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OG6 yTBepkaeHHH
Ilopsiaka BBO3a Ha TeppuTopHuIo Poccniickoii ®exepanun
MeIMIMHCKHX H3/1eJIHi B HeJIsiX rocy1apcTBeHHOH perucTpanum

B cooTBeTcTBHM C YacThO 6 ctathu 38 PepepanpHOro 3akoHa ot 21 HosOps 2011 1.
Ne 323-03 «O6 ocHoBax oOXxpaHBI 3H0pOBbsA rpaxaaH B Poccuiickoit ®Penepaunm»
(Cobpanme 3akoHogarenscTBa Poccmiickoii ®enepanmu, 2011, Ne 48, cr. 6724)
U nogmyHkToM 5.2.186 IlonmoxeHHss 0 MuHHCTEPCTBE 3ApaBOOXpaHeHHs POCCHIICKOM
Oenepanuu, yTBepxKIeHHOro nocranosieHueM IIpasutenscrBa Poccuiickoit @enepanuu
ot 19 mrons 2012 r. Ne 608 (CoGpanmne 3aKOH0}IaTeJIBCTBa Poccuiickoit ®enepaiuu, 2012,
Ne 26, cT. 3526), npu K a3 bl Balo:

1. VtBepaute mnpunaraemsiii llopsgok BBo3a Ha Ttepputopuio Poccuiickoit
Denepauyi MeJULMHCKAX U3JENUN B LETIX FOCYAAPCTBEHHON PETHCTPALHH.

2. IlpusHaTh yTpaTUBIIMM CHJIy IIpuka3 MuHHCTEpPCTBA 3z(paBooxpaHeHmI
Poccuiickoit ®enepauun ot 15 mons 2012 r. Ne 71 «O6 yrBepxxnenun Ilopsiika BBo3a
Ha Teppuroputo Poccuiickoit ®enepanud MEAMLUHCKMX M3IETHA B IENaX
rOCyJJapCTBEHHOM  perucTpauuu» (3apeructpupoBaH MMHHHCTEPCTBOM  IOCTHIHH
Poccuiickoit @eneparun 25 urons 2012 r., peructpauuonHsiid Ne 25013). '

3. Hacrosmmuii mpuka3 BcTynaet B cuty ¢ 1 suBaps 2021 r.

Munuctp v ' M.A. Mypaiko




YTBEPX/EH
NpuKa3oM MuHUCTEepCTBA 34paBOOXpaHEHUs
Poccuiickont @enepaumun

ot «4)» )48 2020 . N’ 7 11

IHopsinok
BB032a Ha TeppuTopHuio Poccuiickoii Peaepannun
MeJHUHHCKHX H3e/HH B LeJIsiX rocyJlapcTBEHHOH perucrpanus

1. Hacrosmuit Ilopsgox ompeaenser mnpaBuwia BBO3a Ha TEPPHTOPHIO
Poccuiickoit ®emepanuy MEIULUHCKHX M3AECTUHA B LEIIX TI'OCYJapCTBEHHOM
perucTpalid, B TOM 4YHCIe B LelIIX BHECEHHMS H3MEHEHHMHA B JIOKYMEHTEI,
cofiepXandecs B PErMCTPAllHOHHOM JOChbe Ha MEOULHMHCKOE H3Jeiue, TPeOyIoLMX
MpOBEIeHNUS TEXHUYECKUX  HCMBITAHUH, TOKCHKONOIMYECKMX  HCCIICHOBaHHIA,
KIMHHYECKUX HCTIHITAHHM, a Takke UCOBITAHUN B LENAX YTBEPXKIEHUS THUINA CPEACTB
u3MepeHH# (B OTHOIIEHWMM MEIWIIMHCKUX H3[eNU, OTHOCAIIUXCA K CpeAcTBaM
H3MEpeHuil B cdepe rocylapCTBEHHOTO peryJlHpoBaHHs obOecledeHUs €IUHCTBA
H3MepeHnit) (Taee — BHECEHHE H3MEHEHHH B PETHCTPAllHIOHHbIE JOKYMEHTHI).

2. Beo3 Ha Tteppuropuio Poccuiickoit ®Penepauuu MEOMLMHCKHX H3IECIIHH
OCYIIECTBJISIETCS Ha OCHOBAaHMM pa3pellieHHWs] Ha BBO3 MEAHMLMHCKHX H3IE/IUN
(mamee — paspellleHHe Ha BBO3 MEIMLUMHCKHUX HU3ZeNuil), koTtopoe odopmisercs
®enepanbHOR ciryx060ii 1o Hamg3opy B cdepe 3ApaBOOXPAaHECHUS
(manee — Poc3gpaBHam3op) B ¢opMe 3NIEKTPOHHOIO JOKYMEHTa, ITOAIIHCAHHOIO
YCHJICHHOHM KBaJM(pHUIHPOBAHHOM 3/IEKTPOHHOM MOAMKMCHIO, ¥ Pa3MEIIAeTCs B JINYHOM
KabuHere 3agButels Ha ExuroM moprane rocymapctBeHHBIX yeruyr (nanee — EINTY)
U B peecTpe BBHIAAHHBIX pa3pelleHui Ha BBO3 MEJULMHCKUX U3ENUil U yBeIOMICHHUH
o0 oOTkaze B Bblflaue pa3pelleHUss Ha BBO3 MEAWLMHCKHX  M3OENHUU
B aBTOMaTHU3UpPOBaHHOM UHGOPMAIHOHHOM cucreme Poc3apaBHag3opa
(nanee — Peectp).

PaspenieHne Ha BBO3 MEIULIMHCKUX H3AEIMH IS IPOrpaMMHOro obecredeHus,
ABIISIOLIETOCS MEAULIMHCKHUM H3IENINeM, He TpeOyercs.

3. B ciydae BBO3a Ha Teppuropuro Poccuiickoil Penepanid MeQHIIMHCKOIO
u3enus, IIPOU3BOJUTENEM KOTOpPOro  sABJSiETCd  IOpPHAMYECKOE  JIMLO
WIH WHANBUAYaJbHBIM NpeanpUHUMAaTelb, 3aperHCTPUPOBAaHHBIM Ha TEPPHTOPHHU
Poccuiickoii ®Denepauuy, a MeCTO NPOH3BOACTBA TaKOr0 MEIHLHMHCKOIO H3IETHA
HAXOAUTCA Ha TEPPUTOPHH HHOCTPAHHOIO ToOCyAapcTBa, TpebyeTcs MoiydeHHe
pa3spelleHus Ha BBO3 MEIUIMHCKOTO M3/1€EIHs.

4. BBo3 Ha Tepputoputo Poccuiickoit ®enepauuu MEOUIMHCKHUX H3AEIIHN
B IIeJITX FOCYJapCTBEHHOM PErHcTpallid, B TOM YHCIE B LIETAX BHECEHUS U3MEHEHMMH
B pErMCTpAllMOHHBIE JOKYMEHTHI OCYILECTBIISETCS IPOU3BOAMTEIEM MEIUIMHCKOrO
H3/IeNUS WIA YIIOJHOMOYEHHBIM IPE/CTaBUTENEM IIPOM3BOIUTENSA, SBISAIOLIMMCS
IOpPHANYECKUM JTULIOM mbo UHAUBUAYATbHBIM IIpeATIpUHUMATEIEM,
3aperuCTpUpoOBaHHBIM Ha Teppuropuu Poccuiickoit denepauuu, ynoJIHOMOYEHHBIM
IIPOX3BOAUTENIEM MEIULIHUHCKOIO M3ENUs IIPEACTaBIATE €ro HHTEPECH [0 BONPOCaM
oOpalleHus MeAULMHCKOTO u3Aenus Ha tepputopun Poccuiickoilt ®enepanuu, B TOM
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YHcje CBA3AaHHBIX C HHM TIpOLEAYP OLEHKH COOTBETCTBHS, I'OCYJapCTBEHHOMN
peTHCTpallid, W Ha HMSA KOTOPOTO MOXeT OBITb BBIAaHO PETHCTPALMOHHOE
yIOCTOBEPEHHE Ha MEAUIIMHCKOE H3JeNHe (Jajee — 3asBUTENb).

5. KonuyecTBO BBO3MMBIX Ha Tepputopuio Poccuiickoit ®enepanuu ob6pa3nos
MEJMIUHCKOr0 H3AeNHs B IENX TOCYAapCTBEHHOH PpErucTpaliy, B TOM 4HCIE
B LIEAAX BHECEHHS H3MEHEHH B pErHCTpPAllMOHHBIE JOKYMEHTBl OIlpelenseTcs
3asBUTEJIEM C YYETOM pEKOMEHIAlMii OpraHu3alii, OCYIECTBISIONINX TEXHUYECKUE
UCIBITaHHA, TOKCHKOJIOTHYECKHE HCCIIEAOBaHUA, KIMHUYECKHE HCHBITAaHUS, a TaKXKe
UCHBITAHKMSA B IEMX YTBEPXAEHHA THIA CPEACTB H3MEpPEeHUH (B OTHOIICHUH
MEIUIIMHCKUX HM3MAENHM, OTHOCANMXCA K CpeAcTBaM u3MepeHUd B cdepe
rOCYJAapCTBEHHOTO  peryinHpoBaHHs  o0ecrmedeHHss  €IWHCTBA  H3MEpEHui),
B 3aBHCHMOCTH OT KJacca IOTEHIHAJbHOTO PHCKAa IPHUMEHEHHs MEIULMHCKOTO
u3zienud ¥ o6beMa HeOOXOIUMBIX HCTIBITaHHi (MCClIeJOBaHUM).

6. Paspelnenve Ha BBO3 MEIULIMHCKOTO U3IENHUS SBISETCA  Pa3OBBIM
H IIPEIOCTABIIAET 3aIBUTENIO MPABO OJHOKPAaTHOTO BBO3a Ha TeppuTopHIo Poccuiickoil
denepanlid MEIULMHCKOTO W3/IENHs B LENAX roCyJapCTBEHHON PErucTpalyi, B TOM
YHClIe B LENIX BHECEHHsS M3MEHEHHI B pEerHCTpallMOHHBIE JIOKYMEHTHI. Pa3pemieHue
Ha BBO3 MEIHUI[HHCKOTO M3JENHUA ACHCTBUTENHHO B T€UEHHE OJHOIO rofia co JHS €ro
BBIJIa4H.

7. B pa3peliieHd Ha BBO3 MEJUIIMHCKOIO U3JIENUS YKa3bIBaeTC:

1) HaMeHOBaHUe opraHa, mpegocTasisttonero ycnyry (PocagpaBHansop);

2) HauMEHOBaHHe MEAULUHCKOTO U3IEIUSA C YKa3aHHEM MOJENH (B Clly4ae, eCly
UMeeTCs), BapHaHTa HCHOJHEHHA (B CiIy4ae, €ClIM HMeeTcs), KOMILIEKTaIluH
MeIULIMHCKOTO U3/elnd (B ClTydae, eclii UMeeTcs), IPUHAINIEXKHOCTEH (B Cilydae, eciu
HMEIOTCS), KOJIMYECTBa, 3aBOJACKOro HoMepa M (WiIM) HOMeEpa CEepUM HIHM HOMeEpa
[apTHH, HAaThl TPOW3BOJCTBA (M3TOTOBJIEHHMS) MEIULMHCKOIO H3JeNUs, CpOKa €ro
TOJHOCTH (3KCIUTyaTalun);

3)cBeneHus O AaTe W HOMepe PErdMCTPAllMOHHOIO YJOCTOBEPEHMs (B Cllydae
IOIy4YEeHHs pa3pellleHHs Ha BBO3 MEAUIMHCKOTO U3JENUS B LENIX BHECEHM
U3MEHEHMII B pETrUCTpallMOHHbIE JOKYMEHTBl Ha paHee 3aperuCTpHUPOBAHHOE
MeULUHCKOe U3MeIHe);

4) HaMMEHOBaHHWE TPOU3BOAMUTENA MEIULMHCKOTO M3JENHsS U aipec MecTa ero
HaX0XIEHUS, aJipec MeCTa MPOU3BOACTBA (M3rOTOBJIEHNS ) MEULIMHCKOTO U3/IEIHS;

5) cBeieHu O 3asgBHTEINE:

a)mosiHoe M (B cCilydyae, €ClIH HMeeTCs) COKpallleHHOe HalMEHOBaHUeE,
¢bupMeHHOe HauMMeHOBaHHe (B cilydae, €CId MMeEeTCs), OpraHU3allMOHHO-IIPaBOBas
¢dopMa IOpUINYECKOro JIMIA, aJpec MeCTa €ro HaXOXKACHHUHA, UACHTH(QHKALMOHHBIHA
HOMEpP HaJIOroIviaTebIqiKa, OCHOBHOH roCyJapCTBEHHBIN pEerucTpallOHHEIN HOMep
3aIlCH O CO3JJaHNH IOPUANIECKOTrO JIHLA;

0) bammus, M u (B CiIydae, €CId HMMEETCs) OTYECTBO HMHIMBUIYaTbHOI'O
NpeanpuHUMaTeNs, aJpec ero MecTa JKUTENbCTBA, JaHHblE JOKYyMEHTa,
yIOCTOBEPSIOLIETO €ro JIMYHOCTh, UICHTH(UKALMOHHBIA HOMEp HaJIOTOIIaTelbIIHKa,
OCHOBHOIf TOCYHapCTBEHHBIH PErHCTPALIMOHHBIA HOMEp 3allUCHU O TOCYJapCTBEHHOM
perucTpalui HHAUBHIYAJIBHOTO NpeApHHIMATEIIS;

6) nata 1 HOMep pa3pelleHHs Ha BBO3;

7) CpOK JeHCTBHA pa3pelieHHs1 Ha BBO3 MEIUIIHUHCKOTO U3IEIIH.
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8. g monydeHHMs paspelleHHs Ha BBO3 MEIOWLMHCKOrO M3JEIHs 3asABHUTEIb
NpeACTaBIseT 3asBleHHe B (OpMe 3JIEKTPOHHOIO JOKYMEHTa, MOANMCAHHOIO
YCHJIEHHOM KBaIM(UIMPOBaHHO! 3JIEKTPOHHOH IOIIMCEIO, B KOTOPOM YKa3bIBAIOTCSL:

1) HauMeHOBaHHE MEUIIMHCKOTO U3/e)UA C YKa3aHHEM MOJEIH (B Ciaydae, eciu
HMeeTcs), BapHaHTa HCHOJHEHHA (B ciydae, €ClIM HMEeTCs), KOMIUIEKTaluu
MeIUIMHCKOro u3enus (B ciiydae, eClId HMeeTcs), IPUHANIEXXHOCTEH (B CiTy4ae, €Clii
HMEIOTCs), KOJMYECTBA, 3aBOJCKOrO0 HOMepa, HOMEpa CEpMH WM HOMEpa IapTuH,
JaThl [POM3BOACTBA (M3rOTOBIICHUS) MEAWLMHCKOTO H3JEIHsi, CPOKAa €ro rogHOCTH
(3KCIUTyaTalun);

2) CBelleHHs O JaTe U HOMepe PEeTrMCTPalMOHHOTO yIOCTOBEPEHHMS (B CiIyyae
HOJNy4eHHs pa3pellleHdss Ha BBO3 MEIMLUHCKOTO H3JENMA B LEIIX BHECEHHS
M3MEHEHHIM B pPErdCTpalMOHHBIE [JOKyMEHTH Ha paHee 3aperHCTPUPOBAHHOE
MEAHLITHCKOE H3/ETHeE);

3) HasHavYeHre MEAUIMHCKOTO U3/IENHs, yCTAHOBICHHOE IIPOU3BOUTEIIEM;

4) cBeieHUA O 3asBUTEIE:

a) monmHoe u (B cCilydae, €ClIH WMeEETCs) COKpallleHHOE HaWMEHOBaHME,
dupMeHHOe HauMeHOBaHHE (B ClIydae, €CIM HMEETCs), OpPraHM3alMOHHO-IIPaBOBas
dopMa FOpUAMYECKOrO JHLA, afpec MeCTa €ro HaXOXICHHsA, HICHTHOUKAHOHHBINA
HOMEpP HaJIOroIlIaTelbIIMKa, OCHOBHOH IoCyJapCTBEHHBI PErMCTPALMOHHBIA HOMEP
3alHCH O CO3JaHHM HOPHOMYECKOro JHIa, HoMep TeledoHa M aapec JJIEKTPOHHOM
HOYTEI (B ClIydae, eClIH UMEETCs);

6) damunus, uMa U (B clIydae, €ClId HMEETCs) OTYECTBO HHAMBHIAYAJIBHOIO
npelnpUHAMATens, aapec ero MecTa  JKHMTEJNbCTBA, [JaHHBIE  JOKYMEHTa,
YAOCTOBEPSIOLIETO €ro JIMYHOCTh, UACHTHQHKAIMOHHEIA HOMEDP HAIOTOILIATEIBIINKA,
OCHOBHOM T'OCY/AapCTBEHHBIH PErHCTPAllMOHHBIA HOMEP 3alMCH O I'OCYJapCTBEHHOM
PETMCTpaLMi HWHANBAAYaIBHOTO INpeINpHHMMATENs, HoMep TenepoHa W ajapec
3IIEKTPOHHOM HOYTHI (B ClTydae, eClld UMeeTcs);

5) HauMeHOBaHHEe MPOU3BOAUTEN MEAWIMHCKOIO M3JIENHUA M apec MeCTa ero
HAaXOXKJEHH, aIpec MecTa MPOU3BOCTBA (M3rOTOBIEHH) MEAUIIMHCKOTO U3/IENIHU,

6) ceemeHHs 00 OpraHu3aldiX, B KOTOPBIX IUIAHUPYETCA IIPOBEICHHUE
TEXHHMYECKUX HCIBITAHHHA, TOKCHUKOJIOTHYECKHMX MCCICAOBaHUH, KIMHUYECKUX
HCIBITAHMM, a TalkKe HCIBITAHHN B LENAX YTBEPXKACHUS THIIA CPEICTB M3MEPEHMM
(B OTHOLIEHMH MENMIMHCKHUX W3JENuH, OTHOCAIMMXCS K CpEeICTBAM H3MEPEeHHI
B clepe IOCYyAapCTBEHHOTO PEeTyJIHpOBaHHA ODecrieueHHs eIMHCTBA H3MEPEHHI),
C yKa3aHHMeM [aThl i HOMepa J0roBopa Ha IPOBeIeHHe UCTIBITaHui (MCCIeIOBaHM);

7) nata ¥ HOMep CBHIETENECTBAa 00 aKKpeAWTalUH, BhITaHHOro DenepanbHON
CIy»x00if 110 aKKpeJUTalyH, ISl OpraHH3alyi, B KOTOPHIX IUIAHUPYETCS MPOBeICHHE
TEXHUYECKUX MCIBITAHHMA, TOKCUKOJIOTUYECKUX MCCIIENOBAaHUH, a TaKkKe MCIBITAHH
B LENAX YTBEpXKICHUSA THIA CPEACTB H3MEPEHHH (B OTHOINCHHH MEIMI[MHCKHX
W30e/Mi, OTHOCAIIMXCA K CpeICTBaM H3MepeHHid B cdepe TroCyAapCTBEHHOIO
perynupoBaHus oGecriedeHNs! €IMHCTBA H3MEPEHHH ),

8) HoMep 3amMcHM B TMepedyHe MEAMIMHCKMX OpraHM3allMi, MPOBOASIINX
KJIMHMYECKHE UCTIBITAaHMS MeIUIMHCKIX M3eNHid, BeIeHUE KOTOPOro OCYIIECTBIACTCS
Poc3npaBHaf30poM, AN OpraHuW3alyii, B KOTOPBIX IUIAHHPYETCS IPOBEIECHHUE
KJIMHWYECKUX UCIBITAHAN MEIUIIMHCKOTO U3/EIHL.




9. K 3asBiieHHIO IPHIIATAIOTCS:

1) komuy  [JOrOBOpOB HAa  IpOBeilcHHE  HEOOXOAMMBIX  HCIBITAHHH
(MccnemoBaHMii) ¢ yKa3aHHEM COIVIACHO 3asBICHHIO HAaUMEHOBAHUS MEAHLIUHCKOTO
W3IeUsA, HAMMEHOBaHHA M aJpeca MecTa HaXOXKACHHA NPOM3BOJUTENA MEIULHCKOTO
M3IeNndA, Mojelell MeJULIHHCKOro u3fenus (B Ciiydae, €clli UMEIOTCs), BapHaHTOB
WCIIOJIHEHUsI MEIMIHMHCKOro u3aenus (B Clydae, €ClId HMMEIOTCA), KOMILIEKTaluy
MeIULUHCKOro u3eius (B cilydae, eclid HMeeTCs ), IPHUHAAIEXKHOCTEH (B Cliydae, €ClH
MMEIOTCA) M KOJIMYECTBA MEIMLUMHCKHX H3JeNHH, HeOOXONMMOro Uli IpOBENCHHS
UCIIBITaHH# (MCCIIeIOBaHU);

2) Komusi [JOKyMEHTa, IOATBEP)KAAIOILEro IOJHOMOYHS YIIOJHOMOYEHHOIO
NpeICTABUTENS IIPOM3BOIMTENSA, 3a8 MCKIIOYEHHEM [OPHAMYECKUX JIHI[ HIH
HHIMBHUAYAIGHEIX MpellpUHAMaTenel, 3aperuCTPMPOBaHHBIX Ha  TEPPUTOPUH
Poccuiickoit @enepaliiy U SBISIOMUXCS TPOU3BOAUTEIIMA MEIHIHUHCKOTO H3IEIH,
MECTO IPOM3BOJACTBA KOTOPOrO HAXOOUTCA Ha TEPPUTOPHH HHOCTPAHHOTO
rocyaapcrsa.

B cay4ae ecid [JOKyMEHTHl COCTaBICHBI Ha HHOCTPaHHOM  S3BIKE,
OHM TPEICTaBIIOTCH C 3aBEPEHHBIM B YCTAaHOBJICHHOM IIOPSAKE II€PEeBOAOM
Ha PYCCKHH A3BIK.

10.TIpu HeoOxommmocTH BBO3a Ha TeppuTopuio Poccuiickoii ®exepauuu
JOMOJHHUTENBHOTO  KOJHYECTBAa  OOpasuoB Uil  NPOBEACHHMA  HCIBITAHHM
(uccreqoBaHMi) MEJUIMHCKOTO U3/ENHs, Ha KOTOpOe PaHee YKe BBIIAHO paspeleHue
Ha BBO3 MEIMIMHCKOTO H3IEIHA M ACHCTBHE KOTOPOrO HE HCTEKIO, 3asdBHUTEIIEM
IIOBTOPHO IPEIOCTABIISIOTCS JOKyMEHTHI, yKa3aHHble B IyHKTaX 8 M 9 HacrosIero
Ilopsinxa.

11.B cpok, He NpEBHIIAOMMN NATH pPabOYMX JHEH CO [IHSA TNPHHATHSI
3adBJE€HMA M JOKYMEHTOB, YyKa3aHHBIX B IyHkTe 9 Hacrosmero Ilopsaka,
Poc3apaBHan30p NpeACTaBlseT 3asBUTENIO pa3pellcHHe Ha BBO3 MEIHUIMHCKOIO
n3/ielus WK yBeJOMIIEHHe 00 OTKa3e B BbIJaue paspellieHHs Ha BBO3 MEIHIMHCKOIO
H3/eNis ¢ YKa3aHHeM MPUYKH OTKa3a.

12. PaspelieHne Ha BBO3 MEIULMHCKOrO H3MENHs WIN yBeJOMICHHE 00 OTKase
B BBIjlade pa3spelleHrs Ha BBO3 MEMIIMHCKOTO U3/ieNnusi BHOCHTCA B PeecTp B TeueHue
AByX paboumx nHed co [HA NpHHATHA PoC3ApaBHAI30pOM COOTBETCTBYIOILETO
pelleHus, pa3Mellaerci B JMYHOM KabuHere 3asButens Ha EIII'Y, a Takke
pasmemaercss Ha odumManbHOM caiite  PocsgpaBHamsopa ¢ cobmoaeHHeM
OrpaHMYEHHi, YCTAHOBJIEHHBIX 3aKOHOAATENIECTBOM O KOMMEPYECKOH M HMHOM
OXpaHsAEeMOi 3aKOHOM TaHHE.

Ha ocHOBaHHH 3adBJICHMS 3aIBUTEIIO B CPOK, He MPEBHILIAIOMIHMHA IATH pabodnx
IHEH CO MAHA IIOCTYIUICHHs 3asBICHHS, MOXET OBITh IIPEJOCTaBIE€Ha BBIIHMCKA
u3 Peectpa.

13. OcHoBaHHEM JUIS OTKa3a B BblAa4ye pa3pellieHHs] Ha BBO3 MEIMIMHCKOIO
U3IEIHUA SABIIAETCS:

1) HempeIcTaBlIeHHE WM HEMONHOE NPEACTABICHME, a TaKKe IPEACTaBICHHE
HEJIOCTOBEPHBIX CBEACHHH, yKa3aHHBIX B IyHKTax 8 u 9 Hactosumero Ilopanxa;

2) orpanuueHme Ha wuMnopT B Poccuiickyto @enepaiuio BBO3HMOIO
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MEUIMHCKOTO M3IENHsA COTTaCHO MEXIyHapOJHOMY JOTOBOPY' HIM peIeHHIO
IIpaButenscTBa Poccuiickoit (I)e)lepaunnz;

3) Hanuuwe y Poc3ppaBHag3opa uH(oOpMalHMH, IOJyYE€HHOH IO pe3yibTaTam
MOHHMTOpPHHIa 0€30I1aCHOCTH MEAMLHHCKOTO H3JENUi, O BBIABICHHM NOOOYHBIX
IEeWCTBHI, HE YKa3aHHBIX B HHCTPYKLMHM II0 TPHMEHEHHIO MIH pPYKOBOJCTBE
[0 3KCIUIyaTallid MEOWIHHCKOTO HM3JENHsA, O HEXENATelbHEIX peakuusax IpH
NPUMEHEHHMHM MEJUIMHCKOTO H3fenus, 06 0COGEHHOCTAX  B3aMMOIEHCTBHUS
MeIULUHCKUX U3EIHi MeXIy coboif, o ¢aktax U 06 ob6CcTosTENECTBAX, CO3JAOIIMX
yIrpo3y JKM3HH U 3JOPOBBIO I'PXAaH H MEIULMHCKHX PaOOTHHUKOB NPH IPHUMEHEHUH
M OKCIUlyaTallii MeOULUHCKAX U3fenudl (OpH OTCYTCTBHH  pa3biICHEHHM
IPOU3BOAUTENS  (YIOJHOMOYCHHOTO IIPEJCTABUTEN NPOM3BOJMTENS) O Mepax,
IpeanpUHUMAeMbIX I NPENOTBpaIlleHHs NPUYMHEHMS Bpeia XH3HU H 3JO0POBBIO
rpaxzaH);

4) 3asBneHve, OQOpMIEHHOE C HapylleHHeM TpeboBaHMH ITyHKTa 8
Hactogiiero Iopsaaxa;

5) BbIABIEHHE HECOOTBETCTBHA HHGOpMaIMM, NPEICTABICHHOH 3asiBHTEIIEM
B COOTBETCTBHM ¢ myHKTamMH 8 u 9 Hacrosmero Ilopsaxa, ¢ uHbopmaimei,
nojy4eHHo# Poc3ipaBHaI30poM B paMKax MeXBEIOMCTBEHHOIO B3aNMO/ICHCTBH,

6) npenocTaBleHWe 3asBIE€HHS U JOKYMEHTOB Ha BBO3 IPOAYKIIMH,
He SABJIAIOIIEHCS MEIULUHCKAM H3EIIHEM.

14. PaspelileHrie Ha BBO3 MEJULMHCKOTO M3JENHS MOXET ObITh aHHYJIMPOBAHO
Ha OCHOBaHMM 3asBJICHHSA 3asiBUTENS 00 aHHYJIMPOBaHWHM pa3pellieHHs Ha BBO3
MEIULIMHCKOTO U3IEHs.

15. Poc3mpaBHaa30p BeleT Y4YeT BbIIAHHBIX Ppa3spelleHHH M yBeIOMICHHI
00 oTKa3e B BeIJaue pa3pelleHrs Ha BBO3 MEIUIIMHCKUX U3IEIIHH.

16. MudopMauus 0 BBIJAHHBIX pa3pellieHHIX Ha BBO3 MEAMIMHCKMX H3JEIHM
UITK yBeJOMIIeHH# 06 OTKa3e B BblJaue paspellieHHd Ha BBO3 MEIUIMHCKHUX U3JENHi
¢ cOOMOIeHHeM OrpaHMYEHH#, yCTAHOBIEHHBIX 3aKOHOJATEIbCTBOM O KOMMEPYECKOH
1 MHOM OXpaHseMo#l 3aKOHOM TaiiHe, pa3MeniaeTcs B Peectpe Ha opHLMAIBEHOM caiiTe
Poc3apaBHagzopa B HMHPOPMaLMOHHO-TEJIEKOMMYHHKALIHOHHOM ceTH «HTepHeT»,
KOTOPBIN COEPKUT CIECAYIOIINE PEKBU3UTEI U CBEACHHUA:

1) HauMeHOBaHHe opraHa, okasbiaroniero yciuyry (Pocsapasnanzop);

2) monHOe W COKpalleHHOe (B cly4ae, €ClM HMMEEeTCs) HaUMEHOBAaHHA, B TOM
qucne GUPMEHHOE HaMMeHOBaHHe (€CIIH UMeeTCs), OpraHU3allMOHHO-TIPaBoBas GopMa
IOPUIUYECKOr0 JIMLa, aApec MeCTa €ro HaxOXICHUSA WIM MeCTa IKHMTEJIECTBA
(1 MHOMBHIYJIEHOTO NPENIIpUHUMATEINS);

3) upeHTH(PUKAMOHHBI HOMEP HAJIOTOILIATEINBIIMKA,

! Enumpili mepeveHb TOBapoB, K KOTOPHIM NPHMEHAIOTCA 3alpeThl WIM OTPaHMYEHHd HA BBO3 HIH BbIBO3

rocynapcTBaMM — 4ieHaMu TaMOXEHHOTO COl03a B paMkaX EBpasHMCKOro 3KOHOMHHECKOro COOGILECTBA B TOPTOBIE
C TPETBUMH CTpaHaMmu, yTBepxaeHHbIH Pemenuem Komneruu Eppasuiickoil 9kOHOMMYECKOH KOMHUCCHH OT 16 aBrycra
2012 r. Ne 134 (Oduumansubii caiit EBpasuiickoil 3koHOMIYeCcKoi KOMHCCHH http://www.tsouz.ru/, 17 asrycra 2012 r.;
OduumanbHbli caiiT EBpasniickoro 3K0HOMHUECKOTO colo3a http://www.eaeunion.org/, 14 nexabps 2018 r.).

2 Crateu 21 u 22 ®epepansHoro 3akoHa oT 8 zekaGps .2003 r. Ne 164-@3 «OG6 0CHOBaX TroOCYIapCTBEHHOTO
peryMpoBands BHEIIHETOProBoii aestensHocTHy (Cobpanue 3akoHomatenscTBa Poccntickoit @enepaunu, 2003, Ne 50,
c1. 4850; 2011, Ne 50, ct. 7351).

3 Crarea 96 denepanbHoro 3akona ot 21 Hoabps 2011 r. Ne 323-®3 «O6 OCHOBaX OXPaHBI 3JOPOBhA IpaXKJaH
B Poccuiickoii ®enepaunu» (Cobpanue 3akoHoaaTenscTpa Poccuiickoit ®enepanuu, 2011, Ne 48, c1. 6724).
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4) OCHOBHO#M FOCYAapCTBEHHBIM pErMCTPallMOHHBIM HOMED 3allMCH O CO3JaHWU
IOPUANYECKOrO JIMHA MM HHAUBHIYAJIbHOIO IPEAPHHUMATE]IS,

5) HauMeHOBaHHME MEIMLMHCKOTO H3/eHs C yKa3aHHEM MOJENH (B ClIydae, eclu
HMeeTCs1), BapHaHTa MCIIONHEeHH (B ciy4ae, eClId UMeeTcs);

6) HaMEHOBaHHE M aJPeC MeCTa HaXOXAEHHUs IPOU3BOUTENS (M3TOTOBHTENS)
MEAHIIMHCKOTO U3/IeNHS;

7) anpec MecTa IPOU3BOACTBA (M3TOTOBNIEHHUS ) MEUIIMHCKOTO U3/IEIIHS,

8) KOMILTEKTALlMsE MeTHIMHCKOTO U3/ieHs (B CIIydae, €Cli¥ MMEEeTCA);

9) mpUHAIIEXHOCTH (B CIIy4ae, €ClIi UMEIOTCA);

10) KonuyecTBO BBO3UMBIX 00pasLOB;

11) 3aBoackoii Homep U (M) HOMepa CEpHH HIIH HOMEpa MapTHH BBO3UMBIX
00pa3ios.;

12) mata mpou3BoACTBa (M3TOTOBIICHUA) MEAMIHHCKOIO H3JEIIHS,

13) cpok rogHocTH (3KCIUTyaTal[iK) MEIUIIMHCKOTO H3EIIH;

14) cBenenns o aate © HOMEpE PETHCTPALMIOHHOIO YAOCTOBEPEHHS, B KOTOpoe
OyAyT BHOCHUTBCS W3MEHEHMA (B Clydae IIOTy4eHHMs paspellieHus Ha BBO3
MEIMLUHCKOTO U3JEIMA B IENIX BHECEHHS HM3MEHEHHH B PETHCTPAllMOHHBIC
IOKYMEHTBHI), C YKa3aHHEM HalMEHOBaHMS MEJULMHCKOrO M3MENUs U HAUMEHOBAaHUS
IPOU3BOJIUTEIIS MEAULIMHCKOTO U3/1€NIN;

15) nata ¥ HOMep BBIZAHHOTO pa3peilieHHs Ha BBO3 HIH YBEAOMIICHHS
00 oTKa3e B BelJaye pa3pelIeHrs C yKa3aHHeM NPHUYMH 0TKa3a B Bela4ye paspelIleHuUs,

16) cpok neicTBHA pa3pelleHys Ha BBO3 MEAULIMHCKOIO U3/IEIHA.

17. Tlnara 3a BelJayy paspellleHHss Ha BBO3 MEIULMHCKHMX H3ICIHM
HE B3MMAaeTCsl.




