MHHHCTEPCTBO 31[PABOOXPAHEHI/ISI
POCCHUHCKOMU ®EJEPAIINHA

O a5 L2023 - W/ Y

SAPETHCTEHPOBAHO

PerucTpaiionssus N F 677
o 'Of" Leperes WA,

06 yrBep:knenun HopuAKa BEG34A fia Tepputopuio Poccuiickoii ®@enepanun
MeININHHCKAX H3JIeJIHil B LeJIsIX FOCyJapCTBEHHOH perncTpanny

B coorBerctBuM ¢ 4actelo 6 cratem 38 DemepanbHOro  3aKOHa
or 21 Hosb6pa 2011r. Ne323-®3 «OO6 ocHOBax OXpaHbl 3J0pOBbS I'paxKIaH
B Poccuiickoii ®eneparuu» u mnoamyHKTOM 5.2.186 nyHkta S IlomoxkeHus
0 MunucrepctBe 3apaBooxpaHeHus Poccuiickoii ®enepanuyu, YTBEPKICHHOIO
nocranoBieHreM [IpasutensctBa Poccuiickoit @enepanuu ot 19 mrons 2012 r. Ne 608,
NpUKa3 kb Balo:

1. VrBepautp npmiuaraemeiii Ilopsmok BBoza Ha TeppuTOpHiO Poccuiickoi
denepanyy METUITMHCKUX W3/IENHH B LIEAX IOCYy 1apCTBEHHON PEruCcTpaluy.

2. Ilpu3Harp yTpaTHBIUMM CHIy IHpHKa3 MHUHHCTEPCTBA 3[paBOOXPaHEHHUS
Poccuiickoit ®eneparuu ot 30 mrons 2020 r. Ne 661n «O6 yrBepxaennu Ilopsanka
BBO3a Ha Tepputoputo Poccuiickoit PDenepanvy MEIULMHCKHX H3AEIMH B LEIAX
rOCYAapCTBEHHOH perucrpauvm»  (3aperucTpupoBaH MHHHMCTEDPCTBOM  HOCTHIIHMH
Poccuiickoii ®epeparun 28 centsabps 2020 r., perucrpanuonsslii Ne 60070).

3. Hacrosumii npuka3 BcTynaer B cuily ¢ 1 ceHtsbpsa 2023 roga ¥ JAeHcTByeT
1o 1 cearabps 2029 rona.

Munuctp M.A. Mypamiko



YTBEPXJEH
npuka3oM MHUHHCTEpPCTBa 3[JpaBOOXpaHEHHUs
Poccuiickoit @enepanuu

OT « ﬂp& W 2023 r. Ne sz

IMopsaaox BBo3a Ha TeppuTopHuio Poccuiickoil Peaepaunn
MeIHIMHCKHX H3/1e/INii B eJAX rocy1apcTBeHHOH perucrpanun

1. Hacrosumit Ilopsgok ompenenser ImpaBuia BBO3a Ha TEPPHTOPHIO
Poccuiickoit ®Depepanuu MeIUIIMHCKHMX H3JeNHMA B LENIX IoCyJapCTBEHHOH
perucTpanu, B TOM 4YHCI€ B IelsIX BHECEHHS U3MEHEHMH B JIOKYMEHTHI,
COIEpXKAIMECS B PErMCTPALMOHHOM AOChe Ha MEAMIMHCKOE H3JeiHe, TpeOyroLmx
IIPOBEACHUS  TEXHUYECKMX  HCHBITaHUH, TOKCHKOJIOTHYECKHUX  HCCIIE/IOBaHUIA,
KJIIMHUYECKHUX HCIBITAHHH, @ TaK)X€ HCIBITAHUH B LEJIIX YTBEPXKACHHUS TUIIA CPEACTB
M3MepeHHit (B OTHOIIEHHWH MEIULMHCKUX U3JeNUi, OTHOCAINMXCS K CpEJICTBaM
u3MepeHnit B cdepe TrocyJapCTBEHHOTO pETyIMpOBaHHMsA oOecleYeHHs €IUHCTBA
U3MepeHnit) (Ianee — BHECEHHE H3MEHEHHH B perUCTPallMOHHEBIE JOKYMEHTHI).

2. BBo3 Ha Tepputopuio Poccuiickoit ®enepaniud MEIMLMHCKUX H3AEIHAN
B LIeJIAX IOCYJAapCTBEHHOH pEerucTpalyii, B TOM YHCJIE B LIENIAX BHECEHUS M3MEHEHHH
B PETUCTpPAlMOHHBIE JOKYMEHTBI, OCYILECTBIISETCA NMPOU3BOJUTENEM (M3TOTOBHTENIEM)
MEJUIMHCKOIO0  HM3JeNHsl, YNOTHOMOYCHHBIM MPEICTAaBUTEIEM  IPOU3IBOAMTEN
(M3roToBUTENA) WM JIMLIOM, OCYILECTBJSIOIIMM BBO3 MEIMLHMHCKOIO H3ACIHs
B Poccuiickyto ®epepaniio B LEISIX €ro rocyJapCTBEHHOM — pPErucTpaluy
(manee — 3asABUTEID).

3. KonudecTBo BBO3UMBIX Ha TeppuToputo Poccuiickol @enepauun 06pasios
MEIUIMHCKOr0 M3 B HEJIIX roCyJapCTBEHHOM pericTpalyy, B TOM YHCIIE B LEIAX
BHECEHMs H3MEHEHHH B PErucTpallHOHHBIE JIOKyMEHTBI, ONpENENICTCS 3asiBHTEIEM
C YYETOM peKOMEHAAlMii OpraHu3alMi, OCYIIECTBISIONIMX TEXHUYECKHE MCIBITaHHI,
TOKCHKOJIOTHUECKHE HCCIIENOBaHUA, KIMHHYECKHE HCIBITAHUSA, a TAKXXE HCIIBITAHUS
B LENAX YTBEPXKICHUS THMA CPEACTB H3MEpeHHH (B OTHOIIEHWHM METUIIMHCKUX
U3JEHiA, OTHOCAUIMXCA K CpeICTBaM W3MEpeHHH B cdepe roCyIapCTBEHHOTO
peryaupoBaHuss obOecrieuyeHHs €IMHCTBA M3MEPEHMH), B 3aBHCHMOCTH OT KJacca
MOTEHIMAILHOTO0 PUCKA MPUMEHEHHS MEULIMHCKOro U3ienus U o6beMa HeoOXOAUMBIX
HCIIBITaHM#H (HCCIIeA0BaHMIA).

4. Jlo ocyiecTBieHUs BBO3a MEIUIIMHCKOIO U3ZENHA 3asABUTEIb HAIpPaBIIsIeT
B ®DemepanbHyio  cayx0y 1m0  Haglopy B cdepe  3ApaBOOXPaHEHHMS
(manee — Pocs3apaBHam30p) C KCIONB30BaHMEM JIMYHOTO KabWHeTa B (enepanbHOM
rocyJapCTBEHHOH HHQOpPMalHOHHON chcTeMe «EAMHBINA MOpTan rocylapCTBEHHBIX
M MyHHOMOAIbHBIX youyr (GyHkuuii)» (manee — nuunbiii kabunet Ha EIII'Y) B dopme
9JIEKTPOHHOTO  JTOKYMEHTa, TMOANMCAaHHOI'O  YCHJIEHHOM KBanmpnunpoﬁaHHoﬁ
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37€KTPOHHOM MOANKMCHI0 WIH YCWICHHON HeKBaITM(HIMPOBAHHON 3JIEKTPOHHOM
TMIOMKCHIO 3asBUTENS, cepTU(HUKAT KII0Ya [POBEPKU KOTOPOi CO3IaH U HMCIHONb3YeTCs
B UHOPPACTPYKTYpE, obecrnieunBaronieit HH()OPMAIIHOHHO-TEXHOIOTHYECKOe
B3aUMOJAEHCTBHE HH(GOPMALMOHHBIX CHCTEM, HCIOJNB3YEMBIX M INPEAOCTaBICHUS
TOCYJApCTBEHHBIX ¥ MYHHLHMNAIBHBIX YCIYr B 3JIEKTPOHHOM ¢opme, yBedoMIeHHEe
0 HaAMEPEHHUH OCYIIECTBUTH BBO3 ME/UIIMHCKOTO U3/IENHs, B KOTOPOM YKa3bIBalOTCS:

1) HauMeHOBaHWe MEJMLMHCKOTO M3IEJNHA C yKasaHMEM MOJeNH (B Ciiydae,
eclIi UMeeTcd), BapHaHTa MCHOJHEHHs (B Clydae, €CIH HMeeTcs), KOMIUIEKTaluU
MeIULIMHCKOro M3Aeius (B Cllydae, eClId UMeeTCs), IPUHAIJIEKHOCTEH (B Cilydae, €CiH
HMMEIOTCA), KOJAMYECTBA, 3aBOJICKOTO HOMEpa, HOMEpa CEpHM HIIM HOMepa MNapTHH
(B ciydae, ecnM MMeeTcs), JaTbl IPOMU3BOJACTBA (M3TOTOBIICHMS) MEIMLMHCKOIO
H3/Ie]Us, CPOKa €r0 T'OJHOCTH (IKCIUIyaTalMy) (B ClIydae, eClli UMEeTCs);

2)  CBeleHMs O JaTe ¥ HOMEpe PeruCTPAlMOHHOTO YHOCTOBEpPEHHs (B clydyae
NOAAYH YBEJOMJIEHHS HA BBO3 MEIUIMHCKOIO M3JE/NUA B LENAX BHECECHHS H3MEHEHHI
B PETUCTPallHOHHBIE JOKYMEHThl Ha paHee 3aperMCTPUPOBAHHOE MEIUIMHCKOE
U3JIeine);

3) Ha3HaueHHE MEIULMHCKOrO H3JeNHs, YCTaHOBJICHHOE IIPOM3BOINMTEIEM
(u3roroBHUTENEM); '

4)  cBeaeHHs O 3asBHUTEIE:

a) monHoe M (B ciydae, eCId HMEETCs) COKpAllleHHO€ HaHMEHOBaHHE,
¢upMeHHOe HaWMeHOBaHHMEe (B Cllyuae, €CIId HMEETCs), OpraHM3allHOHHO-TIPaBOBas
dopMa IOpHAMYECKOro JHL@, afpec MeCTa ero HaXOXICHMS, HIACHTH(HUKALMOHHBIN
HOMEP HAJIOTOIUIATENBIIMKA, OCHOBHOH IOCYIapCTBEHHBIH DPErMCTPAIllMOHHBIH HOMEp
3aIUCH O CO3JAHMH IOPMAMYECKOro JIMIA, HOMep TernedoHa W ajipec NEKTPOHHOM
MOYTHI (B ClTydae, eCId UMEeTCs); | '

6) damunus, ums u (B ciiydae, eclM HMEETCA) OTYECTBO MHAHBHIYAIBHOTO
npeanpuHAMATeNs, aApec ero MecTa JKMTENbCTBA, JaHHbe  JOKYMEHTa,
YIOCTOBEPSIONIET0 €ro JMYHOCTh, HACHTU(HUKALHUOHHBIH HOMEP HANOroIUIaTe bIIIKa,
OCHOBHO#M TOCYNApCTBEHHBIH PEriCTPalMOHHBIH HOMEP 3allMCH O TOCYAApCTBEHHOH
PETMCTPalK HMHIMBHIAYaIbHOrO IpEANpUHUMATENA, HOMEp TeledoHa U ajpec
3JIEKTPOHHO# MOYTHI (B Cilydae, €ClIM UMEETCs);

5)  HaMMeHOBaHHE HPOU3BOJAMUTENS (MU3rOTOBHUTENS) MENMLHHCKOIO H3IEIHs
H aJpec MecTa €ero HaxOXIEHWs, ajJpec MecTa IPOM3BOJACTBA (M3rOTOBIEHHUS)
MEIULMHCKOro U3/1eIIHs;

6) cBemeHus o0 opraHusalUAX, B KOTOPBHIX IUIAHHPYETCA nposleneune
TEXHUYECKMX  MCIBITAHHH, TOKCHKOJIOTHYECKHX  HCCIICHOBaHMH, KITMHHYECKHX
UCTIBITAaHUHA, a TaKkXKe HCIBITaHWH B LENAX YTBEPXKICHHS TUIA CPEICTB HU3MEPEHHM
(B OTHOIIEHHH MEIULMHCKUX W3NENHi, OTHOCALIMXCS K CPeICTBaM M3MepeHuit B cdepe




rocyZlapcTBEHHOrO PETyJIMpOBaHUs oOecIeyeHHs eJMHCTBA M3MEPEHHUi), C yKa3aHHEM
JaTHl ¥ HOMepa JIOTOBOpa Ha IIPOBEeHNe HCIIBITAHUH (HCCIeI0BaHHH).

5. TIlpm Heob6xoaumocTH BBO3a Ha TeppuTopHio Poccuiickoir @enepanyn
JIOMOJIHUTEFHOTO KOJIMYECTBa 06pa3LoB il IIPOBEAEHHA UCIIBITAaHUH (MCCiel0BaHuMH)
MEIULMHCKOTO W3/I€NHs YBEJIOMJICHHE HAMpaBiseTcsi IMOBTOPHO B COOTBETCTBUU
¢ nmyHkToM 4 Hacrosmero Ilopsaka.

6. B cpok, He TMpeBHIIAIOIKA OJHOrO pabouero IHA CO AHA HalpaBleHHs
3asBUTENEM YBEIOMIEHHH, yKasaHHoro B IyHkTax 4 u 5 Hactosiero Ilopsaka,
Poc3apaBHaa30p coo0IiaeT 3asiBHTENIO0 O TONYYEHHHM YBEIOMIICHHS IOCPEACTBOM
miyHOro Kabunera Ha EIIIY.

7.  PocsapaBHaig3op BeleT Yy4eT NPUHATBIX YBEIOMIICHMH Ha BBO3
MEIUIMHCKAX  M3/eJMHA  TMOCPENCTBOM  BEICHHUS  peecTpa,  pa3sMeliaeMoro
Ha oduHanbHOM caiite Poc3apaBHaazopa B HH(POPMAIIHOHHO-

TeIeKOMMYHMKaLMOHHOM cetn  «UHTepHeT» ¢ cOOmOJEHMEM  OrpaHUYEHHH,
YCTAHOBJIEHHBIX 32KOHOJATEeJbCTBOM O KOMMEpPYECKOH M HHOM OXpaHseMO# 3aKOHOM
TaliHe. PeecTpoBas 3anuch COOEPXKHT CIEAYIOLIHE CBEACHHS:

1)  monHoe W cokpaleHHOe (B Cllydae, €ClId UMEETCs) HAMMEHOBaHHs, B TOM
yucie GUpMeHHOe HaMMEHOBaHUE (€C/U MMeeTCs), OpraHH3alMOHHO-NpaBoBas (opma
IOpDUIMYECKOTO JIMLA, aJpPeC MeECTa €ro HaXOX/IECHHs HIM MecTa IKUTEIBCTBA
(o1 HHAMBUAYAIBHOTO MPEAPHHHMATEN);

2)  uOeHTU(HUKALHOHHBIH HOMEP HaIOrOIlIaTe IbIIHKa,

3)  OCHOBHOW rocyIapCTBeHHBIH PErUCTPAlMOHHBIA HOMED 3aMHCH O CO3AaHUH
IOPHUAMYECKOTO JIMLA WM HHIMBUAYAIBHOIO NPEAIIPUHUMATEL,

4)  HaMMeHOBaHHE MEIULMHCKOTO H3IeNMs C yKa3aHHEM MoJeNd (B ciyvae,
eclIM MMeeTCs1), BAPUAHTA MCIIOJMHEHHUS (B CIydae, eClIH UMEETCA),

5) HauMeHOBaHME M  aJpec  MeCTa  HAaxXOXIEHHs  MPOU3BOIMTENS
(M3roTOBHUTENS ) MEAUILIMHCKOTO U3JIENHS;

6)  aapec MecTa IPOM3BOACTBA (M3rOTOBJICHHUS ) MEAMIHHCKOTO H3JEIHS;

7)  KOMILUIEKTalysl MEJUIMHCKOTO U3/ieNus (B Cly4ae, eClii MMeeTcs);

8)  NpHHAUIEXHOCTH (B CIy4yae, €ClIM HMEIOTCA), |

9)  KONHYECTBO BBO3UMEIX 0OPa3IOB;

10) 3aBoxackoii HoMep M (WIH) HOMEpa CEpUM HIIM HOMEpa MapTHH BBO3HUMBIX
00pa3LoB (B ciTydae, eClIH HMEETCs);

11) nmara mpou3BOJACTBa (M3TOTOBJIEHN) MEAUIIMHCKOTO U3/IENIU,;

12) cpok rogHOCTH (IKCIUTyaTalMy) MeJMUHHCKOro M3fenus (B ciydae, eciu
HMeeTcA);

13) cBeneHus o gare ¥ HOMEPE PErHMCTPALMOHHOIO yJOCTOBEPEHUs, B KOTOpOe
OydyT BHOCUTECS U3MEHEHMs (B Cily4ae NMOAAYd yBEJIOMIICHHS HA BBO3 MEAULIMHCKOIO
W3/IeNUs B 11X BHECEHHS U3MEHEHHUM B pErrCTpalliOHHbIE JJOKYMEHTHI), ¢ YKa3aHHEM




HAaUMEHOBaHUA MEIULITHCKOI'O JK31(S)158 u HAaUMCHOBaHHA NPONU3BOAUTEIIA

(M3roTOBHUTENA) MEAULIMHCKOTO H3/AEIIN,
14) pata ¥ HOMep TIIPUHSATOTO YBEJOMJICHUS Ha BBO3 MEIHULIMHCKOTO H3/IeITHS.




