B.U. CkBopuoBa
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IIpunoxxenue
K npuka3sy Munucrepcrsa
3paBOOXpaHEHHS
Poccuiickoi ®enepanuu

o1 « /& » 2a022.8 %Y Ne 72/,7

Iopsinok BBO3a Ha TeppuTopHI0 Poccuiickoii Peaepannu
MEeAHLMHCKHX H3JeJIHH B 1eJifiX FroCyiapCcTBEHHOM perncrpanuu

1. Hacrosmmuii Ilopsanok paspaboTan B Iensx peryaupoBaHHs BBO3a Ha
tepputopuio  Poccuiickoii ®enepanym  MEOUUMHCKUX H3AEIMH B LEIX
rocyAapCTBEHHOHN perucTpanuu.

2.  Bsos Ha teppurtopuro Poccuiickoit @eaepanyiu MEIUUMHCKUX U3JEIHA B
LEeJISIX TOCYIapCTBEHHOHN pEerucTpalnyi OCYLIECTBISIETCS. HA OCHOBAaHHMH pa3pelleHUs
Ha BBO3 MEAHMIIMHCKUX H3JeNHil B LENAX rocyAapCTBEHHOH perHucTpauuu (manee —
paspelieHHe Ha BBO3 MEIMIIMHCKHUX U3AeNuil), BelgaBaemoro denepaibHoi ciryx60ii
TI0 HaJ30py B cdepe 3apaBooxpaHeHus (nanee — Poc3apaBHan3op).

3. BBo3 Ha Teppuropuio Poccuiickoit @enepanuy MeIUIHHCKUX U3JEHI B
HeJSIX  TFOCYHApCTBEHHOHM  pEerucTpalldd  OCYILUECTBISAETCS  HPOU3BOJUTENEM
MEIUIMHCKOr0 M3JENHUSA MIJIM YIOJHOMOYEHHBIM INPEACTAaBUTEIEM INPOU3BOAMUTEINS,
SBJISIOIAMCS FOPUIANYECKUM JIMIIOM JIHO0 MHAMBUAYAIBHBIM INpeNIpUHUMATENEM,
3aperuCTpUPOBaHHBIM Ha TeppuUTOpuUH Poccuiickoit Ddenepaluy, YIOIHOMOYEHHBIM
MIPOU3BOAUTENIEM MEQULIMHCKOIO U3JENHs NPEACTaBIATh €r0 UHTEPECH! 110 BOIIPOCaM
ofpaleHss MeIULIMHCKOrO H3enus Ha TeppuTopur Poccuiickoit ®enepanuy, B TOM
yuclie CBSA3aHHBIX C HHUM IIpOLEAYp OLIEHKH COOTBETCTBHSA, TOCYAapCTBEHHOMH
perucTpalid, M Ha MM KOTOPOrO MOXeT OBITh BBIJAaHO pPETHUCTPAIIMOHHOE
yIOCTOBEpEHHE Ha MEIULITHCKOE U3Jenue (Jajiee — 3asBUTEINb).

4. KonuuecTBO BBO3UMBIX Ha Teppuroputo Poccuiickoit ®enepanuu
o0pa3lioB MEOUIMHCKUX M3JeNuil B 1LeJdIX TOCyJapCTBEHHOH perucTpauuy
ompenenseTcs  3asgBUTENEM C  y4YeTOM  pEKOMEHJalud  OpraHu3aliuH,
OCYILECTBISIIOIIMX TEXHUYECKUE HCIBITAHUS, TOKCHKOJIOTMYECKUE HCCIEIOBAHMUI,
KJIMHUYECKHE MCHBITaHMS, a TAaKXXe UCIBITaHUA B LENIAX YTBEPXKACHUS THIA CPEACTB
u3MepeHuit (B OTHOIIEHMM MEAMLIMHCKHMX H3JENUHA, OTHOCSIIMXCA K CpeacTBaM
U3MepeHHit B cdepe rocylapCTBEHHOro peryjidpoBaHUs obecrnedyeHus eJUHCTBA
U3MEpeHUi), B 3aBUCHUMOCTH OT Kjacca IOTCHUHWAJIBHOIO pPHCKAa MPHMEHEHHS
MEIUIHHCKOr0 U3AeNHs U 00beMa HeoOXOANMBIX UCIIBITAHUM (MCCIeqOBaHMI).

5. Paspemenue Ha BBO3 MEAMIIMHCKHUX HU3NEHUN SBISETCA pa3oOBbIM U
IpefoCTaBiIsIeT 3asIBUTENIO NPaBO BBO3a Ha TeppHTOpHIO Poccuiickoit Penepauuu
MEOUIMHCKHX H3JeNIUil B LIeNSIX FOCyNapcTBEHHON permcrpauuH. Paspemienue Ha
BBO3 MEIULMHCKUX U3LENUNA JCHCTBUTENLHO B TEYEHUE IIECTH MECSAIEB CO AHSA €ro
BBIAYH.

6. B paspemeHuy Ha BBO3 MEUIIMHCKUX HU3ACIHN yKa3bIBaeTCH:

1) HauMEeHOBaHHE MEIULIMHCKOrO M3IEeNHs C yKa3aHUEM KOJIMYECTBa, AAThl

HU3roTOBJICHUA MEOAHMIHHCKOIO U3ACJINA 1 (PIJII/I) CpOKa €ro rOqHOCTH;



2) cBeieHUs O 3asiBUTEIIE:

a)  IOJIHOe H (B CiIyJae, eCIM UMEeTCs) COKpalleHHOE HAUMEHOBaHHE, B TOM
ypcne  ¢uUpMEHHOE HauMEHOBaHHe,  OPraHU3alHOHHO-NpaBoBas  (opma
IOpDHAMYECKOTO JIWI[A, aJpec €ro MecTa HaxOXJEHHs, TIOCYIapCTBeHHBIH
pEerucTpanioOHHBINA HOMEp 3alKMCH O CO3JaHUM IOPUAUIECKOro UL,

6) ¢ammnus, uMs U (B ciIydae, €ClIM MMeeTCs) OTYECTBO MHAUBHIYAJILHOTO
npeinpdHUMATeNs, aJpec €ero MecTa JKHUTEINbCTBA, JaHHBIE [IOKYMEHTa,
YIOCTOBEPSIOIIEr0 €ro JHYHOCTh, TOCYJapCTBEHHBIN PErHCTPAllMOHHBIA HOMED
3aIIMCH O TOCYNapCTBEHHOM perucTpalvy HHIUBUAYAIBHOIO NPEANIPHHIMATE]I,

3) cpoK meicTBUS pa3pelleHust Ha BBO3 MEAULIMHCKUX U3JIEIIHH.

7. JIns monydeHus paspelieHUs] Ha BBO3 MEAULIMHCKUX HU3JENU 3asBUTEND
npencraBiser B Poc3npaBHaA30p 3adBICHME, MOMANUCHIBAEMOE PYKOBOAUTENEM
IOpUAMYECKOro Jauna (MHBIM, HMMEIOIMM IPaBO HEHCTBOBaTh OT MMEHH 3TOrO
IOpMIAMYECKOTO JIMLA, JUIOM) JHO60 HMHOUBUAYAIBHBIM IpEANpHHHUMaTeNeM (ero
YIIOJTHOMOYEHHBIM IIPEACTABUTENIEM), B KOTOPOM yKa3bIBatOTCS:

1) HauMeHOBaHUE MEQULIMHCKOTO H3JACIMA C YyKa3aHHEM KOMIUIEKTalWH,
KOJMYECTBa, 3aBOACKOTO HOMepa, HOMepa CepUM WM HOMEpa IapTHH, [AaThl
H3rOTOBJIEHHUS MEAMIIMHCKOTO U3/IeNHs, CPOKa ero roJHOCTH U (MJIH) SKCIUIyaTall|H,

2) Ha3Ha4YeHHe MeIULMHCKOIo M3/IeNUs, YCTAHOBIEHHOE IPON3BOIHUTEIIEM;

3) monHoe W COKpaleHHoe (B ciTydae, €ClIM HMEeTCda) HaHMEHOBaHUS,
OpraHM3aLMOHHO-TIpaBoBasi (opMa 3asgBHTENsA, aJpeC €ro Mecra HaxOXICHHA,
rOCyapCTBEHHBIN PEruCTpalliOHHBIH HOMEp 3allMCH O CO3JaHHH HOPHUAHYECKOro
JMIia WIH HHOUBHIYAJIBHOrO MNpEATNpUHUMATEN, agpec €ro MecTa >XHTENLCTBA,
IaHHBle JOKYMEHTA, YIOCTOBEPSIOLIETO €ro JIMYHOCTh, [OCYJapCTBEHHBIH
PEerHCTpallMOHHBIH ~ HOMEp  3allMCH O  TOCYAApCTBEHHOM  Perucrpanuu
MHIMBHAYAIFHOTO MpeANpHHUMATeNIs, HoMep TenedoHa U (B Crydae, ECIIH HMEETCs)
azpec JIEKTPOHHOM ITOYTHI,

4) ceegmenus o0 opraHu3auusX, B KOTOPBIX IUIQHUPYETCA IIpOBEACHHE
TEXHUYECKMX MCIBITAHMH, TOKCHUKOJOTHYECKUX HCCICNOBAHHH, KIMHHYECKHX
WCIBITAHMH, a TAK)XKe HCIBITAHUN B LENSX YTBEPXKAECHHUSA THIA CPEICTB HU3MEPEHHMH
(B OTHOIIEHMH MEAMIMHCKHUX H3AENHH, OTHOCANIMXCSA K CPEACTBaM HM3MEpEHHH B
ciepe rocyJapcTBEHHOTO peryIupoBaHus o6ecriedeHHs eMHCTBA H3MEPEHMUH).

8. K zasBieHHIO IpHIAraloTCs:

1) komMH [JOTOBOPOB Ha IpOBEJCHME HEOOXONMMBIX  HCIBITaHWH
(MccneoBanuii) ¢ yKa3aHHEM He0OX0MMOro KOMHYECTBAa MEAUILMHCKIX H3/IENH;

2) KomMs NOKYMEHTa, MOATBEPXKIAIOLUEro ITOMHOMOYHS YIOJIHOMOYEHHOTO
IpeACTaBUTENS POU3BOAUTEA.

9. B cpok, He NpeBHIIAIOMUA NMATH pabouyux AHEH CO IHA MPHHATHS
3asBl€HMS M JOKYMEHTOB, YyKa3aHHBIX B IyHKTe & Hacrosmero Ilopsaxa,
Poc3mpaBHan30p NpEeACTaBISET 3aABHTENIO pPa3pelleHHe Ha BBO3 MEQUIMHCKUX
U3ENYi WM yBeJoMIIeHHe 00 OTKa3e B BhIJjaye PaspelleHUsA Ha BBO3 MEAUIMHCKUX
I/IB,IleJlI/Iﬁ C YKa3zaHueM IIPpUIHNH OTKa3a.

10. OcHoBauMeM IS OTKa3a B BhIJjay€ pa3pelieHHs Ha BBO3 MEIHIIMHCKHUX
H3MEJINH SBISIETCH:
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1) HenpexncraBieHMe WM HEMOJHOE NpeACTaBIeHUE 3asBUTENIEM TOKYMEHTOB,
yKa3aHHBIX B IMyHKTe 8 Hactosmero [Topsaaxka;

2) orpanuueHHe Ha wuMnopr B Poccmiickyio ®enepainuio BBO3MMOIO
MEIUIMHCKOTO M3MIeNHs COMVIACHO MEXAyHAPOJHOMY IOTOBOPY' WIH peLIeHHIO
IIpaBurensctBa Poccuiickoi (I)ene:paulznzl.2

3) mHammuue y Poc3npaBHang3opa MH(oOpMauuy, NOJYyYE€HHOH IO pe3ysbTraTam
MOHHMTOpHUHra O€30aCHOCTH MEIHULIMHCKOTO H3JENHA , O BHIABIECHHH MNOOOYHEIX
JIEHCTBUH, HE yKa3aHHBIX B HMHCTPYKUWU O NPUMEHEHHUIO WU PYKOBOACTBE IO
3KCIUTyaTalldd MEOUIMHCKOIO H3JENHs, O HEXEJaTeNbHBIX peakuusax opu
NPUMEHEHHH MEJULMHCKOTO Hu3leiHs, o006 OcoOeHHOCTSX B3aMMOAEHCTBHA
MEIMIMHCKUX U3AENHi MeXay coboi, o ¢pakTax u 06 00CTOATENBCTBAaX, CO3AAIOIIX
yrpo3y KH3HH ¥ 3I0POBBIO MPXKAAH U METUIUHCKUX PaOOTHUKOB IIPYU MPUMEHEHHH
U SKCIUTyaTaluy MeAUIIUHCKUX U3JEeIuil.

11. Poc3mpaBHaa3op BegeT Yy4eT BBIJAHHBIX pa3pelIieHUA Ha BBO3
MEIULIMHCKUX U3JCITUN.

NudopManuss O BBIJAHHBIX pPaspeIICHHUSIX Ha BBO3 MEIMIMHCKHX W3JeNui
pasMemiaercs Ha odunuansHoM calite Poc3gpaBHaz3opa B HMH(QOPMANMOHHO-
TEJICKOMMYHUKaIlMOHHOH ceTH «MHTepHeTY.

12. Ilmarta 3a BbIZady pa3pelieHds Ha BBO3 MEIUIMHCKUAX H3IENHHA
HE B3UMaeTcsl.

! «<EnuHBIf TIepedeHb TOBAPOB, K KOTOPHIM MPHMEHSIOTCS 3anpeTsl WM OrPaHMYeHMs Ha BBO3 WIH BBIBO3
roCyIapCTBaMH - YleHaMu TaMOXEHHOTO COl03a B pamkaX EBpazsHHACKOro 3KOHOMHYECKOro cooGmecTsa B TOProsie ¢
TpeThMH CTpaHaMH H ITonoxeHHA o MPHMEHeHWM OrpaHHYeHMID» (yTBepXKAcH PemienneM MexrocynapcTBeHHOTO
Copera EBpA3dC ot 27.11.2009 Ne 19, Pemennem Kommuccunm TamoxenHoro corosa ot 27.11.2009 Ne 132)
(«Poccuifckas razera», 2009, Ne 227/1);

Zcraten 21 u 22 denepanpHoro 3akoHa or 08.12.2003 Ne 164-03 «O6 OCHOBaX TrOCYHapCTBEHHOIO
perynMpoBaHHs BHEITHETOPToBo# AesTensHocTHy (CoGpaHue 3akoHonaTenbcTBa Poccuiickolt ®enepaunu, 2003, Ne 50,
cT. 4850);

3 craTpst 96 MenepanbHOro 3akoHa ot 21 HoA6pPs 2011 r. Ne 323-D3 «O6 0CHOBaX OXpaHBI 310POBbA IPAKIAH
B Poccniickoit ®enepauumy (Cobpanue 3akoHoaaTenscTa Poccuiickoit denepauun, 2011, Ne 48, cr. 6724)



