NMPABUTENIbCTBO POCCUUCKON ®EOEPALUU
IIOCTAHOBJIEHUE

ot 27 nexadps 2012 . No 1416

MOCKBA

00 yrBep:xkaenuu IIpaBuii rocyiapcTBeHHOM
perucrpanuuy MeIULUHCKUX U3/1eJInH

B cootBerctBUM co ctaThelt 38 DenepanbHoro 3akoHa "OO ocHOBax
OXpaHbl 370pOBbs TpaxaaH B Poccuiickoit ®enepanuu’ IlpaBuUTENHCTBO
Poccutickon @etepaliui 1O CTAHOBJAAE T :

1. VrBepauth mnpunaraembie [IpaBuiia TOCynapCTBEHHOW pErUCTpAIUU
MEJIULIMHCKUX W3IEIIHM.

2. YCTaHOBUTB, YTO:

a) peTUCTPALIMOHHBIE  YJOCTOBEPEHUS] Ha M3JENUi MEIULIHUHCKOTO
Ha3HAYEHUS W MEIULHUHCKYIO TE€XHUKY C YCTAHOBJEHHBIM CPOKOM JIEHCTBHS,
BBIJIJAHHBIE JI0 JHS BCTYIUICHUSI B CUJTy HACTOSIIErO0 OCTAHOBJIEHUS, IEUCTBYIOT
JI0 UICTE€YEHUS YKA3aHHOTO B HUX CPOKa JACHCTBUS;

0) perucTpalliOHHBIE  YIOCTOBEPEHUS Ha WU3JACIUS  MEIUIUHCKOTO
HA3HAUCHUS U MEJUIMHCKYI0 TEXHHUKY OECCPOYHOTO JCHCTBUS, BBIJAHHBIEC [0
JHA BCTYIUIEHHUS B CHJIY HACTOSIIErO0 IOCTAHOBJIEHUS, ACHUCTBUTENbHBI U
nosiexxat 3ameHe A0 1 saBaps 2014 r. Ha perucTpalMoOHHbIE YI0CTOBEPEHHUS 10
dopme, yrBepxkmaemon denepanbHON CIy)KO00M 1O Ham3opy B chepe
3IpaBOOXPAHEHUS.

3amMeHa PETUCTPAIMOHHOTO  yJOCTOBEPEHHS  OCYIIECTBIseTcS  0Oe3
MPOXOXKIEHUS TMPOUEAYPbl TOCYJAPCTBEHHON pErucTpalud MEAUIIMHCKUX
U3IeIMM  HAa  OCHOBAaHUM  3aBJICHUS, [PEICTABICHHOTO  3asBUTEIIEM
B DenepanbHylo CIy»)0y M0 HaI30py B cepe 3ApaBOOXpaHEHUs, C YKa3aHUEM
CBEJICHHI, MpeaycCMOTpeHHbIX I[IpaBuiaMu, YTBEpPKICHHBIMH HACTOSIIUM
MOCTAHOBJICHUEM.

3. l'ocynapctBenHas perucrpauus MEIULIMHCKUX 15631 (017178
MPEACTABICHHBIX HA TOCYJAPCTBEHHYIO PETHCTPALMIO [0 JHS BCTYILICHUS
B CWJIy HACTOSIIIErO IOCTAHOBJICHUS, OCYILIECTBISIETCS Ha OCHOBAaHUU
JIOKYMEHTOB, TMPEJICTABICHHBIX 10 JHS BCTYIUIEHUS B CHILy HACTOSILETO
MOCTAHOBJICHUS, a TaKXXe 3asBJICHUSI O TOCYJIapCTBEHHON perucTpalnuu
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MEIUIIMHCKOTO M3JIeNUsl, MPEACTABICHHOIO 3aiBUTEIEM B COOTBETCTBUU
c [IpaBunamu, yTBEp>KI€HHBIMHA HACTOSIIIIUM MTOCTaHOBJIEHUEM, B DeaepanbHyto
CIIy>K0y Mo Haa30py B cepe 3paBOOXpaHCHUS.

4. Peanuzanus MMOJTHOMOYHH, MPETyCMOTPEHHBIX HACTOSIINM
MMOCTAaHOBJICHHEM, OCYIIIECTBIISIETCSA B npeaenax YCTAHOBJIEHHBIX
[IpaButenbctBOM  Poccuiickort  @Denepanuu  OPEACIBHOM  YHCIEHHOCTH
pabOTHUKOB IIEHTpaJibHOro amnmapata denepanbHON CIyKOBl 10 HaA30py
B cepe  3ApaBoOXpaHEHHs, a  Takke  OMJDKETHBIX  aCCUTHOBAHMM,
npeaycMoTpeHHbix Ciyx06e B ¢enepanbHOM OI0KETe Ha PYKOBOJCTBO
U yrIpaBjeHue B chepe YCTaHOBICHHBIX (PYHKIIHMA.

5. Hacrosiee nocranonenue Berynaet B cuity ¢ 1 suBaps 2013 T.

[Ipencenarens [IpaBuTenbcTBa
Poccutickon ®@enepanuu J.Mensenes

Postanovlenije No. 1416 - Ob utverzhdenii Pravil gos.registracii Ml.doc



YTBEPXIEHDbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
oT 27 nexabps 2012 . Ne 1416

IHPABHUJ A

rocyIapcTBEHHON perucTpanun MeIuIUHCKUX H3/1eJTuil

1. Hactosimue IlpaBuna ycTaHaBAMBAIOT TOPSAIOK TOCY/IapCTBEHHOU
pEerucTpalui MEAUIIMHCKUX H3CINMA, TOJJISKAIIUX OOPAIllEHUI0 Ha TePPUTOPUU
Poccutickon ®@enepanuu.

2. 'ocynapcTBEHHOM perucTpalu TMOJJIeXar JIIoOble HMHCTPYMEHTHI,
anmapartbl, NpuUOOpbI, 00OpYJOBaHWE, MAaTepuaabl U MPOYUE  U3JEIHS,
MPUMEHSIEMbIE B MEJTMIIMHCKUX IIEJIAX OT/AENIbHO WM B COYETAaHUH MEXKITY COOOH, a
TaK)X€ BMECTE C JPYTUMHU MPUHAIIICKHOCTIIMHU, HEOOXOIUMBIMU JIJIsI IPUMEHEHUS
YKa3aHHbIX M3JEIUN 10 HA3HAUYEHWIO, BKIIOYAas CIEUUAIbHOE MPOrpaMMHOE
oOecrieueHre, W TMPEJHA3HAUCHHBIE TMPOU3BOAUTENIEM A MNPODOUIAKTHUKH,
JTUArHOCTUKH, JIEYEHUS W  MEIUIMHCKOW  peabwiuTanuu  3a00JIeBaHUIA,
MOHUTOPUHTA COCTOSIHHSI OpraHW3Ma 4YeJOBEKa, MPOBEICHUS MEIUIIMHCKUX
UCCIICIOBAHUM, BOCCTAHOBJICHUS, 3aMEIICHUS, W3MEHEHHUS aHATOMUYECKON
CTPYKTYpPbl WJIK (PU3UOJOTHYECKUX (DYHKIHMM OpraHWU3Ma, MPEIOTBPAIICHUS WIH
npepbiBaHus OepeMEeHHOCTH, (YHKIIMOHAJIBLHOE HAa3HA4Y€HHE KOTOPHIX HE
peanu3yercs myreM (papMakoIOTHYeCKOro, UMMYHOJIOTMYECKOTO, T€HETUYECKOTO
WIM METa0OJMYECKOrOo BO3JCHCTBMSA Ha OpraHuU3M 4eloBeka (mamee -
MEIUITMHCKUE U3JICITIHS).

MenuuuHCKHEe W3AENusl, U3rOTOBJIEHHBIE 10 WHIMBUAYaJbHBIM 3aKa3aMm
MAIMEHTOB, K KOTOPBHIM TPEIBSABISIOTCS  CIENUAbHBIE TPEOOBAHHS  TI0
HAa3HAUYCHUIO  MEAUIIMHCKUX  pabOTHUKOB HM  KOTOphIE  MpeIHA3HAYCHBI
UCKJIIIOYUTEIBHO [IJI1  JIMYHOTO HWCIOJb30BAaHUS KOHKPETHBIM  MAllMEHTOM,
rocyJJapCTBEHHOM perucTpaluy He MoJjIexKar.

3. l'ocynapcTBeHHast peructpanus MEAUITMHCKUX W3AETUNA OCYIIEeCTBIIACTCS
denepanbHO CIy’)kO00M 1O HaA30py B cdepe 3ApaBOOXpaHEeHHs (nanee -
PETUCTPUPYIOIINI OpraH).

4. B Hacrosmux [IpaBuiiax ucnonab3yrOTCs CIEAYIONINE OCHOBHBIEC MOHSITHS:
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"0€e30MacCHOCTh MEIUIMHCKOTO H3Aenusi" - OTCYTCTBHE HEIOMYCTUMOTO
pUCKa IPUYMHEHHUS Bpeaa KU3HU, 3J0POBBIO YEJIOBEKA U OKPYIKAIOIIECH cpene npu
WCIIOJIb30BAaHUM  MEAMIMHCKOIO M3JENIUs 10 HAa3HAYCHHI0 B  YCIOBUSX,
PELYCMOTPEHHBIX POU3BOIUTEIEM;

"KauecTBO MEIUUMHCKOrO0 HM3Jeaus’ - COBOKYINHOCTb CBOWCTB U
XapaKTEPUCTHUK MEIUUMHCKOTO W3JENHs, BIMSIOIIMX HA €ro CrocoOHOCTh
JNEHUCTBOBATh IO HA3HAYEHUIO TMPHU YCIOBUU COOTBETCTBUS TpeOOBaHUSAM
HOPMAaTUBHOW, TEXHUYECKOMN U DKCILTyaTallMOHHON JOKYMEHTALUH;

"KIIMHWUYECKHE HCIBbITaHUA" - pa3padOTaHHOE M 3aIUIAHUPOBAHHOE
CUCTEMATUYECKOE HCCIEAOBAHUE, NPEANPUHATOE, B TOM YHUCIE C YYacCTUEM
YeJIOBEKa B KayecTBE CYObEKTa ISl OLEHKH O€30MacHOCTH U 3(PPEKTUBHOCTU
METUIMHCKOrO U3/EIINS;

"HOpMaThBHas JOKyMEHTAalUsA' - JOKYMEHTBI, PETJaMEHTHPYIOIINE
TpeOoBaHMs 0€30MaCHOCTH, Ka4eCTBa, a TaKKe MpeanosaraeMyro 3(p(peKTuBHOCTh
PETYyCMOTPEHHOIO  NPUMEHEHHs] M METOAbl  KOHTPOJs  COOTBETCTBUSA
MEUIUHCKOTO U3/1eJIUsl 3TUM TpeOOBaHUSAM;

"perucTpaMoOHHOE J0ChE" - KOMIUIEKT JTOKYMEHTOB, MPEACTABISIEMBIX IS
rOCyJapCTBEHHOM pErucTpalli, BHECEHUS HU3MEHEHU B pPEruCTpPalMOHHOE
YIOCTOBEPEHUE HA MEJUIMHCKOE M3JENHNE, a TAKKE KONUU PEUICHUH, MPUHATHIX
PETHCTPUPYIOIIMM OPTaHOM B OTHOILIEHUH KOHKPETHOIO MEULIMHCKOTO U3/EIHS;

"TeXHH4YecKass JOKyMEHTauus" - JOKYMEHTBI, PETJIAMEHTUPYIOIINE
KOHCTPYKIMIO  MEIULMHCKOTO  W3JIENMs, YCTAHABJIMBAIOIIUME TEXHUYECKUE
TpeOOBaHMSI W COJEp)KAIME JaHHbIe [UIsi €ro pa3paboTKH, NPOU3BOJCTBA,
NPUMEHEHUs,  JKCIUTyaTallud, TEXHUYECKOro  OOCIYXUBAaHHS,  pPEMOHTA,
YTUIA3ALUU WIH YHUUTOKEHUS;

"TEXHUYECKUE HWCHOBITAHUS' - HCIHBITAHUS C LEJIbI0  ONpPEACICHUS
COOTBETCTBHSI XapaKTEPUCTUK (CBOMCTB) MEAMUIIMHCKOTO H3ACIHS TPeOOBaHUSIM
HOPMATUBHOM, TEXHUYECKONM M SKCIUTyaTallUOHHOM ITOKYMEHTAaUWU W TPUHATHUSA
MOCJIETYIOIIETO PEIICHUs O BO3MOKHOCTH MPOBEACHUS KIMHUYECKUX UCTIBITAHUM;

"TOKCUKOJIOTHUECKHE HCCIEOOBAaHUA'" - HCCICIOBAaHUSI B ILIEIIX OIEHKHU
OMOJIOTMYECKOM  O€30MacCHOCTH  MEAMUIIMHCKOTO  W3JeNUs U NPUHATHUS
MOCJIETYIOIIETO PEIICHUsI O BOBMOXHOCTH MPOBEACHUS KIIMHUYECKUX UCTIBITAHUIT;

"YIIOJTHOMOYEHHBIN MPEICTAaBUTEND MPOU3BOIUTENS" - IOPUIUYECKOE JIULIO,
3apEerucTpUpPOBaHHOE Ha Tepputopuun Poccurickor Denepannu, yrnoJHOMOYECHHOE
MPOU3BOAMUTENIEM MEAMIIMHCKOTO H3JAENUS NPEICTaBIATh €ro HMHTEPEChl IO
BOIIpOocaM OOpallleHus MEIUIMHCKOro H3enus Ha Tepputropur Poccuiickoi
®denepauyy, B TOM YHKCIE IO BONPOCAM MPOUEAYP OLEHKA COOTBETCTBUS H
rOCy/JapCTBEHHOM pPETUCTpAlliM, Ha HMs KOTOPOIO MOXKET OBbITh BBIAAHO
PErUCTPAlMOHHOE YOCTOBEPEHNE HA MEULIMHCKOE U3JIEIIHE;
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"IKCIUTyaTallMOHHAS] JOKyMEHTauus'" - JOKYMEHTBI, PEJHA3HAUYECHHbIE IS
O3HAKOMJICHUSI ~ MOTPEOUTEN C  KOHCTPYKIMEW MEIUIMHCKOTO  H3/eNus,
pErJIaMEHTUPYIOIIME YCIOBUS M MpaBWIa SKCIUTyaTaluu (MCHOJB30BAHHUE TIO
HA3HAYEHUIO, TEXHUYECKOE OOCIyKMBaHHWE, TEKYIIHM pPEMOHT, XpaHEHUE U
TPaHCHOPTUPOBKA), TAPAHTUPOBAHHBIE IMPOU3BOJUTEIEM 3HAYEHUS OCHOBHBIX
apamMeTpoOB, XAPAKTEPUCTUK (CBOMCTB) MEIMIIMHCKOTO W3MENIHs, TapaHTUHHbIE
00513aTeNbCTBA, a TAKXKE CBEACHUS O €T0 YTHIM3ANU WIH YHUUYTOXKCHUU;

"3()EeKTUBHOCT, MEIUITMHCKOTO W3AENHUsA" - COBOKYITHOCTH CBOWMCTB M
XapaKTEPUCTUK MEIUUMHCKOIO H3JeNns, 00eCHeunBalOUIMX TOCTH)KCHHE LieJIer
NpPEIHA3HAYCHUS, YCTAHOBJIECHHBIX MPOU3BOJUTEIEM M  IMOATBEPKIECHHOIO
MPaKTUKOW KIIMHUYECKOTO MPUMEHEHHS.

5. N'ocynapcTBeHHass perucrpauus MEAUIUHCKUX HM3ACIUA MPOBOIAUTCS HA
OCHOBAHMHM  pE3YyJbTAaTOB  TEXHMYECKUX  HCHBITAHUN, TOKCHUKOJOTUYECKUX
UCCJIEIOBAHUM, KIMHUYECKUX HCIHBITAHUM, NPEICTAaBIAIOMNUX CO00M (POpMBI
OLICHKM COOTBETCTBUS MEIMIMHCKUX M3JIETUNA C YYETOM Kiaccu(HUKauuu B
3aBUCUMOCTH OT MOTEHIIMAIBHOIO PUCKA UX PUMEHEHUS, U SKCIIEPTU3bI KAYECTBA,
3¢ (HEeKTUBHOCTH U 0€30MaCHOCTH MEAUIMHCKUX H3IENINNA, a TAKKe HCHBITAHUNA B
LEIAX YTBEPKACHUS THUIA CPEACTB U3MEPEHUU (B OTHOIICHUH MEAUIIMHCKUX
U3JIETIUH, OTHOCSUIMXCS K CpPEICTBaM H3MEPEHHM B cdepe TrocyJapCTBEHHOrO
pEryiaupoBaHUsl OOECHEYEeHHs] €IWHCTBA H3MEPEHHl, TMepeYeHb KOTOPBIX
yTBepk1aeTcds MUHHCTEPCTBOM 31IpaBooxpaHeHus: Poccuiickoit denepanun).

6. JlokymMmeHTOM, MOATBEP>KAAIOMIMM (DaKT TOCYIapCTBEHHOW pErucTpaIiu
MEIUIMHCKOTO  U3JENHs, SBISETCS PErHCTPAlMOHHOE YJIOCTOBEPEHHE Ha
MEIUIMHCKOE H3eNue (Jajgee - perucTpalrMoHHOEe yaocTtoBepeHue). dopma
PErHCTPAlMOHHOTO YIOCTOBEPEHHUS YTBEPKAAECTCS PETUCTPUPYIOITUM OPTaHOM.

PerucrpaiiioHHO€ yJI0CTOBEPEHHE BBIAETCS OECCPOUHO.

/.TocynapcTBeHHass TMOUUIMHA  YIUIAYMBAE€TCSI B COOTBETCTBUU  C
3aKoHOAaTeIbCTBOM Poccuiickoi denepanuu 0 Hajgorax u coopax.

Nudopmanus 00 ymiare rocylapCTBEHHON TMOLUIMHBI 3alpallnBaeTCs
PETUCTPUPYIOIIMM OPTaHOM B MOPSAJKE MEKBEIOMCTBEHHOIO MH(OPMAIMOHHOTO
B3aMMOJIEUCTBUS B coOTBeTCTBUM ¢ DenepasibHbiM 3akoHOM "OO opraHuzanuu
MPEI0CTaBIECHUS TOCYAAPCTBEHHBIX M MYHUIIMITAJIBHBIX YCIYT".

8. lns  rocymapCTBEHHOM  pPEruCTpalli  MEIUIMHCKOTO  HM3ZENHs
pa3paboTuMK, MPOU3BOAUTEIb MEIUIIMHCKOIO M3IENIHS WIA YHOJIHOMOYECHHBIN
MPEACTaBUTENb TMPOU3BOAUTENS (Jajgee - 3asBUTENIb) NPEACTABISIECT JUOO
HalpaBisieT B PErUCTPUPYIONIMI oOpraH 3asBICHHE O TIOCYIapCTBEHHOMN
pEerucTpalii MEIULHUHCKOTO U3JeNHs, a TakKe JOKYMEHTBI, YyKa3aHHbIE B
nyHkTe 10 Hacrosmux [TpaBu.

9. B 3asBiIeHUM O rOCyIapCTBEHHON pPErucTpanuyd MEIUIMHCKOTO W3JENHs
(anee - 3asBJIEHUE O PETUCTPALIMH) YKa3bIBAIOTCS CIEAYIOLINE CBEICHU:
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a) HAMMEHOBaHHE MEIUIIMHCKOTO U3/enus (C yKazaHUEM MPUHAIJICKHOCTEH,
HEOOXOMMBIX JIJISI TPUMEHEHHUS METUITMHCKOTO U3/CNUS 110 HA3HAYEHUIO);

0) B OTHOIICHWH pa3padOTYMKa - TOJHOE M (B clydae, €CIM HMEETCs)
COKpallleHHOE€ HAaWMEHOBaHHWE, B TOM uuciae (UPMEHHOE HaMMEHOBaHUE,
OpraHM3allMOHHO-TIpaBoBast  (opma  IOpUAMYECKOro KA, aapec  (MecTo
HAXOXJICHUS), a Takke HoMmepa TeledoHOB M (B Ciaydae, €ClId MMEeTCs) aapec
AIIEKTPOHHOM MOYTHI IOPUAUYECKOTO JIUIIA;

B) B OTHOIICHWW NPOU3BOAMUTENS MEAMIMUHCKOTO U3JENUS - TOJHOE U
(B cimyuae, eciiM UMEETCsI) COKpaIlleHHOE HaMMEHOBAaHHE, B TOM 4YHCie GUPMEHHOE
HAaUMEHOBAaHUE, OPTaHM3AIMOHHO-TIPaBOBas (opMma IOPUIUYECKOTO JHIA, aIapec
(MeCcTO HaXOXIEHHS), a TaKkXke HoMmepa TeleoHOB M (B ciydae, €ClH MMEeTCs)
aipec PIEKTPOHHOM MOYTHI FOPUIUIECKOTO JIUIIA,;

r)B OTHOUICHHH YIOJHOMOYEHHOIO TMPEACTABUTENS TMPOU3BOAUTES -
NoJIHOE M (B ciydyae, €CIM MMEETCs) COKpalleHHOE HaUMEHOBAaHUE, B TOM YHCIIC
¢bupMEeHHOE HAaMMEHOBAaHUE, OPTraHU3AIMOHHO-TIPaBOBas (opMa IOPUAMYECKOTO
nuna, agpec (MECTO HaXOXIEHUS), a TaKKe HoMepa TeJaeOoHOB U (B ciydae, eciu
UMEETCs) aJpec AIEKTPOHHON MOYTHI IOPUANYECKOTO JIUIIA;

1) B OTHOIICHUM IOPUIMYECKOTO JIMIIA, Ha WMsI KOTOPOTO MOXET OBIThH
BBIIAHO PETHCTPAIIOHHOE YIOCTOBEPEHHE, - TIOJHOE U (B CIy4ae, eClIi UMEeTCs)
COKpallleHHO€ HAaWMEHOBaHHWE, B TOM unciae (GUPMEHHOE HaMMEHOBaHUE,
OpraHu3allMOHHO-TIpaBOBas  (GopMa  IOPUAMYECKOrO Jiula, ajapec  (MecTo
HAXO0XJICHU), a Takke HoMmepa TeledoHOB M (B Ciaydae, €ClId MMEeTCs) aapec
AIIEKTPOHHOH TOYTHI IOPUAUYECKOTO JIUIIA;

€) MECTO MPOU3BOJICTBA MEAUIIMHCKOTO W3/ICIIHS,;

) Ha3HaYE€HUE METUIIMHCKOTO U3/EIHsI, YCTAHOBICHHOE MTPOU3BOIUTEIIECM;

3) BUJ MEIUIMHCKOTO W3JENus B COOTBETCTBUM C HOMEHKJIATYPHOU
KJ1accupuKanye MeIUIIUMHCKUX U3IETU;

M) KJIacC TOTEHIIMATBHOTO PHUCKA MPUMEHEHHS] METUIIMHCKOTO W3JeHs B
COOTBETCTBHM C HOMEHKJIATYPHOU Kjlaccupukaueidn MeIUIMHCKUX U31CIINM;

K) ko OO1iepoccuiickoro kinaccudukaropa NpoayKIUH Il MEAUITUHCKOTO
U3JICINS,

J) CBEJIEHUSI O CIOCOo0€ TOJIYYCHHS] PETUCTPALMOHHOTO YAOCTOBEPEHUS, a
Takke WH(pOpPMAaIMKU, CBSI3aHHOM C MPOLEIYypON TOCYJapCTBEHHON perucrpauuu
MEANIIMHCKOTO U3JICIHSL.

10. lns  rocyHapCTBEHHOW  pErHCTpallMd  METUIIMHCKOTO  H3ICNus
MPEJICTABIISIFOTCS CIECAYIONINE JOKYMEHTHI:

a) KOTUsI TOKyMEHTA, MOATBEPIKIAOIIErO MOJHOMOYHS YIOJTHOMOYEHHOTO
MpeICTaBUTEINS IPOU3BOUTENS;

0) cBelleHHsI 0 HOPMATUBHOW JOKYMEHTAIIMU Ha MEAUIIMHCKOE U3JIENNE;

B) TEXHMUYECKas JOKYMEHTAlUsI Ha MEIMLIIUHCKOE U3/1EIINE;
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I) OKCIUTyaTallMOHHAsA JTOKyMEHTAllUsd Ha MEIUIMHCKOE H3Jelie, B TOM
YHUClIe HHCTPYKUMS TO MPUMEHEHHIO WJIM PYKOBOJCTBO IO O3KCIUTyaTalluu
MEAMIIMHCKOTO U3JICIHS;

1) ¢pororpaduueckoe n300pakeHne OOIIEr0 BUAA MEIUIIMHCKOTO H3ICIIHs
BMECTE C MPUHAICKHOCTIMU, HEOOXOAUMBIMH I TIPUMEHEHUS! MEIUIIMHCKOTO
W3JIeTUs TI0 Ha3HAadeHUIo (pa3MepoM He MeHee 18 x 24 canTumMerpa);

€) TOKYMEHTBI, TMOATBEPXAAIOIINE Pe3yabTaThl TEXHUUYECKUX HCIBITAaHUMI
MEAMIIMHCKOTO U3JICIHS;

) TOKYMEHTBI,  TMOATBEPXKAAIOIINE  PE3yJIbTaThl  TOKCUKOJOTHYECKHX
UCCJIEIOBAHUM MEIUUMHCKOIO W3JIENusl, UCIOJIb30BAHNE KOTOPOIO MPEIIoIaraet
HAJIMYUE KOHTAKTa C OPTAaHU3MOM YEJIOBEKa;

3) AOKYMEHTBI, MOATBEPKAAIONINE PE3yIbTaThl HCIBITAHHA MEIUIMHCKOTO
U3JIeNUs B IENAX YTBEPXKACHHUS THINA CPEACTB HU3MEPEHHH (B OTHOIICHUU
MEAWIIMHCKUX W3JENNUNA, OTHOCSIIMXCS K CpEeACTBaM H3MepeHudl B cdepe
TOCY/IapCTBEHHOTO PETyIUPOBAHUS 00ECIICUeHHs SIMHCTBA U3MEPEHUH, TEPEUYCHb
KOTOPBIX  yTBepiKaaercss MMHHUCTEPCTBOM  3apaBooxXpaHeHus  Poccuiickon
Ddeneparun);

1) OMHUCh TOKYMEHTOB.

11. B cnyyae ecnu OpUTHHAIBl JOKYMEHTOB, YKa3aHHbIX B MyHKTe 10
HacTosuwx [IpaBum, cocTaBieHbl HA MHOCTPAHHOM SI3bIKE, OHH TPECTABIISIOTCS C
3aBEpEHHBIM B YCTAHOBJICHHOM TOPSAKE TIEPEBOJAOM Ha PYCCKHUH SI3bIK.

12. Cpoku ¥ TOCHEIOBAaTEIbHOCTh AIMUHUCTPATUBHBIX TPOIEAYp U
aJIMUHUACTPATUBHBIX JEHCTBUI PETUCTPHUPYIOMIETO OpraHa YCTaHABIUBAIOTCS
pa3pabaTeiBaeMbIM B COOTBETCTBHH C TOcTaHOBieHHWeM [IpaBuTenbcTBa
Poccniickont ®Pepeparun or 16 mas 2011 r. Ne373 anMHUHHCTPATUBHBIM
pPErjlaMeHTOM MPEJOCTABICHUSI TOCYAAapCTBEHHOM YCIYTH MO TOCYAapCTBEHHOU
pETUCTPALY MEAUIIMHCKUX U3/ICITHN.

13. 3asBieHne O PpETUCTpAallMd H  JOKYMEHTBHI, TIPEIyCMOTPEHHBIC
nyHkToM 10  mHactosmmx — [IpaBmi, — mpeACTaBIAIOTCS — 3asBUTENEM B
PErUCTPUPYIOIIMI OpraH Ha OYMa)XKHOM HOCHUTEJIE HEMOCPEICTBEHHO WIIU
HATPAaBISIOTCS 3aKa3HBIM IMOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHEM O BPYyUYECHUH
¥ OIHKCHIO BJIOKCHUS JTHUOO B AJNEKTPOHHOW (hopMe, TOAMUCAHHBIE AJICKTPOHHON
MIOJIITUCHIO.

Peructpupyronuii opraH TpHHMMAeT 3asBJICHHWE O PETUCTpAlH U
JOKYMEHTHI, TIpeaycMOTpeHHble TyHKTOM 10 Hactosmmx [lpaBun, mo omwmcw,
KOIHUSI KOTOPOH ¢ OTMETKOH O JjaTe MpreMa YKa3aHHbBIX 3asBJICHUS U JOKYMEHTOB B
JICHb TpUEMa BPYYaeTCsl 3assBUTEIIO WM HANPABISETCS €My 3aKa3HbIM MOYTOBBIM
OTIIPaBJICHUEM C YBEJIOMJIEHUEM O BPYyUEHUU JINOO B AIEKTPOHHOHU (hopMe.

14. Peructpupyroluii opraH He BIpaBe TPeOOBATh OT 3asiBUTENS YKa3bIBATh
B 3asABJICHMM O PETUCTPALMU CBEIEHUS, HE NPEIyCMOTPEHHbIE IYHKTOM 9
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HacTtosimmx IIpaBui, W MOpeacTaBisiTh JOKYMEHTBI, HE MPEAYCMOTPEHHbIE
nyHKTOM 10 Hacrosmux IIpasuir.

15. B teuenme 3 paGoumx AHEW €O JAHA TOCTYIUICHHS 3asBICHUS O
pErucTpalvy U JOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 10 Hactosmux [IpaBu,
PETHCTPUPYIOIIMA OpPraH MPOBOJMUT MPOBEPKY IOJHOTHI M JIOCTOBEPHOCTU
COJIEpKAIUXCS B HUX CBEJICHMIA, B TOM YHUCJIE IIyTEM CPABHEHUS TAKHX CBEICHUMN
CO  CBEACHMSMH, MPEJICTABICHHBIMU B  TOPAJIKE  MEXBEIOMCTBEHHOTO
UH(GOPMAIIMOHHOTO B3aUMOJICHCTBHS.

16. B cnyyae ecnu 3asBICHHME O PETUCTpAlMU OPOPMIICHO C HapyLICHHEM
nojokeHnit mnyHkta 9 nHacrosuux IlpaBun u (Wiu) B 3asBICHUM YKa3aHbI
HEJOCTOBEPHBIE CBEACHUSA JUOO JOKYMEHTHI, MpeaycMOTpeHHble MMyHKTOM 10
HacTosimx IlpaBun, mpencraBieHbl HE B TMOJHOM OOBEME, PErHUCTPUPYIOLIUI
OpraH BpydYaeT 3asBUTEIIO0 YBEAOMJIEHHE O HEOOXOAMMOCTH YCTPAHEHHS B
30-1HEBHBIN CPOK BBISIBICHHBIX HAPYIIEHUH U (WJIHM) MPEACTABICHUS TOKYMEHTOB,
KOTOpPbIE OTCYTCTBYIOT, JMOO HaIlpaBIsieT TaKOE€ YBEJOMIICHHE 3aKa3HbIM
MIOYTOBBIM OTHPABJICHHUEM C YBEJOMIICHHEM O BpYyYEHUH WIH B (opme
AIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU MOIHUCHIO.

17.B teuenne 3 pabouux JOHEH CO JAHS TPEACTABICHUS HaJICKAIIUM
oOpa3oM 0GOPMIICHHOTO 3asiBJICHUSI O PETUCTpallid U B TOJHOM 0Obeme
JOKYMEHTOB, NPEAYCMOTPeHHbIX MyHKTOM 10 Hacrosmux [IpaBun, a Takxke B
ciyyae yctpaHeHus B 30-THEBHBIM CpPOK BBISIBJICHHBIX HapylIeHUW U (WJIN)
MPECTABICHUS IOKYMEHTOB, IPEIYyCMOTPEHHBIX MyHKTOM 10 Hactosmux IIpasun,
PETHCTPUPYIOIIMI OpraH NPUHUMAET pEUIeHUWE O Hayaje TOoCyAapCTBEHHOU
perucTpauuy MEJUIUHCKUX U3JIETUH.

18. B cmyuae ecam B 30-AHEBHBIH CpPOK HE YCTPAHEHBI BBISIBICHHBIC
HapylmieHuss W (WIM) HE MpPEeACTaBICHbl JOKYMEHTBI, KOTOpPbHIE OTCYTCTBYIOT,
PETHCTPUPYIOIIMIA OpraH MPUHUMAET pEelIeHWe O BO3BpaTe 3asBICHUA O
pEerucTpaluy U 10KyMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 10 Hactosmux [TpaBu,
C MOTUBUPOBAHHBIM 00OCHOBAaHUEM MTPUYHH BO3BpATa.

19. T'ocynapcTBeHHas perucTpanus MEUIUHCKHUX u3Ienui
OCYUIECTBIISIETCS. PETUCTPUPYIOUIUM OPraHOM B CpPOK, HE MPEBbIIAIONINI
50 paGounx paHE coO MAHS TPHUHATUS pEUIEHUS O Hayaje TroCyJapCTBEHHOM
pEerucTpalui MEIUUUHCKUX U3/IETUH.

Cpox mpoBeeHHs] KIMHUYECKUX UCTIBITAHUNA MEIUIMHCKOro u3aenus B 50-
JIHEBHBIN CPOK HE BKIIFOYAETCS.

20. B Teuenue 3 pabouux AHEH CO JHSA TNPUHATUA pEUICHUS O Haydale
rOCy1apCTBEHHOM PETUCTPALUU MEAULIMHCKUX HU3IACIUNA PErUCTPUPYIOIIUN OpraH
opopmiiseT U BBAAET 3aJaHME€ Ha IPOBEJECHUE DSKCIEPTU3bl KauecTBa,
s PekTUBHOCTH UM 0€30MacCHOCTH MEIAUIMHCKOTO u3nenus (denepaabHOMY
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TOCYy/IapCTBEHHOMY OIOJKETHOMY YUPEXKIEHHUIO, HaXOIAUIEMYyCsi B BEICHUU
PETUCTPUPYIOIIETO OpraHa (J1ajee - IKCIEPTHOE YUPEIKIICHUE).

21. DxcnepTu3a kauecTBa, d3PPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
U3JIETUsl MPOBOJUTCA SKCHEPTHBIM YUPEKICHUEM IO3TAIHO B COOTBETCTBHM C
MOPSIAKOM, YTBEpKIaeMblM MUHHCTEPCTBOM 3ApaBooxpaHeHuss Poccuiickon
Oenepanuu:

a) Ha [o3Tame ocymecTBisSeTCs 3KCIEpPTH3a 3asBJICHHUS O PETUCTPAlUU H
JIOKYMEHTOB, yKa3aHHbIX B IyHKTe 10 Hacrosmux IlpaBun, mis onpeneneHus
BO3MOXKHOCTH  (HEBO3MOXXHOCTH)  MPOBEACHUS  KIMHUYECKHX  HCIIBITAHUMN
MEIUIMHCKOrO U3/EIINs;

0)Ha Il »Tame ocymiecTBISETCS SKCOEPTH3a IMOJHOTHI M PE3YJIBTATOB
IIPOBEICHHBIX TEXHUYECKUX MCHOBITAHUNA, TOKCHUKOJIOTMYECKUX HCCIIECIOBAaHUM,
KJIIMHAYECKUX HCIBITAaHUN, a TakKXe€ HUCIbITAaHUI B LENAX YTBEPKIACHUS THUIIA
CPEICTB M3MEpPEHUN (B OTHOUIEHUWU MEIULMUHCKUX H3JEINI, OTHOCAIIUXCS K
CpelICTBaM M3MEPEHUN B cepe ToCyIapCTBEHHOIO PETYJIMPOBaHUS 00ECIeUeHUs
€IMHCTBA W3MEpPEHUM, TMepeyeHb KOTOPBhIX yTBEpkKIaeTci MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit ®deneparuu) (manee - 3KCIepTH3a MOJHOTHI U
PE3YJbTATOB UCTIBITAHUN U UCCIIEIOBAHUN).

22. Ha Iortame skcmepTu3nl KadecTBa, d(PGEKTHBHOCTH W 0€30MacHOCTH
MEIUIMHCKOTO H3JIeTUsl SKCIEPTHOE YUYPEXKIECHHE B CPOK, HE MPEBbIIIAIOUIUI
20 pabouux mAHEW cO MAHS TOJNYyYEHHUs 3aJaHusl, OCYIIECTBISIET CIEAyIOUIne
MEpOTPUATHS:

a) MPOBEJEHUE HKCIEPTU3bl 3aABJICHHUS O PETUCTPAlUUd U JIOKYMEHTOB,
NpeayCMOTpEeHHBIX NyHKTOM 10  Hacrtosmmx IlpaBwin, miisg  onpeneneHus
BO3MOXXHOCTH  (HEBO3MOXXHOCTH)  MPOBEACHUS  KIMHUYECKHX  HCIIBITAHUMN
MEIUIMHCKOrO U3/EIINs;

0) oopmileHHE U HAMpPABJICHUE B PETUCTPUPYIOUIUN OpPraH 3aKIIOYEHUS O
BO3MOXXHOCTH  (HEBO3MOXXHOCTH)  MPOBEACHUS  KIMHUYECKHX  HCIIBITAHUMN
MEIUIMHCKOr0 U3/eNnd (C yKa3aHUEeM NMPUYMH U 00OCHOBAHHWEM HEBO3MOKHOCTHU
uxX  mpoBeaeHus), ¢GopmMa  KOTOpPOro  yTBepxkaaercss  MHHHCTEPCTBOM
3apaBooxpanenus: Poccuiickon denepanuu.

23. OcHOBaHUEM [IJIs1 BBIHECEHUS KCIIEPTHBIM YUPEKICHUEM 3aKITIOUEHUS O
HEBO3MOKHOCTH TIPOBEJICHUS KIMHUYECKUX HCHBITAHUM MEAMIIMHCKOTO W3JeNus
SBJISETCSL:

a) HECOOTBETCTBUE MEIUILIMHCKOTO W3JIeIusi TPeOOBaHUSIM HOPMATUBHOM,
TEXHUYECKOUN U (MJIM) SKCIUTyaTallMOHHOW JJOKyMEHTAI1H;

0) oTCyTCTBHE JI0Ka3aTelbCTB OHMOJIOTHUECKOU 0€e30I1acHOCTH
MEAMIMHCKOIO U3JIENHSL.

24. Peructpupyrouiuii opral B TedeHue 5 pabouyux JHEH cO JTHS MOJyUeHHS
OT DKCHEPTHOTO YUPEKACHMs 3aKIFOUYEHHS O BO3MOXKHOCTU (HEBO3MOXKHOCTH)
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IIPOBEJCHNs KIMHUYECKUX MCHBITAHUN MEIMLMHCKOIO M3IEIUSA OCYIIECTBISAET
CJIEYIOLIUE MEPOIIPUATHSA:

a) OLICHKA 3aKJIIOUEHUS JJI1 ONpEACIICHUS COOTBETCTBUS 3aJaHUI0 Ha
NpOBEJCHUE  JKCHEpTU3bl  KauecTBa, d¢pdekTuBHOCTH U 0€30MmacHOCTH
MEJIUIIMHCKOTIO U3EIU;

0) mpUHSATHE PEIIeHNs O BbIIaye pa3pelieHus Ha MPOBEACHNE KIMHUYECKUX
UCIBITAHUN MEAMIIMHCKOTO W3JeNus Wi 00 OTKa3e B TOCYAapCTBEHHOU
pPETUCTpAllUd  MEIUIMHCKOTO U3JeNHsi, KOTOpoe OQOpMIIIeTCS MPUKA30M
PETUCTPUPYIOIIETO OPraHa, U YBEIOMIICHHUE 3asBUTENS O IPUHATOM PELICHUH;

B) BblJlaua  (HANpaBJICHHE 3aKa3HbIM  IOYTOBBIM  OTIIPABIEHUEM C
YBEJOMIICHHEM O BpYYEHUM WIHM B (OpPME DIEKTPOHHOIO JOKYMEHTAa,
MOJAMHUCAHHOTO 3JIEKTPOHHOW MOANKCHIO) 3aIBUTENIO PA3PEIICHUs HA MPOBEACHUE
KIIMHAYECKUX  MCHOBITAHMA  MEIUWUMHCKOro  u3genus, (opma  KOTOPOro
YTBEPKIACTCS PETUCTPUPYIOIIMM OPTraHOM, M BHECEHHME COOTBETCTBYIOIIHUX
CBEJICHMM B PEECTP BBINAHHBIX pPAa3pCIICHHM HAa NPOBEACHUE KIMHUYECKHUX
VCIIBITAHUM MEAULUHCKOTO HU3JEINs, MOPSAAO0K BEACHUS KOTOPOTO YTBEPKAACTCS
PETHCTPUPYIOIIMM OpPraHoM, JIMOO yBEJAOMJIEHHE 00 OTKa3e B TOCYAapCTBEHHOU
pErucTpauuy MEIUIMHCKOTO U3EIUs ¢ YKa3aHUEM IPUYHH OTKa3a.

25. OcHOBaHUEM [UJIsl TIPUHATHS pemnieHus o0 oTKa3e B TOCyJapCTBEHHOMN
pEruCTpaluy SIBISETCS IMOJYYEHHE PETUCTPUPYIOIIUM OPTraHOM OT 3KCIEPTHOIO
YUPEKICHUS 3aKIIOUYCHHS O HEBO3MOXXHOCTH NPOBEACHUSA  KIMHUYECKHUX
VCIIBITAHUM MEAULMHCKOTO U3JIEIIHS.

26. Knnanyeckue MCTBITaHUSI MEIUIIMHCKOTO HM3ENUs OCYIIECTBISIOTCS B
paMKax OLEHKH COOTBETCTBHUSA, NOPSNOK IPOBEICHHUS KOTOPOM YTBEPKIAAETCA
MunucrepcTBoM 31paBooxpanenus Poceuiickon denepannn.

KivHuyeckne WCNBbITaHWS MEIWIMHCKOTO HW3AENHS MPOBOIATCA Ha
OCHOBAHWH DPa3pelICHUs] HA IMPOBEICHHE KIMHUYECKUX HCIBITAHWM, BBIIAHHOTO
PETHCTPUPYIOIIMM OPraHOM, a TAKKE 3aKIHOYEHUSI 00 3THUECKOW 000CHOBAHHOCTHU
MPOBEACHNS KJIMHUYECKUX HCIBITAHHWM, BBIAAHHOTO COBETOM IO JTHKE
MunucrepctBa 3apaBooxpaHeHuss  Poccuiickont  ®enepanuu, B - Ciydasx,
YCTaHOBJICHHBIX yYKa3aHHbIMU [IpaBuiiamu.

CocTaB yKa3aHHOTO COBETA MO ATHUKE M MOJOKEHUE O HEM YTBEPKIAKOTCS
MunucrepcTBoM 3apaBooxpaneHus Poceurickon denepanuu.

KinvHnyeckne wWCnbITaHWS  MEAULMHCKOTO  M3IEIUS  NPOBOIATCS B
MEIUIMHCKUX OpraHu3alMsaX, OTBEYAIOUMX TpeOOBaHUSAM, YTBEPKICHHBIM
MunucrepctBoM 3apaBooxpaHeHust Poccuiickon dPenepanuu. Y CTaHOBIICHUE
COOTBETCTBUSI MEIUIIMHCKUX OpraHu3aiuil 3TUM TPeOOBAHMSIM OCYILIECTBIISETCS
PETUCTPUPYIOLIUM  OpraHoM B IOPAAKE, YCTAHOBJICHHOM  YKa3aHHBIM
MuHHCTEPCTBOM.
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27. IlepeyeHb MEAMIMHCKHX OpTaHU3alUN, MMEIOIIHUX TMPaBO MPOBOIUTH
KJIIMHAYECKHE HCMBITAHUS MEIWUUHCKUX H3ACIHNA, W PEECTP BbIJAHHBIX
paspenieHnil Ha MPOBEAEHUE KIMHUYECKUX HMCIBITAHWUA MEIUUMHCKUX HW3IeIni
ONMyOJMKOBBIBAIOTCS M Pa3MEIIAIOTCS  PETUCTPUPYIOIIMM  OpPraHOM B
YCTaHOBJICHHOM KM MOPSJIKE Ha CBOEM O(QUIIMATbHOM CaiTe B MH(OPMAIIMOHHO-
TEJIEKOMMYHUKAIIMOHHOM ceT "NHTepHeT".

28. Ilpu mpuHATHUH peIIeHUsT O BbIJade pa3pelieHuss Ha MPOBEICHHE
KIIMHUYECKUX HWCHIBITAHUM MEIUIMHCKOTO W3JENIHsl PETUCTPUPYIOIIMM OpraH
IIPUHAMAET pEIICHHE O NPUOCTAHOBJIEHUM TOCYJAPCTBEHHOW pErucTpanuu
MEIUIMHCKOTO U3JEIUs 0 JHS NPUHATHS PELICHUS PETMCTPUPYIOLIETO OpraHa o
BO30OHOBJICHHHM TOCYJAapCTBEHHON PErucTpallMd MEIULIUHCKOTO HW3AENHs, B
cooTBeTCcTBHM ¢ MyHKTOM 30 Hactosmmx [IpaBuin.

29. 0 KIMHUYECKUX HCIBITAHUAX MEAUIMHCKOTO W3JEIHs 3asBUTENb
YBEJIOMJISIET PETUCTPUPYIOUIMNA OpraH B TeYeHUE S5 paboumx IHEW ¢ Hayajla ux
IIPOBEICHUS.

30.Ilo oxkOHYaHWM KIMHUYECKUX WCIBITAHUA METUIIMHCKOTO W3AETHs
3asiBUTENb MPEACTABISIET B PETUCTPUPYIOIINI OpraH 3asBJI€HHE O BO30OHOBICHUU
rOCYJapCTBEHHOM  pPETUCTPAllMM  MEOUWLIHUHCKOTO M3IEIUs W Pe3yJbTaThl
KJIIMHUYECKHUX MCIIBITAHUA MEAUIIMHCKOTO U3/IEIHA.

31. Peructpupyromnuii oprad B TeUeHHE 2 pabOUnX JHEH CO THS TOTyUCHHSI
3asiBJICHUSI O BO30OHOBJIEHMHM TOCYJAapCTBEHHOM pPErucTpaludyd MEIULUHCKOrO
W3CIAST W PE3YJbTATOB KIMHUYECKUX MCIBITAHUA MEIULIHUHCKOTO W3AEIus
NPUHUMAET pEIIeHuEe O BO30OHOBJIEHUU TOCYJAPCTBEHHOM pErucTpanuu
MEIULIMHCKOTO U3ETHS.

32. Ha Il atame skcmepTusbl KadecTBa, 2(H(PEKTUBHOCTH M 0O€30MaCHOCTH
MEIUIMHCKOTO U3JIEJUsl PETUCTPUPYIOLIMI OpraH B Te4YeHHe 2 pabouux JTHEU CO
JHS TIpUHSATUSL pPEIIeHUsT O BO300HOBJIEHUU TOCYAAPCTBEHHOW pErucTpauuu
MEIMLMHCKOTO M3/ Ha OCHOBAHMM 33/IaHUS HA TPOBEACHUE DKCIEPTHU3bI
KauecTBa, 3PPeKTUBHOCTU U 0€30MACHOCTU MEIMLIMHCKOTO U3/IEIHs, BEIIAHHOTO B
COOTBETCTBMM C IyHKTOM 20 Hactosimux IIpaBui, HampaBisieT B 3KCIIEPTHOE
YUPEKICHUE MPEICTABICHHBIE 3asIBUTEIIEM PE3YJIbTAThl KIIMHUYECKUX HCITBITAHUN
MEIULIMHCKOTO U3EITHSL.

33. DKCIepTHOE YUPEKICHUE B CPOK, HE TpeBbimatomuii 10 pabounx aHen
CO IHA MOJYYEHHUS JOKYMEHTOB, YKa3aHHbIX B IyHKTe 32 Hacrosmmx [IpaBwi,
MPOBOAMUT SKCHEPTU3Y MOJHOTBI U PE3YIbTATOB NPOBEACHHBIX HCIBITAHUN U
UCCJIEIOBAaHMM, a Takke OQOpMIIIET W HAMpaBiseT B PETUCTPUPYIOLIUMNA OpraH
3aKJIIOYEHUE MO pe3ysibTaraM d3KCHEpPTH3bl KadyecTBa, dS(PGHEKTUBHOCTH U
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0€30MacHOCTH  MEAMIIMHCKOTO H3Jenus, QopMa KOTOPOTO  YTBEpKIAeTCs
MunucrepcTBoM 3npaBooxpanenus Poceuiickon denepannu.

34.B cpok, He mnpeBbimaromuii 10 pabounx aHeH cO OHA TOTYyYEHUS
3aKJIIOYCHMS, YKa3aHHOro B IyHKTe 33 Hacrosumux IlpaBwi, perucrpupyrommin
OpraH OCYIIECTBIISIET CJIEAYIOIINE MEPOITPUSATHS:

a) OLICHKAa 3aKJIIOYEHMsS] JJI1 OIpEAeNIeHUs COOTBETCTBUS 3aJaHUI0 Ha
NpOBEJCHUE  JKCHEpTU3bl  KauecTBa, J¢pdekTuBHOCTH U 0€30macHOCTH
MEIUIMHCKOrO U3/EIINs;

0) mpUHATHE pELIEHUS O TOCYJApPCTBEHHON PErucTpaldil MEIUIIUHCKOTO
U3JIETUS WIK 00 OTKa3€ B FOCYIapCTBEHHOM PErUCTpaluy MEAUIIMHCKOTO U31EIus,
KOTOpOo€ O(QOpMIISIETCS MPUKA30M PETUCTPUPYIOUIETO OpraHa, U YBEJIOMIICHUE
3asIBUTENS O IPUHATOM PELICHUU;

B) obopMieHne U BblJaua  (HampaBJ€HUWE  3aKa3HBIM  MOYTOBBIM
OTIPABJICHUEM C YBEIOMJIEHHEM O BPYYEHHU WIM B (POpME DIEKTPOHHOIO
JIOKyMEHTA, HNOJAMHUCAHHOTO AIEKTPOHHOMN MOJIMKCHIO) 3asIBUTENIO
PErHCTPALlMOHHOTO  yIOCTOBEpPEHUs JuOO  yBelnoMJieHUss 00 OTKa3e B
roCyJapCTBEHHOM pPErucTpaluyd MEIUIMHCKOTO M3AENUs C YKa3aHWEeM NpHYMH
OTKa3a.

35. OcHOBaHWEM [JIsl TMPUHATHS pelieHus 00 OTKa3e B TOCyJapCTBEHHOM
perucTpalMy MEIUUUHCKOTO HW3JENUsl SIBIISETCA MOIYYEHUE PETUCTPUPYIOLIUM
OpraHOM OT AKCIEPTHOTO YUPEKICHUS 3aKIIOUEHHUS MO0 PE3yJIbTaTaM 3KCIEPTU3bI
KadecTBa, A(OPEKTUBHOCTH U  0€30MaCHOCTH  MEIUIIMHCKOTO  M3JENus,
CBUJETENBCTBYIOIIETO O TOM, YTO KadyecTBO M (win) 3((PEKTUBHOCTh U (WUJIN)
0€30MacHOCTh PETHCTPUPYEMOIO MEAUIIMHCKOTO M3JEIUs HE MOATBEPKICHBI
MOJIy4YEeHHBIMU JAHHBIMH, U (WJIM) O TOM, YTO PUCK NPUYMHEHHUS Bpeaa 3J0POBbIO
rpakJaH U MEIULMHCKUX PaOOTHUKOB BCJIEACTBUE MPUMEHEHUS] MEIUIUHCKOIO
u3zienus npeBbimaet 3QHEKTUBHOCTH €ro NPUMEHEHUS.

36.B Teuenme 1 pabGodero JHS TOCHE TPHHITHS  PEHICHUS O
rOCyAapCTBEHHOW PErucTpaluyd MEAUIIMHCKOTO U3JIETUsl PETUCTPUPYIOLIUNA OpraH
BHOCUT JIaHHbIE O  3apETUCTPUPOBAHHOM  MEAMIIMHCKOM  M3JEIUU B
TOCYJApCTBEHHBIM  PEECTp  MEOUIMHCKUX  M3ACIMA U OpraHu3aluu,
OCYUIECTBJISIIOIIUX TMPOU3BOACTBO M M3rOTOBJICHUE MEIUIMHCKUX W3JAENIui, B
MOpsIIKEe, MPEIyCMOTPEHHOM mocTaHoBieHUeM IlpaBurenbctBoM Poccuiickoi
®deneparuu ot 19 urons 2012 1. No 615.

37. BHeceHre  M3MEHEHUH B  PErUCTPALMOHHOE  yIOCTOBEPEHHE
OCYUIECTBIISIETCS B CIEAYIOLIUX CIyqasiX:

a) U3MEHEHUE CBEJICHUI O 3asBUTEIIC, BKIIIOYAsl CBEICHMUS:

O peopraHu3alnyy IPUIAYECKOrO JINLA;
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00 M3MEHEHUU €r0 HAaMMEHOBaHUA (MOJHOTO U (B Cilyyae, €Clii UMEETCs)
COKpAIlICHHOTO, B TOM 4YHCJIe (UPMEHHOTO HAWMEHOBaHHWsA), aapeca (Mecra
HAXOXKICHUS);

0) u3MeHeHue ajpeca (MecTa MPOU3BOICTBA) MEAUIIMHCKOTO U3/ICIIHS,

B) UI3MEHEHUE HAMMEHOBAHUS MEAULIMHCKOTO U3Jenus (B cCiiydae, €clid He
U3MEHWJIINCh CBOMCTBA M  XapaKTEPUCTUKH, BIMSIIONIME Ha  KadyecTBo,
3 PEeKTUBHOCTH U O€30MACHOCTh MEIUIIMHCKOTO U3ETHS).

38. Jlns BHECeHMS W3MEHCHHMA B PETHUCTPAMOHHOE YIOCTOBEPEHUE
3asBUTENb HE mno3aHee ueMm uepe3 30 paboumx JHEH CO JHS BHECEHUS
COOTBETCTBYIOIIMX  W3MEHEHUW  TMpeacTaBisieT  Jau00  HampaBisieT B
PETUCTPUPYIOIIUN OpraH 3asBIICHUE O BHECCHHHM M3MEHEHHH B PETUCTPAIIMOHHOE
YIOCTOBEpPEHUE (J1ajiee - 3asBJICHUE O BHECEHHM HM3MEHEHHUM), O0(pOopMIIEHHOE B
COOTBETCTBUH C TOJIOKCHUSIMH TMyHKTa 9 Hacrosmmx [IpaBum, ¢ mpuioxeHuem
TaKUX M3MEHEHUH U C yKa3aHHWEM, YTO BHECEHUE U3MECHCHHM B PETUCTPAIIMOHHOE
yIOCTOBEPEHHUE HE BICYET M3MEHEHHs CBOMCTB M XapaKTEPUCTHK, BIUSIONNX HA
Ka4uecTBO, 3(P(EeKTUBHOCTh M 0€30MaCHOCTh MEIUIIMHCKOTO W3S, a TakkKe
CJIEIyIOLIME JOKYMEHTBI:

a) KOMUsI JTOKyMEHTa, MOATBEP)KIAIOIIEr0 MOJHOMOYHS YIOTHOMOYEHHOTO
MPEICTAaBUTEINS TPOU3BOTUTEIIS;

0) HOMEp PErucTPaIMOHHOTO JJOChE;

B) OMUCH JOKYMEHTOB.

39. [lomumo 3asBIEHUS O BHECEHWHM W3MCHCHMH W JOKYMEHTOB,
IIPEAYCMOTPEHHBIX ITyHKTOM 38 HactoAmux [IpaBuil, TakKe npeacTaBiIstOTCS:

a)B Clyyae€ U3MEHEHHUs CBEJIECHUWA O 3asBUTENE, a TaKkKe MeCTe
MIPOM3BOJICTBA MEIUIIMHCKOTO W3AETHUS - JOKYMEHTHI, TOJATBEPKIAIONINE TaKHUe
U3MCHCHUS;

0) B cily4ae U3MEHEHHUS HAMMEHOBAHUS MEIUIIMHCKOTO U3CIIHS:

CBEICHHS O HOPMATUBHOW JOKYMEHTAIIMH Ha MEAUIIMHCKOE U3/IENNE;

TEXHUYECKash JOKYMEHTAIlusi Ha MEIUIMHCKOE WU3JeNnue, NpUBEIeHHAS
B COOTBETCTBHE C HOBBIM HAWMEHOBAHHEM METUITMTHCKOTO M3/ICITHS;

OKCIUTyaTaIl[MOHHAs JOKYMEHTAIUsI Ha MEIUIIMHCKOE H3/eNUe, B TOM YHCIIe
WHCTPYKITUS 110 TIPUMEHEHHIO WJIM PYKOBOCTBO IO AKCIUTyaTallid MEIUIIMHCKOTO
W3JICTUs, TIPUBEICHHAS] B COOTBETCTBHE C HOBBIM HaMMEHOBAHHEM MEIUIIMHCKOTO
U3JICINS,

doTtorpaduueckoe uzoOpakeHue oOOIIET0 BUIA MEIUIMHCKOTO U3ACIHS
BMECTE C MPUHAICKHOCTIMH, HEOOXOIUMBIMHU JIJII TIPUMCHEHHUS MEIUIIMHCKOTO
W3NSl IO Ha3HaueHuIo (pa3MepoM He MeHee 18x24 cantumerpa).

40.B cmywae ecnu  OpUTHHAlbl  JOKYMEHTOB, MPEIyCMOTPEHHBIX
nyHktaMu 38 u 39 nacrosimux [IpaBui, coctaBiieHbl HA THOCTPAHHOM SI3bIKE, OHU
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IIPEACTABISIIOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM MOPAJIKE IEPEBOJOM Ha
PYCCKUU SI3BIK.

41. 3asBneHUE O BHECEHUM W3MEHEHUM M JOKYMEHTBI, MPETyCMOTPEHHBIE
nyHkramu 38 u 39 mHacrosmux IIpaBui, DpPUHUMAIOTCA PETrUCTPUPYIOLIUM
OpPraHoOM IO OIIMCH, KOIHs KOTOPOM C OTMETKOM O JaTre INpHueMa yKa3aHHBIX
3asBJICHUST W JIOKYMEHTOB B JI€Hb IIPUEMA BPYYaeTCs 3asBUTEIIO HWIIU
HAIIpaBJIETC €MY 3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C YBEIOMJIEHUEM O
BpYUYEHUH WIH B (pOpME FIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO AJIEKTPOHHOMN
IIOAIHUCHIO.

42. PerucTpupylomuii opraH He BOpaBe TpeOOBaTh OT 3asBUTEIS
IIPEACTABICHNUST JOKYMEHTOB, HE IPEAYCMOTPEHHBIX IIyHKTamu 38 u 39
Hactosiux [IpaBu.

43. B Tedenne 3 pabouux JHEH CO ITHS MOCTYIUICHUS 3asBJICHUS O BHCCCHUH
W3MEHEHUU W JOKYMEHTOB, IPEAYCMOTPEHHBIX IYHKTaMH 38 U 39 HACTOSIIMX
[IpaBui1, pErucTPUPYIOIIUI OPraH MPOBOJIUT MIPOBEPKY MOJHOTHI U IOCTOBEPHOCTH
CBEJICHMM, COAEPIKANXCA B HUX, B TOM YHCJIE IIyTEM CPABHEHUS TAaKUX CBEICHUI
CO  CBEICHMSIMH, IIPEICTABICHHBIMH B  TOPSAKE  MEXKBEIOMCTBEHHOTO
MH(OPMAIMOHHOTO B3aUMOJECHCTBUS.

44. B cinyyae ecnu K 3asBJICHUIO O BHECEHUU M3MEHEHUW HE MPUIIAraroTCs
JOKYMEHTBI B COOTBETCTBUM C MOAIYHKTOM "a" myHkTa 39 Hactosmux [IpaBui u
(un) B 3asBJICHMM O BHECEHMHM M3MEHEHUU yKa3aHbl HEIOCTOBEPHBIE CBEICHUS
au00 JOKYMEHTHI, MpeaycMOTpeHHble TyHKTamu 38 u 39 nacrosmux [Ipasuin,
MIPEICTABIICHBI HE B IOJIHOM 00BEME, PETUCTPUPYIOLIUNA OpraH BpydaeT 3asiBUTEIIO
YBEJIOMJIEHUE O HEOOXOIUMOCTU ycTpaHeHUsi B 30-IHEBHBIA CPOK BBISIBJICHHBIX
HapyleHuid U (WiIM) MPEACTaBICHUS JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, JIMOO
HalpaBJsieT Takoe YyBenoMJeHWe B (GOpMe AJIEKTPOHHOIO  JOKYMEHTA,
MOANMCAHHOTO AJIEKTPOHHOM MOANMUCHIO, WX 3aKa3HBIM MOYTOBBIM OTIIPABICHUEM
C YBEAOMJICHUEM O BPYUYCHUH.

45. B Teuenue 3 pabouux JHEH €O JHS TPEICTABJICHUS HaJJICKaAIUM
0o0pa3oM opOPMIICHHOTO 3asiBJICHUS] O BHECEHUH U3MEHEHUU U B TIOJTHOM OOBbeMe
JIOKYMEHTOB, TPEeAYyCMOTpeHHbIX mnyHKTamMu 38 u 39 Hactosimux [lIpaBumn,
PETUCTPUPYIONIMN OpraH IPUHUMAET pEIIEHHE O PACCMOTPEHUH YKa3aHHBIX
3asiBJICHUS M JIOKYMEHTOB MWIM (B CiIy4ae HMX HECOOTBETCTBHUS MOJIOKEHUSIM
nyHkToB 38 u 39 Hacrosmux [IpaBun) o0 ux BoO3BpaTe C MOTHBHPOBAHHBIM
000CHOBaHUEM MIPUYMH BO3BpATA.

46. B cnywyae ecnum B 30-IHEBHBIA CpPOK HE YCTPAHEHBI BBISIBICHHBIC
HapylieHuss W (WIM) HE MpPEeACTaBICHbl JOKYMEHTBI, KOTOpPbIE OTCYTCTBYIOT,
PErUCTPUPYIOIIMI OpPraH NPUHUMAET PELICHUE O BO3BPATE 3asBJICHUSA O BHECEHUNU
M3MEHEHUU W JIOKYMEHTOB, MPEAYCMOTPEHHBIX NYyHKTamu 38 U 39 HacTosmmx
[TpaBui1, ¢ MOTUBUPOBAHHBIM 0OOCHOBaHUEM IIPUYHUH BO3BpaTa.
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47. BHeceHMe  U3MEHEHMM B PETUCTPALlMOHHOE  YJOCTOBEpPEHHUE
OCYILECTBISIETCA PETUCTPUPYIOIIMM OpPraHOM B CPOK, HE MPEBBIIAIONIIN
10 pabounx nHEWH cO AHA TPUHATHSA PEUICHUS O PACCMOTPEHHM 3asBICHHS O
BHECEHUN M3MEHEHUHM M JOKYMEHTOB, NPENyCMOTPEHHBIX HyHKTamu 38 u 39
Hactosiux [IpaBu.

48. CpoKk TpHUHATHS PETUCTPUPYIOIIUM OPraHOM pEIHIeHHS O BHECEHUU
W3MEHECHHM B  PErUCTPAllMOHHOE YJIOCTOBEPEHHE HCUHCIAETCS CO  JHA
MOCTYIUICHUSI B PETUCTPUPYIOIIMN OpTraH HajajexalmuMm o0pa3oM o(OpMIEHHOTO
3afBJICHUST O BHECEHMM W3MEHEHMH M B IIOJIHOM 00bEeMe JIOKYMEHTOB,
IIPEAYCMOTPEHHBIX ITyHKTamu 38 u 39 Hacrosmux [Ipasui.

49.1lpu BHECEHMHM W3MEHEHUH B PETHCTPAIIMOHHOE YyIOCTOBEPCHHE
perucTpupyomuii oprad B TedeHue 10 pabounx AHEN OCYIIECTBISIET CIEAYIOIIHE
MEpONPUATHSA:

a) IPUHATHE pELIEHUST O BHECEHHMH W3MEHEHHHA B PETUCTPAMOHHOE
YIOCTOBEPEHUE, KOTOPOE 0(hOPMIISIETCS] MPUKA30M PETUCTPUPYIOILIETO OPraHa;

0) yBeJOMJICHHE B MUCBMEHHON (popMme 3asBUTENS O MPUHITOM PELICHUU
3aKa3HbIM MOYTOBBIM OTIPABJICHHEM C YBEJIOMJIEHHEM O BPYYEHHH JHMOO B popMme
AIEKTPOHHOTO JOKYMEHTA, MOAIMCAHHOTO JJIEKTPOHHOU MOAIHKCHIO;

B) obopMieHne U  BblJada  (HampaBJ€HUWE  3aKa3HBIM  MOYTOBBIM
OTNPABJIEHUEM C YBEJOMIICHHMEM O BpPYYEHHH JMOO B (OopMe 3JIEKTPOHHOIrO
JOKYMEHTA, MOAMCAHHOTO AIEKTPOHHOMN MOJINKCHIO) 3as1BUTENIO
PETUCTPALIMOHHOTO YA0CTOBEPEHMUS.

50. Ilpu mpuHATHM pelIeHUS O BHECEHWH M3MEHEHWI B PEruCTPAIMOHHOE
YIOCTOBEPEHUE PETUCTPUPYIOLIMKA OpraH o(OpMIIIET M BBIIAET 3asBUTEIIO
PETUCTPAMOHHOE YAOCTOBEPEHUE C TMPOCTABICHUEM HA pPAHEE BBIJAHHOM
PErHCTPAlMOHHOM YAOCTOBEPEHUHU, OPUTHMHAI KOTOPOIO MPEACTABISETCS JMOO
HarpasJisieTcs (3aKa3HbIM MOYTOBBIM OTIPABIECHUEM C YBEJAOMJIEHUEM O BPYUEHUU
b0 B (opme DIEKTPOHHOTO JOKYMEHTa, MOJANUCAHHOIO 3JIEKTPOHHON
NOANMKCHIO)  3asBUTENEM  MpU  MOJYYEHUHM  HOBOTO  PErHMCTPALlMOHHOTO
YIOCTOBEPEHUS, OTMETKH O €r0 HeJIEUCTBUTEIBLHOCTH (C YKa3aHUEM JaThl).

51. B Teuenue 1 paGoyero AHs MOCi€ NPUHATHUA PEIICHHS O BHECEHUU
M3MEHECHH B PETUCTPALHOHHOE YIOCTOBEPEHHE COOTBETCTBYIOLIHWE CBEACHUS
BHOCATCA B TOCYHAPCTBECHHBIM PEECTP MEIAUUMHCKUX M3AECIUA W OpraHu3alui,
OCYILECTBIISIFOIIAX TPOU3BOJACTBO M M3TOTOBJICHUE MENULMHCKUX W3IEIUN, B
MOpsIKE, IMPEIyCMOTPEHHOM mnocTaHoBiieHUeM IlpaBurenscTtBa Poccuiickoit
®deneparuu ot 19 urons 2012 r. No 615.

52. B ciy4ae yTparbl perMcTpallMOHHOTO YAOCTOBEPEHHUS WU €ro Mopyu
3asBUTENb BIIPABE OOpPAaTUTHCS B PETUCTPUPYIOLIMH OpraH ¢ 3asBICHUEM O
IPEJOCTABIEHUU AyOJIMKAaTa pPErucTpPallMOHHOIO  YJOCTOBEpeHus (naiee -
3asBJICHUE O IIPEOCTABIICHUHU Ay0JINKATa).
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B cnyyae mnopuM perucTpauMoOHHOTO YJIOCTOBEPEHHS K 3asBICHUIO O
IPENOCTAaBIECHUN JOyOnuKara MpPUJIAaraeTcsi HUCHOPYEHHOE PETUCTPALMOHHOE
YIOCTOBEPECHHUE.

53. B teuenune 3 pabouux JHEH CO IHS MOTYUYCHHS JOKYMEHTOB, YKa3aHHBIX
B myHKTe 52 Hactosimux [IpaBui, peructpupyromuii oprad ohopmisieT 1yoaukar
PErHCTPALMOHHOIO yIOCTOBEPEHUS Ha OJaHKE PErUCTPALMOHHOIO YAOCTOBEPEHUS
c mnoMmeTrkamu "nyOnmukar' W "OpUTMHaN PETUCTPALMOHHOIO yIOCTOBEPEHHS
NPU3HAETCA HEACUCTBYIOIIMM" M Bpy4YaeT TaKoW JyOJIMKAT 3asBUTEII0 WIIU
HaIlpaBJsieT €ro 3akKa3HbIM ITOYTOBBIM OTIIPABJIECHUEM C YBEIOMIJICHHEM O
BpPYUYEHUHU.

54. Peructpupyroniuii  opran (GopMupyeT perucTpaliOHHOE JI0Che U3
CJIEIYIOIUX TOKYMEHTOB:

a) 3asBJICHUE O PETHCTPAIH U JOKYMEHTHI, MPEAYyCMOTpEeHHbIe MyHKTOM 10
HacTosimmx IlpaBun, 3asBiI€eHME O BHECEHWHM U3MEHEHMM U JOKYMEHTHI,
MPEyCMOTPEHHbIE TTyHKTaMH 38 U 39, a Takke 3asBICHUE O MPEIOCTaBICHUU
TyOJIUKaTa;

0) KoMl 3a/laHusl HA MPOBEJECHUE SKCIEPTU3BI KauecTBa, 3(h(PEKTUBHOCTU U
0€e30MacHOCTH  MEIUIMHCKOrO M3Jenusi, O(QOPMIEHHOTO PETHCTPUPYIOIIUM
OpraHoM;

B) KON O(OPMIIEHHOTO PETUCTPUPYIOIIMM OPraHOM pa3pelieHus Ha
MPOBEICHUE KIMHUYECKUX UCTIBITAHUN MEIUIUHCKOTO U3/1EIHS;

) 3aKJIIOYEHUs,  OPOpPMJIEHHBIE  DKCIEPTHBIM  YUYPEKJICHHUEM  IIPU
NPOBEICHUH  JKCIEPTU3bl  KadecTBa, J(P(EKTUBHOCTH U  0O€30MaCHOCTH
MEIUIMHCKOrO U3/EIINs;

1) KOMUU MPUKa30B, 0OPOPMIIEHHBIX PETUCTPUPYIOLIUM OPraHOM;

€) KONUsl ~ PErucTPallMOHHOTO  YJOCTOBEPEHHS WM  YBEJOMIICHUH,
O(QOPMJIEHHBIX PETUCTPUPYIOLIUM OPraHOM;

k) KOsl TyOJuKaTra perucTpalMoOHHOIO YJIOCTOBEPEHHUs, O(POPMIEHHOTO
PETUCTPUPYIOIIUM OPraHOM.

55. B cnyuae u3MeHeHUs! JOKYMEHTOB, MPEAYCMOTPEHHBIX MOJIMYHKTOM "a"
nyHkTa 54 Hacrosuux [IpaBuin, 3asBUTENb B CPOK, HE IpeBbiatomui 30 padounx
JHEH CO JHS BHECEHUSI COOTBETCTBYIOLIMX HM3MEHEHHH, yBEeAOMIIIET 00 3TOM
PETUCTPUPYIOIIMI OpraH ¢ TMPEACTABICHUEM JIOKYMEHTOB, MOJATBEPKIAOIINX
TaK1e U3MEHEHUS.

XpaHEHUEe PETUCTPALMOHHOTO J0ChE OCYILIECTBISIETCS PETHCTPUPYIOIIUM
OpraHoM B IIOpSAJAKE, YCTAaHOBJIEHHOM 3aKOHOIATENbCTBOM  Poccuiickon
depneparuu 00 apXUBHOM JIeTIe.

56. B perucrtpallMOHHOM YyJOCTOBEPEHMM YKa3bIBalOTCS  CIEAYIOLIUE
CBEJICHUS:
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a) HAMMEHOBaHUE MEAUIIMHCKOTO U3/1eNus (C yKa3aHUEM MPUHAJIEKHOCTEN,
HEOOXOUMBIX JIJIsl MPUMEHEHUSI MEIULIMHCKOTO U3/IENINA M0 Ha3HAUCHUIO);

0) JaTa TOCYNAapCTBEHHOM PpErucTpaliil METUIIMHCKOTO W3JEIHs U €ro
PEruCTpalMOHHBI HOMED;

B) B OTHOLIEHWH IOPUAMYECKOr0 JIMLA, Ha HMS KOTOPOrO BBIJAHO
PErHCTPAlMOHHOE  YAOCTOBEPEHUE, - IOJJHOE U (B cllydyae, €CIM HMEETCs)
COKpAIllCHHOE€ HaWMEHOBAaHHME, B TOM 4YHCI€ (PUPMEHHOE HAMMEHOBAHUE,
OpraHH3aIMOHHO-TIPaBoBas popma u aapec (MECTO HaXOXKJICHHU);

I) B OTHOIICHUU MPOU3BOJMUTEINS - IOJHOE U (B Ciy4yae, €CIIM HMEETCs)
COKpAIllCHHOE€ HaWMEHOBAaHHME, B TOM 4YHCIE€ (PUPMEHHOE HAMMEHOBAHUE,
OpraHM3aIMOHHO-TIpaBoBas popma u aapec (MECTO HaXOXKJICHHUA);

1) MECTO IPOM3BOJICTBA MEIUIIMHCKOTO U3EIHS;

€) HOMEp PErucCTPalMOHHOIO JIOChE;

) BUJ MEIUIMHCKOIO U3JEIUsl B COOTBETCTBUM C HOMEHKJIATYpPHOU
Kiaccu(ukanmend MEAMIMHCKUX H3ACNUW, yTBepx)aaemMoll MUHHCTEPCTBOM
3apaBooxpanenust Poccuiickoilt @enepannu;

3) KJIacC TMOTEHUUAJIbHOIO PHCKAa MPUMEHEHUs MEIULHUHCKOTO W3S B
COOTBETCTBUM C HOMEHKJIATYpHOH KiIacCU(pUKALMEH MEIUUMHCKUX W3JEIuH,
yTBepxkaaeMor MuUHHCTEPCTBOM 311paBooxpanenus Pocecuiickon denepanny;

1) ko1 OO01IEepOoCCUiicKoro KiaccupukaTopa IpoIyKIUH 11 MEAUIIUHCKOTO
U3JIETHSL.

S7. Peructpupyrouiuii  opraH = NpUHMMAeT  pelieHue o0  OTMEHe
rOCyAapCTBEHHOW PEruCcTpallii MEJUIMHCKOTO U3/I€US B CAEAYIOIIUX CIyqasx:

a) mojavya  3agBUTENIEM  3asBJIEHUS 00 OTMEHE TIOoCydapCTBEHHOM
perucTpauuy MEJUIUHCKOTO U3/1EIHS;

0) BBIHECEHHE CYIOM pEIICHHs] O HapylIeHWH MpaB IMpaBooOiagaTens Ha
pE3yNbTaThl UHTEIUVIEKTYAJIbHON JIEATEIbHOCTH U MPUPABHEHHBIE K HUM CPEJICTBA
WHIUBUyaIA3alMU NP 00pallIeHUU MEAUIIMHCKUX U3IEIH;

B) IpeJICTaBlicHHe  ymoJHOMOYeHHbIM  I[IpaButensctBom  Poccuiickoi
®denepauuu QeneparbHBIM OPraHOM HUCHOJHUTENIBHOM BIACTH MO PE3yJbTaTaMm
OCYUIECTBJISIEMOTO MM  TOCYJApCTBEHHOTO  KOHTpOJII 32  OOpalieHueM
METUIMHCKUX M3ENINi, CBEACHUH, MOATBepKAAOMUX (aKThl U 00CTOSATENHCTBA,
CO3/AI0UIUE YIPO3Y KU3HU U 3I0POBBIO TPAXKIAH U MEAUIIMHCKUX PaOOTHUKOB IIPH
MIPUMEHEHUH U DKCIUTyaTallu¥ MEAUIUHCKUX U3EITUN.

58. Peructpupytomuii opran pasmeniaeT HHGOpPMAIUIO, CBS3aHHYIO C
OCYILECTBJICHUEM TOCYJApCTBEHHOM pErucTpalvd MEIULMHCKOIO  H3ICINs,
BHECEHUEM U3MEHEHUI B pErMCTPALlMOHHOE YOCTOBEPEHUE U Bbllaueil nyOaukara
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pPErUCTPALlMOHHOTO  YAOCTOBEPEHHUs, Ha CBOeM o(QuuHuaTbHOM caidTe B
uH(GOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTtn "MHTepHeT".

59. Pemienuss u geiictBus (Oe3lEHCTBUE) PETUCTPUPYIOLIETO Opraa,
NOBJIEKIIME 3a CcOOOM HapylIeHUWE MpaB IOPUIMYECKOrO JIMLA, MOTYT OBITh
00KalloBaHbl 3asBUTENIEM B TMOPAIKE, YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickon ®@enepanumu.
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