EBPA3UHCKASI SKOHOMUYECKASI KOMUCCHS
COBET

PEIMEHUWE

«24» nexadbps 2021 r. Ne 144 r. Hyp-Cynran

O Buecennu u3menenuii B [IpaBusa perucTpannu 4 3KCHePTH3LI
Oe3omacHocTH, KayecTBa U 3G PeKTHBHOCTH MEeTHIHHCKHX W3/ Tl

B coorsercTBuu ¢ nmyHkrom 2 crareu 31 JloroBopa o EBpaswuiickom
DKOHOMUYECKOM coro3e oT 29 mag 2014 rona, nyHkramu 2 u 4 ctatbu 4
Coryamenus 0 eQUHBIX MPUHLHKIIAX W MpaBWiIaxX oOpalieHus MeIULMHCKUX
U3JENUA (M30eJUMH MEIMLIMHCKOrO Ha3HAYeHHUsS UM MEIUIUHCKON TEeXHHUKH)
B paMKax EBpaszuiickoro skoHOMuYeckoro corosza ot 23 nexabps 2014 ropa,
nyHkroM 92 mnpuioxenus Ne 1 x Persamenty padotel EBpasmuiickoii
OKOHOMMYECKOM  KOMMUCCHUH, yTBepkIeHHOMY PemieHunemM  Briciero
EBpasuiickoro skoHOMH4ecKoro cosera ot 23 nexadbps 2014 r. Ne 98, Coser
EBpazuiicKoil 9KOHOMHUYECKONH KOMHUCCHUHM P € I | JI:

1. Buectu B IlpaBuna perucrpaliii U SKCIEPTH3Bl OE€30IMaCHOCTH,
KayecTBa M 3(QQEKTUBHOCTH MEAULUHCKUX W3JEIUM, YTBEPIKICHHbIE
Pemenuem Cosera EBpasuiickoli 3KOHOMUYECKOH KOMHUCCHH OT 12 ¢eBpas
2016 1. Ne 46, u3MeHeHHs COTTIACHO IIPHIIOKEHHIO.

2. Hacrosamee Pemenue BeTymaeT B CHIIYy 10 HCTEUEHHH

180 xaneHgapHBIX AHEH ¢ AATHI ero OQUIHATBEHOTO ONyOIUKOBAHUS.

Ynens! CoBera EBpazuiickoii yxoHOMHYeCKOH KOMHCCHH:




ITPHUIJIOXEHHWE

k Pemennro Corera
EBpasuiickoll 5KOHOMUYECKOI KOMUCCUN
oT 24 nexadpst 2021 r. Ne 144

U3IMEHEHMUWI,
BHOcuMbIe B IIpaBuiia perucrpanum u 3KcnepTH3bLI 6€3011aCHOCTH,
KayecTBa M d(P(PeKTHBHOCTH MeTHIHMHCKHUX H3/1eIH i

HpaBuna perucrpanu " SKCICPTH3bI 6630HaCHOCTH, KadgecrBa H

5} (EXTUBHOCTH MEIUIIMHCKUX H3/IeJTMH U3JIOKUTE B CIEAYIONIEH peqakIim:

«YTBEPXJIEHBI

Pemennem CoBera
EBpa3suiickoli 5SKOHOMHIECKOW KOMHCCUN
ot 12 despans 2016 r. No 46
(B penakuu Pemennst Coera
EBpasuiickoil 5JKOHOMUYECKOM KOMUCCUH
ot 24 nexabps 2021 r. No 144)

ITPABUJA
pervecTpanuy M YKCIepTH3bl 0€30MacHOCTH, KAYecTBA
U 3¢ peKTHBHOCTH MeTHIIUHCKUX W31/ THi

1. O01mume nonoxeHus

1. Hacrostie IIpaBuiia pazpaboTaHBl B COOTBETCTBHU C IIYHKTOM 2
craten 31 JloroBopa o EBpasmiickoM skoHOMHYECKOM coroze oT 29 Mas
2014 roma u nynkroM 2 crarbd 4 CoryaiieHuss O egHuHBIX [PUHIUIIAX U

[paBuiax oOOpalmeHus] MEJUIMHCKUX H3AeNuit (M3Jenuii MeIUIHHCKOTO
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Ha3HAYeHHUs W MEIMLMHCKONM TEeXHHKH) B pamMKax EBpasuiickoro
ODKOHOMHYECKOIro corosa or 23 nekabps 2014 rojga M ycraHaBiaMBaroT
MOPSIIOK IIPOBEACHHUSI NIPOIEAYP PETUCTPALUK U HKCIEPTHU3BI OE3011aCHOCTH,
KayecTBa U d(YOEKTUBHOCTH METUITMHCKUX U3/eNuil (1anee — dKerepTusa),
COIIACOBAaHHUsS SKCIEPTHOIO 3aKIIFOUEHHs, YPEryJIMpOBaHUSI Pa3HOITIACHH B
OTHOILIEHHHU COIJIACOBAHUS HKCIEPTHOTO 3aK/IFOUCHHS, BHECEHUs U3MEHEHUH
B PErHCTPAHOHHOE JIOChe (B TOM UHMCIE B YBEJOMHTEIHLHOM MOpSIKE),
BbLJaun AyOjMKaTa perucTpaldoHHOrO  YJIOCTOBEPEHHS MEIUIIMHCKOTO
U3JIeINMsl, COTTIACOBAHMS SKCIIEPTHOIO 3aKIHOYEHHS Ha 3aperucTPHUPOBAHHOE
MEIUIUHCKOE H3JIeJIie, a TaKXKe IIPUOCTAHOBIEHUS U (MJIM) OTMEHBI
IercTBUS (aHHYJIMPOBAHUS) PErHCTPAIMOHHOTO YAOCTOBEPEHHUS
MEJIMIIMHCKOI0 M3JeNHs B pamkax EBpasuiicKoro sKOHOMHYECKOI'O COI03a
(zasiee — Coros).

TpeboBanust Hactosmx [IpaBun He IPUMEHSIOTCS B OTHOILICHUH
MEMIMHCKAX ~ M3IeNIdd, IOTpeOHOCTE B KOTOPBIX  BO3HHMKAET B
YPE3BLIYAWHBIX CHTYalUsSX WM JUls JIMaCHOCTUKH HOBBIX, TNPHPOIHO-
OYaroBeIX WA 0CO0O0 OMACHBIX WHQOEKIHOHHBIX 3ab0JIeBaHUH, oOparrenue
KOTOPBIX PEryIupyercs 3aKOHOAATENbCTBOM rocymapcts — uieHoB Corosa
(anee — rocy1apcTBa-uJieHBI).

2. Mnst nieneit nacrosumx IIpaBuin MCHONB3YIOTCS TOHSTHS, KOTOPHIE
03HAYaroT CleAyrolee:

«0e30macHOCTh MEJIMIIMHCKUX M3/IeIHINY) — OTCYTCTBUE HEHOIYCTUMOTO
pHCKa, CBS3aHHOIO C MPUYMHEHMEM BpEela >KM3HHU, 370POBLIO YeJIOBEKa,
OKPYIXKaIOLIEH CpeJie;

«BAMIANMSY  — IOATBEPXKJCHHME TOCPEACTBOM  IPEACTABIICHHUS
OOBEKTUBHBIX CBHIETENILCTB BBITIOJHEHUST TPEOOBAHUM, NpeHA3HAUCHHBIX

A KOHKPETHOT'O UCIIOJIB30BaHH A HIIH MPUMEHCHHUSI,



«BepuduKalMs» — TOATBEPXKACHHE HA OCHOBE IIPEJCTABICHMUS
OOBEKTHBHBIX CBU/IETENBCTB BEITOJIHEHHS YCTAHOBJIEHHBIX TPeOOBAHUIA;

«rocy1apcTBO MPHU3HAHHUS) — IOCYIAPCTBO-UJIEH, YIIOJHOMOYEHHBIH
oprad (3KCIEpTHas OpraHU3alMsi) KOTOPOTO OCYIIECTBISIET IIPOELYPY
COIIACOBAHMS HKCIIEPTHOIO 3aKIF0UEeHUs peepeHTHOrO TOCYaapCTBa;

«10Ka3aTesIbCTBA TICPBOM CTOPOHBI» — JOKa3aTelbHbIe MaTepHallbl
(IOKYMEHTBI)  IPOM3BOAMTENS  MEAMIMHCKOTO  WM3Meiust  (IMPOTOKOJIBI
COOCTBEHHBIX HCHBITAaHUH (McciieioBaHuif), B TOM 4YMClle BBLIAHHBIC
MCIBITATEIbHBIME  JTabopaTopusiMi  (IIEHTpaMK), aAKKPEJUTOBAHHBIMH B
HAIIMOHATIBHOM CHCTEME aKKpEeAUTaluu TOCyNapCcTBa-uieHa, pPe3yiIbTaThl
KITMHUYECKOTO MPUMEHEHUS MEAMIMHCKOTO U3AEIUs U Ipyrue MaTepualibl);

«eTUHBIA  PEECTP MEAMIMHCKUX M3JIENUH, 3aperdcTPHPOBAHHBIX
B pamkax EBpaswiiCKOIo 3KOHOMMYECKOTO COI03a» — OJIeKTpOHHas 0asa
JAHHBIX MEIUIMHCKUX U3JIe]IUH, 3aperHCTPUPOBAHHBIX B COOTBETCTBUHU
¢ gacroswumu I IpaBuiiamu;

«3asBUTEIb) — IIPOM3BOAUTEL MEJUIMHCKOTO W3JCIUs MIIH €ro
YIOJTHOMOYEHHEIH IIPEICTaBUTEND;

«Ka4eCTBO MENULIMHCKOI'O M3JAENHSI» — CTENEeHb COOTBETCTBUS
COBOKYIIHOCTH  CBOMCTB M  XapaKTEPUCTHK MEJUI[MHCKOIO  W3IEIHs
Ha3HAYCHHUIO, YCTAHOBJIEHHOMY IIPOU3BOAUTEIIEM;

«MEIULIMHCKUE M3NeNHsT U JUArHOCTUKU [n  Vilroy — JI00Lle
HHCTPYMEHTBI, araparsl, IpuOopsl, 000py10BaHHe, MaTEPUAIIbl, PEAreHTEhl,
KaJTMOpaTophl, KOHTPOJILHBIE MAaTEePUAIIbl M TIPOYNE M3/ICIHs, TIPUMEHIeMBbIe
B MEJMIMHCKUX IIENISIX 10 OTAE/ILHOCTH UM COBMECTHO, a TaKXKe BMECTE ¢
NPUHAICKHOCTAMH M CHEUMAJBHBIM  IIPOIPAMMHBIM  OOECIIeUeHHEM,
HEOOXOAMMBIMH Ul MX IPUMEHEHUsSI 10 HA3HAYCHHIO, U TpeJHa3HaAueHHBIE
IIPOUBBOJIUTENIEM JUIsl IIPUMEHEHHS TIPH MCCIIENOBaHUsIX i1 Vifro 00pasioB

OHOJIOrHUECKHX MaTepHalIOB 4Ye€JIOBEKA I IIOJIYYCHHUSI I/IH(l)OpMaLIHH



OTHOCUTENILHO  (DU3HMOJIOTHYECKOI0 WA [1aTOJIOTHYECKOIrO  COCTOSHHS
(BPOXKJIEHHOM  IATOJIOTHH, IIPEJPACHOIONKEHHOCTH K  OIPEIENIEHHOMY
KIIMHUYECKOMY COCTOSHMIO MWJIM OO0JIe3HH), COBMECTHMOCTH TKaHEill ¢
MOTEHUHAIBHBIM  PELUITMCHTOM, NIPOTHO3UPOBAHUS  peaKi(iid Ha
TepaIeBTHYECKHE BO3JIEHCTBHS, BEIOOpA TepaneBTHUECKUX CPEJACTB U (1K)
KOHTPOJISI JICUEHMUS;

«MOZIeNIb (MapKa) MEJMIUHCKOTO H3IEIHs» — BAPUAHT HMCIIOJHCHUS
MEeIUITHHCKOTO W3J1CIIHS, XapaKTEPU3YIOLLIUHICS Onpee/IeHHBIMA
KOHCTPYKTUBHO-TEXHOJIOTHYECKUMHU pelIeHUSIMU 4§ KOHKPETHBIMH
3HAYEHUSIMHM [TOKa3aTelied ero 1eseBoro (QyHKIUOHAIBHOIO) Ha3HAYCHUS;

CIPHHAIEIKHOCTL» — HU3Jeue, He SBJSIONIEecs MEIULMHCKUM
U3JIeNIMEeM, IIPEIHA3HAYEHHOE €ro IPOU3BOJUTENIEM JUII COBMECTHOTO
MIPUMEHEHHsI C OAHUM HIIM HECKOJIBKMMH MEJULMHCKUMH W3IEIUsIMU TIPH
UCIIOJIb30BAaHUU B COOTBETCTBHH C UX HAa3HAYEHUEM,

«IPOU3BOJIUTENL MENUIUHCKOIO MU3JICNHUs», IIPOH3BOJUTEIL) —
FOPUIAYECKOE JIMLO WM (PU3UYECKOE JIHII0, 3aPErHCTPUPOBAHHOE B KAYECTRE
HHIABUYAIbHOI'O IIPEANPHHMMATENIS, OTBETCTBEHHBIE 3a pa3paboTKy u
H3TOTOBJICHHE MEJMIIMHCKOTO HM3MENHs, JEJAolUe ero JOCTYIHBIM UL
VICTIOJI30BAHMSI OT CBOEI0 MMEHH HE3aBUCHMO OT TOT0, pa3zpaborano u (Miiu)
U3TOTOBJIEHO MEIUIIMHCKOE M3AEIMe dTUM JIMIOM WM OT ero UMEHH IPYIUM
JUIOM (JIMIIaMH ), U HECYIIHE OTBETCTBEHHOCTE 3a 0€30I1aCHOCTh, KAUeCTBO M
5 PeKTUBHOCTE METUIIMHCKOI'O H3JIEIINS,

«IPOU3BOJICTBEHHAS IUIOIIAJKA» — TEPPUTOPHAILHO 000COOIECHHEINH
KOMIUIEKC, — MPeJHa3sHAYEeHHBIA  JiI  BBIIOJIHEHMsI  BCEro Ipoiiecca
IIPOKU3BOACTBA MEAUIMHCKOTO U3EIIHs WM €0 ONpeJIeIEHHEIX CTaIHH;

«PErucTPalMOHHOE JOChe» — KOMIUIEKT JOKYMEHTOB W MaTepHajioB
YCTaHOBJICHHOM CTPYKTYPHI, NIPEJICTaBIIAEMbIH 3asiBUTENIEM TIPH TPOBEIEHUH

nponenyp perucrpallid MW OKCIEPTH3bI, COTJIACOBAaHUSA IKCIICPTHOT'O
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3aKTFOYCHHS, BHECEHUs H3MEHEHUH B PErvCTPallMOHHOE JIOChe (B TOM YHCIe
B YBCIIOMUTEJIBHOM IIOpsAAKE), BBIOAYM JyONuKaTa pPerucTpandoHHOTO
YIOCTOBePEHHSI MEAMIUHCKOTO  H3JEMsl, COIJIACOBAaHMSI  OKCIEPTHOIO
3aK/IIOYCHHSI HA 3aperMCTPUPOBAHHOE MEIULHWHCKOE W3JIe/IMe, OTMEHBI
JIeCTBHS (aHHYJIUPOBAHUSI) PErucTpaluoOHHOrO YOCTOBEPEHUS
MEJIUIUHCKOIO U3JIeJIUs, a TakKe OpUrMHalbl W (WIM) KOIHWKM MHBIX
JAOKYMCHTOB, MMEIOIUX OTHOIICHUE K KOHKPETHOMY MEJUITHHCKOMY
M3CIHIO (PENIEHNH YIOTHOMOYEHHBIX OPraHOB (3KCIIEPTHBIX OpraHu3aiuii),
IIPOTOKOJIOB 3acefandii KOHCYJIBTaTHBHOIO KOMHTETa IO MEIULUHCKUM
uzgemsam  npu Kosmerunm  EBpasuiickoil  5KOHOMHYECKONH  KOMHCCHH,
JOKYMEHTOB, IIPEJICTABJIEHHBIX IIPU YPEryJUPOBAaHUH PA3HOIIACHHA, OTYETOB
0 pes3yibTaTax MHCIEKTUPOBAHMS IIPOU3BOJICTBA H II.);

«PEruCTPAIlMOHHOE YIOCTOBEPEHUE» — IOKYMEHT eJWHOH (opMmEl,
HOATBEPXKIAIOINAN  (aKT  perucTpanud  MEQUIMHCKOrO  M3[eJUs  Ha
TEPPUTOPHH OLHOI'O UM HECKOJIBKUX IOCYIapCTB-YIEHOB;

«perucTpanus MEeIUIUHCKOIO M3JIENIUs», «PETUCTPALIUS) — IpoLeaypa
BbIJIAYM  YNOJHOMOYEHHBIM  OpraHoM  pe(epeHTHOro  TocymapcTsa
paspenieHdss Ha BBIIYCK B oOpalieHHe MEIUIMHCKOIO M3Lelds Ha
TEPPUTOPHH OJHOI'O MJIM HECKOJIBKHUX TOCYIaPCTB-YJICHORB;

«pedepeHTHOE TrOCYJAPCTBOY — BBIOPAHHOE 3aSIBUTENIEM IOCYIapCTBO-
WICH, YMOJHOMOYEHHBIH Opran (9KCIIepTHas OpraHU3alys) KOTOPOIo
OCYILECTBIISAET PErUCTPALIMIO U BKCIIEPTHUZY;

«yIOJIHOMOYEHHBIH Opram» — oOpraH TOCyJapCTBeHHOW BJIACTU
rocylapcTBa-ujeHa, yINONHOMOYCHHBIH Ha  OCyllecTBlleHMe | (MJIH)
KOOPJIMHAITUIO eATENILHOCTH B cpepe 0OpaIlieH st MEAUIIMHCKUX U30eIUi Ha
TEPPUTOPHH 3TOI0 FOCY1apCTBA-UJIEHA;

«YTIOJITHOMOYEHHBIE OpraHu3aliu» — OPraHu3allid, BKJIIOYEHHLIE B

e/IMHBIN peectp  YIOJIHOMOYCHHBIX OpTaHHBaHHﬁ, HMMCHOINUX  IIpaBoO
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[POBOAUTL MCCIEIOBAHUS (MCIIBITAHUS) MEIUIIMHCKAX H3IEIUN B IENIX X
perucTpaluy;

«YTOJTHOMOYEHHBIH IIPEACTABUTEIb TIPOU3BOAUTEIS — IOPUIHUECKOE
MU0 WM (U3MYEcKOe  JIMIO, 3aperHCTPUPOBAHHOE B KadyecTBe
WHJIUBUYAIBHOTO peNnpUHUMATE]IS, SIBJISTFOIITHECST pe3uIeHTaMu
rocyJapcTBa-ujieHa U YIIOJIHOMOUYEHHbIE TTPOU3BOTUTEIIEM B COOTBETCTBHU C
JIOTOBOPOM JIHOO UHBIM IIPEYCMOTPEHHBIM 3aKOHOIATEIbCTBOM FOCY JAPCTB-
YIEHOB JOKYMEHTOM IIPEJACTABIISITh €I0 HHTEPEChl M HECTH OTBETCTBEHHOCTH
B 4acTH 0OpalleHust MeJUIUHCKOTO H3/ielikst B paMkax Coro3a M HCHOJIHEHHSI
00s13aTeNbHBIX TPEOOBAHUM, IIPEIBIBISIEMBIX K MEIULIMHCKAM U3 IEITHSIM.

3. Perucrpanusi MEAMIMHCKOTO H3OENHS SBJSETCS 00s3aTeIbHBIM
YCIIOBHEM €r0 BBIIIYCKa B OOpalleHHe Ha TEePPUTOPUU OLHOIO WJIH
HECKOJILKHX TI'OCYJapCTB-YJI€HOB M OCYLIECTBISETCS YIOJIHOMOYEHHBIM
OpranoM  pe(epeHTHOro rocyjgapctBa. I[Ipu  3TOM  IPeabABISIOTCS
OJMHAKOBblE  TpeOOBaHMWS B  OTHONICHMM  MEIUIMHCKHAX  W3JENHi,
IPOM3BENEHHBIX Ha TaMOXeHHOW TeppuTopuu Coro3a W BBE3EHHBIX HA
TaMOXKEHHYIO TeppuTopuio Coro3a U3 TPeTbUX roCyJIapCTB.

4.B umensix perucTpargd  MEIHIHHCKOIO0  W3IeJIUs IIPOBOJIUTCS
HKCIICPTH3A SKCIEPTHOM OpraHu3aleil, onpejeeHHON YIIOJIHOMOYEHHBIM
OpraHoM rocyaapcrBa-diieHa (Jlajnee — 9KCIepTHas: OpraHu3aius).

5. JlIokyMeHTOM, IIOATBEPKJIAIOIIMM (DaKT PErHCTPALIMN METAIITHCKOTO
U3JICIIUSI, SIBJISIETCS. PETrUCTPalliOHHOE YJOCTOBEPEHHE, COCTaBIsSIEMOE II0
(GopMme U IpaBUIIaM COTIIACHO MPHIIOKeHU O Ne |,

PerucrpaiinoHHOE yJIOCTOBEPEHNE BbIIAaeTcss OECCPOYHO U JIEUCTBYET
Ha TEPPUTOPUU OLHOIO UM HECKOJILKUX I'OCY1apCTB-YJIEHOB.

6. 3aperucTpupoBaHHOE MEIUILIMHCKOE u3aenne JIOJKHO
coorBeTcTBOBaTL OOmMM TpeboBanusM Oe3onacHOCTH W 3()(PEKTHBHOCTH

MEIMLIUHCKUX — M3JEeNUi,  TpebOoBaHMAM K WX  MapKHPOBKE W
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OKCITyaTallHOHHOM JIOKYMEHTallud Ha HUX, YTBEPXKIEHHBIM PerieHuem
Cosera Eppasuiickoii sxoHommuueckol xommuccuu ot 12 despans 2016 r.
Ne 27 (manee — OOmme TpeGoBammst). OTBETCTBEHHOCTh 32 COOTBETCTBHE
MEJUIMHCKUX  u3fenmudt  ObmumM  TpeOoBaHUSIM HeCeT IIPOU3BOIHUTEIIb
(YIOJTHOMOYEHHBIH [TPeACTABUTEIh TIPOU3BOAUTENLS).

7. IlpousBoauTenn W3 TPETBUX TOCYAAPCTB JOJDKHBI HA3HAUUTH
YIOJIHOMOYEHHOIO  NpPEJCTaBUTEIs  IPOU3BOMUTENS,  JIEHCTBYIOLIErO
B [epuoj oOpamienus MeIULMHCKOTOo u3ienust B pamkax Corosa,
U TOJJICPKMBATH B  aKTyallbHOM COCTOSIHUM HHQPOPMAIMIO O TAKOM
PESICTaBUTENIC TPOU3BOIUTEILS, COACPIKALLYIOCS B PETHUCTPALIMOHHOM JIOChHE.

8. IlpousBomurens obecreunBaeT BHEAPEHHE W IOJJIEPKAHAE B
aKTyaJlbHOM COCTOSIHMM CHUCTEMbl MEHEDKMEHTa KadecTBAa MEIUIMHCKOrO
M3ICTHsI B COOTBETCTBUH ¢ TpeboBaHUAMU K BHEAPCHHIO, MOMAEPIKAHUIO U
OIICHKE CHCTEMBI MEHEPKMEHTAa KadecTBa MCIULMHCKUX W3LCIUN B
3a8BHCHMOCTH OT IIOTEHLMAILHOTO PHCKa MX NPUMEHEHUs, YTBEPHKICHHBIMH
Pemennem Cosera Eppasuiickoii skoHomuueckoil xomuccnu ot 10 HosOps
2017 1. Ne 106 (nanee — TpeboBanust K cuCTeMe MEHEDKMEHTA KAuecTBa).

9. Jlo monauu B ymoJHOMOYEHHBIH OpraH (dKCIEPTHYIO OPraHU3aLMIo)
pedepeHTHOrO  rocyjapcTBa  3asBICHHST O IIPOBEJIEHUHM  OKCHEPTH3HI
MEJULUHCKOIO ~ M3JIeJIusl M 3asBJICHHS O TPOBENEHHH perucTpaliu
MEIULUHCKOTO M3JIeNusd 10 (opMaM COracHo mnpuioxkenusM Ne 2 u 3
(nanee — 3agBIICHHS O PEIUCTPAIMH U HKCIEPTH3E) 3aiBUTENb OCYIIECTBIISET
cbop mokazarenbcTB Oe3omacHOCTH u 3(M(EKTUBHOCTH MEAMIIMHCKOTO
H3JENIHSL U ITOJITOTOBKY COOTBETCTBYIOIIEIO PETMCTPAIHOHHOIO JIOCKE.

10. B mensix mMOArOTOBKM PErMCTPAIMOHHOIO JOChE 3asBUTENL (MpH
HEOOXOTMMOCTH):

a) Blipae 00paTUTBCA B  YNOJIHOMOYEHHBIH OpraH (9KCIEPTHYO

OpraHM3alyio)  JUIA  IOJIYYeHHUs]  TPEABAPUTENLHBIX  KOHCYJIbTAIHIA
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II0 BOIIPOCAM, CBSI3AHHBIM C pPErucTpalyell M DKCIepPTH30i, B TOM 4YHCIe
Ha BO3ME3JIHOM OCHOBE, B IOPSAAKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM
OpraHoM (9KCIEPTHOM OpraHHM3alliel) COOTBETCTBYIOIIETO IOCYyIapcTBa-
YJieHa;

0) B Lensx MOJTBEPKICHUS COOTBETCTBHS MEIUIMHCKOTO W3/
Ob61uM TpedOBAHUSIM:

NPOBOJIUT TEXHUYECKHE HCILITaHKs, HCIBITAHUS (UCCIEHOBAHUA) C
LEIbIO OIEHKH OHOJIOTHYECKOrO JEHCTBHUS  MEIMIIMHCKOTO  H3JEITHs,
KIMHUYECKHE W KIMHUKO-JIA0OpaTOpPHBIE HCIBITAHUST  (MCCIIEOBAHMS)
MEJIMIMHCKOIO  M3/eHst MO0 BKIOYAeT B PErHCTPAMOHHOE JOCHE
MMEFOIIUECs JaHHbIe (J0Ka3aTelbCTBA MEPBOM CTOPOHEI);

MPOBOJHUT UCHBITAHUS B IEJSX YTBEPIKICHHs TUIIA CPEIICTB U3MEPEHUM
(B OTHOIIEHMH MEJIMLMHCKUX H3/eNUH, BKIIOYCHHBIX B TepedeHb BHJIOB
METUITHCKUX HU3JICIHM, MOJJIekKAIUX OTHECEHHIO MPU HX PETHCTpalud K
CpelcTBaM H3MepeHHH, yTBepKIeHHbIH Pemenuem Coera Espaswmiickoi
OKOHOMMYECKOU Komuccuu ot 12 despans 2016 r. Ne 42) B mopske,
YCTaHOBJICHHOM  3aKOHOJATEJIbCTBOM — TOCyJIapcTBa-ujeHa B o0iactu
obecrieyeHHs]  €AMHCTBA  M3MEPEHHH, B  BBIOPAHHBIX  3asBUTEIEM
OpraHusanusx, yIoJIHOMOYEHHBEIX (HOTU()UIHUPOBAHHBIX) B COOTBETCTBUU C
3aKOHOJIATENIbCTBOM IOCY IapCTBa-4jIcHa Ha NIPOBE/ICHUE UCIIBITAHUM CPEJCTB
U3MEPEHU;

B) 0DbecrieurBaeT IIPOBENEHHE IEPUOJIMYECKOTO (IJIAHOBOrO) HIIH
BHETJIAHOBOTO HMHCIEKTHPOBAHMS IIPOM3BOJICTBA B IENISAX OLECHKH YCIOBUM
IIPOU3BOJICTBA M OLEHKH CHCTEMBbl MEHE/DKMEHTA KauecTBa IPOU3BOIUTENS B
COOTBETCTBHHU ¢ TpeboBaHUSIMU K CHCTEME MEHEDKMEHTA KauecTBa.

11.Tlpu perucrpanmu # 5KCHEPTH3E YINOJHOMOUYESHHBIE OpPraHbl
(3KCLIEpTHbIE OPraHU3aIMH) B3aWMHO IPU3HAIOT PE3YJILTATHI HCIIBITAHHH

(uccnenoBaHuif), ykazaHHBIX B MOJMYyHKTe «O» nyHkra 10 HacTosmmx
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IlpaBun, 1mpu yCIIOBMM, 4YTO OHHU BBINOJNHEHBI COMACHO IIpaBuiam
NPOBEIEHUST  TEXHWYECKMX  MCIBITAHUM  MEIMIMHCKHX  M3JCIINi,
yreepkaeHusIM Pemenuem CoBera EBpasmiickoii 5KOHOMUUYECKOW KOMHCCUM
or 12 despans 2016 r. No 28, IlpaBuiiam NpoBeNeHMS MCCICIOBAHUM
(MCTIBITaHMM) C IEIBI0 OLEHKH OMOJOTMUYECKOro JEHCTBUSI MEIMITHHCKHX
u3ieni, yrsepxaennbiM Pemennem Coseta EBpazuiickoit sxoHOMHYECKOH
komuccrn ot 16 wmas 2016 1. Ne 38, wm IlpaBunam nposenenus
KIIMHAYCCKUX ¥ KIIMHUKO-Ia00paTOpHbIX HUCHBITAaHUH  (HcciieloBaHmii)
MCJIMIMHCKUX H3MeTui, yrBepxkacHHeIM Pemenuem Cosera Erpaszuiickoii
OKOHOMHYECKOH Komuccuu oT 12 ¢eBpanst 2016 r. No 29, cooTBeTCTBEHHO,
a TalKe 3aKOHOJATENLCTBY TOCYJapCcTBa-ujeHa B CIlydae IPOBEJEeHHUs
UCIBITAHUN B LIEJISX YTBEPIKIEHUs TUIIA CPEJICTB U3MEPEHHIA.

12.Tlpy  HEOOXOIMMOCTH  YIIOJIHOMOYEHHBIH oOpran (9KcrepTHas
OpraHu3alMs) IPUBJIEKAET K YyYaCTUIO B OKCIIEPTHU3E BHEIIHHMX DKCIIEPTOB,
€CITH UX CIENHAIbHEIE 3HAHUS HEOOXOUMBI ISl IPOBEACHUS KCIIEPTHSEL.

IIpencraBuTeny ynoJIHOMOYEHHBIX OpPraHU3aIldi, IIPOBOJMBIINE B
OTHOLICHUH MEUITMHCKOTO M3JE/HMsl, IPEACTaBIEHHOI0 Ha OJKCIEPTHU3Y,
MCIBITAHUs (MCCIE/IOBAaHMs), YKaszaHHBIE B TOANYHKTEe «O» myHkra 10
Hacrostmux  IlpaBuin, a  Takke TIPEACTaBUTENM  MHCHIEKTHPYIOIIMAX
OpraHM3aluii, [POBOJMBIIME OIEHKY CHCTEMbl MEHE/PKMEHTA KadecTBa
(MHCIIEKTHpPOBAaHUE TIPOM3BOJICTBA) MPOU3BOJUTENS TAKOIO MEIUIIMHCKOTO
M3IEITHS, HE MOT'YT IIPUBIICKATHCS K YUACTHIO B DKCIICPTH3E.

IIpy mpoBelleHMHM SKCHEPTH3Bl BKCIEPT JIOJDKEH OBITH HEe3aBUCHM
OT OpraHa WM JIWId, HA3HAYUBIIEIO OHKCHEPTU3Y, TPOMU3BOAUTENS, €r0
YIOJIHOMOYEHHOIO IPEJCTaBUTENss WM JPYTUX 3aUHTEPECOBAHHEIX B
pesyibTarax 3KCIepPTH3HI JIUII.

B ciyvae eciin 3KCnepTy M3BECTHBI 0OCTOSITENBCTBA, PEISITCTBYIOIINE

Cro InpHUBJICYEHHUIO K MMPOBEOCHHIO SKCIICPTHU3EI mubo He ITO3BOJIAKOIIHUE €MY
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cOOMIOIaTh MPHUHIMIBL €€ TPOBENEHHs, OH HOJDKEH COOOIUTHE 00 3TOM
PYKOBOIHUTENIO YIOJHOMOYEHHOIO OpraHa (9KCHEepTHOM OpraHu3aliy)
pedepeHTHOro rocyrapcTaa.

13. OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTH nH(popManm,
MPEJICTABIIEHHON B PErMCTPAIIMOHHOM JI0ChE, HECET 3asiBUTEIIb.

JIOKYMEHTBI PerucTpalioOHHOIO JOChe IPEJICTABISIIOTCS HA PYCCKOM
SI3BIKE B 2JIEKTPOHHOM BHJe. B ciydae ecim  3aKOHOLATENLCTBOM
pe(epeHTHOro rocyapcTBa He IpelycMOTpeHa BO3MOKHOCTh O(OpMIIEHH S
yKa3aHHBIX JIOKYMEHTOB B DJIEKTPOHHOM BHJE, YIOJIHOMOYEHHBIH Oprax
(oxcnepTHas OpraHusanys) pe(epeHTHOr0 rocyjapcTBa BIpaBe 3alpOCUThH
Takue JOKYMEHTHI (X KOIUU) Ha OyMa)KHOM HOCHTEJIE.

B ciydae npenocraBiieHHs JIOKYMEHTOB PETHCTPAllHOHHOIO JIOCKE Ha
OyMaXXHOM HOCHTEJIC 3asiBUTENIb TaKXkKe IPeJOCTaBIsSeT HX DJIEKTPOHHLIE
KOIIMK Ha dJIEKTPOHHOM HocuTene (B ¢opmare *.pdf ¢ TEKCTOBLIM CIIOEM C
BO3MOKHOCTBIO BBIJICJICHUsI U KOITUPOBAHUS TEKCTA, a TAKIKE OCYIIEeCTBICHHS
IIOMCKa). DJIEKTPOHHbIE KOIIUK JOKYMEHTOB JIOJDKHBI OBITh MPENCTABICHBI B
COOTBETCTBUM C KJIACCH(UKATOPOM BHJIOB JOKYMEHTOB PETHCTPALMOHHOIO
JOChe  MEIMUMHCKOIO H3Jeldsi, yTBepxkJaeHHbIM Pemenuem Komnernu
EBpasuiickoii skoHOMUYecKol komuccuu ot 3 ampeitst 2018 1. Ne 48,

DKCIUTyaTallMOHHBIA JOKYMEHT WJIM MHCTPYKUHUS TIO0 HPHUMEHEHUIO
MEIULIMHCKOTO M3ZEIUs, PYKOBOJCTBO 110 CEPBUCHOMY OOCITYKHBAHHIO W
TEKCT MapKHPOBKH MEIUITUHCKOTO U3JIeITHs JOTIOJTHUTENILHO
IIPEJICTABIISOTCA Ha TOCYIApCTBEHHOM SI3bIKE (IOCYJIapCTBEHHBIX SI3BIKAX)
IOCYapCTB-4IEHOB IIPHM HAIMYMKM  COOTBETCTBYIOIIMX TpeOOBaHWM B
3aKOHO/IATEJIbCTBE I'OCYIAPCTB-YWIEHORB.

JIOKyMEHTBI ~ PErucTpallMOHHOIO  JOChe,  IIpeliCTaB/ICHHbIE  Ha

HHOCTPAHHOM S3BbIKC, NOJIKHBI COIPOBOX/IATHCS IIEPEBOJOM Ha pYCCKI/Iﬁ
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SI3BIK, 3aBEPEHHBIM B MOPSJ/IKE, YCTAHOBJICHHOM 3aKOHOIATENILCTBOM
pedepeHTHOrO rocyiapeTBa.

14. 1lpy  ucymcneHMM  cpoka  IPOBEJEHUS  YIIOJIHOMOYEHHBIMU
opraHaMu (9KCIEPTHLIMA OPraHM3allMsMK) IIPOLENYpP, MPELYCMOTPEHHBIX
HacTostuMHe LIpaBuiiamMu, He yUUTBIBAIOTCS CICAYIONINE CPOKH:

a) IepUoJ  CO  JHs  HAIpaBICHHs  YIOJHOMOYEHHBIM — OpraHoM
(oKcreprHOl  opraHuzanuei) peepeHTHOro TOCYAApPCTBA  3asBHTEIIO
3arpoca JuO0 yBeNOMIIEHHSI O HEOOXOJMMOCTH YCTPAaHCHMs BBISIBICHHBIX
HapyIUeHUH W (MJIM) IIPEICTaBICHUSI OTCYTCTBYIOIIMX JOKYMEHTOB JINOO O
HEOOXOMMOCTH TIPE/ICTaBIEH s KOIMI JOKYMEHTOB 00 ormiare mpouemsypsl
COITIACOBAHMSI HKCIEPTHOTO 3aKIIOYEHUs B rocylapcrBe (TrocyaaperBax)
NPU3HAHMSL JIO JIHS TOJyYEHHUS YIOJHOMOYEHHBIM OPraHoOM (9KCIIEPTHOM
opraHusaliuei) pe)epeHTHOro rocyjapcTBa OTBETA HA TAKOW 3ampoc JIMOo
YBEJIOMJICHHE;

0) cpox, HeoOXOAMMBIN IS OpraHusanuu U IIPOBEIEHHUS
HHCIICKTUPOBAaHHMsI TIPOM3BOJICTBA (B Cilydae MPOBENCHHS WHCIEKTHPOBAHMUS
MPOU3BOJICTBA B paMKax IIPOLEYpP PErUCTPALIUU U DKCIIEPTU3HI );

B) CPOK, HEOOXONMMBIH JUIsi HamlpaBleHHs OTdYeTa O Ppe3yJbTaTax
WHCTICKTHPOBAHHKS ~ IIPOM3BOJICTBA  MHCHEKTHUPYIOIIEH  opranusaiueil
(B ciy4ae, eciam ee poNb HEe BBINOJHSET YIMOMHOMOYEHHBIH Opran
(oKCIepTHAas OpraHm3alus)) B YIOJIHOMOYEHHBIH Oprai (SKCIEpTHYIO
OpraHM3alHio) JUIS BKJIIOUEHHS B PETUCTPALMOHHOE Joche (B ciydae
NPOBEJICHNs] WHCHCKTHPOBAHMS —IIPOM3BOJCTBA B  paMKax IPOIELYD
PErUCTPALIMKU U DKCIIEPTH3EI);

I') CPOK COTJIACOBaHMsl C 3asiBUTEIEM HeOOXOJUMOCTH OOpalleHust B
KoHcynbTaTUBHEINT KOMUTET 110 MEIUIMHCKUM H3JICIIUSM npu Kosurerun
EBpaszuiickoif HKOHOMHYECKOH KOMHCCHH (nanee — KoHCyIBTATHBHBIN

KOMMTET).
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15. Pacxofbl  Ha  TpoOIEmypBl  PErMCTPAllMH M OKCIEPTH3EI,
COIJacoOBaHMs  OKCIIEPTHOTO  3aKJIIOYCHHUS, BHECEHUS HU3MEHEHHI B
PEruCTpaioHHOE JOChE (B TOM YHCIIE B YBEIOMUTEILHOM MOPSIKE), BBIIA4U
AyOnMKara — perucTPalMOHHOTO — YAOCTOBEPEHMS  MJIM  COTJIACOBAHMS
OKCIICPTHOIO 3aK/IIOYCHMsS] HAa 3apEerMCTPUPOBAHHOE MEUIIMHCKOE H3JeNIne
HeCeT 3asiBUTEeJIb B COOTBETCTBUH C 3aKOHOAATEIBCTBOM T'OCYIapCTBa-4IeHa.

16. Perucrpanus ocymectsisiercss pedepeHTHBIM T'OCYJapcTBOM 110
MUTOTaM  OKCIIePTH3bl M COIVIACOBAHUS  3KCIEPTHOTO  3aKIIOYEHUS
rocyJ1apcTBOM (TOCyAapCTBaMK) IPU3HAHMIL.

17. YronHoMo4YeHHbIE Opranbl (IKCepTHEIe OpraHu3al(iu) ToCy1apCTB
[IpPU3HAHUS BIPaBe O3HAKOMHUTLCS C XOJIOM IIPOBEHCHHUS DKCIIEPTU3LI B
pedepeHTHOM roCylapcTBe M COOTBETCTBYIOUIMME JIOKYMEHTAMH, B TOM
qucie ¢ JOKyMEHTaMH, O(QOPMIISIEMBIMU IIPH IIPEACTABICHUH 3asBUTEIIEM
AONOJHUTEIBHBIX U YTOYHSIOIIMX CBEIEHHH B IIPOLECCEe PETUCTPAliH M
SKCIEPTU3BI MEAULIMHCKOT'O U3JIEITHSL.

18. Mndopmanys 0 MeAMUMHCKUX H3JENUSIX, B OTHOLIEHUH KOTOPbIX
LIPOBOJSITCS  TMPONEAYPEI, MPEAYCMOTPEHHBIe HacTosuMu  IIpaBunamu,
a TaKKe JOKYMEHTBI, COJEPIKAIIUECs B PETHCTPALIMOHHOM JOChE, KpOMe
OKCIUTyaTaIlMOHHOI'O  JIOKyMEHTa MM HHCTPYKLIUH 10 HPHUMEHEHHIO
MEJIMIUHCKOTO H3/eJHsl, PYKOBOLCTBA II0 CEPBHCHOMY OOCIIYKMBAHUIO,
JaHHBIX O MapKHPOBKE M YIAKOBKE (MOJHOILBETHBIE (C yKa3saHHeM
KOJTMPOBKH I[BETA) MAKEThl YHAKOBOK M ATHUKETOK), TEKCTA MApKUPOBKH HA
PYCCKOM $I3BIKE€ M I'OCYJIapCTBEHHBIX SI3BIKAX IOCYIapCTB-WICHOB, OTHOCATCS
K KOH(uIeHIHanbHOH HHOOPMALNK U JIOCTYITHBI TOJILKO 3aMHTEPECOBAHHBIM
YHOJTHOMOYCHHBIM OpraHaM (3KCIEPTHBIM OpPraHU3allusiM) TOCYAapCTB-
YJIEHOR.

19. Bxiroyenue B 0JHO peTUCTPAIIMOHHOE Y[OCTOBEPEHHE HECKOJIBKUX

Mojiesiell (MapoK) MEIWIIMHCKOI'O0 H3JENHs, B TOM 4YHCIE OTHOCSINUXCS K
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pasHbIM BUJaM MEJUIMHCKMX H3LEIMH B COOTBETCTBHH C IPUMEHIEMON
B Coro3e HOMEHKIATYpOH MEeIULMHCKUX M3/IeTHH, BO3SMOXKHO IIPH yCIOBHU
COOTBETCTBHS OTHX MOJIENIEH (MapOK) BCEM CIEIYIOMIUM KPHUTEPHSIM:

a) IPOM3BOJICTBO  MoOjeield  (Mapok)  MEJMIMHCKOTO  H3/IeUs
OCYLIECTBIIACTCSl  OJIHUM  TIPOU3BOAMTENIEM TI0 OJHOM  TEeXHUUYECKOU
JOKYMEHTAIHH;

0) MofienTn (MapKH) MEIUIIMHCKOTO W3IEJIHs OTHOCATCS K OJIHOMY
KJ1acCy NOTEHIIHAILHOIO PUCKA IPUMEHEHHS,

B) MOJeIM (Mapku) MEIUIMHCKOIO HU3Je/us WMMEIOT OIHHAKOBOEe
(yHKIIMOHANBHOE HA3HAYCHHUE U TIPUHIAIT IEHCTBUS;

r) Mozend (Mapku) MEIUIMHCKOTO W3Ie/Hs IIpeJHa3sHaueHbl s
OIpefeNeH s Hajuuyusd M (MIM) KOJWYECTBEHHOTO CONEP)KAHMs B
Orosoruueckoi 1npobe OJHOro M TOTO K€ KIMHUYECKH (IMArHOCTHYECKHN)
3HaYUMOro aHaJuTa (QHAIMTOB) (WIS MEIUIMHCKMX H3NCIUN  JUIS
IUArHOCTUKU in Vitro);,

J) Moziend  (MapKu) MEAMIMHCKOTO W3JEHs WMMEOT pas3H4Hble
KOMILIEKTALUK, HE BIMAKOIIME Ha HPUHIUI paboThl M (YHKIHOHAIBHOE
Ha3HAYECHHE, YTO I103BOJSIET 00ECHEUUTh PACIIMPEHHUE WM CIENHAIA3AIHI0
MX IIPUMECHCHMS B MEAUIIMHCKHUX IeJIsX (110 TIPUMEHUMOCTH);

e) Mojenu (MapKH) MEIMLUHCKOTO W3IeUst HMEIOT pPa3IdYHbIe
TEXHUYECKUE TlapaMeTphl (HaupuMep, JIMHY BOJHBI H3JIyUEHUS, pasMep
CBCTOBOTO II0JIs, pa3pellarollytd CIOCOOHOCTh W T. II.), HE BIMSIOIIME HA
IPHHIIAI paOOTh! M QyHKIHOHANBHOE Ha3HAUeHHE (110 TPUMEHUMOCTH);

K) MOJIEIH (Mapkm) MEJTUIIMHCKOTO W3J1EITH S o0pazyroT
TUIIOPA3MEPHbBIH (MOJIENbHbIN) P (HaIpuMep, UMEIOT Pa3iIudHble PasMeph]
(rabapuTHble, JMHEHHBIE, O0OBEMHBIC W T. 1), (OPMY, I[BETOBOE
KOJIMPOBAaHUE, NMPOU3BEAEHBI U3 OJIHUX U TEX XKE MaTepPHANOB H T. IL.) WK

ABJIAIOTCA prHHOﬁ HCIIOJTHEHUSA MEOAHUIHUHCKOI'0 HM3JISTUsI (HaHpI/IMep,
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CTallMOHAPHBIM  TIEPEJBIDKHBIM  armaparoM  (mpubopoM,  CHCTEMOId,
KOMIUIEKCOM H T. I1.) ¢ HACTEHHBIM U (MJIM) HAOJILHBIM KPEIUICHUEM H T. I1.)
(o mpumenumoctu). [Ipu dTOM Mox rpymnoil UCHOTHEHHUS MEJIHITMHCKOTO
U3JIEUsT IOHUMAFOTCS U3JACNUsI, B OTHOIICHHH KOTOPBIX BEIIIOJHEHEI OIUH
IPYIIIOBOM YepTexk AeTaiiei u (Miin) ofHa rpynrnoBas crennukarus;

3) MoJield  (MapKu) MEIUIMHCKOIO0 U3JIeIUs WMMEIOT OJIMHAKOBBIE
MIPU3HAKU B YACTH:

00acTH IPUMEHEHUST;

HHBa3WBHOCTH;

CTEPUIILHOCTH (B TOM HHUCIIE C YUETOM METOJIOB CTEPHITH3AIIH );

YAaCTOTHl HCIIOJIB30BaHUS (OJAHOKpATHOE NPUMEHEHHWEe, MHOTOKpPATHOE
IIPUMEHEeHUEe OJTHUM MAlMEHTOM, MHOT'OKPATHOE MPUMEHEHHe HEeCKOJIbKUMU
TaIieHTaMu );

AKCIUTyaTAITMOHHBIX ¥ KOHCTPYKTHBHBIX OCOOCHHOCTEH;

JUTHTEIIEHOCTH ITPUMEHEHHST,

OJIMHAKOBOCTH  MAaTEpHaOB, HMCIOJNB3YEeMBIX B  MOJM(DHKAIHIX
MEIUIIMHCKOTO HM3JIeNusT W KOHTAKTHUPYIOIIMX C TeJOM dejoBeka (0 HX
XUMHAYECKUM,  TOKCHUKOJOTUYECKHM,  (U3UYECKHUM,  DIEKTPHUYECKHM,
MOP(}OTOTHYECKIM M MEXaHHIECKHAM CBOMCTBAM).

20. Ha ramoxxenHo# tepputopun Corosa He JI0IyCKaeTCst:

a) BBIOOD JIBYX M OoJiee pedepeHTHBIX TOCYIAPCTB JJIsl PErUCTPAIiH 1
HKCIEPTU3BI OJTHOTO METUIIUHCKOTO U3JIEIIHS;

0) peructparysi paziMYHbIX MEIUIUHCKUX H3JACIUH T0J  OJJHUM
HAaUMEHOBaHHEM;

B) peTHCTpallds B KauyecTBE MEIUIIMHCKUX H3AIUHA IPOAYKIHH,
HaMEHOBaHHE KOTOPOH COJIEPKUTCS B eIUHOM peectpe
3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeJICTB EBpazuiickoro

OKOHOMHUYECKOT0 COR3a, MOPSAI0OK (I)OpMHpOBaHI/IH M BCICHHI KOTOPOIO
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yreepakaeH Pemennem Cosera EBpasuiicKoM SKOHOMHYECKONH KOMHUCCHHU
ot 3 HoA6ps 2016 r. Ne 84, unu coBniajjaeT ¢ HAMMEHOBAHMEM OMOJIOTUYECKH
AKTMBHOM JO0OaBKM K IMIIE, CBEICHUSI O KOTOPOM COAEp:KATCs B €JMHOM
peecTpe CBHIETENLCTB O TIOCYHAPCTBEHHOH perucTpainuy  IPOaYKITHH,
nopsifiok  GOPMUPOBAHUSI M BEJCHHS KOTOPOTrO yTBepikKIeH PelneHuem
Komnernn EBpasuiickoii sxoHomMuueckoi komuccur ot 30 uions 2017 T.
Ne 80. Ecnu nexapcTBeHHOE CpejicTBO WM OHOJIOTUYECKH aKTUBHAS H00aBKa
K IUIEe  SBISIOTCS KOMIIOHEHTOM  MEJMITMHCKOI'O0 —H3JENus, TO MX
HAaMEHOBAHMSI MOI'YT MCIIOJIb30BaThCS B HAUMEHOBAHWHM MeIUIIMHCKOIO

U3JIeusl.
II. TIpoueypbl perucTpaiii 1 KCIePTU3bl METUITHHCKOIO U3 1EIHS

21. Jlnsg perucTpanuy MeIHLUHHCKOIO W3JIeNs 3asBUTENL BBIOMpaeT
pedepeHTHOE TOCYAAPCTBO M KaK MUHHUMYM OJIHO TOCYIapCTBO IPU3HAHMSL.

22. 3agBUTENH MPEACTABIISIET B YIIOJHOMOUEHHBIH OpraH (3KCIEPTHYIO
OpraHu3aLMIo) pe)epeHTHOrO roCyIapcTBa ClIeAYIOIIHE JOKYMEHTHI:

a) PErucTpaloHHOE JI0Che, COZIePIKALIee 3asBIEHUSI O PETUCTPALUM 1
DKCIIEPTH3E, 4 TAKIKE JJOKYMEHTHI 110 [IEPEUHIO COMIACHO MPUIOKeHHIo No 4;

0) xomuu  OKYMEHTOB,  IOATBEPXKAAIOUIMX  OIUIATY  [POLEAYP
perucTpaIfy 1 SKCIePTH3bl B pedepeHTHOM T0Cy 1apCTBe.

23. VIIONIHOMOYEHHBIM  OpPraHoM  (OKCIEPTHOM  Oprammsanuei)
peepeHTHOro rocyiapcTBa B TeUeHHe 7 paboumx JHEH cO JHS MOCTYIUIEHUS
3asIBIEHUM O DPETUCTpPAllMM M JKCHEPTH3€ U JOKYMEHTOB, YKa3aHHBIX B
nyHkre 22 wnacrosmux IIpaBun, mnpoBoOAMTCS UPOBEpPKA TOIHOTHI U
JOCTOBEPHOCTH COJICPHAIIXCS B HUX CBEICHMU.

24.B cioyvae eciaM 3asBJIEHUsS. O PETHCTPAldd W OKCIIEPTHU3E
IIpe/ICTABIIeHbl ¢ HapylleHueM TpeOOBaHUM, YCTaHOBIEHHBIX HACTOSIIAMHU

HpaBHHaMI/I, MK B HHUX YKa3anbl HCIOCTOBEPHBIEC CBCICHUS, WIH
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JOKYMEHTEI, yKasanHble B IyHKTe 22 Hactosmux [IpaBui, npencrasieHsl He
B IIONHOM OObeMe, YIOJHOMOUEHHBIH opraH (DKCrepTHasi OpraHu3ariys)
pe(epenTHOro rocyapeTsa B TedeHne 7 pabouux JHeH Co MHS MOCTYIIeHUS
TaKUX 3as4BJICHUNA U JOKYMEHTOB YBEJIOMIISIET 3asBUTENS O HEOOXOAUMOCTH
YCTpaHEHUs  BBIABJICHHBIX — HapymleHHMHd u  (WiM)  TIpejcTaBlieHus
OTCYTCTBYIOLIMX JIOKYMEHTOB B Tedenue 30 pabouux gHel co JHS
pasMelIeHUs]  COOTBETCTBYIOIIEIO  yBEJAOMJIEHHS] B  HHMOOPMAIMOHHON
cHCTEeME  YMOJHOMOYEHHOrOo  opraHa  (3KCIEPTHOM  opraHu3aium)
pedepeHTHOrO rocymapcTBa JMOO €O JIHS HAIPaBJICHMsl YBEJOMIICHHUS
3aSABHUTENIO  CIOCOOOM, YKa3aHHBIM B 3aSBICHUSX O PErUCTpALUE U
DKCIEPTHU3E.

25.B cnydae ecnu mo ucredeHun 30 paboumx AHEH 3asBUTENIEM HE
YCTpaHeHbl — BBISIBIEHHBIE HapylleHHss W (WJIM) He [pPeAcTaBlIeHbl
OTCYTCTBYIOIIME  JTOKYMEHTBI, YIOJHOMOUEHHBIH opraH (9KcmeprHas
opranusanys) pedepeHTHOro rocyfapctBa B TedeHwe 3 pabouux jHei
NPUHUMAET peIlleHre O BO3BpaTe 3asBUTENII0 3aSBICHHN O perucrparyd U
OKCIIEPTU3€ U JTOKYMEHTOB ¢ 0O0OCHOBAHWEM NPHYKMH BO3BpAaTa.

26. B teuenne 3 pabouux jgHEH co JHS MpeAcTaBiIeHUs 3asBICHUN O
PEeTUCTPaIK U SKCIEPTU3E W JOKYMEHTOB, COOTBETCTBYIOIIUX TPeOOBaHMIM
Hacrosmux IlpaBumi, a Takke B cilydae YCTpaHEHHs B YCTAHOBJICHHBINA B
nyskre 24 Hactosimmx [IpaBua cpox BBISBICHHBIX HapyIleHHH W (MIIH)
IIPEICTABICHHUS JOKYMEHTOB, COOTBETCTBYIOLIUX TPeOOBAHUSIM HACTOSIIUX
[TpaBuii, yrnoJHOMOYEHHBIH OpraH (3KCIIepTHas OpraHu3aius) peGepeHTHOro
rocyiapcrBa IPHHMMAET pellleHre O Hayaje MPOLEAyp PEerucTpalud H
OKCIEPTH3bI, a TakiKe pasMellaeT B CBOeW HH(OPMAIMOHHONW CHCTEME
pPETUCTPAIMOHHOE JI0ChE, COJEpXKAIllee 3asBIEHUS O perucTpaiuu U

DKCIIEPTU3E.
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27. IlpoBenenue 5KCIEpTU3bl BKIIOYAET B ce0si (eciii MPUMEHHUMO):

a) OLIGHKY IPaBHJIBHOCTH OTHECEHMS M3JIEIHUs K MEIUITHCKHM
U3/IeITHSIM,

0) OLIGCHKY ~ COOTBETCTBHSI ~ YKAa3aHHOIO  3asBHTEJleM  Kjacca
HNOTEHITUAILHOTO pucka  IpUMEHEHHS MEIUIIUHCKOTO U3JICIIHS
B coorsercTBUM ¢ llpaBunamu kimaccupukaluy MeIUIMHCKUX W3JeTui
B 3aBUCHMOCTH OT IOTEHIMAJILHOIO PHCKA IPUMEHEHHS, YTBEPIKICHHBIMH
Pemennem  Kosmernn — EBpasuiickoii ~ 3KOHOMMYECKONH  KOMHCCHH
ot 22 nexadbps 2015 . Ne 173;

B) OLEHKY  TPaBUJIBHOCTH  OTHECCHHUS  MEJUIMHCKOIO  M3JIeNHS
(Mojeneli (Mapok) MEJMIIMHCKOTO M3JINHs) K OIpPEeNeeHHOMY BHIY
MEMIIMHCKUX M3JENHH B COOTBETCTBUU C HOMEHKJIATYPOM MeIMIIMHCKUX
U3JIENINN, TIpaBWJIa BeIEHUS KOTOpoi yTBepxkneHwl Permenwem Koernu
EBpasuiickoii sxoHOMUYecKoi Komuccuu ot 29 mexabpst 2015 r. Ne 177,

I') OLEHKY COOTBETCTBUSI MoOJiesiell (MapoK) MEAMIMHCKOTO H3IeNus
(pH HAJIMYKK), BKJIFOUAEMBIX B OJIHO PETHCTPAlMOHHOE YIOCTOBEpEHHE,
KPUTEPHUSIM, YCTAaHOBIEHHEIM IIYHKTOM 19 HacTosmmx [IpaBri;

1) aHalM3 M OLEHKY JOKa3aTelbHBIX JIOKYMEHTOB (MaTepHasoB),
NOATBEPKIAIOIIUX  COOTBETCTBHE  MEMUIHHCKOro  m3zenuss  OOumum
TpeOOBaHMSM, BKJIIOYAIOIIHE B CeOs:

aHaju3 IPEJICTABICHHBIX MPOU3BOAUTEIIEM CBEJIEHHH O COOTBETCTBUH
MeIUIUHCKOro wu3fenuss O0mmM  TpeOOoBaHUSM, B TOM 4YHCIE AaHAIU3
OPaBUILHOCTH  MACHTHQHUKAUMM  mosokeHuit  OOmmx  TpebGopaHuii,
IPUMEHUMBIX K MEJUITAHCKOMY H3JIEIIHIO;

OLIEHKY  COOTBETCTBUsI  IIPOTOKOJOB  TEXHHYECKMX  MCIIBITAHMIA,
BBIJTAHHBIX YITOMHOMOYEHHBIMM oOpraHu3zanusamu, llpaBuiiam mposejenus

TEXHUYECKUX MCIIBITAHUU MCIHMIIMHCKHX HB,IISHPIFI;
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OLIEHKY COOTBETCTBHS IPOTOKOJIOB HCCIENOBAaHUN (UCHBITAHUM) C
LEJbI0  OLEHKM OWOJIOTMYEeCKOTO JAEHCTBHS MEOUIMHCKAX — W3JEIH,
BBIJJAHHBIX YIIOJIHOMOYEHHBIMHM OpraHuzaiusmu, llpaBunam nposeneHus
uccieIoBaHui (MCTIBITAaHUH) C TIENBIO0 OIEHKH OMOJOTMYEcKOro IeHcTBUS
MEIUUUHCKUX U3/CIINI;

aHaJIM3 OTYeTa 110 OlleHKe OMOJIOTMYECKOIo JCHCTBHS MeIMIIMHCKOTO
u3fenust (MpoOBOJUTCS B TOM YHCIE JUIS IOJTBEPXKICHHS] TOrO, 4TO
mMaTepuasbl, BXOJSIIME B KOHTAKT (B3aWMOJCHCTBYIOIIHME) ¢ TKaHAMU
YejoBeKa, WICHTH(PUIHUPOBAaHbI (yKazaHbl MapKH MaTepHalOB W HX
M3TOTOBUTENH), & TaKXKe IS HOATBePIKIeHUsT 0OOCHOBAHHOCTH OTCYTCTBUS
HEOOXOMMOCTH TMPOBEACHUS UCCIEOBAHUN (MCIIBITAHUN) C IIENTBIO OLIEHKH
OMOJIOTHYECKOTO JeHCTBHSA);

aHaJIM3 0TYeTa O KIMHHUYECKOM JlokazaresibeTBe d(O(MEKTHBHOCTH M
0e30macHOCTH MEJULIMHCKOIO HU3jeius (MPOBOJUTCS IS TTOATBEPIKACHHS
O00OCHOBAaHHOCTM  BBIOOpAa  METOJOB  JIOKA3aTENbCTBA  KIMHUYECKOMN
5(Q(eKTUBHOCTH M O€30TMaCHOCTH MEIUILUHCKOIO HW3JIE/IMs, BaIUIHOCTH
JAHHBIX, UCIIOJIB3YEMBIX JIs JOKA3aTeIbCTBA KIMHUYECKOH 3(h(PeKTUBHOCTH
1 0e30MacHOCTH MEAMIMHCKOTrO U3JeNus, a Takke OOOCHOBAHHOCTU
3aKIIIOYCHUSL O KIMHUYECKOW 5 (heKTHUBHOCTH W 0€30IacHOCTH I BCeX
3asIBJICHHBIX IOKA3aHUHM K MPUMEHEHUIO C YUETOM HAJIMYHS MU OTCYTCTBHUS
MPOTUBOIOKA3aHUH );

OLEHKY  COOTBETCTBUSL  OTUETOB O  KIMHHYECKUX  (KIMHMKO-
JIA00PATOPHBIX) HUCHBITAHUSIX (MCCIENOBAHUSAX) MEJIUIMHCKUX M37e]IMi
[TpaBuiiam npoBeneHus KIMHUYECKUX U KIIMHUKO-Ta00paTOPHBIX UCIIBITAHUN
(uccenoBaHU ) MEIUITUHCKUX U3J1CIIHH;

aHajIu3 BaJMIHOCTH JOKA3aTeJIbCTB MEPBOW CTOPOHBI (TPU HAIIMYHUH)
JUIS.  TIOATBEPXKIEHUSI COOTBETCTBUSI MEIUIIMHCKOTO u3jienus OOmmm

Tpe6OBaHPI5{M ¢ Y4Y€TOM KJacca IOTCHUHAIIBHOTO pHUCKAa TIPHMCHCHUWS
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MEJIUIMHCKOrO  W3feinus  (Juisi  MEAWIIMHCKHX — M3JEIHH  KIIAcCoB
MOTEHIMAIBLHOTO PUCKA NpuMeHeHHus 20 U 3 K JIoKa3aTeabCcTBaM I1€pBOif
CTOPOHBI JIOJDKHBI IIPUJIAraThCs MPpOrpaMMa UCIIbITaHWH (MCClienoBanuii) u
000CHOBaHUE BEIOPAHHBIX METOJIOB);

aHalM3  CTaHJapToB,  INPUMEHSEMBIX  IPOM3BOJMTENIEM  IIpPH
[IPOEKTUPOBAHUY U IIPOU3BOICTBE METUITUHCKOIO U3/IEIHS;

aHaju3 0e30MacHOCTH ¥ 3(P(QEKTUBHOCTH JICKAPCTBEHHOIO CPEJICTBA B
COCTaBE MEIMLUHCKOIO M3JIENNs, €ero BIUSHUS Ha (YHKIMOHATIBHOCTD
MEJUIUHCKOTO  M3/IeJIMs, COBMECTMMOCTH JIEKAPCTBEHHOI'O CPEJNCTBA ¢
MEIUIUHCKAM H3JelIneM (32 HCKIIIOYEHHUEM MEIMIMHCKAX M3IeNuil Juis
OUATHOCTUKM  in  Vifro). JlekapcTBEHHOE CpPEeACTBO  JIOJDKHO  OBIThH
3apErUCTPUPOBAHHBIM M Pa3spelleHHbIM K NPUMEHEHHIO B I'OCYJIapCTBE —
IIPOU3BOAUTEIIE JIEKAPCTBEHHOTO CPE/ICTBA;

aHau3 JaHHBIX O OHOJOrMYecKod O0e30IIaCHOCTH MEIUIMHCKOTrO
U3JIeNIis  Ha OCHOBE aHajnM3a BCeX MaTepHaliOB  KMBOTHOIO WU
YEJIOBEYECKOI0 IIPOMCXOXKIEHHS, BXOASIIMX B MEIUIMHCKOE W3/IeNHe,
uHGopManuu o Hoa00pe HCTOYHHKOB (JIOHOPOB), OTOOpEe MaTepuaia,
IPOLECCUHI'®,  XPAHCHWHM,  TECTHMPOBAHWM,  BalUJALUH  OPOIEIAYP
TECTHPOBAHKS, a TakKe OOpaIleHUM ¢ TKAHSIMH, KJICTKaMHd, CyOCTaHLUsIMU
’KMBOTHOTO  WJIM  YEJIOBEYECKOIO  IIPOUCXONKACHUS,  KYJIbTYPaMH
MHUKPOOPTaHU3MOB U BUPYCORB;

aHaJIu3 MPOLEAYPEl ¥ METOJIOB CTEPHIIM3ALIMHI MEIUITMHCKOTO U3/1e/usl,
MaTepHasioB, OOOCHOBBIBAIOIINX CIIOCOO CTEPUIIM3AIMHM, IPEJIaraeMbIX
METOJIOB KOHTPOJIS KAuecTBAa M OIIPEUENIEHHS] OCTATKOB CTEPHIIM3YIOIIErO
BEIIEeCTBA I1PH MPUMEHEHUH XUMUYECKOT0 criocoda CTeprIIn3aliiu;

H3y4YeHue BaJUIHOCTH IPOrpaMMHOTO oOecliedeHrss Ha OCHOBE
aHalli3a JaHHBIX O ero BepudUKaMd W BaIMJaUUA, B TOM YHCIe

unpopMalud o ero paspaboTke, Mepax MU CpeACTBAX 3AlIUTHl  OT
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HECaHKIMOHUPOBAHHOIO JocTyna u obecredeHurn KuOepOe30IacHOCTH,
TECTHPOBAHUM  IPOM3BOJAMTENEM, JAaHHBIX 00  wIeHTHQUKALUMU WU
MapKHpPOBKE;

aHauu3 ~ ordera O  CTAaOWJIBHOCTH  MEIUIUHCKOTO  WM3JeNus,
00OCHOBAHHOCTH 3asIBJICHHOI'O CPOKA XPAHEHHS;

pPaccCMOTPEHKE OTYETA [0 aHaM3y PUCKOB B IEISIX MOATBEPIKIACHMUS
IOJHOTHl MJCHTU(MUIMPOBAHHBIX B TAKOM OTYETE€ OIACHOCTEH, ONACHBIX
CHTyallli ¥ COOTBETCTBYIOIIMX PUCKOB, KOTOPBIE MOTYT OBITH OLICHEHBI KaK
HEJIOTYCTUMbIE, a TaKXe IMOATBEPIKACHUS 3aKIIOYEHHUST MTPOU3BOAMUTENS 00
OTCYTCTBHU HEJOIYCTUMBIX PUCKOB JIMOO JIOMYCTUMOCTH PUCKOB, KOTOPHIE B
OTYETE 110 aHAJIM3Y PUCKOB OIIEHEHBI KaK IpHeMIIeMble Ha OCHOBE aHAJM3a
COOTHOIIIEHHUS «PUCK — TIOJIB3a);

NOJITBEPXKJACHAE Ha OCHOBAaHUM TMPEJICTABIEHHEIX [AOKA3aTEIbHBIX
MaTepuasoB  (JOKYMEHTOB)  OOOCHOBAaHHOCTH  pe3yjibTaTa  OIEHKHU
NPOM3BOJUTENL O COOTBETCTBMM  MENUIHHCKOTO  m3jgenus  O6mumm
TpeOOBAHUSIM;

OLIEHKY  COOTBETCTBUS  OKCIUIYaTAllMOHHOTO  JOKYMEHTa WM
UHCTPYKIMHU T10 IPUMEHEHHIO, PYKOBOJICTBA IO CEPBHCHOMY OOCIIYKABAHHIO
OObmuM TpedoBaHUIM;

OIIEHKY COOTBETCTBUSI MAPKHPOBKU MEIUIIMHCKOro usjenus O6uum
TpeOoBaHuUsIM;

aHanu3 TpeOOBaHUI K TEXHUYECKUM XapaKTEPUCTHKAM MeIUIIMHCKOTO
U3IeNus;

OLIEHKY JIOKYMEHTOB, NOATBEPXKAAIOMIMX Pe3yJbTaThl HCIBITAHUI
MEJIMIIMHCKUX M3JENIMA B LENsAX YTBEPXKIECHUS THIA CPEICTB M3MEpEeHUi
(B OTHOIIEHMM MEIMULHHCKUX H3/IENUH, BKIIOUCHHBIX B IIEPEUEHb BUJIOB
MEIMIIMHCKAX M3J(eJIMH, MOUIEKAINX OTHECEHHIO IPH HMX PETUCTPALUH K

cpejicTBaM U3MEPEeHUH );
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€) aHaJIN3 OTYeTOB O pe3yJlbTaTax HHCIEKTHUPOBAHUS IIPOM3BOJICTBA
MEIUIIMHCKOTO  M37enusl  (OpOBOAUTCS B LENSIX  IOJATBEPIKIECHHUSI
COOTBETCTBHSI 3asBJSEMOTO MEIUIMHCKOTO H3Jelds Trpymie (MoArpyre)
MEIMLIMHCKUX M3ACIUA € Yy4yeToM Kjacca [OTEHUUAIbHOTO pPHCKa
NIpUMEHEHHUs1 coryiacHo npuioxkeHnto Ne 2 k TpeboBaHUSIM K cHCTeMe
MEHEe)KMEHTa KauecTBa, a TakkKe MOATBEPKICHUsI JOCTOBEPHOCTH
uHpopMa 00 yKa3aHHBIX B 3asBICHUSIX O PETHCTPAIMM U 3KCIEPTH3E
IIPOU3BOJICTBEHHBIX IUIONIIAJIKaX, HA KOTOPBIC pPacHpoCTpaHsieTcs: IeicTBHE
oTyera O pe3yJbTarax HMHCICKTUPOBAHUS TPOU3BOJICTBA MEIUIIUHCKOIO
U3IeIus),

’K) aHaJIM3 JaHHBIX O CepTH(UKAIMKM CHCTEMbl MEHEPKMEHTA KauecTBa
(Ipy HaIM4YKMK), B TOM 4uciae TpeOOBaHMM, Ha COOTBETCTBHE KOTOPBIM
cepruuUMpoBaHa CUCTEMa MEHEPKMEHTa KadecTBa TMPOU3BOIUTECIIS,
U CBelleHM o0 ceprudukarax (HoMep, JaTa BBIJIAYH, CPOK JeHCTBHS
cepru(ukara, HaMMEHOBaHHE M CBEJeHMSI 00 aKKpeAIuTaIllud opraHa 1o
cepTU(DUKALIH);

3) HoATBEpKieHue OOOCHOBAHHOCTH YKa3aHUsl TPOU3BOACTBEHHBIX
IUI0LIA/I0K PETUCTPUPYEMOIO MEJIMIIMHCKOTO U3/IeIIHS;

M) aHAIW3 JaHHBIX O pa3paboTKe M TIPOU3BOACTBE MEIUIIMHCKOI'O
u3ienusl (CXeMBI IIPOIIECCOB IIPOM3BOJICTBA, HMH(OpPMausi 00 OCHOBHBIX
CTa[UsX IIPOM3BOJICTBA, YIIAKOBKH, HCILITAHWW M O IpoLEIype BHITyCKa
KOHEYHOTO TPOYKTA);

K) aHaJIu3 IIpe/ICTaBIEHHOM IIPOU3BOIUTEIIEM uHpopmarn
O MapKeTHHIE;

JT) aHAJIM3 [IPEJCTABICHHBIX TPOU3BOJAUTENEM CBEJCHUN O HaAIWYUN
Wi 00 OTCYTCTBUM COOOIEHUI O HeXenaTelbHBIX COOBITHSX U (MJIH)
HECYACTHBIX ClIydasiX, CBS3aHHBIX C WCIIOJIB30BAHHEM MEJMIIMHCKOTO

M3JCJIHA, OT3bIBaX € PbIHKA MCIUIUHCKOI'O HW3JCIIHI, YBCILOMJIGHH‘PJI I10
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0€30MacHOCTH MEJIMIIMHCKOTO M3JeNUsl, TIOJXO0/J0B K PEIIEHUI0 TaKhX
npoGieM  OpOU3BOJAMTENEM IpH  HMX  BO3HUKHOBEHHH,  OIHUCAHUS
IPEANPUHATHIX KOPPEKTUPYIOIMUX AEHCTBUMN, a TaKKe aHaJIM3 COOTHOLICHUSI
YPOBHS  IpOJ@X, KOJHWYECTBAa HECYaCTHBIX  CJIy4yaeB W  OT3BIBOB
METUITTHCKOTO U3/IeNINsl U3 00pallieHus;

M) aHaJIM3 IuiaHa cbopa NaHHBIX MO 0e30MacHOCTH U APPEKTUBHOCTH
MEIMLIMHCKOrO U3JIeJIusl Ha IIOCTIIPOJIaYKHOM dTalle.

28.1Ipu npoBemeHUW OKCHEPTU3Bl B ClIydae HEJNOCTATOYHOCTH
MaTepuaioB M CBEJICHUH, CO/EepKAIlMXCsl B 3asBICHUSIX O PETHCTpaIldH U
AKCHEepPTU3e M JIOKYMEHTAaX PEerucTpallOHHOIO JOChe, IS TPUHSTHS
pelieHUust O Hayaje IPOBEACHMUS MHCIEKTHUPOBaHUS IPOU3BOJCTBA (TIpH
HEOOXOJIMMOCTH €ro IMPOBEACHMS]) WM JUIsl TMOJIOTOBKH 3KCIEPTHOI'O
3aKITFOUYECHUSI (ipu OTCYTCTBHUH HEOOXO0JIMMOCTH IIPOBEICHUS
MHCIIEKTUPOBAHMST TPOM3BOJICTBA) YIOJHOMOYEHHBIH opraH (sKcrepTHas
opraHm3aisi) pe(epeHTHOro TOoCyJapcTBa  HAIpaBISIET  3asSBUTEIIIO
COOTBETCTBYIOIIMH 3anpoc (¢ yKazaHHeM XapakTepa 3aMedaHuil ¥ crocoOoB
MX YCTpaHeHus1). 3arnpoc HAIpaBJIsieTcs OHOKPATHO CIOcOO0M, YKa3aHHBIM B
3aSIBJICHUSIX O PErUCTPALMM U KCIEPTH3E.

3asBUTENH O0sI3aH TMPEJACTAaBUTh OTBET Ha 3alpoc B TEUCHHE
60 paboumx nHed co OHS ero moiydeHws. B cimydae HempejactaBiieHHs
yKa3aHHOI'O OTBeTa B CPOK YIOJHOMOYEHHBIA opran (dKcrepTHas
opraHuzanusl) TNPUHUMAET  pPEelIeHHe  OTHOCHUTEIBHO  BO3MOMKHOCTH
perucTpaly MEIWIMHCKOTO H3JeNds Ha OCHOBAHMHM JOKYMEHTOR,
MMEIOIIUXCS B €0 PACIIOPSKEHUN.

Ilpu  BBISIBJIEHUM  YHOJHOMOYEHHBIM  OpraHoM  (9KCIIepTHOM
opranmsaiiieii) pedepeHTHOro rocyiapcTpa B NMpeJCTABIEHHBIX 3asIBUTEIIEM
B OTBET Ha 3aIpoc JOKyMEHTaxX HEJOCTOBEPHBIX JAHHBIX WITH JIOKYMEHTOB,

COCTABJIEHHBIX WJIX COHCPKAIIUX TEKCT Hd HWHOCTPAHHOM S3BIKE oe3
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3aBEPEHHOI0 B YCTAHOBJIIEHHOM  3aKOHOJATENbCTBOM  pedepeHTHOIro
rocyrapcTBa IOpsIKe MEPEBOJa Ha PyCCKUH SI3bIK, YITOJTHOMOYCHHBINH opraH
(aKcriepTHAsE OpraHM3alys) B TeYeHHE 2 pabouux JHEH cO JIHS IOIydYeHUs
TaKUX JIOKYMEHTOB BPYUaeT 3asiBUTEIIIO CIIOCOOOM, YKa3aHHBIM B 3asBJIEHHIX
O PerucTpaiyy U SKCIepPTH3€e, PELICHHe O BO3BpaTe yKa3aHHBIX JJOKYMEHTOB
c oOOCHOBaHMEM IIPUYMH BO3Bpara M COOOIIEHHEM O BO3MOXKHOCTH
[IOBTOPHOI'O  [PEACTABIICHUS] 3asiBUTENeM JIOKYMEHTOB JO MCTEYEHMS
YKa3aHHOI'0 B ab3alie BTOPOM HACTOSIIEro MyHKTa CPoKa.

29. YoiIHOMOYEHHbIH opras (3kcmeprHas OpraHu3alms)
pedepenTHOro rocyuapersa B teueHue 45 pabodymx JHEH CO ITHS MPUHSITHS
UM PELLIEHUS 0 Hayajle MPOLEAYp PErUCTPalMU U SKCIIEPTH3E MEAUITHHCKOTO
u3/1esidst oOpMIISIET DKCIIEPTHOE 3aKIFOYSHHE COTJIACHO MPUIIOKeHU0 No 5
mbo B ciayyae  HEOOXOAMMOCTH  TPOBEACHUS]  MHCICKTHPOBAHMSI
MPOU3BOJCTBA  IPMHMMAeT  pelleHHe O  Hayaje  TPOBEIEHHS
MHCIIEKTUPOBAHMS ITPOU3BOACTBA (IIPU YCIOBUU OTCYTCTBHUSI 3aMeUaHHi K
JNOKyMEHTaM, COAEpIKaLIMMCs B IPEJCTABICHHOM JOChE, WM YCTPaHEHHMs
3aMEYaHMM, yKa3aHHBIX B 3alpoce) U yBEIOMIISIET 3asiBUTEISE O IPUHSTOM
pellleHnH TyTeM HalpaBlieHUs] YBEJIOMJIEHHSI CIIOCOOOM, YKa3aHHBIM B
3asIBJICHUSIX O PETMCTPALlMU U SKCIIEPTH3E.

30.Ilpy  1mpuHATHM  pelieHuss O  Hayale  MHCHeKTHPOBAHUS
IIPOU3BOJCTBA YIIOJHOMOYEHHBIM OpPraHOM (SKCHEePTHON OpraHuzamueii)
pedepeHTHOrO rocymapcTBa MHCIEKTUPYIOLIas OpraHu3amus pedepenTHoro
rocylapcTBa IPOBOJUT WHCIEKTUPOBAHUE IPOU3BOJICTBA B COOTBETCTBUH C
TpeboBanusiMu k cucreme MeHeJDKMeHTa KadecTBa. CpOK OpraHuszanuy U
IIPOBEJICHUS] UHCIIEKTUPOBAHUS TPOU3BOJICTBA HE JIOJDKEH B COBOKYITHOCTH
npespimaTh 90 padbouynx nHEN co OHS NPUHATUS YIIOJHOMOYCHHBIM OPraHOM
(oKcIepTHOM  OpraHmzanueil) pelieHdss O Hayale MHCIEKTHPOBaHMUs

IMpOU3BOJCTBA.
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31.O0tyer o  pesyibTataXx  WHCIEKTHPOBAHHS  IPOM3BOJICTBA
HaIpaB/IsieTCsl HHCIIEKTUPYIOIIEH OpraHu3ayeil B yIOJHOMOYEHHBIH opraH
(9KCIIEPTHYIO OpraHu3anuio) pe)epeHTHOTO TOCyIapeTBa /s BKIIOUYEHUS B
PErUCTPALIMOHHOE JIOChE M 3asBUTENIO 110 I0YTE 3aKa3HBIM ITOYTOBBIM
OTIPABIEHHEM C YBEJOMJIEHUEM O BpyueHHH JHOO B (hopMe 3IIeKTPOHHOIO
JOKYMEHTa, [IOAIMCAHHOI0 2JIEKTPOHHOM IOJIKCEIO, B TeueHue 15 pabounx
JHEH CO JiHs 3aBepUIeHMs] MHCIIEKTHPOBAHHUS IMPOM3BOJICTBA. llpu sTOoM
B Cllyd4ae €CJId 110 WTOraM HHCIEKTUPOBAHMS IPOM3BOJICTBA BELISBIICHBI
HECOOTBETCTBHS, OTYET O pe3yjbraTax MHCIEKTUPOBAHUS IIPOM3BOJICTBA,
JOIIOJIHEHHBIN CBEJICHUSMU 00 YCTpaHEHUH BBLISBJICHHBIX HECOOTBETCTBUM,
HAIpPaB/IsSeTCsl WHCIEKTUPYIOIEH OopraHu3alueil B yIOJIHOMOYEHHBIH oprax
(3KCHepTHY!O OpraHu3aiuio) pedepeHTHOro rocyjapcTBa B TEYEHUE
15 pabouux nHel mocne moiydeHus OT 3asBUTENS CBEJIEHUN 00 yCTpaHeHUN
HECOOTBETCTBUN JTMOO €O AHSI MCTCUCHHS CPOKA, YCTAHOBJIEHHOI'O JUIs MX
yCTpaHEHUSI.

B ciyyae ecim mo wroraM HMHCHEKTHPOBAHMS TIPOM3BOJICTBA B
JIOKYMEHTBl PEruCTPALMOHHOTO JI0OChe HA PErUCTPUPYEMOE METUIMHCKOE
u3JlelIe BHECEHBl M3MEHEHHs, Takue JOKYMEHTBI, O(QOpMICHHEIE B
COOTBETCTBMU C MpHIoxKeHueM No 4, HampaBisSIFOTCS HWHCIIEKTHPYIOIEH
OpraH3anyeil B YIOJIHOMOYEHHBIH OpraH (dKCHEPTHYIO OpraHu3aluio)
pedepeHTHOro rocyaapcTaa.

32. YIIOJIHOMOYEHHBIH opras (sKcmepTHas OpraHu3aImsl)
pedepeHTHOro rocyapeTa B TedeHue 15 paboumx gHel co JHS MoaydeHus
oTd4eTa O pesysibTarax MHCIEKTHPOBAHUS IIPOM3BOJICTBA  O(hOpMIISET
SKCIIEPTHOE 3aKJIFOUEHNE B COOTBETCTBUM C NpuiiokeHueM No 5 K HacTosIUM
IIpaBunam.

33. BBIBOJBI, COAEpXKaIlMecss B DKCIEPTHOM 3aKIFOUEHHH, TOJDKHEI

OBITH OJHO3HAYHbLIMH M ITOHATHBIMH.
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34. OcHoBaHMAMH  JIJIsl  BBIHECEHMs  YNOJHOMOYEHHBIM  OpraHoM
(3kcriepTHOH opraHu3anuel) pedepeHTHOTO rocymapeTBa 3aKIIOYEHUs 00
OTKa3e B perucTparu MeIULUHCKOTO U3/IEITHS SIBIISIFOTCS:

a) HeIOJITBEPIKICHUE COOTBETCTBYIOITHMHE MaTepuaiaMu u
CBEIEHUSIMH, COJEPIKAIIUMUCS B PEIHCTPALIMOHHOM J10Che, KauecTBa, 1 (MJin)
a¢pdexTuBHOCTH, U (MK) 6€301MACHOCTH MEIUIIMHCKOTO U3 /IETIHS;

0) mpeBbILIEHHE PHCKA NPUYMHEHHS Bpelia 3J0POBBIO IPaXIaH H
MEIULUHCKAX paOOTHUKOB BCIIEACTBHE MPHUMEHEHHS MEULUHCKOTO H3eI IS
HaJl 5P (HEKTUBHOCTHIO €r0 TPUMEHEHHUST;

B) BLIABJICHUE IIPH OCYHIECTBICHHH YIOJHOMOYCHHBIMH OpraHaMH
rOCyJapCTBEHHOI'O KOHTpoJis (Haa3opa) 3a oOpalleHHeM MeIrIMHCKIX
U3JICJIMM  HEJIOCTOBEPHBIX JAHHBIX 00 3ddexTuBHOCTH M 0e30IacHOCTH
MEAMLMHCKOTO M3JIeJUsI U WX HECOOTBETCTBUE JIAHHLIM O MEJMIIMHCKOM
U3JIEJIMH, COAEPKAIIMMCS B IOKYMEHTaX PErucTParioOHHOIO J0ChHE.

35.B ciywae eciM OKCHEpTHOE  3aKIIOUEHHE  OTHOCHUTEILHO
BO3MOJKHOCTH  PErHCTpallMM  MEJUIIMHCKOTO  HM3JeNus  SBISETCS
OTpPULIATENbHBIM, YIOJHOMOYEHHBIH OpraH (dKCIepTHAs OpraHu3alus)
B TeyeHue 10 paboumnx jnHe# co nHS opopmiienus (MOIydeHHs ) SKCIEPTHOrO
3aKJIIOUEHMs] IPUHUMAET pelenrne 00 0TKaze B PErucTpainyy MeIUIIUHCKOrO
u3fenus, O(opMIsSeT W BBIACT 3aSBUTENIO CIOCOOOM, YKa3aHHBIM B
3asBJIEHUSIX O PErUCTpallMM M HKCIEepTH3e, yBeJoMIIeHHe 00 OTKaze B
perucTpanuy MeJUIIMHCKOIO U3Jesusi ¢ 0O0OCHOBaHMEM IPHYUH OTKa3a U
IPUWIOKEHUEM K HEMY KOIIUMU DKCIIEPTHOTO 3aKJIFOUEeHHUs YIIOTHOMOYEHHOIO
opraHa (9KCIIepTHOH opraHu3aliui) pehepeHTHOro ToCyapCTBa.

36. B ciyuae ecnd  SKCHEpPTHOE  3aK/IIOYCHHE  OTHOCHTEILHO
BO3MOXKHOCTH  PETrUCTpalliil  MEAMLMHCKOTO  W3JIeNIUs  sIBJIACTCS
TIOJIOKUTENILHEIM, YIOJIHOMOYEHHBIH Opral (9KCIEepTHAsT OpraHM3alius)

pedepeHTHOro rocyiapeTsa B TedeHue 5 paboumx JHel co JHs ohopMIIeHus
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OKCIIEPTHOI'O 3aKJIIOYEHHS pa3Mellaer B cBOed MH)OPMAIMOHHOU cHCTEME
PETUCTPAIIMOHHOE JOChE M DTO DKCIEPTHOE 3aKITIOUYEHHE M YBEIOMIISIET
3asiBUTENsI O HEOOXOAMMOCTH MPEJICTABICHUS KOIUI JIOKYMEHTOB 00 oruiare
IPOIEAYPBl  COINIACOBAHMS OKCIIEPTHOI'O 3aKIIOUSHHS] B T'OCYIapCTBE
(rocynapcTBax) mnpuszHaHusi B TeueHuwe 30 KaleHJApHBIX JHEH €O JHS
HaIlpaBJIeHMs] TAKOI'0 YBEAOMIICHHUS 3asBUTEIO CIOCOOOM, YKa3aHHBIM B
3asIBJICHUSIX O PErHCTPALMU U DKCIIEPTH3E.,

37. 3asBUTENb YBEJAOMIACT YIOIHOMOUYEHHBIE OpraHbl (3KCIEPTHBIE
OpraHuzanyu) pe(QEepeHTHOro TrocynapcTBa U rocyaapcrBa (rocymapers)
IIpU3HAaHUsL 00 oIulaTe IPOLEyp COINIACOBAaHHS B CPOK, YCTAHOBJIEHHBIN
nyHKTOM 36 HacTtosmux [IpaBui.

38. CorlacoBanue HKCHEPTHOTO 3aKITIOYSHHS SIBIISIETCS OCHOBAaHHUEM
JUIsi  TPUHATHS PELICHHUsT O PErucTpaldd MEAWIUHCKOrO U3Aelus B
roCy/lapcTBe IPU3HAHUSI M OQOpPMIIETCS YIOJHOMOYEHHBIM OpPraHOM
(axcrepTHOHN opraHuzaiyeil) rocynapcTBa nNpu3HaHusi B Gopme 3aKirodeHus
O  IMOATBEPXKIEHHM  COINIACOBAHMs  (HECOIJIACOBAHMSI)  DKCIIEPTHOIO
3aKJIIOYEHHMS  COIJIAaCHO IpuiiokeHuto Ne 6 (manmee — IOJTBepIKICHUE
COITIACOBAHMsI (HECOTTIACOBAHMSI) SKCIIEPTHOTO 3aKITIOUCHUS ).

39. CornacoBanue 3KCHEPTHOTO  3aKJIIOYEHHS  YIOJHOMOYEHHLIM
OpragoM  (SKCIIEPTHOM  OpraHuszalueil)  rocyaapctBa  MpU3HAHKS
OCYLIECTBIISIETCS B COOTBETCTBUM ¢ pazjienoM 1 nactosmux pasu.

40.Ilpym ycnoBHM OTCYTCTBHS Pa3HOTTACHA MEXAy pehepeHTHBIM
rOCy/IapCcTBOM M TOCYJAapCTBOM (TOCYAapCTBaMH) MPHU3HAHUS B OTHOIICHHUU
COIVIACOBAHMS  OKCIEPTHOIO  3aKIIIOUEHMS]  YIIOJHOMOYEHHBIH  oprax
(oKcrnepTHas opraHu3anus) peepeHTHOro rocy1apeTBa:

a)B TeueHue 10 pabouux pgHEeH €O JHS IOJIYYEHHs] OT BCex
YIOJIHOMOYEHHBIX ~ OPraHOB  (9KCIEPTHBIX OpraHu3aluil) TocyaapcTB

HPpHU3HaHHUs ITOATBECPKACHHSA COIIaCOBAHMS SKCIIEPTHOI'O 3aKJIFOYEHUS 315 (80)
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CO JHA HCTEUEHHs CpPOKa, YCTAaHOBJIEHHOIO JUIL IIPeAOCTaBJICHUS
rocyJlapcTBaMH IPU3HAHUS YKa3aHHOTO MOATBEPKIeHUS (TIPU YCIIOBUH, UTO
3asBUTENIeM OBLIM IPEJICTABICHBI B YIOJIHOMOYEHHBIH Opran (DKCHEpTHYIO
Opranu3alio) peQepeHTHOro rocyjapcrBa KOMUH JIOKYMEHTOB 00 ormaTe
IPOLEAYpPhl COIJIACOBAHMSI HKCIEPTHOIO 3aKIIOUEHHs B TOCYAapcTBax
IIPU3HAHUS W IIEPEBOJIOB 3KCIUIYyaTAllMOHHOIO JOKYMEHTA WIM UHCTPYKIMH
[0 NPUMEHEHUIO MEJUIMHCKOIO W3JIEIHs, PYKOBOJCTBA IO CEPBHCHOMY
OOCIIy’)KMBaHHIO M TeKCTa MapKUPOBKM HAa TOCYJAPCTBEHHBIE SI3LIKH
rocyJapcTB Ipu3HaHusl (IIpH HEOOXOJMMOCTH)), NMPHHHUMAET pEeIIeHHE O
perucrpaly MEAULMHCKOTO H3JEIMsl W pa3MellaeT B EJIIMHOM peecTpe
MEIULMHCKUX U3JENHI, 3aperucTpupoBaltbiX B paMkax Coro3a, CBEJICHHS O
MEJIMLMHCKOM H3aesud, npenycmorpensbie [lopsikom dopMupoBanus u
BeZicHUsI UH(POPMALIMOHHOM CHCTEMBI;

©) B Teuenue 10 paboumx pgHEH coO JHS TIPUHITHS pELICHHS O
perucTpaii MeAMIIMHCKOTO HU3Jienus oQopMiseT M BBIAACT 3asBUTEIIO
criocoOOM, yKa3aHHBIM B  3asBJICHUHM O TIPOBEJICHUU  PEruCTpaluu
MEULUHCKOIO U3JIENHs], PErUCTPALIMOHHOE Y/IOCTOBEPEHHE U NMPHUII0KEHHE K
HEMY.

41. Hecornacopanue 5KCIEPTHOTO 3aKIIOYEHHS] YIOJIHOMOYEHHOTO
oprana (dKCIIepTHOW OpraHu3alnK) peQepeHTHOro rocyAapcTBa B OJHOM H3
rOCYapCcTB IPU3HAHUS SBJISETCS OCHOBAHUEM Ul OTKa3a B PErucTpalluu
MEUIIMHCKOTO U3/IENHS HA TEPPUTOPUH 3TOTO I'OCY1apcTBa IPU3HAHUSI.

42.B cnmydae Hanmuuusg TrocynapcTBa (rocylapcrB) NPU3HAHUS,
YIOJHOMOYEHHBIM  OpPraHOM  (9KCIIEPTHOM  OpraHuzainueii) KOTOpOro
HKCIEPTHOE 3aKIIOYEHHE HE COIVIACOBAHO, YIOJHOMOYEHHBIH —opras
(3xcrepTHas  opraHmsanus) pedepeHTHOro TrocyAapcTBa B TEUYCHHE
10 pabGouux nHeH cO AHS MOIY4YEHHs OT BCEX YMOJHOMOYEHHBIX OPIraHOB

(9KCIEPTHBIX  OpraHu3alyii) TOCYJapCTB IMPU3HAHUS  MOATBEPIKICHUS
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COIJIacoBaHMs (HECOITIACOBAHMS) 3KCIEPTHOrO 3aKJIIYEHHs JIUOO co JHS
MCTCUCHMS CPOKa, YCTAHOBJIEHHOTO JUIsl IIPEJIOCTAaBISHUS TOCYyJapCTBAMU
[PU3HAHUS YKA3aHHOI'O NOATBEPXKIEHUsl (IpPU YCIOBHM, YTO 3asgBUTENIEM
ObUIM  NPEJICTABICHBI B YIOJHOMOYEHHBIH  OpraH  (OKCIEPTHYIO
OpraHM3anuio) pe(GepeHTHOro rocyapcrBa KOMUK JIOKYMEHTOB 00 oIuiaTe
MPOLEAYPhl  COIJIACOBAHMS OKCIIEPTHOI'O 3aKI/IFOUYEHHMS B TOCYIapCTBax
IPU3HAHKS U [1EPEBOIOB OKCIUIYaTalMOHHOIO JJOKYMEHTA WJIH WHCTPYKIMU
MO0 TPUMEHEHUIO MEIMIUHCKOIO H3JIe/IHsl, PYKOBOJACTBA 110 CEPBHUCHOMY
OOCIy)KMBaHMIO M TEKCTa MAapKUPOBKH Ha TOCYIapCTBEHHBIE SI3BIKH
rocy/lapcTB  NMpH3HaHUS (IPH HEOOXOAMMOCTH)), € YUETOM Xapakrepa
BBLISIBJIEHHBIX 3aMEYaHUH BBIIIOJIHSET OQHO M3 CIeTYIONNX e CTBHINA:

a) HallpaBJIAe€T  3asABUTENIO  YBEJOMIIEHHE O  HeOOXOJMMOCTH
cormacopanus  oOpamieHuss B KOHCyNbTaTHBHBIA ~ KOMHTET IS
YPETYIUPOBAHMs Pa3HOIVIACMM B OTHOIIEHHMH COIJIACOBAHUS 3KCIEPTHOIO
3aKJII0YEHUs ¢ IIPUTIOKEHUEM KOMUHU (KOIHH) MOATBEPIKICHUS COTTIACOBAHMS
(HecornmacoBaHusl) SKCIEepTHOro 3akiroueHus.. Ilpw oTcyrerBum orBera
3asBUTENS 110 HcTedeHud 15 paboumx JgHEH CO  JHS  [OJyYEeHHs
COOTBETCTBYIONIETO yBenOMIIeHUs! oOpanienre B KOHCYJIbTaTUBHEIM KOMHTET
CUMTAETCS] HECOIIaCOBAHHbBIM;

0) B cilydae coriacMs ¢ BBIBOJAMM YIOJHOMOYSHHOI'O OpraHa
(OKCHEPTHOM OpraHu3allMy) rocylapcTBa IPU3HAHHUS O HEBO3MOKHOCTH
pPErucTpaluy MEAMLMHCKOrO HM3JeIusl MPUHUMAeT pelleHne o0 oTKase B
pErucTpaluy MeJULUHCKOrO M37enus. B aroMm ciydyae ymoJHOMOYECHHBIH
opral (sKcnepTHas opraHuzaiusi) pedepeHTHOrO ToCyJapcTBa B TeYeHUe
10 paboumx pgmed co AHS UPUHATHS pemieHus 00 OTKase B perucTpanuu
MEIMIMHCKOrO u34eNiusd O(QOpMIISIET M BBIJACT 3asBUTEIIO  CIIOCOOOM,
yKa3aHHBIM B 3asBJICHUSAX O PErHCTPAlMM M IKCIEPTH3e, YBEAOMIIEHHE 00

OTKa3e B PETUCTPAlUM MEAMLMHCKOro usjienus (¢ 000CHOBaHWEM MPUYMH
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OTKa3a M TIPWIOKEHUWEM K HEMYy KOIMHA OKCIePTHOTO 3aKIIOYeHUs U
TIOJITBEPKICHNSI HECOTTIACOBAHMS DKCIIEPTHOTO 3aKIFOYEHHUS).

43. YonmHOMOUYEHHBIH opraH (axcmepTHAas OpraHu3arius)
pedepeHTHOro rocyjlapcTBa B TeueHHe 3 padouux JHEH CO JIHS IIOJydYeHHUs
OTBETA OT 3asBUTENs] OTHOCHTEIBHO oOpaimeHuss B KoOHCYILTaTHBHBIM
KOMMTET JJIs YPeryJaupoBaHUs PA3HOIVIACHI B OTHOIIEHHH HKCIEPTHOIO
3aKJIIOUCHHUSL:

a) oopamaercsi B KOHCY/NbTaTHBHBIM KOMUTET B COOTBETCTBHU C
pasgenom IV nacrosimmx [lpaBun (B ciiydae corjiacoBaHus 3asBHTEIEM
oOpamienust B KOHCyJIbTaTUBHBIA KOMHUTET);

0) IpUHUMaeT PELICHUE O PEeTHCTPAIUH MEIHIIMHCKOI'O M3JeNusl 0e3
yKasaHHs B PErMCTPAlMOHHOM YJIOCTOBEPEHHMH TocyaapcTBa (rocyaapcrB)
IPU3HAHMS, YIOJHOMOYEHHBIM OpPraHoM (9KCHEepPTHOH opraHuzaiuei)
KOTOPOI'0 ~ HE  COINIAaCOBAHO  JKCIEpPTHOE 3akiodeHwe (B ciIyyae
HECOIJIacoBaHMs 3asgBuTeNieM obpamenus B KoHCyJlbTaTHBHBIR KOMHUTET).
B arom ciiyuae ymoJHOMOYEHHBIM OpraH (3KCIEpTHasi OpraHu3aIlus)
pedepenTHOro rocyjaapcersa B Tedenue 10 pabouux mHEH co JHS MPUHSTHS
PELIEHHS O PErUCTPAME MEIUITHHCKOTO H3IEIIHsI:

pasMelaer B €IMHOM  peecTpe  MEJUIMHCKHUX  H3IeNIdid,
3aperucTpUpoOBaHHEIX B paMkax Coio3a, cBeJieHUs 0 MeIUITHHCKOM U3JIeIINH,
npenycmorpennsle [lopsakom GopmupoBanust U BeeHus HHOOPMALIMOHHON
CUCTEMBI;

o(opMIISIET U BBEIIAET 3asIBUTEIIO CIIOCOOOM, YKA3aHHBEIM B 3asiBIICHUU O
IPOBEEHHH PErHCTPald MEAMLUUHCKOTO W3ACTHS, PEerucTpaloHHOoe

YAOCTOBEPEHUE U NIPUITOKEHUE K HEMY.



30

I11. Ilponienypa cornacoBaHusi 3KCIEPTHOI'O 3aKIFOUCHHUSI

44. Ilpouenypa COTJIaCOBaHMS SKCIIEPTHOIO 3aKJIFOUEHHUS
OCYIIECTBISETCS B OTHOIIEHHWM BKCIIEPTHOTO 3aKIIOYCHUS, O(DOPMIIEHHOTO
B paMKax CJIEAYIOUMX HPOLeayp:

a) MpoLeypbl PErucTpaud M 3KCIEePTH3Bl MEOHITHHCKOIO W3JIeNHsl
B COOTBETCTBUH € pazzenom [ vactosmux [Ipasu;

0) mpouelypa BHECEHHS H3MEHEHHH B PErMCTPAIlMOHHOE JIOChE
B COOTBETCTBUH C pazaesnoM V Hacrosmux [Ipasu;

B) IpOLEAypa  COIVIACOBAHUS  DKCIIEPTHOrO  3aKIIOYeHus  Ha
3apETUCTPUPOBAHHOE MEJIUIUHCKOE u3Jielue B COOTBETCTBUU
¢ pasgenom VIII macrosimux [Ipasui.

45. 3asgBUTENIL B CPOK, COITIACOBAHHBIM C YIOJHOMOYEHHBIM OpPraHOM
(9KCIIepTHOM opraHu3alnueil) rocynapcTBa MPU3HAHUS U HE TPEBBIIIAIOLIUI
CPOK, ykKaszaHubeli B nyHkre 50 wHacrosmux IlpaBmi, obecrieunBaer
LIPEICTABICHUE YIOJHOMOYEHHOMY OpraHy (9KCIEepTHON OpraHu3arim)
pedepenTHOrO rocymapcTBa M IOCyJapcTBa IPU3HAHUSI  MEPEBOLOB
DKCILIYATAalHOHHOTO  JOKYMEHTAa WM HHCTPYKIMM 1O TIPUMCHEHHUIO
MEIUIUHCKOr0 H3JENus, PYKOBOACTBA I10 CEPBUCHOMY OOCITYKHBAHHIO H
TEKCTAa MApKMPOBKHM Ha TIOCYJApCTBEHHBIN S3BIK TOCydapcTBa IMPU3HAHUS
(mpu  HAJIMYUM  COOTBETCTBYIONIMX TpeOOoBaHUN B 3aKOHOIATENHLCTBE
rocyJlapcrBa Ipu3HaHus).

46.1Ipu  npoBemeHMM IpOUENYPHl  COMVIACOBAHUS  DKCIEPTHOTO
3aKJIHOYEHHs]  YNOJIHOMOUYEHHBIA  OpraH  (dKCIEpTHas  OpraHHW3alivis)
rocynapcrsa IPU3HAHUSA [POBOJUT OLEHKY IOJHOTHI M JIOCTAaTOYHOCTH
JNAHHBIX, IOATBEPXKIAIOMMX Oe30MacHOCTh, KayecTBO M A(PPEKTHBHOCTH
MEJULIMHCKOIO M3JENIMsl, NPaBWJIBHOCTH TI€peBOJia SKCILTYaTALMOHHOTO

HJOKYMEHTa HJIH HHCTPYKHOHUH II0 IIPUMCHCHHUIKO MEIWMITMHCKOIO H3IOCJIHA,
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PYKOBOJICTBA 110 CEPBUCHOMY OOCIIy’)KMBAaHUIO M TEKCTAa MapKUPOBKM Ha
rOCyapCTBEHHBIN SI3BIK MOCY JapCTBa IIPU3HAHUS (TIPH HEOOXOIUMOCTH).

47.1Ipy  HeoOXOAMMOCTH YIIOJIHOMOUYEGHHBIE OpraHbl (9KCIEepPTHEIE
OpraHu3aIui) TOCYJapCTB NPU3HAHUS MOTYT HANIPABIISTEH C UCIIOJIb30BAHUEM
CpPeJICTB MHTErpUPOBAHHOM MH(pOpManuoHHOH cucrembl Coroza (majiee —
MHTErPUPOBAHHAs CHUCTEMA) B YIIOJIHOMOUYEHHBIH OpraH (9KCHEpTHYIO
OpraHu3anuio) peepeHTHOro rocyiapeTBa CBOM 3aMEeUYaHusl U IIPEJI0KEHUS
1o ohopMieHHs  OTHM  YHOJIHOMOYEHHBIM  OpPTraHoM  (9KCIEepTHOM
OpraHuzanueil) SKCIepTHOTO 3aKIFOYeHHUS].

48. B xXoJlle coriacoBaHus HKCIEPTHOrO 3aKITIOYCHHS YIIOJIHOMOYEHHBIE
opragbl  (DKCIEPTHbIE  OpraHM3allMd)  TOCYNApCTB-WIEHOB  MOIYT
B3aUMOZEHCTBOBATh APYT C IPYrOM B LIEJSX YPEryJIUPOBaHUS BO3HUKAIOIINX
BOIIPOCOB.

49.B cioyyae Hanmuuusl  pasHOIVIACHH  MEXAYy  pedepeHTHLIM
rocyJ1lapcTBOM U TOCYJapCTBOM (TOCyJapcTBamMM) NMPHU3HAHUS B OTHOILLICHUU
COITIACOBAHKMS  OKCIEPTHOI'O  3aKIIOUEHHMS]  YIOJIHOMOYEHHBIH  opram
(oKcriepTHass — opraHuzanusi) peepeHTHOro ToCylapcTBa  IPHHUAMAET
pelleHue Ha OCHOBaHMM OKCIEPTHOIO 3aK/IIOYeHUs M IOJITBEPIKICHUS
HECOIIIACOBAHMUS DKCIEPTHOIO 3aKIIOUEHHUsI, B TOM YHCJIEe ¢ YUYETOM WTOIOB
YPETYJIMPOBaHKs Pa3sHOIIACHI B OTHOLIEHWH COTJIACOBAHUS 3KCIIEPTHOTO
3aKio4YeHus B paMkax KoHcynbTaTMBHOIO KOMUTETa (B ciydae oOpalieHus
B KoHCYIbTaTHBHBIN KOMHUTET).

50. YonHoMOYeHHBIH opraH (sKClepTHasi OpraHu3alys) rocyaapersa
MPU3HAHUS PACCMaTPUBACT DKCIEPTHOE 3aKiItoueHue B TeueHue 30 paboumx
JHEH, UICUMCIISIEMBIX OT OJIHON U3 CIEAYIOIIIX JIaT:

NpY  [POBEJAECHUM  TPOIENYp  PEerucTpaluvu W SKCIEPTH3EI

MCIUIIUHCKOI'O U3ACIHA — C ATkl MOCTYIUICHUS B YIIOJJHOMOYEHHBIE OPI'aHbl
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(9KcrepTHBIE OpraHu3alkK) peepeHTHOro rocyjapcTBa M IocyaapcTBa
(rocysapcTB) IpU3HaHUsS YBEIOMIIEHHS 00 OI1aTe MPOIELyp COITIacOBAHHSL,

IpH  [POBCACHUM  TPOLEAYpPhl  BHECEHHMs]  H3MEHEHMH B
PETHUCTPAIMOHHOE JI0OChE — C JaThl Pa3MelLeHuUs! yITOTHOMOYCHHBIM OpraHoM
(oKcmepTHOH — opranusanyeil) pedepeHTHOro rocyjapcrsa B CBOEH
MH(POPMALIMOHHONW ~ CHCTEME PErHCTPALMOHHOIO  JIOChE,  COEPXKAIIero
3asBJICHUE O BHECEHUU U3MEHEHUH B PErUCTPAIIMOHHOE J[OChE;

IPX TIPOBEJIEHUH TIPOLEAYPBI COIIACOBAHUS SKCIIEPTHOI'O 3aKJIFOUEHU S
Ha 3aperucTpUpPOBaHHOE MEIMUMHCKOE H3JeIHe — C JIaThl pa3sMeLlCHMSI
YIOJIHOMOYEHHBIM OpPraHoM (SKCIIEpTHOM opraHusanueii) pedepeHTHOro
roCylapcTBa B CBOEH MH(DOPMALIMOHHOW CHCTEME PErHCTPALMOHHOTO JI0ChE,
COJICPXKAIIErO  3asIBJIEHWE O IPOBENEHMH COINIACOBAHMSI DKCIIEPTHOIO
3aKJIIOYEHUS Ha 3aPETUCTPUPOBAHHOE METUIMHCKOE U3EIIHE.

ITpu 5TOM yCIOBHEM HCUHMCIIEHUS YKA3aHHOTO CPOKa SBJISETCS HAMUHe
Ha  CcueTe  YIOJHOMOYEHHOrO  opraHa (dKCIEPTHOW  OpraHM3aliH)
roCylapcTBa MPU3HAHUS JE€HEXKHBIX CPEJCTB, MOCTYIUBIIMX B pe3yjbTaTe
OIJIATHI 3asBUTEJIEM IIPOLELYPhI COINIACOBAHUS SKCIIEPTHOI'O 3aKJIIOUEHUS] B
rocyJjapcTBe IpU3HAHUS B TIOJIHOM 00BeEME.

51.1lo  pesynbratam pacCMOTPEHHS OKCHEPTHOTO  3aKIIIOUEHHS
YIOJTHOMOYCHHBIH ~ OpraH  (3KCIIEpTHAs  OpraHu3anmus)  rocyaapcrsa
IPU3HAHUSL  HAMpPaBIseT B YIOJHOMOYEHHBIH opraH  (DKCIEPTHYIO
OpraHm3aluio) peQepeHTHOr0 rocyIapcTBa MOATBEPXKIEHNAE COIJIACOBAHMS
(HecornacoBaHms) 9KCHEPTHOTO 3aKOYeHHsl (¢ 0DOCHOBaHHEM) ¢
UCIIOJIb30BAHMEM CPEJICTB MHTEIPUPOBAHHOM CcHCTEMBI (B TOM YHCIE
NOJITBEPXK/ICHHE IPABUIILHOCTH IEPEBO/A 3KCIUIYaTAIIMOHHOIO JTOKYMEHTA
WJIM MHCTPYKIHMH 10 IPUMEHEHUIO MEIUIIMHCKOTO U3/IeIIHs], PYKOBOJCTBA MO

CEPBUCHOMY OOCIIY’KMBAHHIO H TEKCTa MAapKHPOBKH HAa TOCYapCTBEHHBIC
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SI3BIKM  TOCY[ApCTB IMPU3HAHUSL B COOTBETCTBUU C 3aKOHOLATENILCTBOM
rocy1apCTB-UJIeHOB).

52.B  ciydae  HENpeACTaBIIEHUS  TOCYAApPCTBOM  IPU3HAHUS
IIOJITBEPIK/ICHMSI COTIIACOBAHMSI (HECOTTIaCOBAHMS) HKCIIEPTHOI'O 3aKIFOYEHHUS
B CpPOK, yCTaHOBIEHHBIM myHKTOM 50 Hactosmux llpaBun, skcrmeprHoe
3aKJIIOYEHHME CUMTAETCs COIVIACOBAHHBIM IIPU YCIIOBUM, YTO 3asiBUTEIEM
ObLIM  [peJCTaBIeHbl B YIOJHOMOYEHHBIE  OpraHbl  (dKCHEpTHHIE
opraHmu3zanuu) pedepeHTHOro0 ToCyAapcTBa W TOCYJapcTBa TPHU3HAHUS
MEePeBOJIbl  OKCIUIYATAMOHHOTO  JIOKYMEHTa  WJIM  WHCTPYKIIHMH  TI0
[IPUMECHEHUIO MEIULHUHCKOIO0 M3Jeus, PYKOBOJACTBA 110 CEPBUCHOMY
O0CIly)KMBAHUIO U TEKCTa MAPKUPOBKM Ha TOCYJAPCTBEHHBIN  SI3BIK
rocyJilapctpa MnpusHaHusi (IIpd HAJIMYUKU COOTBETCTBYIOIIMX TpeOOBaHUH B
3aKOHO/ATEILCTBE IOCYAapCTBa IPU3HAHMS).

53. B pamkax mnpoueayp perucTpanuyd M 3KCIepTU3bl MEIHIMHCKOIO
U3LIENMs B COOTBETCTBUM ¢ paszaenoM Il macrosimmx llpaBuin ocHoBaHuUsIMU
JUISL HECOTJIACOBAHUS I'OCYAapCTBOM IIPU3HAHUS DKCIEPTHOIO 3aKITHOUCSHUS
SIBJISTEOTCSI:

a) OCHOBaHHMsI, PelyCMOTpeHHbIe MyHKTOM 34 HacTosiux [IpaBm;

0) HEempe/CTaBJIEHUE 3asBUTEJIEM B COTJIACOBAHHBLIM CpPOK TIEpeBojia
DKCIUIYaTallMOHHOIO  JOKYMEHTa MWIM HHCTPYKUHUHM II0 I[PUMEHEHHIO
MEJIULMHCKOTO H3Meds, PYKOBOJICTBA I10 CEPBUCHOMY OOCIY>XHBAHHIO H
TEKCTa MapKUPOBKM HaA TOCYNAPCTBEHHBIM SI3BIK TOCYIApCTBA IMIPU3HAHUS
(npu HEOOXOJUMOCTH);

B) OTCYTCTBHE Ha CUY€Te YIIOJHOMOYEHHOIO0 OpraHa (9KcrepTHOH
OpraHu3alliy) rocyapcTBa MpU3HaHUs JICHEeXKHBIX CPEJICTB, MOCTYIHUBIINX B
pe3yJibTare OIJIaThl 3asBUTEIEM IPOLEIYpPhl COTJIACOBAHUS 3KCIEPTHOTO

3aKJIIOUYEHHS B ITIOJTHOM 00OBEME.
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54. B pamKax Iponeldypbl COITACOBAHHS SKCIEPTHOIO 3aKIFOUEHHS
Ha  3aperucTPUpPOBAHHOEC  MCAMLMHCKOE M3JeHe B  COOTBETCTBHHU
¢ paszpenoM VIII macrosiiumx IlpaBun OCHOBaHMSMH JJIsi HECOIJIACOBAHMS
roCyIapCcTBOM INPU3HAHMS DKCIEPTHOTO 3aKIIOUCHHS SIBJISIFOTCST OCHOBAHMS,
IpeyCMOTpeHHbIe MYHKTOM 34 Hactosimx I IpaBmit.

55. B pamkax mpouejypbl BHECEHUS M3MEHEHHH B PErucTpaldoOHHOE
JOChE B COOTBETCTBHH C pasjesioM V Hacrosmux [IpaBun ocHOBaHusMu J1st
HECOIJIaCcOBaHusl TIOCYJAapCTBOM IIPU3HAHUS HKCIIEPTHOTO  3aK/IFOYEHUs
SIBJISIFOTCSL:

a) OCHOBaHMs, IIPEJlyCMOTPEHHbIE IyHKTOM 79 Hacrosinmx [IpaBui;

0) oTcyTCTBHME IEPEBOIOB  HKCIUIyaTAllMOHHOIO JOKYMEHTa W
HHCTPYKLUHMK I10 TPUMEHEHHMIO MEIMLMHCKOIO W3JIeNHsI, PYKOBOICTBA IIO
CEPBUCHOMY OOC/IY)KUBAHUIO M TEKCTa MAapKHPOBKHM Ha TOCYIapCTBEHHBII

A3BIK FOCYapeTBa MpU3HAHMS (IIPH HEOOXOIUMOCTH).

IV. VperynupoBaHue pa3HOTIACHi B OTHOIIEHHUH COTTIACOBAHMS
OKCIIEPTHOTO 3aKIIIOUECHUS

56.1Ipy  OTCYTCTBHM KOHCEHCyca TI0 BOIPOCY  COIJIACOBAHUS
HKCIEPTHOTO 3aKIIOYEHHsl, OPOPMIIEHHOTO B paMKax IPOLEIYp PETUCTPALMH
M SKCTIePTH3bl MEIULUHCKOrO W3JENUs B COOTBETCTBUU C pasgeiiom 11
Hactosux [IpaBuil, yperyampoBanue pasHOINIACHE OCYIIECTBIISAETCS I1yTeM
obpaiienusi  ynoJIHOMOYEHHOTO — OpraHa  (3KCIEPTHOW  OpraHu3alun)
pedepenTHOrO rocyaapcrsa B KoHCynbTaTHBHEIN KOMUTET.

57. YIIOTHOMOYEHHBIH opras (pkcriepTHAS OopraHuszanus
pedepenTHOro rocy/1apcTBa MO COIVIACOBAHHMIO C 3asBUTENEM HAIPABJISET B
KoHCy/IbTaTUBHEIA KOMHUTET 3asiBIEHUE O HEOOXOIUMOCTH PACCMOTPEHMUS

pasHornIacui (¢ ykazaHHeM CBEJICHHMH O MpeMeTe pa3HorIacuii 1 00 uTorax

IPOBE/ICHHBIX [EPETOBOPOB M KoHcynbTaumit). K 3asmienuio  moryr
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puiararbess  Jro0ble  Marepuasibl,  OOOCHOBBIBAIOLIHE  ITO3HIUIO
YIOJIHOMOYEHHOI'O  OpraHa (3KCHIepTHOM opranuzaiuu) pedepeHTHOro
roCyJapeTBa 110 MPeIMETY Pa3HOTIIACHHA.

58. Iocne nomyyenus 3asBIeHUS U NIPUIAraeMbIX K HEMY MaTEpHAIOB
OT YIOJHOMOYEHHOI'O OpraHa (dKCHEPTHOW opraHu3anuu) pedepeHTHOro
rocynapcrsa KoHcynbTaTUBHBIA KOMMUTET 3allpallldBacT Y YIOJIHOMOYEHHBIX
OpraHoB (SKCHEpPTHBIX OpraHM3alUil) roCyJapcTB MPHU3HAHUS MaTE€pHAJIbL,
HOATBEPKJAOIINE UX TTO3UIIHIO 110 IPEAMETY pa3HOTIIacHi.

59. KoHCynbTaTUBHBIA ~ KOMHUTET  HApaBisieT  yBEJOMIJIEHHE O
POBEJIEHUU 3acelaHus 110 YPeryJjaupoBaHuio pasHoracui
YIIOJTHOMOYEHHBIM OpraHaM (3KCIEPTHBIM OpraHuzanusM) pedepedTHoro
rocylapcTBa M TOCYNApCTB IIPU3HAHUS TIOCJE TIpeACTaBICHUsS WMU
COOTBETCTBYIOIINX MaTEPHAJIOB.

60. Opranmsanuss M IIPOBEACHUE 3aceJlaHUsl TI0 YPETYIUPOBAHMIO
pasHoracuii odecrnieunBarorcst KoHcynbTaTUBHBIM KOMUTETOM. B 3acemanuu
IPUHUMAKOT ydacThe uiaeHbl KOHCYIbTaTMBHOTO KOMHUTETA, SIBIISIFOIIMECS
PEJCTaBUTENSIMU YIIOJIHOMOYEHHBIX OPraHOB (dKCIEPTHBIX OpTaHU3al[uii).
Ilpr HEOOXOAMMOCTH IO IPEIJIOKEHHIO YIOJHOMOYEHHBIX OPraHoB JIs
yd4acTHss B PacCMOTPEHMM  O0CyXJlaeMOro B  paMKaxX 3acelaHus
KoHCynbTaTUBHOTO KOMUTETA BOIIPOCA MOTYT IIPUTIIALIATHCSI IPEICTABUTEIH
OpraHu3alUi 34paBOOXPAHEHUS], SKCIIEPTHBIX OPraHU3alfi, ITPOU3BOIUTENS
U IPYTUe CIEeLHAITUCTHI.

61. Ilo nroram 3acenanusi KoHCynbTaTUBHOTO KOMUTETA IPHHUMAETCS
pelieHre, KOTOPOe HOCUT PeKOMEHAATENbHBIA Xapakrep.

62. Cpok yperyJupoBaHusl pa3HOINIACHM B OTHOINEHHH COIJIACOBAHMSI
DKCIIEPTHOI'O 3aKJIIOUEHUsI HE JIOJDKEH npeBbiath 30 padoumx maHel co aHs

HarpapJIeHUs] YIIOJHOMOYEHHLIM OpraHoM (SKCHEpTHOM opranu3aimei)
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pedepeHTHOTO rocyaapcrba B KoncynbTaTuBHBIH KOMHMTET
COOTBETCTBYIOUIETO 3asIBICHUS U MAaTEPHUAJIOB.

63.B Tteuenwe 3 paboumx gHEW CO JHSA [IOIyYEHMS IIPOTOKOJIA
3acemanuss KoHCyIbTaTHBHOIO KOMUTETA 110 YPETyJIUPOBAHUIO Pa3HOIIIACHH
YIOJIHOMOYEHHBIH — opran  (9KcHepTHass —opraHusaius) pedepeHTHOro
rocyzapcrsa Ha OCHOBaHMM pexomeHmaluii KoHCYIbTaTHBHONO KOMHTETA
NPUHUMACT  PCIICHHE  OTHOCUTEIBHO  BO3MOXKHOCTH  PETHCTpaLiu
MEIUILUHCKOI'O H3/ICIIHSI.

64.B ciydae ecnM IIPUHATOE B COOTBETCTBUHM C IIYHKTOM 63
HacTOAIIMX IIpaBuil pelienue sSBsieTCs MOJT0KUTEIbHBIM, YIIOJTHOMOYEHHbIH
oprai (dKclepTHasl OpraHuszanus) pe(epeHTHOr0 rocyJapcTBa B TEUEHHE
3 pabouux jaHEl co AHS ero MPUHSTHS:

a) pasMelaeT B €AMHOM  peecTpe  MEJUIHUHCKHX  W3JeNHH,
3aperucTpUpOBaHHBIX B paMkax Coro3a, CBeJICHUS O MEeIMITMHCKOM U3/1eJINH,
npenycMmorpennsie Iopsankom popMupoBaHust U BeICHUST HHOOPMAIMOHHOMA
CUCTEMBI,

0) opopmilsier perucTpanmoHHOE YIOCTOBCPEHHE M IPUIIOKEHUE K
HeMy (C yKasaHWEM TOCYJapCTB IPU3HAHUS, YIOJHOMOYEHHBIMH OpraHaMu
(OKCIIEPTHBRIMM ~ OPraHM3allisIMUA)  KOTOPBIX  COIVIACOBAHO  OKCIIEPTHOE
3aKJIFOUEHHE) U BBIZACT UX 3asBUTEIO CIIOCOOOM, YKa3aHHLIM B 3asiBIIEHUH O
IIPOBENECHUH PErUCTpalii MEUIMHCKOTO U3 IEITHSI;

B) IPY HaJIMUMHU 110 MTOram 3acejanusi KOHCYJIBTaTHBHOIO KOMHUTETA
rocynapctsa  (rocyfiapcrB) — IIPU3HAHUS,  YIONHOMOYEHHBIM  OPraHoM
(9KCIEPTHOM — OpraHus3auMel) KOTOpPOro HE COINIACOBAHO  3KCIIEPTHOE
3aKJIFOYEHHUE, HANIPABIISIET 3asIBUTENIO CIIOCOOOM, YKa3aHHBIM B 3asIBICHUSX O
pErucTpanud ¥ SKCIEPTHU3€, YBEJAOMIIEHHE O TPUHITOM pEIIeHUH
YIOJHOMOYEHHOTO  OpraHa  (SKCIEPTHOH  OpraHu3aluu) TocyjapcTBa

IPU3HaHKWA (C IIPUIIOKEHUEM KOIIMH IIOATBEPKACHHSA HECOIJIACOBAHUSA
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OKCIEPTHOIO  3aKIIOYEHWs M pelleHus  (IPOTOKOJIBHOM  3aIMCH)
KoHcynpTaTHBHOTO KOMHUTETA).

65.B cayuae ecnum mpuHATOE B COOTBETCTBUU C TYHKTOM 063
Hactosux [IpaBun pemrenne sBIsieTCS OTPULIATEIIBHBIM, YITOTHOMOYEHHBIN
opraH (oKcCHepTHasi OpraHM3anus) pe(epeHTHOro IocylapcTBa B TeueHHUe
3 pabouux JHEH cO AHSI ero MPUHSATHS OPOPMIISIET W BBIIAET 3aSBUTEIIIO
cmocoOOM, YKa3aHHBIM B 3asBICHHUSX O PETUCTPAllMM M 3KCIEPTHU3E,
yBEIOMIIEHHE 00 OTKasze B perucTpalvd MEJUIMHCKOTO  H3JE/us
(c obocHOBaHMEM NIpPUYMH OTKa3a M IHPUIOKEHHEM KOIHH BKCIIEPTHOrO
3aKJIIOYEHHs, TOATBEPIKIEHUSA HEeCOIIACOBAHMS DKCIIEPTHOIO 3aKIIOYCHUS W

pemenus (IpoToKoabHON 3anucu) KoHncynbTaTHBHOTO KOMUTETA).
V. llponienypa BHECEHUS U3MEHEHUI B PErUCTPALIMOHHOE JIOCHE

66. 3asiBuTens B TeueHue 90 kajieHIapHBIX JHEH cO JIHS BHECEHUS
U3MEHEHUH B JOKYMEHTHI, COJEpIKalllecss B PErucTpalruoOHHOM JOChE,
00si3aH  MHULMUPOBATH IMPOLEAYPY BHECEHHsS TaKMX M3MEHEHWH B
PErucTpaluoOHHOE JIOChE.

67.K wu3MeHeHussM B  perucTpaluoHHOE J0Che, TPeOYIOIHM
perucTpaiu HOBOro MEJIUITMHCKOTO U3/, OTHOCITCS:

a) U3MEHEeHHs, BIEKyIiue 3a coboi u3MeHeHHWe (YHKIIHOHAILHOIO
HazHayeHus U (W) MPUHIKIIA JTeUCTBHUS METMITMHCKOTO M3IeITNs;

0) BKIIFOYEHNE CBEJEHMH O MoJelsiX (Mapkax) 3aperucTpHpOBAHHOIO
MEIUIUHCKOIO HW3JEJIUs, HEe COOTBETCTBYIOIIUX KPUTEPUSIM BKIIIOYECHHUS B
OJIHO PErHCTPalMOHHOE yJIOCTOBEPEHHE HECKOJIBKMX Mofeliell (Mapok)
MEJIMLIMHCKOI'O U3/IeJIMs B COOTBETCTBUU € IYHKTOM 19 nacrosimux [papu;

B) U3MEHEHHUs, BIEKYIIHe 3a Cco0OW OJIHOBPEMEHHOE W3MEHEHHe
CBeIeHUN 0 POU3BOAUTEIE 5| IIPOU3BOJICTBEHHOU TIJIOIAJ(KE

(IMpOM3BOJCTBEHHBIX IIOIIAJIKAX) 10 OTHOIIEHUIO K CBEIACHUSIM, YKa3aHHBIM
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B PErUCTPALIMOHHOM YJIOCTOBEPEHHH, BBIJJAHHOM B paMKax I[POLEAYp
perucTpalvy M OKCIEPTU3bl MEJMIIMHCKOTO WM3JAENHUs, 3a HCKIIOYECHHEM
CBeJICHUI 00 OpraHM3allMOHHO-IIPABOBOH (opMe, aapece, peopraHu3aliu,
MHBIX CBEJIEHUH, COZIEPKAINXCS B YCTABHBIX JIOKYMEHTAX.

68. B ciryyae BHECEHMs] U3MEHEHHH, BIIEKYIIMX 3a COOOH M3MEHEHHE
OKCIIIyaTalluOHHOTO  JIOKYMEHTa MJIM  MHCTPYKIMH 10 [PUMEHEHHUIO
MEIUIMHCKOI0 M3, PYKOBOJCTBA IIO CEPBUCHOMY OOCIYXMBAHHMIO MU
TEKCTa MapKUpOBKH, B TeueHue 180 KalleHIApHBIX JHEW C J1aThl BHECEHHS
ATUX U3MEHEHUH pa3pelnaercs BBITYCcK B 0OpalleHue MEUITUHCKUX H3/IEIHIHA,
COOTBETCTBYIOIIMX JIOKYMEHTAM M CBEIEHUAM U3 PErMCTPALUOHHOIO JIOChE
JIO BHECEHHMS B HETO M3MeHeHHH. JloIycKaercs OJHOBPEMEHHBINH BBIMYCK B
oOpallleHue MEIUIMHCKUX U3/ETUI ¢ DKCIUTyaTallMOHHBIM JIOKYMEHTOM HIIH
UHCTPYKIUEN 110 NPUMEHEHHUIO MEIULIMHCKOIO W3JEJIHS, PYKOBOJICTBOM IIO
CEPBUCHOMY OOCIIy)KABAHUIO U TEKCTOM MapKHUPOBKH, COOTBETCTBYIOLIHUMHU
JOKyMEHTaM M CBEHACHUSM U3 PErucTPallMOHHOIO JIOChe JI0 H IOCe
BHECEHHUsI B HETO U3MEHEHMUI.

69. Ilpouenypa BHECEHHUS H3MEHEHUNH B PErUCTPALMOHHOE JIOCHE
(32 MCKIIIOYEHMEM M3MEHEHHH, JUlsi KOTOPBIX IpeayCMOTpeHa Mpoleaypa ux
BHECCHUs B YBEJOMHTEILHOM IOpsIKE) TpeOyeT NpOBEAEHMs MPOIEHypbl
COIJIaCOBaHMs OKCIIEPTHOIO 3aKIIOYEHUS C TOCYJapcTBaMH IIPU3HAHUS,
YKa3aHHbBIMH B PErHCTPAlMOHHOM  YAOCTOBEPEHHH, B  IOPSIKE,
ycraHoBiieHHOM pazzenom III nacrosimux [pasus.

70. B 1mensix BHECEHMs] HM3MEHEHWH B PErucTPaloOHHOE JIOChE
3asBUTENb ~ HalpaBiseT B  YIOJIHOMOYEHHBIH OpraH  (SKCIHEPTHYHO
OpraHM3alyio) pePepeHTHOro rocyjapcTBa CleAyIoNe JOKYMEHTHE W
CBEJICHMUSI:

a) 3asBJIECHUE O BHECEHMM W3MEHEHHUH B pETHCTPAIHOHHOE JIOChE

(Ha OyMaXHOM HOCHTENE U (MJIM) B JIIEKTPOHHOM BHU/ie) 110 HOpMe COTIacHO
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npuwioxenuto Ne 7 (najiee B HACTOSIIIEM pasjieiie — 3asBIICHHE O BHECEHUU
WU3MEeHEeHUH );

0) xomus JTIOKYMEHTa, MTOATBEPIKTAIOIIETO MOJTHOMOYHSI
YIIOJIHOMOYEHHOT0 TIPeACTaBUTENS IPOU3BOANTENIS (TIPH €r0 HATHINHN ),

B) JIOKYMEHTbl M CBEJEHHS O COOTBETCTBYIOIIMX H3MEHEHMSX,
B TOM  4YuClie  JOKYMEHTBI,  IOATBEPIKIAIONINE  W3MEHEHHs |
CBUJIETETILCTBYIOIIE O TOM, YTO BHECEHHUE DTHUX H3MEHEHHH He BlledeT 3a
coOOi W3MEHEHHsI CBOMCTB M XapakTePUCTUK MEUITMHCKOTO H3IEIIus,
BIMSIIOIAX Ha ero 0e30macHOCTh, KauecTBO M 3(PQGEKTUBHOCTb, WIIU
COBEPIIEHCTBYET €ro CBOMCTBA W XapaKTEPUCTHKH IPH HEHU3MEHHOCTH
(YHKIMOHATEHOTO Ha3HAUYECHHSI U (MJIM) NPUHIUIA JIEHCTBUS MEIUITHHCKOIO
U3JICIINS;

) KOIMKM ~ JOKYMEHTOB, IOJTBEPKAAIOIIMX  OIIATy  MPOLEIyph
BHECEHUS! M3MEHEHMH B perucTpallMiOHHOE Jocke B  pedepeHTHOM
rocyapcTBe W MPOLEAYPHl COTVIACOBAHMS DKCIEPTHOIO 3aKIOYeHUs B
rOCyIapCTBe (rocymapcTBax) IPU3HAHMS, a  Takke  BBIAYH
PErHCTPAMONHOIO YIOCTOBepeHUss B pedepeHTHOM rocyaapctBe (npu
HEOOXOJIUMOCTH);

J1) OPUTMHAJ PErMCTPAIMOHHOTO YI0OCTOBEpeHUS (AyOIiKar);

€) OMKUChL JOKYMEHTOB.

71. YonHOMOYEHHBIH opran (aKCTiepTHAas OpraHu3aIus)
pedepeHTHOro rocy1apcTa B TeueHue 7 pabounx AHEW O JIHSI IMOCTYIIEHMSI
3asIBJIEHUs] O BHECEHWH W3MEHEeHHH, a Takke IOKYMEHTOB M CBEJIeHU,
yKa3zaHHBIX B IyHKTe 70 HacTosmumx llpaBui, npoBOAUT MPOBEPKY HMOTHOTEI
1 JIOCTOBEPHOCTH COJCPIKAIIMUXCS B HUX CBEJICHUH,

72. B ciyyae eciu 3asiBJIeHME O BHECEHUM M3MEHEHUH MPENCTABIIEHO ¢
HapyllenueM TpeboBaHuit Hacrosiumx llpaBwn w  (wim)  comepKur

HEIOOCTOBCPHLIC CBCHACHHA H (I/I.HI/I) AOKYMCHTEI U CBEJACHUWS, YKA3aHHBLIC B
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nyukre 70 mnacrosmmx IlpaBun, mpeictaBieHbl HE B TOJHOM o0ObeMe,
YIOJIHOMOYEHHBIA  opran  (oKCIepTHast  opraHusanus) pedepeHTHOro
rocyjapcrsa B TedyeHHMe 7 paboumMx JHEH co JIHS TOCTYIUIEHMS TaKUX
3asBJICHUs, JOKYMEHTOB W  CBEJICHMM  YBEOOMIISIET  3asBHUTENS O
HEOOXOAMMOCTH  YCTPAHEHHsl  BBIIBICHHBIX  HapyIleHWd ©  (uim)
IPEJICTABIICHUST OTCYTCTBYIOIIMX IOKYMEHTOB B TeueHue 30 pabouux juHei
CO JIHS Pa3MEINIEHUs] COOTBETCTBYIOLIEIO YBEJOMICHHS B HH(YOPMAIMOHHON
CHCTEME  YIOJHOMOYEHHOIO  OpraHa  (9KCHepTHOH  OpraHu3alum)
pedepenTHOr0 rocyuapcrBa JIMOO €O JHS HAIPABICHHS YBEIOMIIECHHS
3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHHM O BHECEHHH M3MEHCHUIA.

73.B cinyyae ecnu mo ucredennu 30 pabouux OHell 3asBUTENEM He
yCTpaHeHbl  BBIABIIEHHLIE HapylleHUss W (WIH) HE IpeICTaBIIeHb
OTCYTCTBYIOIHE  JOKYMEHTBI, YIOJHOMOUYEHHBIH opran (9KcrmeprHas
oprausauys) pe@epeHTHOro rocyjnapcTBa B TedeHhe 3 paboumx JHEi
IPUHUMAET pEIIeHWe O BO3BpaTe 3asABJICHUS O BHCCEHHH HW3MEHEHUH U
JIOKYMEHTOB (C 000CHOBaHUEM IIPUYUH BO3BPATA).

74. B reuenue 3 paboumx JHEH cO JHS MPEICTABIICHHS 3asBIECHUS O
BHECEHHH M3MEHEHMM, JOKYMEHTOB M CBEIECHHUH, COOTBETCTBYIOLIMX
TpeboBanusamM Hacrosiux [IpaBun, a Takke B ciydae ycTpaHEHUs
B 30-7HEeBHBI CPOK BBISBIEHHBIX HapyILICHWH W (WIH) IPENCTABIICHUS
JIOKYMEHTOB,  COOTBETCTBYIOIIUX TpeOoBaHusiM  Hacrosmux  Ilpaswmi,
YIOJIHOMOYEHHBIH  opran  (dKcHepTHas opraHuzanus) pedepeHTHOro
rocyJlapcTBa = IPMHHMMAET pelleHHe O Hayalle TMpOIeayphl BHECEHUs
MW3MEHEHUWH B  pEerucTpalliOHHOE JI0OChe W pa3Mellaer B  CBOEi
UH(QOPMALIMOHHON  CUCTeMe  PEerucTpallMoHHOEe  JOChe,  CojeprKallee
3asBJICHHE O BHECCHMM M3MEHEHHMH M JIOKYMEHTBHI, ITOATBEPKIAIONIE

HU3MCHCHHMAL.
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75.1lpy  npoBelleHMM OKCHEPTH3bl B Clydae HEIOCTATOYHOCTH
MaTepHaloB M CBEACHUH, COJEpXalMXcs B 3asBICHHUM O BHECEHUH
U3MEHEHUH " JIOKYMEHTAaX, TOATBEPKAAIOIIHNX VU3MEHEHHS,
YIIOJIHOMOYEHHBI ~ OpraH (2KcmepTHas —opranuszanus) pedepeHTHOro
roCyapcTBa  HalpaBjisgeT  3asBUTENIO  COOTBETCTBYIOIIMN  3ampoc
(c yxazaHueM 3aMedaHuil ¥ crIocOOOB UX yCTpaHEHUs ). 3arpoc HAIPABIISIETCS
3asiBUTEIIIO OJHOKPATHO CIOCOOOM, YKa3aHHBIM B 3asiBJICHHMM O BHECEHUU
U3MEHEHWH.

3asiBUTENb IIPEICTABISIET OTBET Ha 3arpoc B TeueHue 60 pabouux jHel
CO JIHs €ro IojydeHus. B ciiygae HelpencTaBieHusi OTBETa B YKa3aHHLIN
CPOK YIOJHOMOYEHHBIH OpraH (PKcHepTHasi opraHu3anus) pedepeHTHOro
rocyJlapcTBa IIpUHUMAET PEIIeHHE HA OCHOBAHUM JOKYMEHTOR, HMEIOIIMXCS
B €I0 PaCTIOPSIKEHUH.

76.1lpy  BBIABICHUM  YIOJHOMOYEHHBIM OpPraHoM  (9KCIEPTHOM
OpraHuzalueil) pegepeHTHOro rocyJiapcTBa B MpeICTABIEHHEIX 3asBUTENIEM
B OTBET Ha 3aIpoC JIOKyMEHTAX HEIOCTOBEPHBIX CBEACHHUH WIIM JOKYMEHTOB,
COCTABJIEHHBIX WM COAEpXKALUX TEKCT Ha WHOCTPAHHOM SI3LIKE 0Oe3
3aBEPEHHOI0 B YCTAHOBJIEHHOM 3aKOHOJATENIbCTBOM TOCYJIapCTBa-dIeHa
HOpsIKE TIepeBOJia Ha PYCCKUIM S3BIK, YIOJHOMOYEHHBIH oprad (9KcrepTHas
OpraHusaius) pepepeHTHOro rocyapcTna B TeueHue 2 pabouux jaHei co qus
NOJIyYEeHUSs] TAKUX JJOKYMEHTOB BpPyUaeT 3asBUTENI0 CIIOCOOOM, YKa3aHHBIM B
3asdBJICHHM O BHECCHMM W3MEHEHWMH, pelleHHWe O BO3BpaTe YyKa3aHHBIX
JOKYMEHTOB (C 00OCHOBaHMEM TIpUYMH BO3BpaTa M COODIIEHHEM O
BO3MOXKHOCTH IIOBTOPHOT'O IIPENCTABICHUS JOKYMEHTOB JIO WMCTEUEHUS
yKa3aHHOro B ab3alle BTOpoM IyHKTa 75 nacrosimux [IpaBui cpoka).

7°7. YII0JITHOMOYEHHBIM oprax (okcriepTHAs OpraHu3arus)
pedepeHTHOro rocy1apeTBa MPOBOIUT SKCIIEPTU3Y B OQOPMITAET SKCIIEPTHOE

3aKJIIOUEHHE COTNIacHO IpuitokeHuto Ne 8 B teuenue 30 paboumx aHel co
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IHsS NPHHSTHS PELICHMS O Havalle NPOUeAypbl BHECCHHS H3MEHEHHU B
pPErucTpaluoOHHOE JIOChE.

78. BeiBozibl, cojepiKalidecss B OKCHEPTHOM 3aKIFOYEHHH, JOJKHBI
OBITH OJJTHO3HAUHBIMU U TIOHSITHEIMH.

79. OcHoBanussMi  JUisl  TOATOTOBKM — YIOJHOMOYECHHBIM — OpPraHOM
(9KCHepTHOM  opranusanuel) pedepeHTHOro rocyJapeTBa  3KCIEPTHOIO
3aKJIOYEHHUST O HEBO3MOXXHOCTH BHECCHMS M3MEHEHMH B PErucTpaliOHHOE
JIOChE SIBJISTFOTCSI:

a) HEJIOCTOBEPHOCTh IPEJCTABIEHHBIX CBEJIEHMH, 00O0CHOBBIBAIOIINX
BHECCHME M3MEHEHMH (B TOM 4YHCIE BBISBICHHAS IPH OCYLICCTBICHUN
YIOJHOMOYEHHBIMHA OpraHaMy T'OCYAApCTBEHHOIO KOHTPOJS (Haj30pa) 3a
oOpallieHueM MeAUIIMHCKUX U3/CIIIiA ),

©) OTCYTCTBHE B IIPE/ICTABICHHBIX 3asBUTEIEM JOKYMEHTAX CBEICHUIA,
NOATBEPKAAIOIIMX,  4YTO  M3MEHEHHUs, BHOCHUMBIE B  JOKYMEHTEL,
CoZepIKalliecss B pErucTPalMOHHOM JIOChE, He BIIEKYT 3a cOOOM M3MeHEeHUsI
CBOMCTB M XapaKTEpPUCTUK MEIULMHCKOIO W3JeNus, BIUMIONMX HA €ro
0e30macHOCTh, KauecTBO U 3(P(EKTHBHOCTD, UIIH COBEPIIEHCTBYIOT CBOMCTBA
U XapaKTEPUCTUKH IIPH HEU3MEHHOCTH (DYHKIIHOHAILHOIO HAa3HAUYECHUS
U (WIH) TPUHIINAIIA ISHCTBUS MEIUIIMHCKOTO U3 IEIIHSL;

B) HCOOXOUMOCTE TIPOBEACHUS HOBOH pErucTpanmyu MEIUIUHCKOrO
U3JEJIUs B COOTBETCTBHUM C ITYHKTOM 677 HacTosiiuux ITpaBut.

80. YIoJIHOMOYEHHBIH oprax (aKxcrepTHast OpraHu3aLus)
pedepeHTHoro rocyjapcrBa B TedeHue 10 paboumx gHed co  JHS
oopmiieHUsT (TIOIYYEHHUsI) SKCIEPTHOIO 3aKIFOYEHHs] O HEBO3MOXKHOCTU
BHECEHMs] M3MEHEHHH B PErUCTPALMOHHOE J1I0ChE IMPUHHUMAET pelleHHe 00
OTKa3e BO BHECEHUH OTUX H3MEHEHUU, OQOPMIISIET W BBIJAET 3asIBUTEIIO
CIoco0OM, YKa3aHHBIM B 3asIBJICHUU O BHECEHHH W3MEHEHMI, yBeloMIICHHE

o0 oOTKaze BO BHECEHHHM U3MEHEHUH B PETUCTPAlIUOHHOE  JOCHE
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(c oOocHOBaHMEM NPUYMH OTKa3a M MPUIOKEHUEM KOIHUU HKCIEPTHOTO
3aKJIIOYEHHST  YIIONHOMOYEHHOI'O0  OpraHa  (DKCIEPTHON  OpraHu3aliyi)
peepeHTHOro rocynapcTBa U opuruHaia (ayOJuKaTta) perucTparioHHOro
YIOCTOBEPEHHSL.

81.llocne odopmienus B pedepeHTHOM TOCyHapcTBE 3KCIEPTHOTO
3aKJIIOYEHHMSI O BO3MOKHOCTH BHECEHHS H3MEHEHHWH B PETHCTPaIMOHHOE
JI0Che YIIOJIHOMOYEHHBIH opraH (9KcrepTHas opraHuzaius) pehepenTHoro
rocyjgapcrBa  pasMeniaer B cBoed  MH(QOPMAIMOHHOW  CHCTEME
pEerucTpalMoHHOE JIOChE, Co/iepKallee 3asBlIeHne O BHECEHUN U3MCHCHHM U
AKCIIEPTHOE 3aKIIIOUEHHE.

82.B ciywyae orcyrcTBHS rocyjapctsa (rocyfapcTB) pPH3HAHUS
YIIOJHOMOYEHHBIM — OpraH  (9KcrepTHas oprasmsaius) pedepeHTHOro
rocyaapcrsa B Tedenue 10 pabounx aHeil co 1HS 0hOPMIEHHS SKCIEPTHOIO
3aKIIFOYEHHUs] O BO3MOXHOCTHM BHECEHMsI M3MEHEHHH B pErucTpanuoOHHOE
JI0Che:

a) IPUHUMAET pelleHHe O BHECCHWM W3MEHEHUH B PerucTpallioOHHOE
JOCbE M pa3MelllaeT B EJMHOM peecTpe METUIMHCKHUX  H3JEIHiA,
3aperucTpUpoBaHHbIX B pamkax Coro3a, CBe/IEHHUS] O BHECEHHH M3MEHEHHH B
pPEerucTpalMoHHOe Jlocke B cooTBeTcTBUU ¢ llopsimkom dopmupoBanus u
BeJIeHUSl MH(OPMAIlMOHHOM CHCTEMBl, a TakK)Xe CKAaHUPOBAHHBIE KOIIHH
JIOKYMEHTOB, B KOTOpPbI€ BHECEHBI U3MEHEHHS,

0) B Teuenue 10 pabounx aHel co AHS MPUHSATHS PELICHUS O BHECEHUH
M3MEHEHUH B PpErUCTpaIllMOHHOE JOChe YBEJOMJIICT OO0 O5TOM 3asBUTENS
criocoOOM, YKazaHHBIM B 3asBJICHUH O BHECCHHUM W3MEHEHHMMU, a TaKkKe B
cllyyae BHECEHMsl U3MEHEHMI B PErucTpalMOHHOE yIOCTOBEpeHHE U (MJn)
NPUJIOKEHHEe K HeMy o(QopmiisieT M BBIIaeT 3asBHUTENIO0  CIOCOOOM,
yKa3aHHBIM B 3asBJICHUM O BHECEHWM W3MEHEHUMU, IepeodOopMIIeHHEIE

perucTpaluoOHHOC YAOCTOBCPCHHUE WU IPUIIOKEHUE K HEMY C COXPaHCHHEM
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IPEKHEro HoMepa (¢ yKa3aHWeM JlaThl BHECEHHs COOTBETCTBYIOLIHMX
W3MEHEHMH) W  BO3BpAallaeT paHee  BBIJAHHBIC  PErMCTPAHOHHOE
YJOCTOBEpEHHE M  IPUIOKEHME K HeMy C OTMETKOH 00 ux
HEJIEHCTBUTENILHOCTH (C yKa3aHUEM JIaThl).

83. B ciyuae mamuums rocyjapcersa (rocyaapcTB) MPUBHAHUS M IIPU
YCJIOBHM OTCYTCTBHS PasHOINACHA MEXIY YIOJHOMOYCHHBIM OpPraHOM
(3KCTIepTHOM opraiuzanuei) pedepeHTHOTrO rocyzapcraa "
YTOJHOMOYEHHBIM ~ OpraHoM (SKCIIEPTHOM —opraHuzainmeif) rocyjapcraa
(rocynapcTB) NpPU3HAHMS B OTHOIIGHMH COIJIACOBAHMSI  DKCIIEPTHOTO
3aKIIIOYCHUST  YIOJIHOMOYEHHBIM — Oprai  (DKCIepTHasi — OpraHu3aIus)
pedepeHTHOro rocy1apceTna:

a)B rTeyenue 10 paboumx jgHeW CcO  JHS  IOJYYEHUS  OT
YIOJHOMOYEHHBIX OPraHoB (SKCIEPTHBIX OpraHM3alMif) BCEX I'OCYAapCTB
IPU3HAHKSA TOJTBEPXKIECHHUS COTIIACOBAHMS DKCMEPTHOTO 3aKIH0YeHus b0
CO JIHS MCTEYEHMs CpPOKa, I[PEeJyCMOTPEHHOro IYHKTOM 50 HacTosAmmx
Ilpapun  (Ipu  yciloBMM, UTO  3asBUTENieM ObUI  TIPEJCTABIIEH B
YIOJIIHOMOYEHHBIH ~ Opran  (SKCHEPTHYIO OpraHu3aluio) pedepeHTHoro
rocyiapcTBa MnepeBojl SKCIIyaTalMOHHOIO JOKYMEHTa MM MHCTPYKIUHU 10
IPUMEHCHHUIO ~ MEJIMIIAHCKOTO  M3JIeJIMs, PYKOBOACTBA IO CEPBMCHOMY
OOCIy)XKMBaHHIO M TeKCTa MapKUPOBKM HA TOCYIAapPCTBEHHBIE SI3BIKH
roCyJapcTB IpH3HAHUS (IIpU HEOOXOMUMOCTH)), HMPUHUMAET pelleHre o
BHECEHUM H3MEHEHUH B PErUCTPAlMOHHOE JOChE W pa3MEIlaeT B e€IHMHOM
peecTtpe MEIMIMHCKHX H3JECIHH, 3aperucTpupoBaHHBIX B pamkax Corosa,
CBEJIEHHS O BHECEHUM U3MEHEHUI B PETUCTPAlIMOHHOE JIOChE B COOTBETCTBUU
¢ Ilopsaxom (opmupoBaHusT U BeaeHUs: HHOOPMAIMOHHOW CHCTEMH,
a TaKke CKaHWPOBAHHBIE KOIUU JIOKYMEHTOB, B KOTOpLIE BHECEHEI

WU3MCHCHU A,
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0) B Teyenue 10 pabounx AHEH co AHS MPUHSITUS PEIICHUS O BHECEHUH
U3MEHEHHH B PETUCTPALIMOHHOE J0ChE YyBeAOMIsieT 00 STOM 3asBUTEIs
cnocoOOM, yKa3aHHBIM B 3asiBI€HUM O BHECCHUHM H3MEHEHHUH, a TakKe B
cllyuae BHECEHUS M3MEHEHHWH B PEerucTpallMOHHOE YAOCTOBepeHHe M (M)
IPWIOKEHHEe K HeMy O(OopMIsSieT H BBEIJACT 3asBUTENNIO  CIIOCOOOM,
YKa3aHHBIM B 3asBJIEHMM O BHECEHMM W3MEHEHUH, mnepeodopMIIeHHbIe
pEerucTpaluoHHOe YIOCTOBEPEHHE M IIPUIIOKEHHE K HeMy C COXpaHeHHeM
MPpEeXHEro HoMmepa (C yKa3aHHEM JIaThl BHECEHHs] COOTBETCTBYHOIUX
M3MEHEHHI) M  BO3BpalllaeT  paHee  BBHIJAHHBIE  PETHCTPALMOHHOE
YAOCTOBEPEHHE M  IPUIOKEHHE K HeMy ¢ OTMETKOH 00 ux
HEIEeMCTBUTENBHOCTH (C YKa3aHUeM JaThl).

84. HecornacoBanue 5KCHEPTHOrO 3aKIFOUEHUS  YIIOJIHOMOYEHHOIO
opraHa (3KCIepTHOH opranuzanuu) peepeHTHOrO rocyaapcTBa B OJHOM U3
rOCYyapcTB  IPU3HAHMSL  SIBJSIETCS  OCHOBAHMEM  JUISL  HCKIIFOUEHHS
nHpopMaLuu 06 HTOM roCyapcTBe U3 PETUCTPAIIMOHHOIO YI0CTOBEPEHHS.

85. Eciim  yIOJNIHOMOYEHHBIH — oOpraH  (9KCHepTHas — OpraHu3ai(us)
rocygapcrBa IIPU3HAHUsI HE COIVIACOBAJl OJKCIEPTHOE 3aK/IOYeHHe WU
YIOJIHOMOYEHHEIM  opran  (dKcmepTHasi opraHuzanusi) pedepeHTHOro
roCyapCTBa COIVIACEH ¢ BBIBOJIAMHU YIIOJIHOMOYEHHOI'O Oprafa (3KCIepTHON
OpraHu3alii) TroCy/apcTBa MNPU3HAHUS OTHOCHTEIBHO HEBO3MOKHOCTH
BHECEHMS] M3MEHEHMH B PErucTpalMOHHOE J0ChE, YIOJHOMOYEHHEIH opraH
(oKcrepTHas opraHu3alus) peepeHTHOro rocyapeTBa:

a)B TedeHue 10 paboumx JgHEH CcO JIHS TOJYYEHHS  OT
YIOJHOMOYEHHBIX OPIraHOB (SKCIEPTHBIX OpraHu3allfii) BCeX TroCyJapcTB
IpU3HAHUS IIOATBEPIKIACHHS COITIACOBaHMs (HECOITIACOBAHUS) DKCIIEPTHOTO
3aKJIIOYEHHs JINOO €O JIHS UCTEUEHUs CPOKa, MPEeIyCMOTPEHHOT'O IYHKTOM 50
nacrosmux IIpaBun, npuHumaer perieHume 00 OTKase BO BHECEHUHU

N3MEHEHUM B PETHUCTPAllHOHHOC JOChE,
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0) B Teyenne 10 paboumx mHe# cO JHS NPUHSITHS pelenus o0 OTKaze
BO BHECEHWM W3MEHEHMH B PErucTpallMOHHOE JIOChe O(OPMIISIET M BHIAET
3asBUTENI0 CIOCOOOM, YKa3aHHBIM B 3asBJIEHHH O BHECEHHWM HM3MEHEHUil,
yBeIOMIIEHHE 00 OTKa3e BO BHECCHUU U3MEHEHUH B PEruCcTpaliMOHHOE JJOChE
(¢ obocHOBaHMEM NPHUYMH OTKa3a, a TaKkKe ¢ M[PUIOKEHHEM KOIUH
OKCIIEPTHOIO  3aK/IIOYEHMS  YIOJHOMOYEHHOrO  opraHa  (9KCIepTHOMH
opraHusanuu) peepenTHOro rocy1apcTba, KOMuU (KOMUi) MOATBEPKICHUS
COTJIacoBaHmsl (HECOITIACOBAHMsl) HKCIEPTHOTO 3aKIIOYCHHS W OpHIHHAIA
(ryOmmKaTa) perucTpalioHHOTO YOCTOBEPEHMS).

86. Ecmn  ymonHoMo4eHHBI  opraH  (9KCHepTHas  OpraHu3aiius)
rocyfapcTBa IIPU3HAHUsL HE COINIACOBaJl DBKCIEPTHOE 3aKJIIOUEHHE WU
YIIOJHOMOYEHHEIA — OpraH  (9KCIepTHasi oOpraHuzanus) pepepeHTHOro
rocyapcTBa HE COINIACEH C BBRIBOJAMH  YIOJIHOMOYEHHOI'O OpraHa
(oKCHEepTHOM  OpraHuzalyu) TOCyIapCTBa MPHU3HAHWS  OTHOCHTEIBHO
HEBO3MOXXHOCTM  BHECEHHS M3MEHEHHH B  pPerucTPaldoOHHOE  JIOChHE,
YIMOJHOMOYEHHEI  Opran  (DKCIepTHash —opraHuzanus) pedepeHTHOro
rocygapcrna:

a)B rTeuenue 10 paboumx gHEH CcO JHS  [OJAYY4EHHs  OT
YIOJIHOMOYEHHBIX OPraHoB (SKCIEPTHBIX OpraHU3alliii) BCceX TIoCyIapCTB
NPU3HAHUS TIOATBEPIKAEHHSI COINIACOBaHMs (HECOTIACOBAHHUs) SKCIIEPTHOIO
3aKJIFOYEHUsT JIMOO €O  JIHS WCTEYEHHUs CpPOKa, YCTAHOBJICHHOTO Ha
PEJIOCTABJIEHHE TOCYAapCTBAMU IIPU3HAHUS YKA3aHHOTO IOJTBEPIKIECHUS
(pH yCII0BMH, UTO 3asBUTENEM ObLI IPEACTABIEH B YIIOJIHOMOYEHHBIH Opran
(OKCIEPTHYIO ~ OpraHM3alMI0)  peepeHTHOro  TOCyJapcTBa  IEpeBOjl
SKCIUIyaTallMOHHOIO  JIOKYMEHTa MWW MHCTPYKIUH 10 [PUMCHEHHIO
MEAMLIMHCKOIO M3JIe)Iisl, PyKOBOJCTBA II0 CEPBUCHOMY OOCIYKHBAHHUIO U
TEKCTa MapKUPOBKM Ha IOCYJapCTBEHHBIE SI3LIKH TOCYJApPCTB IIPH3HAHUS

(mpu HEOOXOAUMOCTH)):
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MPUHUMACT pEIICHUE O BHECEHHU M3MEHEHHUH B pErucTpaldoHHOE
Jocbe ¥ 00  MCKJIIOUEHMH M3  PerMCTPAIMOHHOTO  YJIO0CTOBEpPEHHUS
MH(pOPMALMK O IOCyAapcTBe (rocyIapcTBax) MpU3HAHUS, YIIOJIHOMOUSHHBIM
OpraHoM (3KCIIepPTHOM OpraHusalyeii) KOTOporo He COrIacOBAHO KCIEPTHOE
3aKJIIOUEHNUE;

pasMeriaer B €AMHOM  peecTpe  MEIUIUHCKMX  M3JeIni,
3aperucTpupoBaHHbIX B paMKax Coro3a, CBeJIeHHs O BHECEHHWH W3MEHEHHH B
PErucTpanuoHHoe JI0che B cooTBeTcTBUU ¢ llopsinkom (opmupoBanus u
BEJICHUS] MH(QOPMALMOHHON CHCTEMBl, a TaK)Ke CKAHUPOBAHHBIC KOTTHUH
JOKYMEHTOB, B KOTOPbIE BHECEHBI U3MCHEHMS;

0) B reuenne 10 pabouux AHEH co JTHS TPUHSITHS PELIEHUS O BHECCHUH
MU3MEHEHUH B PETUCTPAITHOHHOE JIOCKE:

YBEJIOMJISIET 3asBUTENIE O BHECEHMM WM3MEHEHHH B PEerHCTPalMOHHOE
jjocke M 00 HCKIIOYEHMM W3  PETHCTPALMOHHOTO  yIOCTOBEPEHHs
MH(pOPMAIMK O rocyIapeTBe (rocyIapeTBax) NPU3HAHMS, YIIOJHOMOUESHHBIM
OpraHoM (9KCIEPTHOM OPraHU3aluei) KOTOPOro He COrTIACOBAHO SKCIIEPTHOE
3aK/IFOUYeHue, cnocoboM, yKa3aHHBIM B 3asBJIEHHM O BHECEHWH H3MCHEHMt
(C TPUIIOKEHMEM KOIMHU IIOJATBEPXKICHUS HECOINIACOBAHHS OKCIEPTHOTO
3aKITFOUCHUSA);

0(OpMIISIET U BBIIAET 3asBUTEITIO CLIOCOOOM, YKA3aHHBIM B 3asIBICHHUHU O
BHECEHUH U3MCHEHMUIH, nepeoopMIICHHBIE perucTpaluoHHOe
YIOCTOBCpEHHE W IPHIOKEHHE K HEeMy, W3 KOTOPBIX MCKIIOYeHa
ndopmalus 0 rocyaapeTse (TocyaperBax) NpU3HaHUs, YIIOJIHOMOYEHHBIM
OpraHoMm (9KCHepTHON OpraHMu3alueil) KOTOPOro He COrIacOBAHO HKCIEPTHOE
3aKIIIOYEeHHE, W B KOTOpPHIE BHECEHbI HW3MEHEHHMS B COOTBETCTBHH C
3a5BJICHHEM O BHECCHHM M3MEHEHMH, C COXpaHEHHEM IIPEeKHEro HoMmepa

(C ykazaHmeM J1aThl BHECEHHSI COOTBETCTBYIOINMX H3MEHEHM);
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BO3BpAIlaeT 3asBUTEIIO CHOCOOOM, YKa3aHHBIM B 3asBICHUU O
BHECEHUH M3MEHEHUH, paHee BBIaHHBIE PETUCTPALIHOHHOE Y/IOCTOBEPEHHE 1
NPUTOKEHHE K HEMY ¢ OTMETKON 00 MX HeleHCTBUTEIHHOCTH (C yKa3aHueM

JIaThl).

VI. Ilponenypa BHeCEHUS] U3MEHEHUH B PErUCTPAIHOHHOE JIOChE
B YBEJIOMHUTEILHOM IOPsJIKE

87. IIpouenypa BHECEHHMS WM3MEHEHUH B PErMCTPAlOHHOE JIOCHE B
YBEJIOMHUTEIBLHOM IOPSJIKE IIPUMEHSETCS B CIIE/IYONMX CIydasx:

a) U3MEHEHHS KacaroTcsl CPOKOB JIeACTBUS JOKYMEHTOB,
COJZICPXKAINMXCSl B PErMCTPallMOHHOM J0Che (aKTyanu3alusi JIOKYMEHTOB
PETUCTPALIMOHHOTO JIOChE 3asBUTEIIEM);

0) U3MECHEHUS] BHOCSTCSl IPOM3BOJUTENEM MEAUIMHCKAX W3ZCIHi
KjJacca TOTEHUUAILHOrO pHUCKa TPUMEHEHHs | WM HecTepHILHBIX
MEJIMIMHCKUX HM3JeMi Klacca INOTeHLMANbHOIO pPUCKA MPUMEHEHMs 2a,
IPOIIEAIINM OLEHKY CHCTEMbl MEHEIXKMEHTa KayeCcTBa MEIMIHHCKOIO
U3Aeusl (BKIIIOYas IIPOLeCChl MPOEKTUPOBAHUS B Pa3padOTKU MEIUITMHCKUX
u3Jienuil) B COOTBETCTBUM ¢ TpeOoBaHMSIMM K CHCTEME MEHEeDKMEHTA
KauecTRa;

B) U3MEHEHMsI KacaloTCsl CIEAYIOUIMX CBEJIEHHH O IIPOM3BOJUTENE
MEJIMIUHCKOTO U3JIEIUs UK €0 YIIOJHOMOYEHHOM TIpeICTaBuTEle:

HAMMEHOBaHHE FOPUAMYECKOrO jMua (IIOJHOE M COKpalleHHoe (TpH
HaJlMYMK), B TOM 4HClle (GHUPMECHHOC, HAWMMEHOBAHWS), ajpec MecTa
HaxXOXKIECHUS UIIU aJIpeC MECTa OCYILECTRICHUS AeSITEILHOCTH;

(amunus, uMms, oTdyecTBO (MPU HATUMYHH), alpec MecTa KHUTEIbCTBA
WHIMBHIYAIbHOIO TPEJINPUHAMATENS] UM aJpec MeCTa OCYIIEeCTBIIECHMUS

ACATCIIBHOCTH H PEKBU3UTHI JOKYMEHTA, YIOCTOBEPAIOMICTO JIMYHOCTE;,
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I') \3BMEHEHHS HAUMEHOBAHMS MEJMIIMHCKOTO W3/ B 4YacTH
TOBapHOT'O 3HAaKa M UHBIX CPEJICTB UHIUBUY JTU3AIINHT;

1) I3MEHEHUSI 3aKJII0YaloTCsi B HWCKIFOUEHHH CBEJIEHHH O MOenu
(Mapke) MEJIMIIMHCKOI0 U3/1EIMs U3 PErHCTPALIMOHHOTO Y/IOCTOBEPEHMSL.

88. B 1memsx BHECEHHS H3MEHEHHM B PErMCTPAIMOHHOE JIOChe B
YBEJIOMHUTENIBHOM IIOPSIKE 3asiBUTENIb HAMpaBlisgeT B YIOJIHOMOYEHHBIN
Oprat (9KCIIEPTHYIO OpraHU3aLMI0) peepeHTHOro rocyaapceTBa Ciie yomme
JOKYMEHTBI M CBEJCHUSI:

a) 3asBJICHUE O BHECEHUM H3MEHEHHH B PErucTpaldoHHOE J0ChEe
B YBEJOMUTEJILHOM IOpsgAKke (Ha OyMakHOM HocHuTedle U (WIH)
B DJIEKTPOHHOM Buje) 1o Gopme cornacHo mpuioxkenuto Ne 9 (namee B
HACTOSILEM pasjielie — 3asiBIeHNe O BHECEHHH U3MEHECHHIA );

0) xomnwus JIOKYMEHTA, TIOITBEPK AAI0IIEr0 ITOJITHOMOYHS
YIOJHOMOYEHHOIO  INPEACTAaBUTENs  Ipou3BoauTesst  (MIpH  HaJIWYUK
YIIOJTHOMOYEHHOTO ITPEACTABUTENISI IIPOUZBOIUTEINS ),

B) JOKYMEHTBI W CBEJIEHUSI O COOTBETCTBYIOIIMX MW3MEHEHUSX,
B TOM  4YHClIe  JIOKYMEHTBI, TOATBEepPXKIAIOIIME  M3MEHEHUs U
CBU/CTEJILCTBYIOIIME O TOM, UYTO BHECEHHE OSTHUX HM3MCHCHHMI He Bieder
3a cO0OOM W3MEHEHHUS CBOWCTB M XapaKTePUCTHK MEJUIIMHCKOTO H3IEIHs,
BIMSIOIIMX Ha e€ro 0e30IacHOCTh, KadecTBO U 3(M(DEeKTHBHOCTL, WK
COBEpIICHCTBYET €ro CBOMCTBA W XapaKTEPUCTMKH IIPH HEU3MEHHOCTH
(QYHKIIMOHAEHOTO HAa3HAYEHUS W (WJIM) NPUHIUIA JeHCTBUS MEIUIHHCKOTO
U3IETTHS;

I') OTYETBI O pe3yJibTarax IePBUYHOIO, MEPHOAUYECKOro (INIAaHOBOIO)
M BHEIUIAHOBOIO ~ MHCIEKTHPOBAHMS  IpOM3BoiAcTBA (B ciyudae,
IPEyCMOTPEHHOM IOJIYHKTOM «O» ImyHkTa 87 Hacrosiux [Ipasun);

1) KOMMKA ~ JAOKYMEHTOB, IOJTBEPXIAIOMIAX  OIUIATY  TIPOIELyphbl

BHECECHHUS HW3MEHEHHMM B PETUCTpallMOHHOE [JOCLE B YBCIOMHUTEIIBHOM
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nopsiake B peepeHTHOM TOCYapcTBe, a TAKXKe BBIIAYN PErHCTPAIHOHHOIO
yJIOCTOBEPEHHUSI B pedepeHTHOM rocyaaperse (Mpu HeOOX0IUMOCTH);

€) OPUI'MHAJI PErHCTPALMOHHOIO yI0cTOBepeHus (ny0onuKar) (B ciaydae
He0OXOAUMOCTH BHECEHUSI B HETO U3MEHEHHH );

7K) OITUCH JIOKYMEHTOB.

89. 3asiBjiecHME O  BHECEHMM  U3MEHEHMM W JIOKYMEHTEI,
HOJTBEPKAatoIlMe M3MEHEeHus (B TOM 4UMCIEe OTYETHl O pesylibraTax
WHCTIEKTHPOBAHMUSI ~ TPOM3BOACTBA),  Pa3MEINaioTcsl  YIOJIHOMOYEHHBIM
opraHoM (3KCHEpPTHON OpraHm3anueit) pepepeHTHOro rocyiapcrBa B cBOEH
HHOOPMAIIMOHHON  cHUCTeME C  TPEeAOCTaBICHHEM JOCTYIIa  TOJIEKO
YIIOJTHOMOUYEHHBIM OpraHaM (9KCIEpPTHBIM OpraHu3alusiM) pedepeHTHOro
rocyapcTBa 1 rocyaaperna (rocy1apcTB) IpU3HAHUS.

90. Y1iosrHOMOYEHHBIN opra’ (aKcriepTHast OpraHu3aIus)
pedepenTHOro rocyaapcTsa B TeueHue 7 paboumx JHEH co IHS MOCTYIIEHHS]
3asiBJICHMSI O BHECEHUM W3MEHEHHWM, a Takke JOKYMEHTOB W CBEJIEHHIA,
yKa3aHHBIX B IyHKTe 88 Hactosiux lIpaBui, mpoBOAUT MPOBEPKY MOITHOTHI
M JTOCTOBEPHOCTH COJAEpXKAIIUXCS B HUX CBEICHHH (B TOM 4YHCIIe CpPOKa
NeMCTBUSI OTUETOB O PE3yNbTaTax MHCIEKTUPOBAHUS IIPOU3BOCTBA).

91. B ciiyyae eciy 3asBieHHE O BHECEHUM U3MCHCHUWU IpEJICTABICHO
¢ HapyumeHreM TpeboBaHuid HacToAmMX [IpaBuil, COEPIKUT HETOCTOBEPHBIC
CBe/IeHUsI M (WJIM) JOKYMEHThl M CBEJICHHMs, YKa3aHHble B TyHKTe 88
Hactositux [IpaBui, npeacTaBieHsl He B IOJHOM 00BbeMe, YITOJTHOMOYEHHEIH
opraH (PKcrepTHas opraHuzanus) pedepeHTHOTO TOCYJIapCTBa B TeUeHHE
7 pabouux JiHEH €O JIHS TMOCTYIJIEHHS TaKMX 3asBIEHUS, JOKYMEHTOB U
CBEICHMI  yBEIOMIISIET 3asBUTENII O  HEOOXOIMMOCTH  yCTPAHEHHS
BBISIBJICHHBIX ~HApyIIeHWA W (WIM) MPENCTaBICHUS OTCYTCTBYIOIIHX
JOKYMEHTOB B TedueHue 30 paboumx jaHEed CO JHS  pa3MeleHus

COOTBECTCTBYIOIICTO YBEJTOMIJICHU B I/IH(l) OpM&HHOHHOﬁ CHCTEME
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YIOJIHOMOYEHHOIO  OpraHa (3KCnepTHOM opranuzanuu) pedepeHTHOro
rocyjiapcrsa JIM0O CO JIHsI HalpaBJIeHHs YBEIOMIICHHUS 3asSBUTEIIIO CIIOCOOOM,
YKa3aHHBIM B 3asiBJIEHUW O BHECEHHH H3MECHEHHUI.

92.B cnywae ecnu mo wucredenu 30 paboumx AHEH 3asBUTENIEM
HE YCTpPaHEHbl BbIABICHHBIC HapylleHHs: W (WIK) He MpeJCTaBIeHb
OTCYTCTBYIOIIME  JIOKYMEHTBI, YIIOJHOMOYEHHBIH opraH (dKcreprHas
opraHusanus) peQepeHTHOTo TocyJapcTBa B TeueHWe 3 paboumx jHeil
IPUHUMAET pELIEHHE O BO3BpaATE 3asiBIICHUS] O BHECEHHWH H3MEHEHHUH U
JIOKYMEHTOB (¢ 000CHOBaHUEM IIPUYUH BO3BPATA).

93. B rteuenue 3 paboumx JHEH cO AHS TPEJICTABJICHMS 3asiBICHUS O
BHECEHMHM W3MEHEHMH, JOKYMEHTOB U CBEJICHUH, COOTBETCTBYIOLIUX
TpeboBanuAM Hacrosmux IIpaBui, a Take B ciyyae yCTpaHEHUs
B yCTAHOBJIEHHBIH IyHKTOM 91 Hacrosimmx [lpaBuim cpoK BhISIBIIEHHBIX
HapylleHuid u (MIM) IIPEJCTaBICHUS] JOKYMEHTOB, COOTBETCTBYIOIIMX
TpeboBanusM Hacrosumx IIpaBun, ymonmHOMOYeHHBIH opran (sKcrmepTHas
OpraHusaiysl) peQepeHTHOr0 I'oCylapcTBa MPUHUMAET pEIleHre O Hayaie
IPOLEAYPEl  BHECEHMsI M3MEHEHUH B  PErucTpaliMoOHHOE  JOChe B
YBEIOMHUTEILHOM IIOPSLIKE U pa3MellaeT B CBOe MH(POPMAITHOHHON cucTeMe
PEruCcTpalMOHHOE 10ChE, COJepXKallee 3asBJICHIE O BHECCHHH U3MEHEHHA.

94.B cnywyae ecnm Ccpok JmelcTBHS OTYeTa O  pe3ylbrarax
WHCIIEKTUPOBAHMS IIPOM3BOACTBA HMCTEK (Ui ciydasi, peyCMOTPEHHOIO
NOAIlYHKTOM «0» myHkTa 87 Hactosmux IlpaBmir), 3asBiieHre 0 BHECEHHUU
M3MEHEHHMH He NPUHUMAETCS M BHECEHHE U3MEHEHUH B pPErucTpaIHOHHOE
JI0Che TIPOBOJMTCS B COOTBETCTBHU C IIPOLEAYPOH, NperycMOTpeHHOM
paszenioMm V "Hacrosux [Ipasuit.

95. Buecenue U3MEHEHUN B perucTpanuoHHoe Jocke B
YBEJOMUTENLHOM IIOPSIAKE OCYIIECTBIISIETCSl YHOJHOMOYEHHBIM OpPraHoM

(oxcriepTHOM  opraHmzanmeil) pedepeHTHOro TrocyaapcTBa B TEYEHHE
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15 paboyux JHel co AHs IPUHATHS PELIeHUs 0 Havyajle pOoLEeyPhl BHECEHUS
M3MEHEHHUH B PETUCTPALMOHHOE JIOChE B YBEIOMHUTEILHOM IOPSI/IKE.

96. IIpouenypa BHeCeHMS M3MEHEHHUH B PErMCTPALMOHHOE JOCHE B
YBEIOMUTENILHOM IIOpSIAKE He TpeOyeT COINIacoBaHUs C TOCYIapCTBAMM
npusHanus. B cBsA3M ¢ 5THM rocyjapcTBa TpHU3HAHHS B 3asBIEHHH O
BHECEHUU U3MEHECHUN HE YKA3bIBAIOTCL.

97.B ciyyae ecid BHOCHMBIC M3MCHCHUS KaCalOTCs CBEIEHHUIM,
COJIEPXKAIIUXCST B PETUCTPALMOHHOM YAOCTOBEPEHUM, YITOJTHOMOYEHHBIH
oprai  pe(epeHTHOr0 TrocyAapcTBa BBIIAET HOBOE PETHCTPAILMOHHOE
YIAOCTOBEPEHHE C COXpaHEHWEM IIpeKHero Homepa (¢ yKa3aHHeM Jarhl
BHECEHHSI COOTBETCTBYIOIINX U3MEHEHHIA ).

98. OcHOBaHMAMH Ul LPUHSTHS ~ YHOJIHOMOYEHHBIM  OPraHoM
(okcnepTHOM opraHuzamnuei) pedepeHTHOro TrocyJapcTBa pelieHus 06
OTKa3e BO BHECEHHM H3MEHEHHMH B PEruCTpallHOHHOE JOChE B
YBEIIOMUTEIIEHOM IIOPSIJIKE SIBIISTFOTCSI:

a) HEJIOCTOBEPHOCTh IPEJCTABIIEHHBIX CBEJIEHUH, O0OCHOBLIBAIOLIMX
BHECEHME U3MEHEHNN B YBEIOMUTEILHOM TOpsJIKe (B TOM YHCIIE UCTEYEHHE
CpOKa JIEHCTBHUS OTYETa O Pe3yJIbTaTax MHCIEKTHPOBAHMUS IPOU3BOJICTRA);

0) HECOOTBETCTBHE  MPEJCTABIEHHBIX JOKYMEHTOB W  CBEJEHUH
nyHkTy 88 Hacrosiux [IpaBun,

B) HEOOXOJMMOCTh TPOBENCHUSI HOBOH PErdUCTPalldd MEIUIIHHCKOrO
M3JIeIIisl B COOTBETCTBUM C IyHKTOM 67 Hactosmx [ Ipasui;

I') HCCOOTBETCTBUE BHOCHMBIX H3MEHEHUWH cllydasiM, YKa3aHHBIM B
nyHkrTe 87 Hacrosumx IIpaBum.

99. YnotHOMOYeHHBI opraH (axcnepTHast opraHu3arus)
pedepeHTHOro rocynapersa B TeueHue 5 paboumx JHeH co JHS NPUHSTHS
pemieHuss 00 OTKa3e BO BHECEHUU W3MEHCHHMH B pPErHCTPallMOHHOE J[OChE

B YBCIOMHUTCIIBHOM IIOPAIKE Od)OpMHHeT H BBIJACT 3asIBHUTEIIIO CHOCO60M,
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YKa3aHHBIM B 3asiBJICHUM O BHECEHWU U3MEHEHUH, YBeOMIIEHHE 00 OTKa3e BO
BHECEHHM W3MEHEHWH B PErUCTPallMOHHOE JIOChe B YBEIOMHUTEILHOM
nopsiike ¢ 0OOCHOBaHMEM, a TakkKe BO3BpaIlaeT 3asBHTENIO CIIOCOOOM,
YKa3aHHBIM B 3asIBIIEHUM O BHECEHWHM W3MEHCHUM, paHee BbIIAaHHBIE
PErUCTPALMOHHOE yJOCTOBEpeHHe (JyOnuKaT) U NPUIOKEHHEe K HeMmy B
cilydae ux MnpeJiocTaBIeHusl.

100. YrionHOMOUEHHBIN Oprad pepepeHTHOro rocy/lapcTBa B TEUEHHE
5 paboumx AHEW cO AHS TPUHATHUS PEIICHHUS O BHECCHHH M3MEHEHHH B
perucTpaoHHOe 10ChEe B YBEIOMHUTEIBLHOM MTOPSIJIKE:

a) pasMelaeT B €JUHOM  peecTpe  MEJAMIMHCKHX  M3JENHii,
3aperucTpupoOBaHHBIX B pamkax (Coio3a, CBEICHHS O BHECCHWHM M3MEHEHHH B
perucTpalMoHHoe Jocke B coorBeTcTBHHM C llopsyikom dopmupoBaHus H
BeJeHMs] HH(POPMALMOHHON CHCTEMBbI, a TaKXe CKaHMPOBAHHBIE KOIIHH
JOKYMEHTOB, B KOTOpbIe BHECEHBI U3MCHCHHSI,

0) opopmiisier ¥ BBIJACT 3asIBUTENIO CIIOCOOOM, YKA3aHHBIM B
3asIBJIEHMM O BHECEHUH M3MEHEHWH, YBEJOMJICHHE O BHECCHUH M3MEHEHHH B
pPETUCTPAllMOHHOE JOChe B YBEAOMUTEIBHOM HOPSJIKEe, a TaKkKe IIpH
HEOOXOIMMOCTH Iiepeo(OpMIIEHHBIE PEruCTPAlMOHHOE YAOCTOBEpEHHE U
IPUJIOKEHHE K HEMY C COXPaHEHUEM IIPEXHEro Homepa (C yKaszaHueM JaThl
BHECEHHMS COOTBETCTBYIOIIUX U3MEHEHHMH );

B) BO3BpAIllaeT 3asiBUTENIO CIOCOOOM, YKa3aHHBIM B 3asBICHHU O
BHECEHUHU M3MEHEHUH, paHee BbIJAHHBIC PErMCTPAMOHHOE Y/IO0CTOBEPEHHE
(Tybmukar) ¥ Ipriiokenrue K HeMy ¢ OTMETKOM 00 WX HeJleiCTBUTENBHOCTH

(c ykazaHueM JaThl) B CIIy4ae UX [PeJlOCTaBICHHUS.
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VII. Ilponienypa BbLaauu ayonuxara
PEruCTPallMOHHOIO YOCTOBEPEHHMS

101. B ciyuae yrpaTsl (IOpYM) PErHCTPALMOHHOTO YIOCTOBEPEHMSI
3asBUTEIIb BIIPaBe OOpaTUThCS B YIOJNHOMOYEHHBIH opraH pehepeHTHOro
rocyjapcrsa ¢ 3asBICHMEM O BblAaue JyOnMKaTa perucTpardoHHOrO
YyAOCTOBEpeHUs: (Ha OyMa)KHOM HocuTene W (WIM) B OJICKTPOHHOM BHJIE)
1o (opme cornacHo npustoskenuio Ne 10.

102. B cny4yae mopum perucTpaioHHOTO YJIOCTOBEPEHUS K 3asBICHUIO
O BbIaYe JyOnMKaTa pPErHcTPallMOHHOTO YAOCTOBEPEHHS IIPUJIAraeTcsl
UCIIOPYEHHOE PErUCTPAIIMOHHOE YI0CTOBEPCHUE.

103. B Teuenne 5 paboumx mHEeH co AHS TOJYYCHMs 3asiBIEHUS O
BbIlaue AyOnMKaTa pPerucTPaldOHHOIO YJOCTOBEPEHHUS YIIOJTHOMOYECHHBIN
opran pedepeHTHOro rocyuapcrsa odopmisier Ha OjgaHkKe gyOJMKar
PETHCTPAlMOHHOIO YIOCTOBEPEHUST W BBIIACT €ro 3asBHTENIO CIIOCO00M,
YKa3aHHBIM B 3asBICHMM O Bblade JayOauKara perucTpalnroHHOTO
YIOCTOBEPEHUSI.

104. B cimygae ecnm mpezcraBieHHOE 3asBIICHHE O BhIade qyOimkara
PErHCTPALMOHHOr0 yIOCTOBEpEHHs O(OPMIIEHO HEeHa/UIeXamuM obpazom
1 (MIM) B HEM YKa3aHbl HEJJOCTOBEPHbBIE CBEJICHHSI, YIIOJIHOMOUCHHBIH Opran
pedepeHTHOrO TrocynapeTa opopmisieT peleHHe 00 OTKase B BhIjade

nyOnuKara perucTpalMoOHHOTO YI0CTOBEPEHHSI.

VIIL ITponenypa cormacoBanusi 5KCIEPTHOTO 3aKTIOUCHHUSI
Ha 3apPEruCTPUPOBAHHOE MEIUITUHCKOE U3/IeIIHe

105. Ilpouenypa perucrpanuu MEJIUIIUHCKOTO U3 eI,
3apErUCTPUPOBAHHOIO B COOTBETCTBUM ¢ Hacrosmumu [lpaBumamuy,
B rocyjapcrBax-ujieHax, He YKa3aHHEBIX B PETUCTPALMOHHOM YA0CTOBEPEHHH,
OCYILECTBJIAETCS IIyT€M COIVIACOBAHMsSI  YIOJHOMOUYEHHBIMH OpraHaMiu

(OKCIIEPTHBIMM ~ OpPraHU3allUsIMU) 3THX TOCYAapCTB-WICHOB 3KCIIEPTHOIO
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saktoueHus.  [lo  wroram cornacoBaHusl  yIOJIHOMOYEHHBIM OpPraHoM
pedepeHTHOro rocyjapcrBa BbIJACTCS PErHCTPaliOHHOE YIOCTOBEpPEHHUE
C YKa3zaHMeM BCEX I'OCYJapCTB IPU3HAHUS, YIOJHOMOYEHHBIMU OpraHaMu
(3KCTIEPTHBIMH ~ OpPraHU3alMsIMU)  KOTOPBIX  COIVIACOBAHO  DKCIEPTHOE
3aKIIFOUCHHE.

106. 3asiBuTeNb NpeCcTapisieT B yIOJIHOMOYEHHBIH OpraH (3KCIEPTHYIO
OpraHU3aNuio) pedepeHTHOro rocygapera CIeAyIOMUe JOKYMEHTH! (KOMUU
JIOKYMEHTOB):

a) PETHCTPAIIMOHHOE JIOChE, CoJeprKalllee 3asiBieHUue O MPOBEASHUU
COrJIaCOBaHHS  OKCIEPTHOINO  3aK/IIOYEHMs] HA  3aperucCTpUpPOBAHHOE
MEIUITHHCKOE U3/ieue (C yKa3aHUueM rocyaapersa (rocyqapers) NpU3HaHuUs,
HE VYKa3aHHOTO B PETrUCTPAlMOHHOM YJOCTOBEpEeHHH) (Ha OyMaKHOM
HocuTelle ®W (MAM) B OJEKTPOHHOM BHJie) 1O (HopMme COIJIacHO
npwioxkennto Ne 11  (mamee B HacTosLieM pasjene — 3asBIEHUE
O COTJIACOBAHMM HKCIEPTHOIO 3aKJIIOUEHHMs) W JOKYMEHTHI IO IEepPedyHIO
coraacHo npuiioxkeHuro Ne 12;

0) KomuH JTOKYMEHTOB 00 Omuiare BblJJaYd HOBOI'O PErHCTPAI[HOHHOTO
yIIOCTOBEpEeHUsT B pedepeHToM  rocyiapcrse  (Ipu  HaJIU4YUH
COOTBETCTBYIOIIUX TpeOOBaHHUM );

B) KOIMM  JIOKYMEHTOB 00 omjare MPOLEAYpPHl  COIJIACOBAHMSI
SKCIIEPTHOTO 3aKIFOYeHHMsT B TrocyjgapcTBe (rocyfapcTBax) IpU3HAHWS,
YKa3aHHOM B 3aSIBJICHUU O COIVIACOBAHUH 3KCIIEPTHOIO 3aKIHOYEHUSL.

107. YIoJIJHOMOYEHHBIN oprax (aKcrepTHAas OpraHu3alus)
pedepeHTHOro rocyjapcTBa B TeueHue 7 pabodux JHEH cO IHS IOCTYILICHHUS
3asiBJICHUS O COTJIACOBAHMHM DHKCIEPTHOTO 3aK/IFOYEHUsi W JIOKYMEHTOB,
yKazaHHbIX B myHnkTe 106 nHacrosmmx [IpaBus, npoBOAUT IPOBEPKY MOITHOTEL

1 JOCTOBCPHOCTH COACPKANMXCA B HUX CBGﬂGHHﬁ.
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108. B ciyyae ecnd 3asdBiieHUE O COIVIACOBAHMHM JKCIIEPTHOIO
3aKJII0YEHHs IIPeCTaBIeHo ¢ HapylleHueM TpeboBanuii HacTosmmux [pasui,
COLEP’KUT HENOCTOBEpHBIE CBEACHUS W (MJIM) JIOKYMEHTBI, yKa3aHHbLIE B
nynkre 106 Hacrosimux IlpaBui, npeictaBieHBl HE B TIOJNHOM 00beMe,
YIOJTHOMOYEHHBI — OpraH  (dKcIepTHasi —opraHuzanus) peepeHTHoro
rocyjrapcrsa B TedeHHe 7 paboumx JHEW cO JIHS TOCTYIUIEHMs TaKUX
3asBJICHUsI M JIOKYMEHTOB YBEJOMJISIET 3asBUTENSI O HEOOXOIUMOCTH
YCTPAaHEHUsl  BBISIBJICHHBIX  HapylleHWd ©  (WIK)  [pejcTaBlIeHus
OTCYTCTBYIOIIIMX JOKYMEHTOB B TeueHue 30 paboumx JHeH co [IHs
pasMEILEHUsT  COOTBETCTBYIOLIETO  yBEAOMIEHHS B  HHPOPMAIMOHHOM
CHCTEME  YIOJIHOMOYEHHOrO0  opraHa  (3KCHEepTHOM  OpraHu3aliu)
pedepeHTHOrO rocyjpapcrsa JuMbO €O IHS HANpPaBiICHHUS YBEIOMIIEHHSI
3asBUTENII0  CHOCOOOM, YKa3aHHBIM B 3aMBJICHHH O COIIACOBAaHMHU
HKCIIEPTHOTO 3aKITIOYECHHUSL.

109. B ciaygae ecnu mo wucredenuu 30 pabouux JHeH 3asBUTEIEM
HE YCTPaHCHbl BbIABICHHBIC HApyIIeHUsT M (WJIM) He IpejicTaBleHbl
OTCYTCTBYIOIIME  JIOKYMEHTBI, YIOJHOMOYEHHBI oOpraH (3KcrepTHas
opraHuzaiusi) pedepeHTHOro TocylapcTBa B TeueHue 3 pabouux aHei
IIPUHUMAET PEIeHHe O BO3BpaTe 3asBIEHUS O COINIACOBAHUM SKCIEPTHOIO
3aKJIIOYCHMS U JOKYMEHTOB (¢ 000CHOBaHHMEM MPUYUH BO3BPATA).

110. B Teuenune 3 pabouux JHEH cO JIHS NpejCTaBICHUs 3asBICHUS
O  COIJIaCOBAaHMM  DOKCIEPTHOI'O  3aKIIIOYCHUST W JOKYMEHTOB,
COOTBETCTBYIOIIMX TpeboBaHUsM HacTosiux [lparun, a Takke B ciydae
yCTpaHeHus: B ycraHoBieHHbIA IyHKToM 108 Hacrosmumx [lpaBun cpok
BBISIBJICHHBIX ~ HapylleHMd U (WIM) [OpeiCcTaBiIeHHs  JOKYMEHTOB,
COOTBETCTBYIOIMX TpedoBaHWsAM HacTosmux [lpaBui, yrmoaHOMOYeHHEBIH
opraH (9KcIepTHas opraHm3anus) pedepeHTHOro rocylapcTBa IPUHUMAET

pEUICHHE 0 IMPpOBEJICHHUH mpoueaypul COorIacoBaHM 1 IKCIIEPTHOT'O
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3aKJIIOYEHMs HA 3apErUCTPUPOBAHHOE MEIMIIMHCKOE M3/CIIMe B pa3MeliaeT B
CBOCH MH(OPMALMOHHOM CHCTEMe PEerucTpPallMOHHOE JIOChe, COepIKallee
3asiBJIEHUE O COIVIACOBAHMHU HKCIIEPTHOTO 3aKIIOUYCHUS.

111. CornacoBanme  5KCHEPTHOrO  3aKIIOYEHUST  TOCYHapCTBAMH
NpPU3HAHUS, YKA3aHHBIMA B 3asBJICHMM O COIJIACOBAHUU HKCIEPTHOI'O
3aKJIFOUYEHMSI, OCYIIECTBIISIETCS] B COOTBETCTBUM ¢ IIyHKTamu 46, 48 — 52 u 54
HacTosiux I [paBui.

112. HecornacoBanue 3KCIEPTHOTO 3aKJIIOUYEHHS B OJHOM U3
rOCyJapcTB I[PU3HAHUS, YKa3aHHBIX B 3asSBJIEHUH O COIJIACOBAHUU
BKCIIEPTHOTO 3aK/IIOYEHMS], SBISIETCS OCHOBAHUEM JIJIsl OTKa3a B 0OpaleHUH
MEJIMIIMHCKOTO U3/ Ha TEPPUTOPUM 3TOT0 IOCY/IapCTBA IPU3HAHKS.

113.B teuenne 10 paboumx JjHel co JAHS TONYYCHHS OT BCEX
YIOJTHOMOYEHHEIX ~ OPraHoOB  (DKCHEPTHBIX  OpraHM3alluidl)  I'ocyapcTs
IpHU3HAHKSA, YKa3aHHBIX B 3asBJICHUHM O COIJIACOBAHUU IKCIIEPTHOTO
3aKJIIOYECHHMSI, TOATBEPIKIEHHS COINIACOBAHMS (HECOTIIACOBAHMS) SKCIIEPTHOIO
3aKJIFOUEHHsT TMO0 CO JIHS MCTEUEHHS! CPOKA, YCTAHOBIEHHOrO MyHKTOM 50
Hacrosmux IlpaBui, yIOJIHOMOYEHHBIM OpraH (SKCIEPTHAs OpPraHU3allvs)
peepeHTHOrO  TrOCyJapcTBa  NpPUHUMAET  pelicHHe O  BbLJaue
11epeo(pOPMIIEHHOIO PErHCTPAIIMOHHOTO yJIOCTOBEPEHHs (B Cllyyae HaIMdHs
rOCYJJapCTB  NPU3HAHUS, YIIOJTHOMOUYEHHBIMU OpraHamu  (3KCHEPTHLIMK
OpraHus3alusMi) KOTOPBIX COITIACOBAHO DKCIEPTHOE 3aKIIOUEHHe) JIMbo
00 oTKaze B BblJaue NepeoOpMIEHHOTO PErUCTPALMOHHOTO YI0CTOBEPEHHS
(B cimyuae OTCYTCTBUSI TOCYNapCTB IIPU3HAHHUS, YIOJHOMOYEHHBIMU
OprasamMy  (3KCHEPTHBIMH  OpraHM3alMsMH)  KOTOPBIX  COIJIACOBAHO
HKCIIEPTHOE 3aKIIIOUCHHE).

B teuenne 10 pabouux nHell co JqHS MPUHITHS pELICHHS O BhIJaue
11EPEe0(POPMIIEHHOIO PErUCTPALMOHHOIO YJIOCTOBEPEHHUS YIOJIHOMOYEHHBIH

OpraH (3KcIepTHAsI OpraHu3aius) peQepeHTHOro rocy1apeTna:
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pazMelaer B €JIMHOM  peecTpe  MEIULMHCKHX  M3JENH,
3aperucTpupoBaHHbIX B pamkax Coroza, uHpopMainuio 00 yKa3aHHBIX B
3asBJIEGHUM O COIVIACOBAHMM OKCIEPTHOI'O 3aK/IIOUEHHS] TOCyaapcTBax
MPU3HAHKS, YHOTHOMOYEHHBIMH OpraHaMu (SKCIEPTHBIMH OPTaHU3aIHsIMMU)
KOTOPBIX COIIACOBAHO 3KCIEPTHOE 3aKIIOYEHHE, a TaKKe CKAHWUPOBAHHEIE
KONUU JIOKYMEHTOB, B KOTOpBIE BHECEHBI M3MEHEHHs, B COOTBETCTBHH C
[opsinkom popmupoBanus U BeeHus: THPOPMAIMOHHOW CHCTEMET,

oQOpMIISIET U BBIAAET 3asIBUTEIIO CIIOCOOOM, YKA3aHHBIM B 3asIBIIEHUU O
COIJIAaCOBaHUU DKCIIEPTHOTO 3aKJIIOUEHHS, nepeoopMIIeHHOE
PETUCTPAlIMOHHOE YIOCTOBEPEHHUE M IPUIIOKEHHE K HEeMY C COXpaHeHHEM
OpekHero HoMepa (C  yKazaHMeM BceX TOCY/JAapCTB  IIPH3HAHUS,
YIIOJIHOMOYEHHBIMU OpraHaMu (dKCIEPTHBIMHM OpTaHU3aIAsIMUA) KOTOPBIX
COINIACOBAHO DKCIIEPTHOE 3aKJIIOUEHHUE, U JIaThl BHECEHHSI COOTBETCTBYIOIIMX
U3MEHEHUH);

BO3BpAll[aeT 3asBUTEIO CIOCOOOM, VYKa3aHHBIM B 3asiBIEHHH O
COIJIaCOBaHUU HKCIEPTHOTO 3aKITFOYECHUS, paHee BbIIaHHbIE
pEerucTpallMOHHOE yJl0cTOBEpeHHe (JyOnuKar) W TpUIOKEHHE K HeMy C
OTMETKOH 00 X HeJeHCTBUTEIHLHOCTH (C YKa3aHUEM JIaThl);

BBIJIAET  3asBUTENO0  CHOCOOOM, yKa3aHHBIM B  3asBICHHH O
COIJTaCOBAaHMHU HKCIIEPTHOIO 3aKIIOYEHHUs, YBeIOMJICHHe 00 oTkase B
perucTpanuy MeIUIUHCKOTO U3/eIUs TOCY IapCTBOM MPU3HAHMS, YKa3aHHEIM
B 3ASBJICHMM O COIVIACOBAHMHU 3KCIEPTHOTO 3aKIIIOYEHUS, C MPUIIOKEHHEM
KOMMU  IONATBEPXKIEHUS  HECOINIACOBAHUS  DKCHEPTHOIO  3aKIFOUYEHHS
YIIOJTHOMOYEHHBIM OpPraHOM (DKCIEPTHOM opraHuzaluel) yKa3zaHHOI'o
rocyjaperea (Ipv HalMYMM TIOCYJIAPCTBA TMPU3HAHHUS, YIIOJTHOMOYEHHBIM
OpraHoM (9KCHEPTHOM opraHu3zalueil) KOToporo He COTIIACOBAHO AKCIIEPTHOE

3aKITIOYCHHE).
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B teuenue 10 paboumx juel co JHs NPUHSATHS pPEIICHUs] 00 OTKase B
BbIIAUE 1epeohopMIIEHHOTO PErucTpaliMOHHOTO YJIOCTOBEPEHUS
YIIOJIHOMOYEHHBIM — opran  (sKclepTHast — opraHuzanusi)  pedepeHTHOTOo
rocyapcraa:

BO3BpAIllaeT 3asBUTENI0 CIOcOOOM, YyKa3aHHBIM B 3asiBICHUH O
COIIaCOBaHUU HKCIEPTHOIO 3aKJIIOYCHUS, paHee BBIJIAHHBIE
perucTpanuoHHoe yJ1I0cToBepeHre (JiyOJIuKar) u mpuiaoKeHue K HeMy,

BBIJJTaeT  3asABUTENIO  crocoOOM, YKa3aHHBIM B 3asBIEHHH O
COIJIACOBAHMM AKCIIEPTHOTO 3aKIIOYEHMs, yBEAOMJIEHHME 00 oTKasze B
perucTpanyuy MeJIMIIUHCKOrO U3JIeITUs TOCYIapCTBOM IPU3HAHMUSI, YKA3aHHEIM
B 3asBJICHMM O COTJIACOBAHWM HKCIEPTHOIrO 3aKIIOYEHHS, ¢ MPHIOKEHHEM
KOIIMA  TIOATBEP)KIEHUsI  HECOTJIACOBAaHMs  DKCIEPTHOIO  3aKIFOYCHHS
YIOJHOMOYEHHBIM OpPraHOM (3KCIIEpPTHOM oOpraHu3anyeil) yKa3aHHOTro
rocyiapcTBa, a TakkKe OpuUruHaia (AyOsiMkaTa) pPerucTparuoHHOIO

YAOCTOBCPCHUA.

[X. TTopsitoK NPUOCTAHOBIIEHUS WJIM OTMEHBI JICHCTBUSI
(aHHYJIMPOBAHUS) PErUCTPALMOHHOTO YIOCTOBEPEHUS

114. IlpuocraHoBiIeHUE NEUCTBUA PETMCTPALMOHHOIO YOCTOBEPEHMUS
OCYULIECTBJISIETCS YIIOJHOMOYEHHBIM OpraHoM peepeHTHOro rocynapcTBa B
CIIEIYIOIIUX CIIyYasx:

a) Mo  pe3yjabTaTaM MOHUTOpHMHra 0€30MacHOCTH, KayecTBa W
P HEKTUBHOCTH MEIUITMHCKUX M3/IeJIUH B MOCTPErUCTPAIMOHHBIA IEPHO —
IIPY BBISIBJIEHUM TIOTEHIMAIBHOMN CEPHE3HOM YTPO3HI 3I0POBBIO YEIIOBEKA;

0) mo pesyibTataM TOCYJapCTBEHHOTO KOHTpoyisl (Haa3opa) 3a
oOpalieHueM MEJULUMHCKUAX U3JEUi — IPU HaIM4YMKM CBEAEHUN 0 (axTax u

O6CTOHT6HBCTB3X, CO3JAalOMIUX  YIrpo3y HHU3HWU U 300pPOBBHO TpPaAXIaH H
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MEJIMLIUHCKUX PAOOTHUKOB MPU MPUMEHEHHH M SKCIUIyaTaliyd MeJUITTHCKIX
W3CIINIH;

B) OTCYTCTBHE B PErMCTPAIIMOHHOM JOChE aKTyalbHON MHpOpMAIHn 06
YIIOJTHOMOYEHHOM IIPEICTABUTENE MPOU3BOAUTENS (VIS IPOU3BOIUTEIICH U3
TPEThUX rOCYAapCTB).

115. Pemuenre O TIPMOCTAaHOBIEHUHM JIEMCTBUSL PErHCTPAIHOHHOIO
YAOCTOBEpEeHUs (C yKazaHMEM IPHYMH, JaThl U CPOKA IPUOCTAHOBJICHUS)
NPUHUMAETCSl YIIOJHOMOYEHHBIM OpraHOM pPe(EepeHTHOro TocyaapcTBa B
COOTBETCTBUHU C 3aKOHONATEILCTBOM 3TOI'0 FOCY/IapCTRA.

116. Cpox IIPUOCTAHOBIICHU S JNeucTBUs PEruCTPaALOHHOIO
YJAOCTOBEPEHHs HE MOXKET IIPEBLIIATL O MECSUEeB, PHU 3TOM pean3anus
NpUMEHEHHE TaKuX MEIUIUHCKUX U3JeNMi B pe)epeHTHOM ToCyjapcTBe U
rocynapcTse (rocygapcrBax) Ipu3HaHusl He JIOTYCKAKTCSl,

117. YnonnoMoueHHBIH oprad peepeHTHOTO ToCyIapcTBa B TEUEHHE
5 pabounx jHel co JAHS HPUHATHS PELIeHHs O IPHOCTAHOBICHWM JIEHCTBUS
PErUCTPAlMOHHOIO YI0CTOBEPEHUSI BHOCUT COOTBETCTBYIOIIUE CBEIEHHUS B
€IMHBIA peecTp MEIUIMHCKHX W3JEIHHA, 3aperMCTPUPOBAHHBIX B paMKax
Corosza, u mHQOpMHpPYET 0O 5TOM YIOJHOMOYEHHBIE OPraHbl I'OCYAAapCTB
IIpU3HaHUsA U EBpasuiicKyr0 SKOHOMHUYECKYIO KOMHUCCHIO C HCIIOJIb30BAHUEM
CPeICTB MHTEIPUPOBAHHON CHUCTEMBI, a TAaK)Ke 3asBUTENs IyTeM Iepenadn
YBEAOMIICHUS] JIMYHO TMOJI POCIHUCH, JHOO HalpaBJICHUs YBEIOMICHUS
3aKa3HBIM ITOYTOBBIM OTIpPABJIEHUEM C YBEAOMIIEHHEM O BpYYEHUH, JTHOO
HalpPAaBJIEHUs] B BJIEKTPOHHOM BHJIE MK B (pOpMeE DJIEKTPOHHOI'O JIOKYMEHTA,
IOJAIMCAHHOTO 3JIEKTPOHHOW MOANMCHIO (C yKa3aHWeM IPUYHH, JaThl U
CpPOKa IPHOCTAHOBJIEHMs JEHCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHS,
a TakKe HEOOXOOMUMOCTH YCTPAHEHHs 3asBUTEIEM  OOCTOSTENBCTB,
ITOBJIEKIIIAX IIPUOCTAHOBJICHUE nercTBus PErUCTPALIMOHHOTO

Y0CTOBEPEHHSI).



61

118. 3asBuTen, B TeYEHHE YCTAHOBJICHHOTO  YIOJHOMOYCHHBIM
OpraHoM  pe(epeHTHOro  rocyjapcTBa  cpoka  00s3aH  yCTpaHMTh
00CTOSITeNHCTRA, TIOBJIEKIIIHE IIPUOCTAHOBJIEHHE JEHCTBUS
PErUCTPAIMOHHOTO YJOCTOBEPEHUS, U YBEIOMHUTH OO0 3TOM B IIMCHMEHHOMN
GopMe 5TOT yHOJHOMOYEHHBIH opran (¢ NPUIIOKEHHUEM IMOJITBEPKIAIOIMX
JNOKyMeHTOB). 110 pe3ynbraTam paccMOTpeHHs NpeICTaBIeHHBIX 3asiBUTEIEM
NOKYMEHTOB  YIIOJIHOMOYEHHBIH  OpraH  pe(epeHTHOro  rocyjaapcTsa
[IPUHUMAET pelleHrue O BO300HOBIEHMHM JHOO 00 OoTMeHe JeicTBUS
(aHHYJIMPOBAaHMHU) PErMCTPAIIMOHHOTO YIOCTOBepeHHs (C yKa3aHHWEM HaThl
BO300HOBJIEHUS U1K OTMEHBI IeHCTBUS (AaHHYTMPOBAHMUS) PETUCTPAIMOHHOTO
YIOOCTOBEPEHHUS).

119. YnonnoMo4deHHBId oprad peepeHTHOro IocyJlapcTBa B TEUeHHe
5 pabouux JHEH co [HS MPUHSTHS pPEleHHs O BO30OHOBJIEHMM NEHCTBUS
PErMCTPAMOHHOIO Y 0CTOBEPEHUSI BHOCUT COOTBETCTBYIOIINE CBEICHUS B
CIMHBIA PEeCcTp MEJUIMHCKAX H3LENUN, 3aperucTpUpOBAaHHBIX B paMKax
Coro3a, ¥ yBeJOMIISIET 3asiBUTEIIsl O MPUHSATOM PEIeHUH JIMYHO 110/ POCIIHCE,
MO0 HalpaBiIsgeT YBEJOMIIEHHE 3aKa3HBIM IOYTOBBIM OTIIPABIIEHUEM C
YBEJIOMIICHHEM O BpPyYEHHH, JUOO TepefaeT B AJIEKTPOHHOM BHE WM B
(opme 31eKTPOHHOrO JOKYMEHTA, TIOAIMHCAHHOI0 SJIEKTPOHHOM MO IIIHCHIO.

120. Pentene 0  BO30OHOBJIGHWH  JICHCTBUS  PETHCTPALMOHHOTO
YIAOCTOBEPEHHUsI IPUHUMAETCSI B COOTBETCTBMHM C 3aKOHOJATEILCTBOM
pedEepeHTHOro rocyiapcTBa U BCTYIAET B CHITY CO JIHS €r0 TPUHITHS.

121. B cnyuae meycTpaHeHuUsi 3asiBUTENIeM B YCTAHOBJICHHBIH CpOK
0DCTOSATENLCTB, MOBJIEKIIUX [IPUOCTAHOBICHHE JISHCTBUS PErHCTPALHOHHOTO
YAOCTOBEPEHHMs], YIOJHOMOYEHHBI OpraH pe(epeHTHOro TocyaapcTBa B
TeueHue 3 pabouMx JHEH co JTHS MCTEUEeHHUs YKA3aHHOTO CPOKA IPUHHUMACT
pemienne 00 OTMEHe JeHCTBUS (aHHYNHPOBAHWH) PErHCTPAIlMOHHOIO

YIOCTOBEPEHHUs (¢ 0OOCHOBaHUEM).
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122. YiionHoMoueHHbIH opras pedepenTHoro rocylapcTaa
HE3aME/UIMTEIILHO BHOCHUT COOTBETCTBYIOIIME CBEICHUSI B CIHMHBIN peecTp
MEJMLIMHCKAX — W3JeJIMH, 3aperucTpupoBaHHBIX B pamkax  Coro3sa,
U YBEJIOMJSET 3asBUTENsl 00 OTMeHe JieHCTBUS (QHHYJIHPOBAHWH)
PErHCTPALIMOHHOIO  YJOCTOBEpPEHUs  IyTeM  Iepelaud  yBeJIOMIICHUS
3asiBUTEIIIO JIMYHO 10JI POCIUCH, 100 HAIIPABIECHUS YBEIOMIICHHS 3aKa3HbLIM
IIOYTOBBIM OTIIPABIEHUEM C YBEJIOMIICHHEM O BPY4YeHUH, JTUOO HalpaBiIeHus
B OJEKTPOHHOM BHJAE MWIH B (QOpMe HIEKTPOHHOTO JIOKYMEHTA,
MOAITUCAHHOTO BJIEKTPOHHOM MOITUCHIO.

123. OcHoBanusAMU  JJId  IPUHITHS  YIIOJHOMOYEHHBIM — OPraHoM
pedepeHTHOrO  rocygapctBa  pemieHuss 00  OTMEHe  JIeHCTBHS
(aHHYIMpPOBaHMHU) PETUCTPALMOHHOIO YJIOCTOBEPEHUsT WM 00 OTMeHe
pPEruCTpaliil MEIUIUHCKOTO u3heiusi (Mozesei (Mapok) MeIUIMHCKOI'O
U3JIeMsI, CBEJIEHUsT O KOTOPBIX IIPEACTABIIEHBI B PErHCTPALMOHHOM
YIAOCTOBEPEHUH ) SIBIISIFOTCSI:

a) mojlaya  MPOM3BOJUTENIEM  3asiBIeHHsT 00 OTMeHe  JIeHCTBUSA
(aHHYJIMpPOBAaHMHM) PETHCTPALMOHHOIO YAOCTOBepeHHsl (Ha OyMa)cHOM
HocuTene © (WIM) B DJIEKTPOHHOM BHje) 10 (GopMe  COriacHo
npuitoxkenuto Ne 13;

0) BBISIBJICHUE Clly4aeB INPEACTABICHUS 3asBUTEIEM HEIOCTOBEPHBIX
CBEJIEHUI, KOTOpbhle HE MOINIM OBITH YCTAHOBIIEHBI IIPU pPErHCTPaIHu
MEIMLUHCKOrO  M3Aeydst (B TOM  9YHCJI€ IIPH  OCYILECTBIIEHHUH
YIIOJIHOMOUYCHHBIMH ~ OpraHaMM TOCYJapCTBEHHOTO KOHTpoJsl  (Hasizopa)
3a oOpallleHueM MeTUITHHCKIX W3IeIHil);

B) BCTYIIMBILEE B 3aKOHHYIO CHILy pPEIIeHHe Cy/Ja rocyaapcTBa-ujieHa
00 oTMeHe JeHcTBHsI (aHHYJIMPOBAHMK) PErMCTPAIIMOHHOTO YIOCTOBEPEHHS

uiM 00 OTMEHE PErucTpaluy MEJULMHCKOIro u3jenusi (Moneneit (Mapox)
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MEIUMUMHCKOIO  WM3JeMsl, CBEJEHMS] O KOTOPBIX IIPEJACTaBJCHBI B
PEruCTPallMOHHOM YI0CTOBEPEHUH );

I) IPeACTABICHUE YIOJHOMOUYEHHBIM OpPraHoM II0  pe3yJbraTam
rocyJapcTBEHHOIO KOHTpousisl (Haj3opa) 3a oOpallleHHeM METUIHHCKIX
M3JCIIMI CBeJICHUH O (paKTax U 0OCTOSATENLCTBAX, CO3MAIONINX YIPO3Y HKU3HH
U 3JI0POBBIO I'PaXKJaH W MEJMIMHCKUX PAOOTHUKOB IPU MPUMEHEHHH WU
DKCIUTyaTal[iy MEIULIMHCKOTO U3/EIINs;

1) yTpaTa MEIMIMHCKUM H3JIEJIMeM CTaTyca MEJMIIMHCKOTO B CBSI3H C
BHECCHMEM M3MEHEHWM B axkThl, Bxojsumme B mnpaBo Coro3a, WM Ha
OCHOBaHMHM pemieHHs KOHCYJIBTaTUBHOI'O KOMUTETA II0 pe3ysIbTataM
IpOBeNeHNsT paboT 10 YPEeryJIHpOBaHUIO pa3HOIIACHU 1O  BOIPOCAM
OTHECEHUS IIPOAYKLIIMH K MEJULMHCKIUM U3/ICITUSIM.

124. 3asgsnenue 00 OTMEHE JlecTBUs (aHHYJIMPOBAHUN )
PETHCTPALIMOHHOIO YAOCTOBEPEHHSI MOXKET OBITh MOJIaHO YIIOJIHOMOYEHHEIM
NpEeACTaBUTENEM  IPOU3BOAUTENS TPHU  OJHOBPEMEHHOM  BBLIIIOJIHEHHH
CIIEIYIOIIUX YCIIOBHMA:

a) HaIlM4Ue B PErHCTPALMOHHOM JIOChE AKTYAJIbHOTO JIOKYMEHTA,
[OATBEPXKJAIOIEI0  IIOJIHOMOYMSL  YIOJHOMOYEHHOTO  IMPEICTaBHTENs
IIPOU3BOUTEINS, WIH IIPEICTABICHHE TAKOI0 IOKYMEHTa B YIIOJTHOMOYEHHbIH
opran pedepeHTHOro rocyjapcTBa BMeCTe C 3asBlieHHEM 00 oTMeHe
nelicTBrs (AaHHYIMPOBAHNUHK ) PETUCTPAIIMOHHOTO YIOCTOBEPCHHMS;

0) npejcTaBlieHHe B YIOJHOMOUEHHBIH  opran  pedepeHTHOro
rocyJlapcTBa BMeCTe ¢ 3asBlieHMeM 00 oTMeHe JeicTBUS (aHHYJIUPOBAHHH)
PETHCTPALMOHHOIO YIOCTOBEPEHHUS 3aBEPEHHOI0 B YCTAHOBICHHOM TTOPSIIKE
JOKYMEHTa IIPOU3BOIUTENS], IIOATBEPIKIAIOIIEI0 ero HaMepeHHe OTMEHMTH
JNEHCTBUE PErMCTPALIMOHHOIO YJOCTOBEPEHUS (aHHYIHPOBATE €r0).

125. B cinyuae ecnu 3asBieHre 00 orMeHe JiecTBUs (AaHHYJIUPOBAHKHN)

PETHCTPAIHOHHOT'O YHOCTOBEPECHU A [IpeACcTaBJICHO C HapYOICHUEM
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TpeboBanuil Hactosiux [lpaBuin, MTOKYMEHTHI IpeICTaBJIeHbBl HE B IMOJIHOM
obbeMe MM coJlepXKaT HEeAOCTOBEPHBIE CBEIEHNUs, YIOJHOMOUEHHBINH Oopram
pedepeHTHOro rocyaapcTpa B TeueHne 7 paboumx JiHed co JIHS MOCTYIIEHUs
TAaKMX 3asBICHUS W JOKYMEHTOB IPHHMMAET pelicHue 00 WX BO3Bpare
(c ykazaHueM NMPUYKMH BO3BpATa).

126. YIOIIHOMOUEHHBIH OpraH peQepeHTHOr0 rocylapcTBa B TEUEHHE
7 pabouux AHEN cO IHS HACTYIUIEHUS OJHOTO U3 OCHOBAHWM, YKa3aHHBIX B
nyakTe 123 macrosiuux llpasuii, ipunumaer peiieHue o0 oTMeHe NeicTBus
(aHHYJIMPOBAHUU) PETUCTPALMOHHOTO YJAOCTOBEPEHHs] WIKM 00 OTMEHe
pEruCcTpalii MEIMLIUHCKOTO w3feiust (Mozesield (MapokK) MEeTUIIMHCKOIO
U3JIENNsI, CBENEHUss O KOTOPBIX IIPEACTABIICHbl B  PErucTPallOHHOM
yJIOCTOBEPEHHUN ).

127. YiionHoMO4YeHHBIA Opral peepeHTHOro rocy/1IapcTBa B TeYEHUE
5 pabouux pgHEWd €O JHS TPUHATHUS pelleHus o0 OTMeHe jelcTBus
(aHHYJIMpOBAaHUM) PErUCTPAIMOHHOIO YJIOCTOBEPEHHs WIH 00 oTMeHe
perucTpanuy MEIULUHCKOTO w3fenusi (Mozesei (Mapok) MeIUIMHCKOIO
U3JIEJIUsI, CBEJIEHUsT O KOTOPBIX IIPEACTABIIEHbl B PErHCTPALMOHHOM
yIIOCTOBEPEHUN ):

a) pasMeliaeT B €JUHOM  peecTpe  MEIWIIUHCKUX  W3JIENHii,
3aperucTpupoBaHHbBIX B pamkax (Coro3a, cBeleHUs] 00 OTMEHe JeHCTBHSI
(aHHYJIMpPOBAaHMM) PETUCTPAIMOHHOTO YJIOCTOBEPEHUs WM 00 OTMeHe
perucTpanum MEIMIIMHCKOTO u3/enus (Mojemnedt (Mapok) MEIUIMHCKOIO
U3JIeNIUs, CBEJIEHUsT O KOTOPBIX IPEACTAaBICHBl B PErHCTPAIMOHHOM
YIOCTOBEPEHHH ),

0) yBenomiisieT 3asBUTENs 00 OTMEHe JeHCTBUS (aHHYIUPOBAHMH)
PErHCTPALIMOHHOIO YAOCTOBEPEHHS] MyTeM Mepefaddl YBEAOMIICHHS JIMUYHO

1o pOCIIHCE, 100 ero HaIlpaBJICHUS 3aKa3HBIM IMOYTOBBIM OTIPABJIICHHEM C
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YBEIOMJIEHHEM O BPYYEHHUH, JTUOO HampaBJeHHUsl B 3JIEKTPOHHOM BHIE WU B
(dhopMe 371eKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHON MOANHUCHIO;
B) YBEIOMJISIET 3asBUTENE 00 OTMEHE pEerucTpalud MeTHIIHHCKOTO
uznenus (Mojeneil (Mapok) MEeIHWIMHCKOTO W3JIENHs, CBEJIEHUS] O KOTOPBIX
MPEJICTaB/IEHbl B PErMCTPALIMOHHOM YJIOCTOBEPEHHUH) U O HEOOXOIUMOCTH
BHECCHHMS M3MEHEHHH B pPErucTpalioOHHOE J0Che B YaCTH MCKIIIOUEHHS
JAHHBIX MEIMIIUHCKUX H3euii (Moaenei (Mapok) MEAUITMHCKOTO W3JIeJINs)
MyTeM Mepeadd YBeIOMIIEHHS JTUYHO TOJ POCIHChH, TUO0 ero HarpaBJieHHs
3aKa3HbIM TOYTOBBIM OTIIPABJICHHEM C YBEJAOMJIEHHEM O BpYYEHHWH, JHOO
HaIpaBJeHUs B DJIEKTPOHHOM BHJe WIH B (popMe 3JIEKTPOHHOI'O JIOKYMEHTa,

MoAINHUCaHHOI'O BHGKTPOHHOﬁ IMOAINHCBIO.
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[TPHUJIOXKEHHWE Ne 1

K IIpaBuiam peructpaiiit ¥ 3KCHepTH3bI
OeszoracHocTH, KauecTBa 1 3(h(PEKTUBHOCTH
MEIMIIMHCKUX W31

(I)Opma PErHCTPAHOHHOTO YI0CTOBEPECHHS MEJIHIHHCKOI'0 H31e/1UdA
U npaBu/ia €e 3aroJTHeHHUA

I (DopMa PETHUCTPAUOHHOI'O YIOCTOBEPECHHUA MECIUITHHCKOT'O U3IC/INI

ImMbema EBpazuiickoro s5KOHOMHUYECKOI'0 COI03a (1)
EBPA3UMCKMI SKOHOMHWYECKHI COIO3 (2)
3)

(HauMeHOBaHKe YIIOJHOMOYEHHOIO Oprafa pe)epeHTHOr0 rocyapeTBa)
PEI'MCTPAIIMOHHOE Y IOCTOBEPEHME ME/JIUITMHCKOI'O U3JIEJIN A (4)

MU-XY-Z oT «  » 20 1. (5)

B coorBercrBum ¢ (6)

(HOMED M JlaTa IPUKA3a YIOIHOMOYSHHOTO OpraHa
pedepenTHOro rocy1apeTBa 0 PErHCTPALN MEUIMHCKOTO H3/IEIHs)

HacTosdALee PEruCTPAallMOHHOE YIOCTOBEPEHHE MEJIHUITMHCKOI'0 H3JIeJIHsI

BBIAAHO. (7)
(HauMeHOBaHHUE IPOM3BOUTEIIS, €T0 MECTO HAXOMK/ICHHS)

(8)

(HaMMEHOBAHKME IIPOM3BOICTBEHHOM IIIOMA/IKY (BKIIOYast ee (haKTHUCCKUI afpec) MIlH CChLIKA

Ha IPHIOKEHHUE B CIIyYae yKa3anus JByX ¥ 00Jiee IPOU3BOACTBEHHEIX TUIOIIA/I0K)

©)

(HaMMEHOBAHKE YIIOJHOMOYCHHOTO HPEJICTABHTENIS [IPOM3BOIATEILS
H& TEPPHTOPHAX FOCYIapCTB — WIEHOB EBPa3zHilCKOT0 SKOHOMHYECKOI0 COK34,
BKJIKOYAs! €10 MECTO HAXOXKJICHHS )

B TOM, 4YTO (10)

(HaUMEHOBaHHUE MEJIMITUHCKOTO H3IEIINs)
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KjTacca MOTeHIUAILHOIO PUCKA IPUMEHEHHST MeMIUHCcKoro unenus:  (11)

3apEeruCTPUPOBAHO M paspelleHo K BBITYCKY B OOpalleHue Ha TeppUTOPHM
CIIEJIyIOIIMX I'OCYJIapCTB — WIEHOB EBpazsMiCcKOro sKOHOMHYECKOTO CO3a

(12)

(HauMeHOoBaHus pe()epeHTHOTr0 TOCYIapCTBa U rOCy1apeTBa (IOCYIApCTB) IPU3HAHMS)

Mogenu (Mapku) MEIUIIMHCKOIO M3JIENHs, UX COCTaB, NMPUHAIIEKHOCTH W
IIPOU3BOACTBEHHbIE IJIOLIA/IKHA TIPUBEIEHBI B IIPHIIOKEHUH (IIPH HAHYUH) K
HACTOSIEMY PETMCTPALMOHHOMY YJIOCTOBEPEHHIO MEIUIIMHCKOIO W3/IeNus
HAa L (13)

HpHHOH(eHHe ABJHCTCA HEOTHEMJIEMOH JaCThIO HACTOMAIIETO
PErucTpaliliOHHOTO YIOCTOBECPEHHUA MEAMIUHCKOT'O U3 ACIIH .

Cpox JIeHCTBHS PETUCTPALIIOHHOTO YIOCTOBEPEHUS MEAMIIMHCKOI'O M3 IEIIHS:
beccpoyHO (14)

Jlara perucrpanui MeIULIUHCKOTO U3JISTHS: «_ » 20 T (15)

Homep m pjara mpuKasa yIOJIHOMOYEHHOIO oOpraHa pedepeHTHOro
rocyJlapcTBa O BHECEHHMH W3MEHEHMH B PEerucTpaIlioHHOE YIOCTOBEPEHHE
MEJTUIIMHCKOTO M3MIETHUs: «  » 20 1. Ne (16)

(®. M. O. pykoBomutens (YIOJIHOMOYEHHOI'O JIHIA)
YIIOJIHOMOYEHHOTO OpraHa)

M. II. (17)

(ToJtruck)

Ne (18)
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[MTPHUJIOXXEHUE K PEI UCTPAILITMOHHOMY Y JIOCTOBEPEHMIO

MEJIUITMHCKOI'O U3 JIEJINA (1)
MU-XY-Z or « » 20 r. (2)
No Haumenosanne

1. [Mopnens (Mapka) MEIUIIUHCKOTO U3JIeHs (IPH HAJTMYHH )

2: |CoeTan

3. |TIpunajyexHocTH (IIpU HATTUYUK)

3)

Ne | HaumeHnoBaHus u pakTHUecKre ajpeca MPOU3BOACTBEHHEIX IIOLAI0K
n/m

4)
(®. M. O. pykoBoauTens (yIOIHOMOYCHHOTO JIUITA) YIIOJHOMOYECHHOI'O OpraHa)
M. I1. (5)
(ImoiHch)
Jluer  (6)

Ne (7)
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11. IlpaBuiia 3aI10JIHEHHS PETUCTPALMOHHOTO YIOCTOBEPEHUS
MEAULIMHCKOTO U3/IEusI

1. PerucrpaninoHHoe yAOCTOBEPEHUE MEJUIIMHCKOTO M3EHs (Jiaiee —
PErHCTPAllMOHHOE YAOCTOBEPEHUE) 3aII0JHSETCS YIIOJIHOMOUYEHHBIM OPIaHOM
pedepeHTHOrO0 TrocyfapcTBa Ha PYCCKOM SI3bIKE € MCIOJB30BAHHEM
DJIIEKTPOHHBIX ~ II€YaTaloIMX  YCTPOMCTB M B cllydae  Halld4us
COOTBETCTBYIOLIEIO  TpeOOBaHMsI B  3aKOHOJIATENBCTBE  pe(epeHTHOro
rocyaapeTBa — Ha roCyJapCTBEHHOM $I3bIKE 3TOT'0 TOCYIapCTBa.

2. 3all0JIHEHUE PErucTPallMOHHOTO yOCTOBEPEHHUS Ha PYCCKOM SI3BIKE
U TOCYJIapCTBEHHOM $I3bIKE pe()epeHTHOr0 rocyjaperBa OCyINeCTBIsIeTCs Ha
pasHLIX CTOPOHAX PErHCTPALMOHHOIO YAOCTOBEPEHHUS.

3. Perucrpannonnoe yJOCTOBEpPEHHME OTHOCHTCI K  JIOKYMEHTaM
CTPOrOM OTUETHOCTU M Ieyaraercsi Ha OJlaHKe, KOTOPBIM M3rOTaBIMBAETCS
TUIOrpaCKUM CIOcCOOOM M HMeeT CTeNeHM 3alfUTBl B COOTBETCTBUHM C
3aKOHOJIATETECTBOM pe(epeHTHOr0 rocyIapcTBa.

ITpy HeoOXOIUMOCTH HAMMEHOBAHUE TPOU3BOJIUTENSL, €I'0  MECTO
HaxoXKJIeHus (agpec IOPUAUYECKOro JIMNA, MECTO KUTEIbCTBA (PU3HUECKOIrO
nuna, 3apEerucTPUPOBAHHOTO B KauecTBe UHUBUJIYITEHOTO
NpEeANPUHAMATENIS]) M CBEJIEHHS] O TPOAYKIMU (MOJellb, Mapka, apTHKYII
M JIp.) MOTYT OBITh YKa3aHbl C UCIOIb30BaHHEM OYKB JIATHHCKOTO aji(haBUTA.

4. VxazaHve HaMMEHOBaHWH I[POM3BOJUTEINS,  YIOJHOMOYEHHOI'O
IIPENCTABUTENSl  NPOU3BOJMTENI M I[POU3BOJICTBEHHBIX IUIOMIAJOK B

PETHCTPAITHOHHOM YIOCTOBCPCHUH OCYHIECTBIIACTCA B CJIG,[[YIOU_Iefl

[OoCIeJOBATEILHOCTH:
a) JUIsl  Pe3UJEHTOB  TOCyJapcTB  —  uleHoB  EBpasumiickoro
DKOHOMMYECKOIO COr03a (Jlajee COOTBETCTBEHHO — TOCY/apCTBa-uJIeHBI,

Cormoz):
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OpraHu3anoHHO-TIpaBoBas (hopma;

[MOJHOE HauMeHoBaHue (JUIsi IOPUMYECKUX JIMI[ YKa3bIBaeTCs B
KaBblUKax);

COKpallleHHOE HanMeHOBaHue (B CKOOKax) (IIpy HAIIMYHH);

HapMeHOBaHHE TOCyAapCTBa,

0) JuIst Hepe3uJeHTOB roCy1apCTB-UIEHOB!

10JIHOE HAUMEHOBaHHe,;

Opran{3annoHHO-1IpaBoBas popma,

COKpallleHHOe HauMeHOBaHUe (B cKOOKax) (IpH HaIM4IKK);

HAaMMEHOBAaHME TrocyJapcrBa (Ha pPYCCKOM si3bike W (MiiM) Ha
rOCY/IAPCTBEHHOM sI3bIKE Pe(hepPEeHTHOIO TOCy1apCTBa).

PeKkBU3UTEI pa3/iesIsitOTCs 3l ThIMH.

5. Vkazanme  ajpeca B PErMCTPAllMOHHOM  YJIOCTOBEPEHUU
OCYILECTBIISICTCS. B CIIEJYIOLIEH [TOCTIEOBATCIILHOCTH!

Ha3BaHME YJHUIBI (C yKazaHWeM 5JeMeHTa YIMYHO-JOPOKHOM CeTH
ropoJIcKol MH(PacTpyKTYphI), HOMEp JOoMa, HOMmep MoMellenus (mpu
HAJIMYWH ),

Ha3BaHUe HACEJEHHOI'0 IIYHKTa (¢ yKa3aHueM THIIa);

HaMMEHOBaHUE paiioHa,

Ha3BaHMe pernona (obnactu, Kpast) (¢ yKazaHueM TUIA);

ITOYTOBBIM MHIEKC;

HOMep abOHEHTCKOTO sIIKKa (IIPU HAIUYKK);

HaMeHOBaHKEe rocy1apcTBa.

JUis Hepe3WjIeHTOB TOCYAApCTB-4IEHOB —aJpec  yKasblBaeTcs
HCIIONB30BAHKMEM OYKB JIATHHCKOTO all(paBuTa.

PeKkBU3UTEI pa3/IessiFOTCs 3allsIThIMH.

6. CBefleHMs] O TIPOU3BOJUTENIC B YIOJHOMOYEHHOM IIpEe/iCTaBUTEIIe

IPOU3BOAUTECIIA, YKa3zaHHbIC B PETUCTPAITMOHHOM YAOCTOBEPECHUH,
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OKCIUTyaTallMOHHOM  JIOKYMEHTC MIM  HHCTPYKIUH [0  [PUMEHEHHUIO
MEIMIMHCKOrO M3JE/IMs, PYKOBOJCTBE IIO CEPBUCHOMY OOCITYKHBAHHUIO,
a TakKe B TEKCTe MAapKUPOBKM MEJIMITMHCKOTO H3ACNHS, JOKHBL OBITH
WJIEHTHYHBIMU M COOTBETCTBOBATh MH(OPMAIMM, YKA3aHHOM B JIOKYMEHTE
mu00  CBENEHUSX, IOATBEPIKAAIONMX PErUCTPAIAI0 I[IPOU3BOJUTENS WU
YIIOJIHOMOYEHHOI'O IIPEACTaBUTENSl B KaueCTBE HOPUAMYECKOro JHIa JIOo
WHJIMBHIYaIIbHOTO TIPEANPUHUMATETS.

7.Bce 108 PErucTpalMOHHOIO  YAOCTOBEPEHHS JIOJDKHEI  OBITH
3aII0JIHEHB! (B OpUTHMHANIE PETHCTPALMOHHOIO YJOCTOBEPEHMS HyMepalusl
IIOJIEH OTCYTCTBYET).

8. B perucrpaiimOHHOM yJ0CTOBEPEHUH YKa3bIBAIOTCSI:

a) B mosie 1 —smbnema Coro3a;

0) B moje 2 — Ha/iNKCh, BHITIOJTHEHHAs B 1 CTPOKY:

«EBPA3UMCKUI DKOHOMWYECKHI COIO3»;

B) B IIOJle 3 — IIOJIHOE HAMMEHOBAHHE YIOJHOMOYEHHOIO OpraHa
pedepeHTHOIO rocy/1apcTBa;

r) B 11ojie 4 — Ha/IUCh, BBHITIOJIHEHHAS B 1 CTPOKY:
«PETUCTPAITMOHHOE Y IOCTOBEPEHME METUTLTMHCKOI O U3 1ETTN»;

1) B IIOJIE 5 — HOMEp PEerucTPalMoOHHOTO YOCTOBEPEHHUSI M JIaTa €ro
BBIJIAYH.

Homep  permcrpalldOHHOrO  yjaocToBepeHHst  (GOpMUpYyeTCsS B
CIIEIYIOLIEM IIOPsIIKe:

MU - XY - Z

1 2 3 4 7
T

AJIEMEHT | — MeIMIIMHCKOE U3IeIIHE;
DJIEMEHT 2 — 2-3Ha4yHbIi OyKBEHHBIN KOJI pe)epeHTHOTO TOCy1apcTBa B

COOTBETCTBHH C MEXyHApoaHbIM cTanmapToM [SO 3166-1;
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dJIEMEHT 3 — 2-3HayHbli OyKBEHHBIH KOJi IOCYJApCTB TPU3HAHHMS B
COOTBETCTBUU C MEXJIyHapoaHbIM crangaproM SO 3166-1 (ykaswiBarorcs
KOJ[bI TOCYapCTB NPHU3HAHKS, MTOJTBEPAUBLIMX COITIACOBAHUE DKCIEPTHOIO
3aKJIFOUCHMSI );

SleMeHT 4 — O-3HauHBIA TOPSAKOBBIM HOMEp pPEerucTparmoHHOro
YAOCTOBEPEHHUS], IPUCBOECHHBIA YIIOJIHOMOYCHHBIM OPTaHOM pedepeHTHOro
rocyaapcTBa  (MPUCBAaMBAETCS  aBTOMATUUECKM W3  ©IMHOIO  peecTpa
MEJIMIMHCKUX M3JIEJIMHA, 3aperdCTpUPOBAHHBIX B pamkax Coroza, Mopsimok
dopmupoBanus M Bepenus koroporo yreepxkaen Pemenmem Copera
EBpasuiickoli  5KOHOMHYeCKOW komuccuu or 12 cdeBpans 2016 .
Ne 30, u coxpassieTcss HEU3MEHHBIM IPU 00paIleHHH MEIUIIMHCKOTO U3/eIHS
B pamkax Coroza);

€)B moje 6 — HOMep M Jara IpUKa3a YIOJHOMOYEHHOIO OpraHa
pedepeHTHOro rocy1apeTBa 0 PEerUCTPANNN MEIUIIUHCKOIO M31EIIHS;

’K) B 10jie 7 — IOJIHOE HAaMMEHOBAHHEe M MECTO HaXOXJIeHWs (ajpec
IOPUJIMYECKOr0 JIMIA) — MUl IOPUAMYECKOro JIMNa MM (DaMuIds, UMS,
OTYEeCTBO (TIpM HAIWYHUM), MECTO JKUTEJNbCTBA — I (PU3MYECKOIrO JIHIIA,
3aperucTPUPOBAHHOIO B KAYECTBE MHMBU/TYATBHOTO TIPS PHHEMATEIIS;

3) B moile 8 —~ HauMEHOBaHMs ©  (paKTHUECKHe  ajpeca
IIPOU3BO/CTBEHHBIX IJIONIAN0K, BBITOIHSIOUINX BECh MPOIECC TIPOU3BOIACTBA
MEJUIMHCKOTO U3/IEMs MM €T0 oIpelielieHHble ctaann. [lpu Hamumuuum 1Byx
1 OoJlee IIPOU3BOICTBEHHBIX TUIOIA0K JIOIYCKAETCs YKa3hIBaTh CBEIECHUS O
HUX B IPUJIOKEHUH K PETUCTPAlMOHHOMY YAOCTOBEPEHHIO;

M)B moie 9 — [oiHOe HAMMEHOBAHHE  VIIOJIHOMOYEHHOTO
IPEACTaBUTENS IIPOU3BOJAUTENSA HA TEPPUTOPUSIX TOCYHAPCTB-UJIEHOB, €ro
MECTO HaXOXKIEHHs (a1pec IOPUINYECKOT0 JIUIA) — JUIs IOPUMUECKOTo JIHLA
wid (pamMuius, UMs, OTYECTBO (NPU HAIMYHMM), MECTO XKHUTENLCTBA — JUIS

q)I/IBHHCCKOFO JIUIa, 3apCTHUCTPUPOBAHHOIO B KaY€CTBE HHIWBHIYAJIBHOTO
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npeanpuHuMaress. IIpu  OTCYTCTBHH  YIOJHOMOYEHHOI'O TIPEJICTABUTENS
MIPOM3BOJIUTENSl HA TEPPUTOPUM TrocyjapcTBa-wieHa (B ciydae, €Clid
MIPOU3BOJIUTEND SIBJISICTCS  PE3UJICHTOM T'OCYAapCTB-YIEHOB) B YKa3aHHOM
TI0JIe CTABUTCS TIPOYEPK;

K)B none 10 — 10JHOE HaMMEHOBAHWE MEJMIMHCKOTO W3JICIIHS,
BKJIFOYAsl TOBApPHBIM 3HAK W WHBIE CPEJICTBA WHIMBUAyaIM3aluu  (IIpu
HAJIMYHM), KOTOPOE JIOJKHO COOTBETCTBOBATh HAMMEHOBAHUIO, YKA3aHHOMY
B OKCIIEPTHOM 3aKITIOUEHHH;

nm)B mnoime 11 — Kiacc MNOTEHIMAIBLHOIO pUCKA TTPUMEHEHHUS
MEIUIUHCKOTO H3eNus, MOJATBEPKACHHBIH NpH TPOBEACHUH ASKCIEPTHU3bI
MEIUITTHCKOTO U3/

M)B 1miosie 12 — HauMeHOBaHUS pPEePEPEeHTHOTO ToCylapcTBa |
rocyapcTsa (rocyapcTB) Mpu3HaHus (YKa3bIBAIOTCS Yepes3 3alsiTyio);

H) B ojie 13 — KOJIMYEeCTBO JIUCTOB MPMIIOKEHHS K PETUCTPAIIMOHHOMY
yJIOCTOBEPEHHUIO (3AMOJIHSISTCS P HATMYUN TPUITOKCHHUS );

o)B mone 14 — ykaspBatoTcss  cimoBa  «Cpok  jeHcTBMs
PErUCTPAIMOHHOTO YAOCTOBEPEHMS METUITMHCKOTO U3/IEIHsI: OECCPOUHOY;

) B moje 15 — ;mara perucTpalliil MeIWIMHCKOTO H3ZeNUsl, KOTopast
YKa3bIBaCTCS CIIOBECHO-IU(PPOBLEIM CIIOCOOOM: YHCIO — JABYMsI apabCKHMH
mudpamMu (B KaBBIYKAX), MECSI] — CJIOBOM, TOJI — YETHIPbMSI apabCKUMuU
1 pamu (¢ yKazaHueM COKPAIeHHOTo 0003HAUEHUS TOJIa «T.»);

p)B moie 16 — Jgara TIOCHIEIHErO BHECEHWS W3MEHEHHH B
perucTpaloHHOe  yJIOCTOBEpPEHMe, KOTOpasi YKa3blBaeTCs  CIOBECHO-
IA(QPOBBIM CITOCOOOM: YHUCIIO — JABYMs apaObCKuMH IMdpaMu (B KaBBEIYKaX),
Mecsil] — CJIOBOM, TOJl — 4YeTBIpbMsI apabckuMu mudpamu (¢ ykazaHHEM
COKpallleHHOro 00O03HAdYeHUs! Trofa «r.»). JlanHoe mosie 3aroyiHsgeTcs Mpu

BHECEHHMH H3MEHEHUH B PEIUCTPpallMOHHOE [JOChE C BbIJIa4€ld HOBOI'O
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PETUCTPALIMOHHOTO YJOCTOBEPEHUSI C IIPENKHUM HOMEPOM H YKa3aHHeM
HOMEepa COOTBETCTRYIOIIET0 IIPHKA3a O BHCCCHUH U3MCHEHHIA;

c) B nosie 17 — HO/DKHOCTB, MOANUCH, (haMUIIUS, UM, OTYECTBO (IIpH
HAJIMYMH) PYKOBOJUTENS (YIOJHOMOYEHHOTO JIKIA) YITOJHOMOUYEHHOIO
opraHa, BBIJABINEr0 PETHUCTPAMOHHOE YJOCTOBEPEHHE, 3aBepEeHHLIE
[IeYaThI0 3TOTO YIOJIHOMOYEHHOIro opraHa (1pu Hajmuuu). Mcemonb3oBanue
(axcummiie BMECTO IOJIIIUCH HE JOIYCKAETCS;

T) B noie 18 — rtunorpadekuil Homep, cepHsi M MOPSIKOBBIA HOMED
OnaHKa perucTpallMOHHOIO YAOCTOBEPEHHS, IPOCTABISEMBIH IIPH  €ro
U3TOTOBJICHUH.

9.1lpy Hamuuuu CBeAEHUH O MoAessiX (Mapkax) MeIHIUHCKOrO
U3JeNns, WX COCTaBe M TNPUHANIEKHOCTIX WIM JIBYX M Oonee
IIPOU3BOJICTBEHHBIX TUIOTIAOK 3aIOJTHSETCS TIPUIIOIKEHHUE K
pPEruCTPallMOHHOMY  YJOCTOBEPEHHIO, KOTOPOE SBJISICTCS HEOTHEMIIEMOMN
YaCTBIO PETUCTPAIMOHHOIO yIOCTOBepeHUs. Kaiplid JHCT NPHITOKEHHs
HOJDKEH OBIThb IPOHyMEpOBaH. B TPHIOKEHHHM K PEeruCTPAlMOHHOMY
YJIOCTOBEPEHUIO YKA3BIBAKOTCS:

a) B nojie 1 — HaJAnuCh, BBITIOJIHEHHAS B 2 CTPOKH:

«TPUJIOKEHUE K PETUCTPALIMOHHOMY VJIOCTOBEPEHUIO
MEJIMLIMHCKOTO W3R STy;

©) B moJie 2 — HOMEp PerucTpaliOHHOTO YI0CTOBEPEHHUS;

B) B 10Jie 3 — MoZeau (MapKu) MEJUIMHCKOTO M3JIEIHS, UX COCTaB U
MPUHAJICKHOCTH (NIPU HAJIUYKHN);

r)B mone 4 — HauMeHOBaHHMA W  (aKTHYECKHe  ajapeca
IIPOU3BOACTBEHHBIX IUIOIIANOK, BEIIOJIHSIOMINX BECh MPOIECC MTPOU3BOACTBA
MEJULUHCKOTIO U3J1eIust UJn ero onpeJielieHHbIe CTaINH
(mpu  HeoOXOAMMOCTH  yKa3aHHsI CBEIeHMM O JBYX H  Oouee

IMPpOHU3BOJCTBCHHEIX IUIOH.I&,HKB.X);
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1) B HOJE 5 — JIOJDKHOCTD, ITOJINCH, (QaMUIIUS, UMs, OTYECTBO (IpH
HAIMYMK) PYyKOBOJIUTENs (YIMOJHOMOYEHHOTO JIHIld) YIIOJIHOMOYEHHOI'O
OpraHa, BBIJABIIEIO0  PEIMCTPALMOHHOE  YJOCTOBEPEHHUE, 3aBEpPEHHEIE
IeYaTbio  YIIOJHOMOYEHHOro opraHa (mpu Halvuuu). Mcenonab3oBanue
(paxcummIIe BMECTO TIOJIITUCH HE J0IyCKaeTCs;

€) B IoJie 6 — yKasbIBaeTCsi HOMep JINCTA TTPUTOKEHHMSL,

K) B none 7 — Tunorpadckuii HOMep, IIPOCTABISEMBIA IpH
U3IOTOBJIEHUM OJlaHKA [IPUITOKESHHSI.

10. TIpy 3anojiHeHWM PETrHCTPALUMOHHOIO YIOCTOBEpeHUs U (WIIH)
OPHIIOKEHHS K HEMY yKa3aHWe CBEJIEHUH, He [PeayCMOTPEHHBIX
nacrosmumu  IlpaBuiiaMu, a Takke WCIOJIB30BAaHME COKpPAINEHUH CIIOB
(kpome OOILIENPUHATBIX) U UCIIPABIIEHUE TEKCTA HE JIOIYCKAKOTCSI.

11.B ciny4ae yTpaThl WM IOPYH PErUCTPALUOHHOTO YAOCTOBEPEHHS
YIIOJITHOMOYEHHBIH OpraH pe(epeHTHOro rocyAapcTBa BBIAAET AyOiMKaT
3TOr0 PETUCTPAIMOHHOTO yhocroBepeHus. [Ipu sToM B mpaBoM BepxHeM
YUy — PErHCTPAlMOHHOIO  YJOCTOBEPEHHS!  IIPOCTABIISIFOTCS  TTOMETKMH:

«yOmakar BbIIAaH — «_ » 20 r» u  «Opurunan

PErUCTPAlIMOHHOIO  yJOCTOBEPEHHUA MCAULMHCKOIO HW3JCIHUSI IIPH3HACTCS

HEJIEHCTBYOIIAM.
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HPUJIOXEHME Ne 2

k [IpaBuiiaM perucTpaiuu U SKCIePTU3HI
Oe3omacHOCTH, KauecTBa M 3(P(HEKTUBHOCTH
MEIUITUHCKIX U3/1eJIUi

OPOPMA

3asiBJICHHUSA 0 IIPOBEACHHH IKCIICPTHU3IBI MEAUITMHCKOT0 M3JC/IHA

B ynonHomMoueHHbIH opran
(PKCIEePTHYIO OPraHU3aIHIO)

rocyaapcTBa — 4jieHa

EBp&BHﬁCKOI‘O IKOHOMHYECCKOI'0 COH3a

(HauMeHoBaHue pedepeHTHOI0 ToCyaapcTBa)

(mauMeHOBaHHE rocyIapcTBa (Trocy1apcTr)

[IPU3HAHHASA)

3AABJIEHHUE

O MPOBEACHHUH SKCIICPTHU3bI MCAUTTHUHCKOTO U3ACIINA

(IMoTHOE ¥ COKpAaIeHHOE (1IPH HAJIMYKMHK ), B TOM 4Hciie (UPMEHHOE, HAMMEHOBAHUS JIMIIA,
OT KMCHH KOTOPOTO IIPOU3BOIUTCS PETHCTPAIUs (ITPOU3BOIUTEND (YIIOJHOMOYCHHBIHA
[pecTaBuTellb IIPOU3BOJIUTENS), OpraHU3allMOHHO-IIpaBoBast (popmMa IOPHANIECKOr0 JIHIA)

HaCTOMAIIKUM ITPOCUT MPOU3BECTH SKCIIEPTU3Y MEIUITHUHCKOI'O H3CIIHUA:

1. |Haumenopanme MEIHIIMHCKOTO H3EIHS

2. |Hazmauenue MeIUIMHCKOTO M3JIeITHSs

3. | MemumuHCcKOe U3eIue JUIS TUATHOCTHKY i1 VIlro?

U Her

4. | O6nacts IpUMEHEHHS MEIUITUHCKOTO H3ENIHs (B COOTBETCTBUN
¢ xiaccuduraTopom odIacTe MEJIMIUMHCKOTO TPUMEHEHHS
MEIUITHHCKHUX M3JIeui, yTeepxkieHHbIM Permenunem Koneruun

EBpasuiickoil sxonoMudeckoi komuccnu ot 16 anpens 2019 r.
Ne 62)




TF

Kirace noreHIMaibHOrO pucKa IIPHMEHEHHS ME/THITMHCKOTO
H3J1eIIMst

Crenyer nu IpoBOAUTH HHCIICK THPOBAHHE IIPOU3BOJICTBA
(yKa3bIBaeTes B Cllydae, €CliH PErHCTPHPYEMOE MEIUITMHCKOE
U3JICIIHE ABISETCS MEJUIIMHCKAM H3ICITHEM Kiiacca
IOTEHIMATIEHOIO PUCKA IPUMEHEHUS | HITH HeCTePUIIbHBIM
MEHIMHCKUM H3JIEIIMEM Kilacca MTOTEHI[HATBHOTO PHCKA
IPUMEHEHHs 2a H IEPBUYHOE HHCIIEKTHPOBAHUE [IPOU3BOJCTRA
pazee He OBLIO IPOBEJICHO)?

}
0

Ja
Het

Koz Bujia MeMIIMHCKOrO H3/1eNust (COTTTacCHO HOMEHKIIaType
MEJIMIIMHCKUX U3/1e1uit EBpazuiickoro aKOHOMHYECKOTO C0I03a,
IpaBuiIa BeACHUS KOTOpoit yreepiiens! Pemennem Komeruu

EBpa3zuiickoil sxonoMuueckoi koMuccnu ot 29 nexabps 2015 .

Ne 177)

B cocrase MeIMITMHCKOTO H3EIHS HMECTCSI JICKAPCTBEHHOE
cpeJsicTBo?

Mopens (Mapka) MEMITMHCKOTO H3JIEINS, €€ COCTAB M IPHHAIICKHOCTH

No Hammenopanue ITpousBouTeNbH

1. |Mogens (mMapka)
MEJUIIMHCKOTO H3JIEITHST
(Ipy HaNMUKMK)

2. |Cocras (11py HATAYHH)

3. | llpunajnexxsoctu
(IpM HAJTHYIHH )

10.

Cpoxk xpanenus (rapauTHHHEIH cpoK)
OKCILTyaTaIiH

11.

YcnoBust XpaneHust

12.

Perucrpanus B cTpase-IpOH3BOHTEIIC U IPYTUX CTPaHax

Ne HaumeHOBaHHE CTPAHEI Ne perucrparmonsoro | Jlata Beijjaun

YJIOCTOBEPEHHUS
MEIMIAHCKOTO HU3/IEIHsT
(IpH HATTHYHK)

Cpox
nefcTBusd

13.

HpOHSBOﬂCTBO Y IONHOCTBIO HA JIAHHOM IIPOH3BO/ICTBE

HaCTHUYHO Ha JaHHOM IIPOHU3BOACTBE
Y nomHOCTBIO Ha JPYromMm IIpou3BOLCTBE
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14. | CBeaeHUS 0 IPOH3BOIATETIE
OpraHu3alIOHHO- HOMEp, MECTO daxkTu-| HOMEpa DM O.um
npasosas Gopma, Jlata | HaXOXKJEHHUsl | yeckuii | TenedoHa H | JTOMKHOCTH
1I0JIHOE HAUMEHOBAHUE | perucrpa- (ampec azapec (axca, PYKOBO/TH-
U COKpaIeHHOE 1145051 1opHIye- ajpec TEJs,
HAaUMEHOBaHHE (IIPH CKOTO JIHIIA, onekrpon- | @ .M. O.u
HaJIMYKK), CTPaHa, ajpec Mecrta HOM 1OYTHI | JIOIDKHOCTD
(d. U. O. AKHUTEIBCTBA (mpu KOHTaKTHOT'O
WHJTHBH/TyaIIEHOTO WH/IMBH- HATHYHH) Ia
IpeAIPUHUMATENS ) IyalbLHOTo
[IpeIPHHHE-
Mareis)
15. | CenieHust 0 IPOU3BOICTBEHHOMN IUIOIMAKE (IIPOU3BOICTBEHHEIX ILIOIIA/IKAX )
Ne| opramuzannoHHO- | HOMEp, HaTa u | (aKTHYeCKHH HOMEpA O .M.0.u
npaBoBast popMa, | CpPoOK JAEHCTBHUS azpec TeneoHa U | JIOIDKHOCTH
MIONTHOE pa3penuTerh- daxca, ajpec | pyKoBOIH-
HAaUMEHOBaHUE U HOTO 3JIEKTPOHHOM Tens,
COKpAIeHHOe JIOKYMEHTA noutsl (ipu | @. U. O. u
HauMEHORAaHME (TIPH (mpu HAJIMYHH ) JIOJDKHOCTH
HaJ4un), HAJIMIHH ) KOHTaKTHOTO
(d. K. O. TmIa
WHTHBHTYTBHOTO
IPEIIPUHUMATES )
L
16. | Cenenust 00 yroJHOMOYEHHOM IIPEICTABUTEIIE IIPOU3BOIUTEIS (TIPH HAJIMYMH )
OpraHH3alMOHHO- HOMED, MECTO bakTi- | HOMeEpa O.1.0.u
npaBoas Gopma, Jara | HaXOXKJIeHMs | yeckui | TenedoHa | HOIDKHOCTH
MIOJIHOE HAMMEHOBAHHE M | perucTpa- (ampec anpec | udaxca, | PyKOBOJH-
COKpaIleHHoe 1IN IOpHTHYEe- ajipec TEJ,
HauMeHOBaHHue (IIPH CKOro JIMIA, 371eKTpoH- | @. U. O. u
HaJIMYHMHK), CTPaHa, azipec MecTa HOM HOYTEI | JOJKHOCTh
(@. H. 0. JKHTENBCTBA (pum KOHTAKTHOTO
MHMBUYaJIEHOTO WHIUBH- HATAIUH ) M
TIpeANPHHIMATEIIS ) JYaJLHOTO
TIpeITPHHH-
MAaTEsT)
17. | CBemenus o DOKyMeHTE, IIOATBEPAKIAIOIIEM OIIIaTy IIPOBEICHHUS IIPOLE/LYP IKCIEPTHIBI
METUITTHCKOTO H3JIETIHS
18.

Criocob mostydeHust yBeJJOMIIEHHH (peIeHnii) 0T yIIOJHOMOYEHHOTO Oprada (9KCIepTHOH
Opranu3alyu) peepeHTHOro TocyJapcTBa:




it

[ nmumo 1o pocIuch
(] 3aKxa3sHBIM IOYTOBLIM OTIIPABICHHEM C YBEIOMIICHHEM O BPYYCHHH

[ B onekTponHoii Gopme 110 TeNeKOMMYHUKAIHOHHBIM KaHaiaMm CBsi3U (TIPH BBIGOpE
JlaHHOTrO criocofa HeoOX0ANMO yKa3arh ajpec (ajpeca) 2JIeKTPOHHOMN 10YTEL,
Ha KOTOPBIH clle/lyeT HallpaBUTh yBEIOMIICHHS)

LI B QopMe 3JIEKTPOHHOIO JTOKYMEHTA, IOIMHUCAHHOTO JIEKTPOHHOI MOJIIHCHIO

lapanTupyr0  JOCTOBEPHOCTL M HMJEGHTHYHOCTH  HHGOpMAIMH,  cojepkamieiicss B
PETUCTPAIIMOHHOM JIOChE M 3asiBICHUH

l{a’ra Irmojxayy 3asBJIICHH A

@. M. O. 1 I0JDKHOCTh PYKOBOIHTEIIS IIPOH3BOIUTEINSI
(YIOTHOMOYEHHOTO TIPE/ICTABUTEIISI IIPOU3BOHTEIS)

[ojnmes, neyars NPOU3BOUTENS (YIIOTHOMOYEHHOT'O
IIPEICTABUTENSI TIPOU3BOIUTEIS)
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HPUITOXEHUE Ne 3

K IIpaBunam perucTpanny u KCIepTHILI
Oe3onacHocTH, KauecTBa U A HEKTHBHOCTH
MEJIUIIMHCKUX U31eITUH

POPMA
3asiBJICHHS O NIPOBEACHHH PErHCTPANUN MeIUIUHCKOT0 U3/e/THSsI

B ynomHoMoueHHBIH opran
rocyJlapcrsa — yjeHa
EBpaszulickoro 5KOHOMUYECKOTO COI03a

(HauMeHOBaHHE Pe(PepeHTHOTO IOCyIapCTBRA)

(HamMeHOBaHHE TocyapeTBa (rocy1apcTn)
HPU3HAHUS)

3ASBJIEHUE
0 IIPOBEJEHUHN PETUCTPALMH MEIULIMHCKOTO U3/IEITHS

(moyHOE M cOKpaleHHoE (IIPK HAMYHH), B TOM YHclie (PUPMEHHOe, HanMEHOBAHHUS JIUIIA,
OT UMEHH KOTOPOI'0 IIPOU3BOAUTCA perucTparus (TIPOU3BOIHTENS (YIIOITHOMOYEHHBIHA
TIPEICTABUTEND IIPOM3BOJUTELA), OPraHH3aIMOHHO-IIPaBOBast hopMa IOPHIUUECKOTO JIUIA)

HACTOALLIKUM HPOCUT NPOU3SBECTH PETHCTPALHIO MCIUIIMHCKOTO U3ICIIUS

1. |HaumenoBanue MEJIHUIIMHCKOIO W3EJIHAS

2. |Hazpayenue MeJMIMHCKOTO U3ACIIHS

3. |Menunuuckoe u3jenue JUIsl JIMarHOCTHKH i1 Vitro? 0 Ja

[  Her

4. | O6nacTb IPUMEHEHHS MEIUITMHCKOIO H3JIE/Us (B COOTBETCTBHH C
KJIacCH(pHKaTOpOM 00IacTel MeIUITHHCKOTO TPUMEHEHHS MeTHITHHCKHX
u3jienui, yreep:xkaeHueM Pemenuem Konneruun Eppaszuiickoii
SKOHOMHYECKOH Komuccuu ot 16 anperns 2019 r. No 62)

5. |Kacc moTeHIaIbEHOro PHCKa IIPUMEHCHHA MCIHITHHCKOI0O H3EIIH I




31

6. |Ciemyer 1 IPOBOAUTE HHCIEKTHPOBAHKE TIPOM3BOACTBA (YKa3LIBACTCS B O Ha
cllydae, eClIM PErucTPUpPyEeMoe MeIMITUHCKOE H3IETHE ABIIAETCS
MEJIMIMHCKHM H3/IEIIHEM Klacca MIOTEHITHAILHOT0 PUCKA TPUMEHEHHsI | MiTH 0 Her
HECTEPHIILHBIM MEAUIMHCKUAM H3JIEJIHEM KJlacca MOTEHIIHAIBHOTO pHCKa
IPUMEHCHHS 2a U IEPBUYHOE HHCIIEKTHPOBAHUE TIPOU3BOJICTBA paHee He
ObLTO TIpOBEIEHO)?
7. |Kox Buga MeqUIMHCKOTO M3/IeUsi (COIIACHO HOMEHKIIATYPE MEIHUIMHCKHUX
uszjienuit EBpasuiicKoro 5KOHOMMYECKOI0 COI03a, IIPABHIIA BeJIeHHS] KOTOPOH
yrepaiensl Pemenuem Komnernu Espazuiickoit sxoHOMUYECKOH
xomucenu ot 29 nexabps 2015 r. Ne 177)
8. |B cocraBe MeTHMIMHCKOIO M3JIEIHsT HMEETCsI JIEKAPCTBEHHOE CPEICTBO? U Ja
[l Her
9. |Mogens (Mapka) MEJIMIIMHCKOTO H3/IENHAS, €6 COCTAR M IIPHHA LI KHOCTH
No HaumenoBanue [IpouzBoguTes Ctpana
1. | Monens (Mapka)
MEIUITMHCKOTO U3ICITHS
(mpu namuum)
2. | Cocras (11py HAJTMYHAH)
3. |lIpunamiexxuocTi
(pH HAJIMYHH )
10. | CBepnenus 0 mpOU3BOIUTETE
OpraHu3aIuoHHO- HOMEp, 1ata MECTO (daxTi- HOMEpA O.1.0.u
1pagoBas Gopma, pPETHCTpa- | HAXOXKJIEHUs | YecKui | TenedoHa U | IOJIKHOCTE
II0JIHOE HAUMEHOBAHHE H AR (ampec anpec | (axca, ajipec | pyKOBOIH-
COKpallleHHoe IOpHIHYe- JIEKTPOHHOM Tes,
HauMeHOBaHMe (Ipu CKOT'0 JINIA, noutsl (mpu | ©. M. O. u
HAJIMYUH), CTpaHa, azpec Mecra HaIU4YUK) | JOJDKHOCTE
(d. 1. O. JKUTEIBCTBA KOHTaKT-
WHJTHBH]TyaIIBHOTO WH]TUBU- HOTO JTHIA
IpeInpHHUMATEIS) JTyaITBHOT'O
HPENPHHA-
MareJs)
11. |Cpenenus 0 IPOM3BOJCTBEHHON ILIONAKE (IPOM3BOICTBEHHBIX IIOMIANIKAX )
Ne | oprammsanmonno- | Homep, qara | Qaxruueckuit | momep Tenehonan | ©. M. O. u
npasosas Gpopma, U CPOK ampec (axca, ajipec JOJKHOCTE
IIOJIHOE nelcTBus 3JIEKTPOHHON IOYTEl | PYKOBO M-
HAaHMEHOBAaHHE U pasperu- (TIpu HATHYUH) Tens,
COKpaleHHOe TEEHOI'0 D .UM O.u
HauMeHOBaHue (IIPH | JOKYMEHTa JIOJDKHOCTH
HAITMYUN ), (Tipu KOHTaKT-
(®. M. O. HATHIHUN ) HOTO JIIa
MHIUBUIYATHHOTO
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IIpeANPUHAMATEIIS )
1.

12. | Cenenus 00 ynoJgHOMOUEHHOM MIPEACTABUTENE IIPOU3BOIUTENS (TPH HAITHYHH )
OpraHu3arMoHHO- HOMED, Jlara MECTO thakru- HOMEpa ©.U1N.0.u
npaBoBast popma, pPErHCTpa- | HaxXOXKAEHUS | yeckwi | TenedoHa B | JOIDKHOCTE

IIOJIHOE HAUMEHOBAHHE U [IH (ampec ajpec | daxca, agpec | pyKoBOIu-
COKpalieHHoe opuIugec- SIIEKTPOHHOM TEJ,
HauMeHOBaHue (Ipu KOr0 JIMIa, noursl (mpu | @. M. O. u
HAJIMYMNM), CTPaHa, ajzipec MecTa HAJMYUK) | JIOJDKHOCTh
(®. K. O. KUTEIHCTRA KOHTAKT-
HHMBHIYAIBHOTO WHIMBHTY- HOTO ITHIAa
1IPEIIPUHUMATEIIS ) aJILHOTO
HIPEeIIPUHH-
MaTens)
13. | CreneHust 0 MOKyMEHTE, IIOATBEPKAAIONIEM OILIATY IPOBEIEHHS IIPOTIEAYDP PErHCTPAHK
MEUITUHCKOTO H3/ICIHUS
14. | Cnocob momy4yenus yseoMIeHHH (pelneHnit) 0T yIIoJIHOMOYEHHOTO OpraHa (IKCIepTHOH
OpraHu3anum) pedGepeHTHOro rocyIapcTna:
U JIMYHO TIOJT POCITUCE
U 3aKa3HBIM I10YTOBBIM OTIIPABICHUEM C YBEJIOMIICHHEM O BPYUYEHHH
U B 9JIEKTPOHHOMH (popMe 0 TeTeKOMMYHHKAIIMOHHBIM KaHAJIAM CBsI3H (TIpH BEIGOpE
JaHHOTo crocoba HeoOX0IUMO yKasaTh ajpec (ajpeca) 3JeKTPOHHON IOYTHL,
Ha KOTOPBIH Clie/lyeT HAllPaBUTh YBEIOMIICHHS)
U B (JopMe 3IEKTPOHHOIO TOKYMEHTa, ITIOAMMUCAHHOTO JIEKTPOHHOMR 10 ITHCHIO
15. |Crocob nmomydeHus: perucTpallioOHHOTO Y/IOCTOBEPEHHS MEIHITHHCKOTO H31CTIHs
U IPUIOKEHHUS K HEMY:
u Ha OyMaXHOM HOCHTENE JIHIHO
u Ha OyMa)XHOM HOCHTEJIE C OTIIPABKOH 3aKa3HBIM ITOYTOBEIM OTIIPABIEHHEM
C YBEJIOMJICHHEM O BPYYEHHH

I"apanTupyro IOCTOBEPHOCTE U WJIEHTUYHOCTE HHMDOPMAIIHH, COIEpIKaIeHCst
B PEIHCTPAIMOHHOM JIOCHE U 3asBICHUH

,HaTa IIOJa4H 3asIBJICHUSA

@. M. O. 1 J0JIDKHOCTE PYKOBOJIMTES IIPOHU3BOIUTENS
(YIIOTHOMOYEHHOI'O IIPE/ICTABHTENS TIPOU3BOTUTEIS )

IMToanuce, nevats TPOU3BOAUTEIS (YIIOTHOMOYEHHOTO
IIPEICTABUTEIIS IIPOU3BOJIATEILS)
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[TPAJIOXXEHME Ne 5

K IIpaBuiiam pervcrpaiuu u 3KCIePTH3LI
Oe3omacHocTH, KadecTBa 1 A HEKTHBHOCTH
MEIMIIMHCKUX U3

SKCIHHEPTHOE 3AKJIOUYEHMUE
00 oneHKe 0€30IACHOCTH, KAYEeCTBA
U 3P PexrTUBHOCTH MeJJUIHHCKOI0 H31e i

(HaHMEHOBAHKE yIOIHOMOYEHHOI0 OpraHa (3KCIePTHOMH OpraHu3arium)
pedepeHTHOro rocyIapcTBa)

YTBEPXIAIO

(®. M. O. pyxoBoanTeE IS YIIOJIHOMOYEHHOTO Opraa
(9KCIIepTHOH OpraHu3aIMu), NOITHCE, ICYATh)

« » 20

SKCIIEPTHOE 3AKJIIOYEHUE
00 oneHke O6e30macHoCTH, kayecTBa 1 3(hHEKTHBHOCTH
MEUIIMHCKOTO W3/IeIIHsI

%

OT « » 20 1.

1. Ob1me cBeleHH 0 MEIUITMHCKOM W3 EITHN

a) HOMep M Jara PerucTpaluu 3asBIEHU O TPOBEJIECHUH KCIEPTH3EI
MENULHHCKOIO HU3AENIMsT W O TPOBEJACHWM PErUCTpallid MEJUITMHCKOTO
U3JICIINS;

0) HaMMeHOBaHUEe METHITHHCKOTO M3CIIHSI;

B) IIPOM3BOIUTENE MEAUIIMHCKOTO U3JIeITUsI, CTPaHa;

I') IPOU3BO/ICTBEHHAS ITOMAAKA (TUIONIAJIKK ), CTpaHa,;
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) yHOJIHOMOYEHHBIA IPEICTaBUTEIb IIPOU3BOANTENS (TIPU HATMYUH);

¢) obnacTh NpUMeHEeHNs U Ha3HAYEeHHE,

K) BUJI MEIMIMHCKOIO M3JIeNMs B COOTBETCTBHM € HOMEHKIATYpOil
MEIMIMHCKNX H3JIe/ni  EBpasuiickoro SKOHOMHMYECKOTO COM3a, MpaBmiia
BelICHUsT  KOTOpoi  yTBepkiaenbl Pemenuem Komterun Espasuiickoit
HKOHOMHMYECKOH KoMuccuu ot 29 nexabdbpst 2015 r. Ne 177;

3) KJIacC MOTEHIMAILHOTO PUCKA IPUMEHEHHUSI MEIUIUHCKOTO H3/ICIHSE

M) COCTaB MEIMIMHCKOTO M3zeims (Mojienu (Mapku) MeTHIMHCKOTrO
u3fenus (I[P HaJIMYKMHI)) U IPUHANJICIKHOCTeH K HeMy (IpM HAJTMYHUHN ),

K) OCHOBHBIE TEXHHYECKHE XapaKTEPUCTHKM MEIULIUHCKOTO H3JE/Ius
(Mozienn (MapKH, TUIIA) MEJIUITMHCKOTO H3iesust (TIpH HaIU4YKK)).

2. PesynbTaThl 9KCIIEPTH3EI 0€3011aCHOCTH, KauecTBa U 3()(PeKTUBHOCTH
METUIUHCKOTO U3J1eus (110 TPUMEHUMOCTH):

a) OlleHKa IPaBUIBHOCTH OTHECEHUS M3JENUS K MEIHIMHCKUAM
W3JIEIIHSIM;

0) oleHKa  COOTBETCTBMSI ~ YKa3aHHOTO  3asBUTE]IEM  Kiacca
MOTEHIUAIBHOr0  pHUCKAa  NPUMEHEHHWS  MEIUIMHCKOIO  M3Jeusl B
cooTBercTBUM ¢ IlpaBunamm KiaccUpUKAIMKE MEIUIMHCKUX W3ACIUNA B
3aBUCUMOCTH OT TOTEHIHAJILHOIO pPUCKA IIPUMEHCHHUS, YTBEPIKICHHBIMU
Pemennem  Kommeruu — EBpasuiickoif  5KOHOMHYECKOH  KOMMCCHH
ot 22 nexadps 2015 . Ne 173;

B) OIIEHKA TPABUILHOCTH OTHECEHHSI MEJULIMHCKOT0 U3zenus (Moemei
(Mapok) MEeIMIIMHCKOTO M3JeIIHsl) K ONpPEIeSeHHOMY BHIY MEIUITHHCKHX
U3JIEJIMA B COOTBETCTBMM C HOMEHKJIATYPOH MENUIMHCKUX W3IEITHIA
EBpasuiickoro 5KOHOMMUYECKOI'O COI03a, IpaBHIA BEJEHHS KOTOPOH
yreepxkaennl Pemennem Konnerun EBpazuiickoii 5KoHOMHUECKOM KOMHCCHH

or 29 nexadps 2015 r. Ne 177,
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I) OLIEHKa COOTBETCTBUSI MOjelel (MapoK) MEIUIMHCKOTO W3JeNus
(Tpy HaNWuYMM), BKIIOYAEMBIX B OJHO PETHCTPAIIMOHHOE YIOCTOBEPEHHE,
KPUTEPHUSIM, YCTaHOBICHHLIM IyHKTOM 19 IlpaBuii perucrpanuu u
SKCIepPTH3hl 0e30acHOCTH, KadecTBA ¥ S(P(MEKTUBHOCTH METHIMHCKUX
uzjienui, yreepxkaeHnbx Pemenuem CoBera EBpasuiickoit 9KOHOMHUECKOMH
komuccun ot 12 despaist 2016 1. Ne 46;

1) aHajli3 M OLEHKa JIOKA3aTeNbHBIX JOKYMEHTOB (MarepHasos),
IIOATBEPXKIAIOIAX  COOTBETCTBHME  MeNUUMHCKOro  u3zenus  OOmwmm
TpeboBaHusIM 0e30MacHOCTH W OP(PEKTUBHOCTH MEIMIMHCKUX M3/ i,
TPeOOBaHUAM K HMX MApKUPOBKE M SKCIUTyaTAllMOHHON JIOKYMEHTALMU Ha
HuX, yrBepxuennbiM Pemennem Cosera EBpaszmiickoit 3KOHOMHYECKON
Komuccuu o1 12 gespans 2016 . Ne 27 (nanee — O6mme TpeboBanus):

aHallu3 IPe/ICTAaBIICHHBIX MPOU3BOIUTEICM CBEIEHHHA O COOTBETCTBUHU
MeIMUMHCKOTO u3nenus OOmmM  TpeOOoBaHWSIM, B TOM YHCIE aHAJIU3
OPaBUIBHOCTH — UAeHTH(UKauMu  nojoxeHud  OOmmx — TpeGopaHuii,
IIPUMEHUMBIX K MEIUIIMHCKOMY M3EIIHIO;

OLIEHKAa  COOTBETCTBUS  IIPOTOKOJIOB  TEXHUYECKMX  HUCILITAHUM,
BBIJIAHHBIX YIOJHOMOYEHHBIMH oOpranuzauusmu, [IpaBmmam mnposejenus
TCXHUYECKUX  HUCNBITAHMHA  MEJUIMHCKUAX  U3JETUH,  yTBEPIKIEHHLIM
Pemennem Cosera Eppasuiickoiil sxoHOMHYeckod komuccuu o1 12 despais
2016 . Ne 28;

OI[€HKA COOTBETCTBHsI IIPOTOKOJOB HCCIEAOBAaHUN (UCTBITAHHH) ¢
IENIbI0  OLEHKA OHOJOrMYecKoro JIeMCTBHS MEIULMHCKUX — H3CIuii,
BBIJIAHHBIX  YIIOJIHOMOYEHHBIMU OpraHm3auusMu, l[lpaBunam mpoBeneHus
MCCIIE0BAHUM (MCIBITAHUM) C IEJILIO OLEHKH OMOJOTHUECKOr'O eiiCTBHS
MEIUMIMHCKUX H3/1enui, yTBepxKaeHHbIM Pemenuem Cosera Espasuiickoii

OKOHOMMYECKON Komuccuu oT 16 mast 2016 r. Ne 38;
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aHaIM3 OTYeTa I10 OLICHKE OMOJIOrHYEeCKOTO MEHCTBUS MeJIMITMHCKOIO
u3enus (IIPOBOJMUTCA B TOM 4YMCIE JUIS TOATBEPIKIAEHHUS TOTO, YTO
MaTepHallbl, BXOJSIIME B KOHTAKT (B3aMMOJEHCTBYIOIIME) C TKAHSMU
YeJioBeKa, MJIeHTUQUIMPOBaHbI (yKa3aHbl MapKd MAarTepuanioB M HX
M3TOTOBUTENIN), @ TAKKE JJIs [1OJTBEPKIEHNUs 000CHOBAHHOCTH OTCYTCTBUS
HEOOXOMMOCTH IIPOBEACHUS MCCIIE0BAHUHN (MCIIBITAHUM) C 1eJIBI0 OLEHKH
OMOJIOTHYECKOTO JICHCTBHS);

aHajii3 OT4eTa O KIMHHUYECKOM JlOKazaTelibcTBe 3(PPEKTUBHOCTH W
0€30MacHOCTH MEIUIMHCKOT0 M3Aeius (MPOBOMUTCS JUIS TIOTBEPHK IEHUS
00OCHOBaHHOCTH  BbIOOpa  METONIOB  JIOKA3aTENbCTBA  KIIMHUYECKOM
2dPEeKTUBHOCTH W 0€30MacHOCTH MEIMIMHCKOrO W3AEIUsl, BAIMIHOCTH
JAaHHBIX, UCIIOJIB3YEMBIX IS OKA3aTe)IbCTBA KIMHIUECKOH 3 (heKTHBHOCTH
U 0e30lacHOCTH MEJUITMHCKOTO M3Je/us, a TakkKe OOOCHOBAHHOCTH
3aKJIIOUEHUs O KIMHHYECKOH sddexkTuBHOCTH W 6€30IacHOCTH A BCeX
3asBJIEHHBIX IIOKa3aHMH K IPMMEHEHUIO C YYeTOM HaJH4usi WK OTCYTCTBUS
[IPOTUBOIIOKA3AHU );

OLIEHKa  COOTBETCTBHSL  OTYETOB O  KJIMHHUYECKHX  (KIMHHUKO-
1a0OpPaTOPHEIX) MCHBITAHUSAX (HUCCICIOBAHMAX) MEIMIUMHCKUX W3/eNuil
ITpasuiam nposenenys KIMHUYECKUX U KIMHUKO-IA00PATOPHBIX MCIBITAHUI
(MccaemoBaHMt) MEIMIIMHCKUX U3JIeNNi, yIBepaKaennbiM Peniennem Coera
EBpasuiickoii sxonoMuueckoid komuccuu ot 12 despains 2016 r. Ne 29;

aHaIIU3 BaJMAHOCTH JOKA3aTeNLCTB NEPBOH CTOPOHBI (NIPH HATHYHH)
JUIsL  TIOATBEPXKICHUS COOTBETCTBMSI MEAUIMHCKOro wusgenus O6mmm
TpeOOBaHMAM C Y4YETOM KJacca IOTEHIHAIBHOIO pPUCKA ITPUMEHEHUS
MEJUUMHCKOrO  u3jenus  (Uiss  MEJUUMHCKHUX  HM3IEIHUHA  KJIaccoB

MOTEHIUATBHOTO PUCKa IpUMeHeHus 20 ¥ 3 K J0oKazaTeibCTBaM IEPBOM
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CTOPOHBI JIOJDKHBI MPUJIAraThCsl IPOrpaMMa MCIbITaHUN (MccaenoBanuil) u
00OCHOBaHHE BEIOPAHHBIX METOJIOB);

aHalMM3  CTaHJapTOB,  IPUMEHAEMBIX  I[IPOU3BOJIUTENIEM  IIpH
IIPOEKTUPOBAHUU U IIPOU3BOJICTBE METUIIMHCKOTO HU3IEHSI;

aHanu3 0e30macHoCTH M d((PEKTUBHOCTH JIEKAPCTBCHHOIO CPEJICTBA B
COCTaBe MEIUIMHCKOIO M3JIe/usl, €ro BIUSHUS Ha (YHKIHOHAILHOCTH
MEJIUIIMHCKOIO  U3/IeJIHs, COBMECTUMOCTH JIEKAPCTBEHHOTO CpEJICTBA C
MEIHUIMHCKAM H3JIelMeM (32 HCKIIOYEHUEM MEAUIMHCKUX W3IeIUil s
JMAardHOCTUKU  in  vifro). JlekapcTBeHHOe CpPENCTBO  JIOJDKHO  OBITH
3apeTUCTPUPOBAHO W  pas3pelieHo K IPUMEHEHHI0 B TOCyJapcTBe —
[IPOU3BOJUTEIE JIEKAPCTBEHHOTO CPEICTRA;

aHaJlu3 JIaHHBIX O OWOJNOrHYecKkol O0e30ImacHOCTH MEIUIIMHCKOTO
H3JCIMs  Ha OCHOBE aHalM3a BCEX MAaTepualioB  JKMBOTHOTO WK
YeJIOBEYECKOTO IPOUCXOXKIEHUS, BXOJSIIUX B MEIHIMHCKOE W3ENNE,
a TaKke HMHOOpPMAMH O NoAboOpe HCTOUHHUKOB (HOHOPOB), or6Ope
Marepualia, [POLECCUHIe, XPaHEHHH, TeCTUPOBAHUHU, BaIUIALUU [IPOIENYD
TECTHPOBAHKs, a TakKe OOpallleHusl ¢ TKAHSMH, KJIETKAMH, CyOCTaHIMSIMU
)KUBOTHOI'O ~ WMJM  YEJOBEYECKOrO  IIPOUCXOXAEHHS,  KyJbTypaMH
MUKPOOPTraHn3MOB U BUPYCOB,;

aHaJli3 IPOLEAYPEl U METOJIOB CTEPHIIN3ALNH MEJIMIIMHCKOTO MU3JIEIIHs,
MaTepHajaoB, OOOCHOBBIBAIOIIMX CIOCOO CTEPUIIM3AIUH, TIPEIJIaraeMbIX
METOJIOB KOHTPOJISI Ka4yecTBa W OINpPENENeHHs] OCTAaTKOB CTEePUIHM3YIOLIETO
BEINECTBA IIPY IIPUMEHEHHHM XUMUUECKOT0 CIoc0o0a CTeprITH3aIIiHT;

H3y4YEHUE BaJIKAHOCTH IPOrpaMMHOIO oOecrnedyeHrss Ha OCHOBE
aHallu3a JIAHHBIX O ero BepudUKAlMM W BaIugaldd, B TOM YHCIe
uHGOpMalMM O €ero pa3paboTke, Mepax M  CPEACTBAX  3allUTHI

OT HCCAaHKIIMOHHUPOBAHHOI'O O0CTYIIA H obecrieuennu KH6ep6630HaCHOCTH,
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TECTUPOBAHMM  [IPOM3BOJMUTENEM, JaHHBIX 00  uieHTHQUKAMM WU
MapKUPOBKE;

aHaiu3  oTyeTra O  CTAOMJIBHOCTH  MEJHUIMHCKOIO  W3JeNusl,
000CHOBAaHHOCTH 3asIBIIEHHOTO CPOKA XPAHEHNUSI,;

pacCMOTPEHHE OTYETa 110 aHaIM3y PUCKOB B IESIX IOATBEPIKICHHUS
IIOJHOTHl MACHTU(MUIMPOBAHHBIX B TAKOM OTYETE OIACHOCTEH, ONMACHBIX
CUTYallMii ¥ COOTBETCTBYIOLIUX PUCKOB, KOTOPBIE MOTYT OLITH OLIEHEHBI KaK
HEJIONYCTUMbIE, a TakKe IOATBEPXICHUS 3aKIIOUYEHUs] IPOU3BOLHUTEIS
00 OTCYTCTBHMM HEJOIYCTUMBIX PUCKOB JIHOO JOIYCTHMOCTH PHCKOB,
KOTOpBIE B OTYETE 10 aHAJIU3Y PUCKOB OLIEHEHBI KaK IIpHeMIIEMBIE HAa OCHOBE
aHaJM3a COOTHOIIEHHS «PUCK — I10JIb3ay;

MOATBEPKIECHUE HAa OCHOBAaHUU TIPEACTABJICHHBIX JIOKA3aTEJIbHbIX
MaTepuaaoB  (HOKYMEHTOB)  OOOCHOBAaHHOCTH  pe3ylibTaTa  OLIEHKU
IIPOM3BOAMUTENSL O COOTBETCTBHMM  MEIMIIMHCKOro wm3zenus  O6mmm
TpeOOBaHUSIM;

OLlEHKa  COOTBETCTBUS  DKCIUIyaTallTHOHHOTO  JOKYMEHTa WM
MHCTPYKIMH 110 IPHMEHEHHIO, PYKOBOJICTBA IO CEPBUCHOMY OOCTYKUBAHHIO
OO61muM TpeboBaHHSIM;

OLleHKAa COOTBETCTBUSI MAPKHPOBKH MEIMIMHCKOTO wm3zenus OOmmm
TpeOOBaHUSIM;

aHau3 TPeOOBAHMN K TEXHUYECKUM XAPAKTEPUCTUKAM MEIUIIMHCKOTIO
U3 TN

OLIEHKA JIOKYMEHTOB, IIOATBEPXKIAIOMIUX PE3yJbTaThl HMCIBITAaHUN
ME/IMIIMHCKMX M3JEIHH B LEJsX YTBEPXKICHUS THUIA CPEICTB M3MEPEeHHH
(B OTHOIIEHMM MEAMUMHCKUX H3/IeNUi, BKIIOYCHHBIX B IEpPEueHb BHUJIOB

MEIUITHMHCKHWX I/IB,I[G.HHI‘/JI, noJjieKamuXx OTHECCHHIO IIPpU WX PErucTpanuu
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K CpeicTBaM W3MepeHui, yrBepikiennblii Pemennem Cosera EBpasuiickoii
DKOHOMUYECKOH Komuccnu ot 12 despans 2016 r. Ne 42);

€) aHallM3 OTYETOB O pe3yJsibTaTaX HHCIEeKTHPOBAHMs I[IPOM3BOICTBA
MEJIMIIMHCKOTO  u3/ieius  (IPOBOAUTCS B IENsIX  [OATBEPIKACHHS
COOTBETCTBUS 3aSBIIIEMOIO MEIULMHCKOIO W3Aenust Tpynmne (moarpyre)
MEJIMIIMHCKUX ~ M3JIEIMH ¢ y4eTOM Kjacca TOTEHIMAIbHOIO  pHCKa
NpUMEHEHHs cornacHo npuiaoxkeHuto Ne 2 k TpeOoBaHUsIM K BHEIPEHHIO,
MOJIIEPKAHUIO U OLIEHKE CHCTEMbl MEHEKMEHTa KauyecTBa MEIUIIMHCKUX
M3IEIHM B 3aBUCMMOCTH OT TIOTEHLUHAILHOI'O pHCKA WX IIPHUMEHEHMS,
yrBepxaeHHsIM Periennem CoBera EBpa3zuiickoil 5KOHOMHYECKOH KOMUCCHH
or 10 nosbps 2017 r. Ne 106, a Takxke MOATBEPXKICHUS JOCTOBEPHOCTH
vH(popMaluK 00 yKasaHHBIX B 3asBICHHSX O PECHCTPAIMH W SKCIIEPTHU3E
IIPOM3BOACTBEHHBIX IIJIONIAKaX, HA KOTOPBIE PACIPOCTPAHSIETCS IeHCTBHE
OoT4YeTa O pe3yabTarax HMHCIEKTUPOBAHMS I[POU3BOJICTBA MEIUIIMHCKOrO
U3 e/us);

) aHaJIM3 JaHHBIX O cepTUDUKAIUN CUCTEMBI MEHE/DKMEHTA KadecTBa
(py  HaJMYKHK), B TOM uucie TpeOOBaHUM, Ha COOTBETCTBHE KOTOPHIM
cepTUQUIUPOBAaHA CUCTEMa MEHE/PKMEHTa KadyecTBa IPOM3BOJIUTENS,
M CBEJCHMM O cepruduxarax (HOMep, JaTa BBIJAYH, CPOK JCHCTBUS
cepruukara, HaMMEHOBAaHUE W CBEJCHMs 00 aKKpeAuTaluu OpraHa IIo
cepTU(HUKAITIH);

3) IOATBEPKAECHUE OOOCHOBAHHOCTH YKAa3aHUsI IIPOM3BOJCTBEHHBIX
IJIOIIAJIOK PETUCTPUPYEMOTO MEAUITUHCKOTO U3/IETHST;

M) aHaJIu3 JaHHBIX O pa3paboTKe W IIPOH3BOACTBE MEIUIIMHCKOTO
u3fendst  (CXeMbl — NPOLECCOB  IMPOM3BOJACTBA,  OCHOBHBIX  CTaJMil
IIPOU3BOACTBA, YIIAKOBKM, MCIBITAHUN M IPOLEAYPHI BBITYCKA KOHEUHOIO

IIPOJIYKTA);
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K) aHaJu3 peJICTaBIEHHOM [IPOU3BOJIUTENIEM uHbopMAaITHH
O MapKeTHHTE;

J) aHaNM3 IPE/ICTABICHHBIX IPOM3BOJIMTENIEM CBEJEHHN O HAIWYUH
U 00 OTCYTCTBMM COOOLIEHMH O HeXeTaTenbHBIX COOBITHSX © (WiIH)
HECYACTHBIX CJIyuasiX, CBS3aHHBIX C HCIOJIB30BAHMEM MEIMUIIMHCKOTO
U3JIeNHsl, OT3bIBAaX C pBIHKA MEJMLMHCKOrO HW3JIeNHs, YBEIOMIIEHUH TI0
0e30I1acHOCTH  MEIUIMHCKOI'O M3JIeNusl, TIOJXOJ0OB K PEIIEHUIO TaKhX
npobiieM  IPOU3BOJUTENIEM  TPU  UX  BO3ZHHKHOBEHMM,  ONMCAHHS
IPEAIPUHATEIX KOPPEKTUPYIOIMX JAEUCTBUM, a TaKKe aHAJIH3 COOTHOIIEHHSI
YPOBHSI ~ IIPOJAX, KOJIMYECTBA  HECUYACTHBIX CIIy4aeB MW  OT3HIBOB
MEIUITMHCKOTO U3/IeNUsl U3 00paIeHus;

M) aHallu3 IulaHa cbopa JAaHHBIX MO 0e30macHOCTH U A (PEKTUBHOCTHU
MEIULUHCKOTO U3JIEJINS Ha TIOCTIIPOIAKHOM ATarle.

3. O0miee  3aKkifoueHHEe O TIOATBEPIKACHUM  (HENOATBEPIKICHUM)
OesonacHocTH, KauecTBa U 3(DQPEKTUBHOCTH MEIUIUHCKOTO H3IEIIHS,
peKoMeHJanus O  BO3MOXHOCTM  (HEBO3MOYKHOCTH)  pervcTpaiuu

MCAHUOHUHCKOI'O U3ACIIHA.

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTHh CBEJACHMMH, HM3JI0KEHHBIX B
DKCIIEPTHOM  3aKJIOYEHHH 00 OIeHKe 0e30macHOCTH, KayecTBa U

3P PEKTUBHOCTH MEAUIUHCKOTO U3CIHSL, TIPEAYIPEKIEH.

(®. M. O. sxcnepTa, JOKHOCTE, YUCHAS CTEleHb (3BaHKE) (rtorEch)
(1Ipu HAJTMYWR))
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ITPHJIOXEHUE Ne 6

K IIpaBuiaM perucTpaimm u S5KCrepTH3bI
OezomacHocTH, KadecTBa ¥ 3((EeKTUBHOCTH
MEJIMUIMHCKUX U3

JAKJTIOYUEHHUE
0 MMOATBEPKIACHHUH COIJIACOBAHMS (HECOFJ’IaCOBaHHH) IRCIIEPTHOI'O
JAKJIOYCHHSI 110 Pe3YJ/IbTATaAM 3KCIICPTH3bI 6E3OH3CHOCTH, KadecTBa
H Bq)q)eKTHBHOCTH MEIHITHHCKOI'0 H3Je/IUA rocyaapcTBa — YJieHa
EBp23HﬁCKOFO IKOHOMHYECKOI'0 C0I03a, OCYIIECTBJISIOLLIEI0
PETHCTPATIMIO MEAHIHHCKOT0 U3e/TH A

(HaMMEHOBAHHUE YIOJHOMOYEHHOTO OpraHa (9KCHEPTHON OpraHu3aum)
rocyJlapcTBa IPH3HAHKS )

YTBEPX/IAIO

(@. M. O. pykoBOIHTENSI YIIOTHOMOYEHHOTO OpraHa
(9KCIEPTHOH OpraHU3alMH), HO/AIKCH, IEYaTh)

« » 20

SAKIIFOYEHHUE
O MOATBEPKACHUH COTTIACOBAHUS (HECOTIaCOBAHM)
OKCIEPTHOTO 3aK/IIOUEHUs TOCYJapeTBa — wieHa EBpasuiickoro
HSKOHOMHYECKOI'O COI03a, OCYLIECTBIISIONIEI0 PErHCTPAIIMIO MeIULUHCKOTO
U3JIEIIMs], 110 pe3yabTaTaM dKCIepTH3bl O0e30IIacHOCTH,
KauecTBa U 3PPEKTUBHOCTH MEJUIIMHCKOTO W3 IEIHUsI

No OT « » 20 .

1. HaumenoBanue YIIOJTHOMOYEHHOT'O oprasa (oKcrnepTHOM
OpranMsanyu) rocy1apcTBa — wieHa EBpa3uiickoro 5SKOHOMHYECKOTO COI03a,
OCYHICCTBIIAIOIIEr0  PETUCTPALMI0 MEAMIIMHCKOTO u3ienus (maiee —

pedepeHTHOE TOCYIapCTRO).
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2. lata pasMELICHHUs SKCIEPTHOTO 3aKIIOYeHHs B HWH(POPMALMOHHOI
CACTEME  YNOJIHOMOYEHHOI0  oprana  (DKCHepTHOH  OpraHu3aly)
pedepeHTHOro rocyaapcTna.

3. Homep 3KcnepTHOTO 3aKITFOYCHHUS.

4. HaymMeHOBaHME MEAMIIMHCKOTO wH3jeiusi (C yKasaHueM MOJellu
(MapKy) MEJIMIMHCKOTO U3/1eNKs, €€ COCTaBa U IPUHAJTIEXHOCTEH ).

5. IlpousBouTesis MEIULMHCKOIO U3/eust (IOJHOEe U COKpalleHHOe
HAaUMEHOBAHMS, OpPraHU3allMOHHO-IIPaBoBas (opMa IOPHIHYECKOTO JIHIA,
MECTO HAXOXIECHMs (ajJpec IOPUJAMYECKOr0 JIMIA, MECTO JKUTEILCTBA
(usuyeckoro nuna, 3aperHCTPUPOBAHHOTO B KAYEeCTBE HHJUBHYaIbLHOIO
npeAnpuHUMaTeNs)).

6. IIpou3BojiCTBEHHbIE  ILIOWAAKKA  (TIOJTHOE W COKpAlleHHOE
HauMEHOBAaHMs, OpraHU3alMOHHO-TIpaBoBas GopMa IOPHAMYECKOrO JIHIA,
(paxTuyeckuii aapec).

7. YIIOJIHOMOYEHHBIM NpEeACTaBUTENb [POU3BOAUTENS (IIOJIHOE |
COKpaIl[eHHOE HaVMEHOBaHMS, OpraHU3allMOHHO-TIPABOBAs popma
IOPUAMIECKOr0 JIMIA, MECTO HaxXOxJeHus (aapec IOPHAMYECKOro JIuIia,
MECTO JKUTENECTBA (PU3MYECKOTO JIUIEA, 3aperHCTPUPOBAHHOIO B KadecTBE
HHIUBALYaIbHOIO NpeAIpUHUMAaTens)) (Ipyu HATUYKH ).

8. 3asBUTEIb.

9. AHanus npeacTaBIeHHOr0 YIIOJHOMOYEHHBIM OPraHOM (3KCIIEPTHOM
OpraHu3anueii) pe)epeHTHOro TrocyapcTBa HKCHEPTHOTO 3aKIIOYEHHS I10
pesyjbTaraM SKCIepTusbl Oe3onmacHOCTH, KadecTBa u  A(M(QEKTUBHOCTH
MEJIMIIMHCKOTO ~ HM3JEeNHs, a  TaKKe  COOTBETCTBUS  JIOKYMEHTOB
PETHCTPALIMOHHOIO JOCHE YCTAHOBJIEHHBIM TPeOOBAHUSIM.

10. ITogrBepxKacHUE NPaBUIBHOCTH IEPEBOJA OKCILIYATAI[HOHHOIO

JAOKYMCHTa HMJIM HHCTPYKIUHW TPHMEHEHHUIO MECAMIMHCKOIO HW3IEJINs,
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PYKOBOJCTBA IO  CEPBUCHOMY  OOCIY)KMBAHHUIO, TEKCTa MAapKHPOBKHU
MEJMIIMHCKOTO M3/l Ha TOCYJAPCTBEHHBIM SI3BIK B COOTBETCTBHH C
TpeOOBaHUAMM 3aKOHOJATEIBCTBA TOCYIapcTBa — 4YieHa EBpasuiickoro
SKOHOMHYECKOI'0 COr03a (€C/IU MPUMEHHMO).

11. PesynpTaTsl sKcHepTH3bl (YKa3bIBAIOTCS BLIBOABI IO OTAEITBHLIM
acreKTaM 3KCIIEPTHOIO 3aKIFOUEHHUS).

12. Beioy (ykasbiBaercsi OOIIMEH BBIBOJ, B CIIydac HECOTIACOBAHMUSI
9KCIEPTHOTO 3aKIKOYEHHUS — ¢ 000CHOBAHMEM TPHYUKH ).

13. Ceentennst 06 oaxcneprax (@. M. O., ydueHas cremenn (3BaHue)

(IIpy HAJIMYKN), MECTO PabOTHI B JOJDKHOCTH ).

OO OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTHL CBEHCHUU, W3II0KEHHBIX
B 3aKJIOYCHUM O TIOATBEPIKJIEHMU COIJIACOBAaHHs  (HECOTTIacOBaHMS)
OKCIICPTHOTO 3aKTI0YeHMs PEeQEPEeHTHOr0 TOCYAapcTBa IO pPe3yJbraTaM
OKCIIepTU3bl Oe30macHocTH, kadecTBa MU S(D(EKTHBHOCTH MEIUIITHCKOTO

U3JIETHs, IPEAYIPEKIeH.

(®. K. O. sxcnepra) (moamucs)
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HPUIJIOXEHUE Ne 7

K IIpaBuiaM perucTpanuu 1 SKCIepTU3LI
OezomacHoCTH, KauecTBa ¥ 3((hEKTUBHOCTH
MEJIMIIMHCKUX U3IeTHI

POPMA
3asIBJICHHSI 0 BHECEHUM U3MEeHEeHHUH B PErucrpaniuoHHOe J0Che
MEJUIMHCKOTO0 H3OeJITUA

B ynonnomouennsiit opran
rocyJlapcrsa — 4jeHa
EBpasuiickoro s5KOHOMHUYECKOTO COK034

(HauMeHOBaHKE pe(epeHTHOrO roCyapCTBa)

(HamMeHOBaHHe TocyAapeTBa (HAaMMEHOBAHHS
TOCYAApCTR) TIPU3HAHUS)

3ASIBJIEHUE
O BHECEHHH U3MEHEHUH B PETUCTPALUOHHOE JIOChE
MEIHUILUHCKOTO U3ETHs

(mommoe ¥ cokpaineHHoe (IPH HAIHMYKE), B TOM Yuclie UpPMEHHOE, HAaUMEHOBAHHSI JINIIA,
OT UMEHH KOTOPOT'O ITPOU3BOIUTCS BHECCHUE M3MEHEHUH (IIPOU3BOIMTEND (YIIOJIHOMOYEHHEIH
IPECTABUTEND IPOM3BOAUTEIIN), OPIaHU3AIMOHHO-TIPaBoBas (JOPMa IOPHJIHIECKOTO JIHIIA)

HACTOJAINHM  IIPOCHT BHECTH HM3MEHCHHUS B PErucTpalfHOHHOE JTOCKE
MCIUIIMHCKOT'O U3AEJI1A

1. HauMeHoBanue MEeIUIIMHCKOI0 U31CITUs

2. llponsBosuTess MEIUITTHCKOTO H3ACTHS (TIOJIHOE |
COKpAIleHHOe HAMMEHOBAHHUs, OpraHH3alHOHHO-TIPABOBAsI
(hopma IOpHANYIECKOTO JIMI[d, MECTO HAXOXKICHHUSI (AIpec
FOPHJINYECKOTO JIMIA, MECTO KUTEILCTBA (PU3UUECKOTO
JHIA, 3aPErHCTPUPOBAHHOTO B KA9ECTRE WH/IMBHIyaILHOTO
NIpeIIIPUHUMATE]IS )

3. IIponsBojicTBeHHEIE ILIOMA)KH (TIOTHOE HAUMEHOBAHHE,
ajipec)
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4. Y1I10JJHOMOYEHHBIH MTPEICTABUTEN b TPOH3BOIHTELS
(mpu HamuuuK) (MOJIHOE U COKPAIEHHOE HAUMEHOBAHHS,
OpraHu3aroOHHO-TIPaBoBas (hopMa IOPHIHIECKOrO JIHIA,
MECTO HAXOMXKJIEHUS (3pec IOPHIHUCCKOTO JIMIA, MECTO
JKUTENBCTBA (PU3HUECKOT0 JTHIA, 3aPerHCTPHPOBAHHOTO
B KAQUeCTBE MH/IUBH/[YAILHOIO IIPEIIPHHIMATEIS)

5. Knacc moTeHInanpuoro pucka npuMeHeH s!
MEIUIIMHCKOTO M3JIeNUs

6. Koji Bujia MeTMIIMHCKOTO M3EIHs (COTJIACHO
HOMEHKJIATYpE MEJAMIIMHCKUX U3Jieiuil ERpasuiickoro
SKOHOMHYECKOI'O COr03a, ITPABUIIA BEICHHS KOTOPOit
yreepxiensl Pemmennem Komnerun Espazuiickoit
HKOHOMHYECKOU KoMuccuu oT 29 nexadbpst 2015 . No 177)

7. HoMep perucTpaiMoHHOT0 yJI0CTOBEPEHHsI
MEeIMITMHCKOT0 u3aemus EBpasuiickoro sSKOHOMHYECKOI0
coro3a

8. Ceezienus 0 JIOKYMEHTAaX, 110/ITBEPIKIAIONIHX OIIaTy
IIPOIIE/TyPBl BHECEHUS] H3MEHEHHUH B PEIHCTPAIHOHHOE
JI0che B pehepeHTHOM I'OCY/IapCTRE H TPOIE/YPBI
COTTIACOBANUS HKCIEPTHOTO 3aKJIFOUEHHS B TOCYIAPCTRAX
IIPH3HAHMS, a TAKXKE BBIJIAYH PETHCTPAITHOHHOTO
YOCTOBEPEHMS METULIMHCKOTO U3IENHS B pehepeHTHOM
rocyzapcTse (Ipy HeoOXOTUMOCTH )

9. Cnocob nomyuenus yBeoMIeHUH (perneHnii)
OT YIIOJIHOMOYEHHOTO OpraHa (3KCIEpTHON OpraHu3aIim)
pedepeHTHOTO rocyaapeTaa

JIMYHO I10J] POCITHCH

3aKa3HbIM ITOYTOBBIM
OTIIPABIICHHEM C
YBEIOMIIEHUEM O BPYYEHUH

B 3JIEKTPOHHOH Qopme (ripu
BBIOOpE IaHHOIrO criocoba
HE0OX0/IMMO yKa3aTh ajipec
(ampeca) 3MeKTPOHHO#
IIOYTEI, Ha KOTOPBIH ClieayeT
HAIPaBUTE YBEIOMJIICHHS)

B (hopMe BIeKTPOHHOTO
JOKYMEHTa, HOOIHCAHHOTO
3JIEKTPOHHOHN ITOAIHCHIO

10. Crioco6 mosnyyeHus: perucTpaioHHOr0 yI0CTOBEPEHHUS
MEIUIMHCKOTO U3eNUs B (MIIH) IPHIIOKESHUS K HEMY

(B cry4ae ecii BHOCHMBIE H3MEHEHHUS [IOBIIEKYT H3MECHEHHE
PETHCTPALMOHHOIO YI0CTOBEPEHHS MEIHIIHHCKOTO H3 IS
¥ (MIK) IPUIIOKEHUS K HEMY), & TAKIKe paHee BhIIAHHOTO
PETHCTPAIMOHHOI0O YJIOCTOBEPEHHS] MEIUITHHCKOTO H3JIEIIHs
U (MIM) IPUIIOKEHHS K HEMY C OTMETKOM 00 ux
HEeAEeHCTBUTEIBHOCTH

Ha OyMa)XHOM HOCHTEIe
JIMYHO

Ha OyMaKHOM HOCHTEJE

C OTIIPABKOMH 3aKa3HBIM
IIOYTOBLIM OTIIPABICHUEM C
YBEIOMIIEHHEM O BPYUCHUH
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B CBA3H CO CJICAYIOIIHMH H3MCHCHUSIMMU.;

H3MGHGHI/IH, BHOCHMBIC B PETHCTPAITHOHHOE JOCHE MCIUITHHCKOI'O H3]e/ITH

Ne Penaxkmust 1o BHECEeHHS H3MEHCHUH Brocumeie uaMenenns

Brecenne usMeHeHUH B perucTpaliiOHHOE JJOCHE HE BIICYET U3MEHCHHSI
CBOMCTB M XapaKTCPUCTUK, BIHUSIONIMX Ha O€30IacHOCTb, KAadecTBO W
5P PEKTUBHOCTE MEAUIIMHCKOI'O M3IETHSI.

["apanTUpyro 10CTOBEPHOCTD NIPE/ICTaBICHHON HHPOPMALIHH.

["apanTupyro coxpaHeHue 3asiBIICHHBIX XapaKTEPUCTHK Oe30acHOCTH |
5(p(PEeKTHBHOCTH MEJMLMHCKOTO M3l B TEYEHWE BCETO CPOKA CITYIKObI
pU COOJIFO/IEHMH YCIIOBUH DKCIUTyaTal[My, TPAHCIIOPTUPOBAHKS U XPAHEHHUSI
MEJTUIIUHCKOTO M3JIENIUsl B COOTBETCTBUU C TPEOOBAHUSIMU ITPOU3BOIHTENSL.

(J1aTa 1oj1auM 3asiBICHHS)

(®. M. O. ¥ 10IKHOCTE PYKOBOUTENS (TToIUCh, TTeYaTh IMPOU3BOIUTENS
IIPOU3BOJUTENS (YIOJIHOMOYEHHOTO (YIIOJIHOMOYEHHOTO TIPE/ICTABUTEIIS
IIpeACTaBUTEIs] TPOHU3BOIUTEIL)) IIPOH3BOJIATEIS))
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ITPHUIJIOXKEHWE Ne 8

K IIpaBuiiaM perucTparmu u SKCIepTU3kI
OesonacHoCTH, KayecTBa U 3 (EeKTUBHOCTH
MEJIULMHCKUX U30EeTHI

IJKCIHHEPTHOE 3AKJIOYEHHUE
0 BO3MOKHOCTH (HeBO3MOKHOCTH) BHECEHHH U3MEHEeHUIl B
PerucTpanuoHHoe 10Che MeTUITHHCKOI0 H3/1eJIHst

(HAMMEHOBaHKE YIIOIHOMOYEHHOTO OpraHa (3KCIEPTHOH OpraHu3amiy)
pedepeHTHOrO TOCYIApPCTBRA)

VTBEPK/IATO

(@. M. O. pykoBOJHUTES YIOIHOMOYEHHOTO Oprana
(9KCHEPTHOM OpPraHM3aIMH ), O/IIHUCE, IEYATh)

« » 20 .

OKCIIEPTHOE 3AKJITOYEHUE
0 BO3MOXKHOCTH (HEBO3MOXKHOCTH ) BHECEHHS M3MEHEHU I
B PErUCTPAIHOHHOE 10ChE METUIIMHCKOI'O H3J1EIIHs]

No oT «  » 20 1.

1. HaumeHoBaHue MeIHIMHCKOTO U3CITHUSL.

2. IIpousBoAMTENbL MENMITMHCKOIO M3AeNus (MOJHOE W COKpPaIleHHOEe
HaVMCHOBAHMSI, OpraHU3allMOHHO-IIPaBOBast (GopMa FOPHUAMYECKOTO JIHIA,
MECTO HaXOXKIECHHS (aapec IOPUIMYECKOro JIMIA, MECTO IKHTEILCTBA
(bM3UYECKOro JIMILA, 3aPEerMCTPHPOBAHHOIO B KAueCTBE HHJMBHIYAIBHOIO
IpeNIpUHUMATEIIS)).

3. YIIOJHOMOYEHHEIH IIpeAcTaBUTENb HpPOM3BOAUTENs (MIOJHOE |
COKpalieHHOe HAUMCHOBAHMS, OpraHu3alMOHHO-IIPAaBOBAs popma

IOPpHIHYECKOro JiMIa, MEeCTO HaxXO0XICHHUI (aﬂpec IOpUAHYECKOro JIHIia,
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MECTO JKUTENIbCTBA (PU3NYECKOI0 JIUIA, 3aPErHCTPUPOBAHHOTO B KAUECTBE
MHJIMBUYAIIBHOTO NpeANPUHUMATES)) (TIPH HATTHYKHT).

4. TIpousBojCTBEHHBIE  IUIOWAAKK  (MOJHOE W COKpalleHHOe
HAMMEHOBAHMS, OPraHU3alMOHHO-IIpaBOBasl (GopMa FOPHIMYECKOro JINIIA,
paxTuyeckuii aapec).

5. O0nacTb NpUMEHEHUs 1 Ha3HAYCHHE.

6. Bup MeIMIMHCKOrO WM3JeNusi B COOTBETCTBHU C HOMEHKJIATYPOil
MEJUIMHCKUX H3Ieiuid EBpasuiickoro 3KOHOMHYECKOTO COI03a, IpaBHila
BeleHus KOTopod yrBepkaeHbl Pemenwem Komnernn —Eppaswmiickoi
OKOHOMMYECKON KOMHUCCHH OT 29 nexadbpst 2015 r. Ne 177.

7. Kjmacc  mOTEHUUANbHOIO  pHUCKa TPUMEHEHHUsT  MEJIMIIMHCKOTO
W3JIENHSL.

8. HoMep perucTpauoHHOTO Y/I0CTOBEPEHUS MEAUITMHCKOTO U3 IEIIHS.

9. Jlara BbIa4u PETUCTPAIMOHHOTO YJIOCTOBEPEHUS MEIMIIMHCKOTO
U3EIIUsL.

10. BHOCHMBIE U3MEHCHUS

JlaHHBIE, BHECEHHEIC B Buocumbie ObocHopanue 3asBaTENIS JIJIsI
PETHCTPAIMOHHOE JIOChE IIPH HU3MEHEHUST BHECEHMS W3MEHEHHH
pETrHCTpanuu

I1. AHaiu3 W OIleHKAa JaHHBIX, OOOCHOBBIBAIOIIUX BHECEHHE
U3MEHECHUH.

12. 3aximoyeHne 0  BO3MOXKHOCTH  (HEBO3MOYKHOCTH)  BHECEHMSI
M3MEHEHHU B PErMCTPalMOHHOE JIOChE MEJUIMHCKOTO u3fenusi (B ciydae

BhRIHECCHHM A OTPHULATCIILHOI'O 3aK/IHOYEHHUA — C obocHOBaHHuEM HpH‘H/IH).

(D. K. O. skcnepra, NOIDKHOCTh, YYeHast CTeNeHb (3BaHue) (mommucsn)
(Tpu HATTHYWH))
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T[TPUJIOXEHME Ne 9

K IlpaBunam perucrpanuu u SKCrepTUssl
OezonacHocTH, KayecTBa U A HEKTHBHOCTH
MEIHUIIMHCKUX U3/1eTHH

POPMA
3asIBJICHUSI 0 BHeCEHHH M3MEHEHU I B PETHCTPALIMOHHOE JOChE
MEIHUHUHCKOI'0 U3/ICJINsl B YBEAOMHTE/IbHOM nopsiaKe

B ynonnomouenusiit opran
rocy/lapcTBa — 4jieHa
EBpasuiickoro s3KOHOMHUYECKOI'0 COr3a

(HauMeHOBaHKe pedepeHTHOro rocyapeTsa)

3ASBJIIEHUE
O BHCCCHUHU U3MEHEHUH B PETUCTPALIMOHHOE JOChE MEIUIIUHCKOTO W3/EII1s
B YBEIOMUTEIILHOM MOPSIIKE

(II0JIHOE M COKpaIeHHOE (IIPH HAIMYKHN), B TOM YHCie GUPMEHHOEe, HAUMEHOBAHHS JIHIIA,
0T UMEHH KOTOPOTO ITPOM3BOAKUTCS BHECEHUE M3MEHEHHH (IIPOM3BOIUTEN D (YIIOIHOMOYEHHBIH
HPENCTABHTEND IIPOU3BOAUTENIS), OPraHU3allMOHHO-TIpaBoBas (opMa IOPH/IHYECKOTO JIHIIA)

HaCTOsAIMM  IPOCHT BHCECTH HW3MEHEHHA B PEIHCTPAIMOHHOE JIOChE
MEIHMIIMHCKOI'O U3C/IHA B YBCJOMUTEIIBEHOM IIOPSJIKE

1. HauMeHoBanme MEIUITMIICKOTO A3IETHSI

2. ITpon3BoIMTENTH MEAUITHHCKOTO M3/IesHs (II0JIHOE H
COKpAIEHHOE HAUMEHOBAHUS, OPraHU3aAIIMOHHO-TIPABOBAS
(hopmMa I0pUIMYIECKOT0 JTHIA, MECTO HAXOXK/IEHUs (ampec
IOPHAMYECKOTO JIMIA, MECTO KHTEJIbCTBA (PH3HUSCKOr0 JIMIIA,
3apEruCTPUPOBAHHOIO B KAUECTBE HHAMBHIyATHHOTO
HpeJIIPHHAMATEIST)

3. IIpon3BOJICTBEHHBIE IUTOIMAIKH (TT0JIHOE HAMMEHOBAHHE,
ajpec)

4. YIIONMHOMOYEHHEIH IPE/ICTABUTEIh HPOU3BOIUTEN (IIpH
HaJIMYKHK) (II0JIHOE M COKPAIEHHOEC HAUMCHOBAHMSL,
OpraHH3alHOHHO-TIpaBoBas PopMa IOPHIHIECKOro JINIIA,
MECTO HAXOXKICHUS (apec IOPHIMIECKOT0 JTHIIA, MECTO
XKHTENBCTRA (PU3UUECKOTO JIUITA, 3aPerHCTPUPOBAHHOTO B
Ka4yeCTBe HHIUBUAYAIBHOIO IPEITPUHAMATEIS )
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5. Kiace noTeHnuanbHoro pucka npuMeHeHHs
MEIUIHHCKOTO H3ICITHS

6. KoJ1 BH/1a METUITHHCKOTO W3/IeIHs (COTJIACHO
HOMEHKJIATYpe MEIHITHHCKUX U3/ienuit EBpasuiickoro
HKOHOMHYECKOI'0 COKO3d, IPABUTIA BEICHHs KOTOPOR
yreepxkiensl Pemenuem Konnerun Espazutickoii
OKOHOMHYECKOM KoMuccuu oT 29 nexabps 2015 r. No 177)

7. Homep perucTparmOHHOTO YI0CTOBEPEHHS METHITHHCKOTO
u3Jienns EBpasuiickoro SKOHOMHYECKOTO COX3a

8. Ceenienns 0 JIOKyMEHTaX, TOATBEPIKIAIONTUX OILIATY
IIPOIIEJIYPHI BHECEHHS M3MECHCHUH B PETHCTPAIIHOHHOE JI0CHE
B YBEAOMHTENLHOM MOPSAAKE B peepeHTHOM TOCY1apCTBE,

a TakKe BbIJIAYM PErHCTPALMOHHOTO YJI0CTOBEPEHHS
MEJIHIIUHCKOTO U3AeNHs B pepepeHTHOM IoCyIapcTBe

(1pu HEOOXO0TUMOCTH)

9. Cocob monyueHus yBeJOMIICHHH (permenii)
OT YIOJIHOMOYEHHOI'0 Oprana (9KCIIePTHON OpraHu3arum)
pedepeHTHOro rocy1apeTsa

JIMYHO TIOJT POCIIHCH

3aKa3HBIM ITIOYTOBBIM
OTIIPABIICHHEM C
YBEIOMIICHHEM O BPYUCHHH

B 2JIEKTPOHHOH (hopme
(rpu BEIOOpE JIaHHOrO
crrocofta HeoOX01uMOo
yKasarh ajipec (azgpeca)
9JIEKTPOHHOH IIOYTHI, Ha
KOTOPBIA CIIeIyeT
HATPaBUTh YBEJIOMICHUS )

B (hopMe HINEKTPOHHOTO
JOKYMEHTA, IOQIHCAHHOTO
BIIEKTPOHHOM ITOIIHCHIO

10. Crioco6 nomydeHnst perucTpariioHHOIO YI0CTOBEPEHH S
MC/IMIUHCKOI'0 U3AeIus | (HIIN) TPUIIOKEHHS K HEMY

(B cirydae eclii BHOCHMBIC H3MEHEHHSI IIOBIICKYT H3MCHEHUE
PETHCTPAIHOHHOTO YAOCTOBEPEHUS METHITHHCKOTO H3/IEIIHs
U (WIIH) IIPHIIOKEHHSI K HEMY ), & TAKIKE PaHee BBIIAHHOTO
PETMCTPAIIMOHHOTO YA0CTOBEPEHUS MEUITHHCKOTO U3JIEIIHs
U (MITH) TIPHIIOKEHHSL K HEMY € OTMETKOH 00 ux
HEeJIeHCTBUTECILIOCTH

Ha OyMa)KHOM HOCHTEJIE
JTMYHO

Ha OYMaKHOM HOCHTEIIE

C OTIPABKOH 3aKa3HBIM
IIOYTOBBIM OTIIPABICHHEM
C YBEIOMIICHHEM O
BPYYEHUH

Caellennsi, 3aM0THAEMBIC PH BHECEHHH H3MECHCHUN NMPOM3BOMUTENEM MEJIMIIHHCKIX W3JIEIMi
KjIacca OTEHIIMATTBHOTO PHCKa IPUMEHEHUS | M HECTEPHIILHEIX ME/IMITHHCKHX M3IeJIUi Kiacca
NOTCHIHANIBHOTO PHUCKA IPUMEHEHHs 2a, IPOIIEANINM OIEHKY CHCTEMEI MEHE DKMEHTA
KayecTBd MCEIUIMHCKHX H3JIEJIMA, BKIIOYas IIPOLECChl IPOSKTHPOBAHUS M pPa3pabOTKH,
B COOTBCTCTBMM ¢ TpeOoBaHHAMH K BHEJIPEHHIO, MOANCPKAHMIO M OLEHKE CHCTEMBI
MEHE/DKMEHTa KaueCTBa MCAHIHHCKHX W3JIe/IMH B 3aBHCHMOCTH OT IIOTCHI[MAILHOIO pHUCKA
UX IIPUMEHEHMS, YTBePIKIcHHbIMU Pemenrem CoBera EBpazuiickoii 5KOHOMHYECKOH KOMUCCHH

ot 10 HostOps 2017 . Ne 106:

11. Homep oTyera o pesyJibTarax IEPBHYHOIO
MHCIEKTHPOBAHUS IIPOU3BOJICTRE
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12. HauMeHOBaHUE HHCTIEKTUPYIONIEH OpraHu3alliy,
IIPOBOIUBIIEH IIEPBHYHOE HHCIIEKTUPOBAHUE ITPOU3BO/ICTRA

13. Homep otdera 0 pe3ynbrarax nmepuojaueckoro

(I171aHOBOT0) MHCIEKTUPOBAHHUS IIPOU3BOICTRA
(pu HANMYHK)

14. HaumeHOBaHKME MHCIIEKTUPYIOILEH OpraHu3aium,
IIPOBOJIMBIIEH IIEPHOANIECKOE (IITIAHOBOE) MHCIIEKTHPOBAHKE

IIPOHU3BOICTBA

B CBA3HM CO CIICAYHOIHMMH U3MCHCHHSIMU

HBMGHEHHH, BHOCHMBIC B PETHCTPALMOHHOE TOCHE MEIHUITUHCKOTO HU3ICIIHS

No
11/11

Petakius 1o BHECEHHS H3MEHEHMIA

BrocuMele naMeHenus

BHecenne n3Menenuii B PETUCTPANMOHHOC JOCHE HE BJICUECT U3MECHEHH S

CBOMCTB H XapaKTCPHUCTHK, BJIHAIOIIHUX Ha 6630HaCH()CTB, KadcCTBO U

30 PEKTUBHOCTE MEIUIIMHCKOTO U3EIIHS.

["apanTupyro JOCTOBEPHOCTH NPeJICTaBICHHON HH(H)OPMAIIHH.

FapaHTpr}o COXPaHCHHC 3asIBJICHHLIX XapaKTCPHCTHK Oe301acHoOCTH U

5OOEKTUBHOCTY MEIMIMHCKOTO H3JENHs B TEUEHHWE BCEIO CPOKA CIIyIKObI

pH CO6JIIO,[[6HHH YCHOBI/Iﬁ OKCILTyaTalliyd, TPaHCHOPTUPOBAHUA UM XpaHCHMI

MEAUITMHCKOIO U3NEJIHA B COOTBECTCTBHUU C Tpe6OB8,HI/IHMH IMPpOU3BOIUTECIIA.

(aTa momauM 3asBIICHMS)

(®. M. O. ¥ 10IDKHOCTh PYKOBOIUTEIS
IPOU3BOIUTENS (YIIOTHOMOYEHHOI'O

IIpeICTaBUTEIIS IIPOU3BOIUTES))

(1o IHCh, TIEYATh MPOH3BOIUTENIS
(YIOIHOMOYEHHOTO IIPEACTABHTES

[IPOU3BOIUTEIH))
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IMPAJIOXXEHUE Ne 10

K IIpaBuiiam perucTpanuu u SKCIIepTH3bI
KauecTBa U Y(O(HEeKTUBHOCTH
MEIUITMHCKHUX U31ETUI

Oe30IacHOCTH,

OPOPMA

3asiBJICHMS 0 BbIa4ye IIYGJ'II/!I{aTa PErHCTPAIIHOHHOI'0 YI0CTOBEPEHU S

MEIUIHHCKOI'O U3€JTH

B ynonnomoueHHEIH opran

rocy1apeT

EBpasuiickoro sSKOHOMHYECKOTO CO03a

Ba — YJicHa

(HauMeHoBanue pehepeHTHOTO rOCy/1apCeTBa)

3ASBJIEHWE

O BblJJaye ,H}’6J'IHK3T8. PEruCTpalilMOHHOTO YAOCTOBEPEHUS

MEJIUIUTHCKOI'O MU3IETHUS

1. Homep perucTpaliioHHOT0 y/10CTOBEPEHHS
MEJMUITHHCKOTO M3 IeJIUsI

2. HaumMeHoBaHME MEJIMIMHCKOIO U3/IeIIHsl

(c ykazanueM Mozenu (MapKH) MeAUIIMHCKOTO
U3JIEeIIUs, ee cocTaBa M NMPUHAIJICKHOCTEH, —

B BUJI€ HPUIIOKEHHS K 3asBJICHUIO, 3aBEPCHHOIO
11€4aThl0 U TOAITHCHIO PYKOBOIUTEIS
IIPOU3BOIMTENL MEIULIUHCKOTO W3/ICITHS)

[. CejieHus 0 IPOU3BOIMUTENIE MEJIHUL]

HHCKOT'O U31eI1Hs

3. Opranu3anyoHHO-TIpaBoBas (opMa U MOJHOE
HaUMEHOBAHKE IOPUANYECKOTO JIHIa JTHOO
Gamunus, nMms, oTyecTBO (IIPH HAJIMYWHN)
(pusryecKoro aMLa, 3apeTHCTPHPOBAHHOIO

B Ka4E€CTBE WHJIMBU/TYaJIbHOTO IPEATPUHUMATEII

4. CokpallleHHO® HAaUMEHOBaHHE IOPHIMYECKOTO
i (TpH HaTHYKHK )

5. @upMeHHOE HauMEHOBaHHE FOPHIUYECKOTO
nuna (Mpy HaJIUMYHn )
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6. Mecto Haxox1eHus (ajpec IOPUIHIECKOrO
JIUIA, MECTO JKUTEILCTBA (DU3UIECKOTO JIHIIA,
3apPETrUCTPUPOBAHHOTO B KAYECTBE
UHIAVBUAYAIBHOIO OPEIITPUHUMATE]S )

7. Homep Tenedona

8. AJipec 2IIeKTPOHHOH TOYTHI IOPUANYECKOTO
nuna mudo GU3NIECcKoro JIMIa,
3apEeruCTPUPOBAHHOIO B KAYeCcTRe
UHIVBHUIYAIBHOIO NpelpUHAMATES

(P HATHYIUK)

9. nenTrudukaTop HaJIOromiaTenbimuKa

10. ITponsBoACTBEHHbIE TLIOMA/KHK (TIOJTHOE
HauMeHOBaHMe, aJipec)

II. Cenenns 00 ymoTHOMOYEHHOM IIpEICTABUTENE
MIPOU3BOAMTEINS (IIPH HATTUYUHK )

11. OpranuzaiioHHO-TIpaBoBast (opMa U TOTHOE
HaMMEHOBaHUEe IOPUIMYECKOT0 JTHITA TUO0
pamuins, uMs, oTuecTBO (TIPU HAIMYKH)
(pH3MUeCcKOro JIUIA, 3aperuCTPHPOBAHHOIO

B KaQUeCTBE WHJIMBH/LYILHOT'O [IPEIPUHUMATE]LS

12. CokpaleHHOe HAMMEHOBaHKE IOPHIUIECKOTO
nuia (Tpy HaJTHYHHN )

13. ®upmMennoe HaMMEHOBaHNE FOPU/IUAIECKOTO
nuua (TP HATTHIHH )

14. Mecto HaxoxaeHus (aIpec IOpUIHIecKoro
JMLA, MECTO KHUTENHCTBA (PU3UIECKOTO JIMIIA,
3apPEruCcTPUPOBAHHOIO B KAYECTBE
WHJTUBU/IyaJIbHOIO IPEATIPHHUMATEIS)

15. Homep Tenedona

16. Anpec 311eKTPOHHON TTOYTHI IOPH/IHYECKOTO
nuna 1ubo GU3NYECKOro JIuia,
3apEruCTPUPOBAHHOTO B KauecTBe
MHIABHYAILHOIO NPeINpPUHUMATE]IS

(1pu HaTTUYWH)

17. nenTudukarop HagoromiaTenbInKa
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ITI. Musle cBenenus

18. Criocob momyueHus yBegoMIIeHui (perieHuii)
OT YIIOJHOMOYEHHOIO Oprata (3KCIepTHOH
OpraHM3aluy) peQepeHTHOrO rocy1apCeTBa

0

JIUHHO ITOJ POCIIHCH

3aKa3HbIM ITOYTOBBIM
OTIIPABIEHUEM

C YBEJIOMIICHAEM

0 Bpy4YEeHHUH

B DJIEKTPOHHOU (hopme
(tipu BBIOOPE MAHHOTO
crocoba HeoOXo MO
yKasarh azpec (ajpeca)
DJIEKTPOHHOM ITOYTHI,

Ha KOTOPBIH cliexyeT
HaIPaBUTh YBEIOMIICHNS)

B (hOpMe DIIEKTPOHHOI'O
JIOKyMEHTA,
MTO/NUCAHHOTO
JIIEKTPOHHOM MOJIIHCEHIO

19. Cocob nomyuenus jiybnukara
PEruCTPALMOHHOIO yYI0CTOBEPEHUSI
MEUIIUHCKOTO M3eITHs

Ha 6YM8_}I{HOM HOCHTEIIEe
JIUYHO

Ha OyMa)XHOM HOCHTEIIE
¢ OTIIPABKOW 3aKa3HBIM
ITOYTOBBIM OTIIPABIICHHEM
C YBEIOMIIEHHEM

0 BPYUYCHHUH

20. OcHoBaHMsI BEIAYH JIyOIMKaTa

yTpara
PErHCTPallMOHHOTO
YIOCTOBEPEHHUS

I10p4a pETUCTPAaHOHHOTO
YAOCTOBEPCHHMA
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21. Cenenus o JOKyMeHTE, TOJITBEPIKAAFOIIEM
OIJIaTy BblJauu ayOnukara (1ata ¥ Homep
TIATEXKHOTO MTOPYUESHMS )

(1aTa nmojiavum 3asIBICHUS)

(P. M. O. u 10mKHOCTE PYKOBOIATENIS (mouCh, IeYaTh MPOU3BOIATENLS
IIPOU3BOIUTENIS (YIIOJIHOMOYEHHOTO (YIIOTHOMOYEHHOT'O TIPECTABUTEIS
HPeJ/ICTABUTENS] IPOU3BOIATENS)) ITPOU3BOJIATETIS) )
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HPUJIOXEHME Ne 11

K lIpaBuiiam perucTpaiuu u SKCIepTUs3bl
OesomacHocTu, kayecTBa U 3)HEKTHBHOCTH
MEJIUIMHCKUX U3JISITUi

POPMA
3asiBJICHHS 0 MPOBEACHHUH COTJIaCOBaHUSA IKCHEPTHOIO 3aKJIHYEeHUA
Ha 3apEerucTpupoBaHHOEC MEJHIIMHCKOE U3ejiue

B ynonnomouenHsIi opran
(9KCHEPTHYIO OPraHU3aIHIO )
rocyzapcrea — ujeHa

EBpa3suiickoro sKOHOMHYECKOTO COI03a

(HapMeHoBanKue pe)epeHTHOr0 rOCYIapCTBa)

(namMeHOBaHHE TOCYAapceTBa (HAUMEHOBAHMS
rocyapcTB) IPU3HAHUSA, HE YKA3aHHBIX
B PEIUCTPAIIMOHHOM YI0CTOBEPEHHH
MEJIMIIUHCKOTO W3/IEIIHs)

SAABJIEHUE
O IIPOBEJICHUH COTTIACOBAHUS DKCIIEPTHOT'O 3aKITFOUEHHSI
Ha 3apEeruCTPHPOBAHHOE MEIMIITMHCKOEC U3JIETHE

(moimoe u cokparienHoe (TP HAMYHK), B TOM YHCie (UPMEHHOe, HAUMEHOBAHMUS JIHIA,
0T UMEHH KOTOPOTO II0JIACTCsl 3asBlIeHHE (IIPOU3BOJUTEINE (YIIOJTHOMOUYCHHDIN IPEICTABHTEIh
IPOU3BOJIUTEIIsE), OPraHU3AMOHHO-IPABOBAsI (hOpMA IOPHIMIECKOTO JIAIIA)

HACTOAIIUM IPOCHT TIPOBECTH IPOLEAYPY COINIACOBAHHS HKCIIEPTHOIO
3aKJIFOYEHHS Ha 3apErUCTPUPOBAHHOE MEIUIIMHCKOE U3EIIHE:

1. HauMmenoBanue MeJHIIMHCKOTO W3IEITHS

2. PEKBU3HTHI PETHCTPAIOHHOTO Y/IOCTOBEPEHHUS MEIHIIMHCKOTO
W3IETTHS

3. Kinacc noTeHnHanpHOro pUCKa MPUMEHEHHS MEAUITHCKOTO
M3 IEIIHS
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4. Koyt BMJ1a MEJIMIIMHCKOTO M3 (COIIACHO HOMEHKIIATYPE
MEJIMIIUHCKHX H3eui EBpasuiickoro 3KOHOMHYECKOT0 01034,
[IpaBUJIa BeJEHUs KOTOPOH yTBepkiennl Pernennem Kosmeruu
EBpasuiickoit sxoHOMHYecKoH Komuccnn oT 29 mexadpst 2015 .
Ne 177)

5. Ilomroe HanMeHOBaHUE M CTpaHa ITPOU3BOIUTEIIS, BKIIIOYASL
MECTO HaXOXKJACHHUS (aapec IOPUIHICCKOTO JIUIa, MECTO
JKUTENBCTBA (PU3UUECKOT0 JIUIIA, 3aPErHCTPHPOBAHHOTO B KAUECTBE
HHMBHIyaJIBHOTO TIPEIITPAHAMATEIS )

6. ITonHbIe HAMMEHOBAHMSI IPOM3BOICTBEHHEIX TIOIAJIOK,
BKJIIOYAsS aIpec

7. HaumMenoBanue yInoaHOMOYEHHOTO TPeJICTABATELS
IIPOM3BOJIMTEIISE HA TEPPUTOPUSX FOCYIAPCTB — WICHOB
EBpazuiickoro 3K0OHOMHYECKOTO COI03a, BKIFOYas MECTO
HaxOoXIeHMs (a7ipec IOPUIHIECKOTO JIMIA, MECTO JKHTENLCTRA
(hM3UYECKOro JIMIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE
MHIMBUYAIbHOTO IIPEANPUHUMATE]IS)

8. Cenenus 0 JOKYMEHTE, [1OJITBEPIK/IAIOIIEM OILIATY BEIIAYH
PETHCTPAITMOHHOTO YJIOCTOBEPEHHSI B pe(hepEeHTHOM TOCY/IapCTRe
(pu HEOOXOTUMOCTH)

9. Crenenns o0 JOKyMEHTE, IOATBEPIK/IAIONIEM OIUIATY IPOLETYPLI
COTIACOBAHUS SKCIIEPTHOT'O 3aKIIOUYEHHS Ha 3aPEerHCTPHPOBAHHOE
MEHUIMHCKOE M3JIENIHE B TOCYIapCTBe (rOCYIapCTBax ) IPU3HAHHS

10. Crioco0 monydeHus yBeJIoMIeHHH (pelieHuii)
OT YIIOJIHOMOYEHHOI'O OpraHa (3KCIEepTHOH Oprannu3aliiim)
pedepeHTHOTO rocyaapeTBa:

0

U

JIMYHO I10O POCIIHCH

3aKa3HbIM IIOYTOBBIM
OTIPABICHHEM

C YBEIOMIIEHHEM

0 BPYYEHHH

B DIIEKTPOHHOM (hopme
(pu BBEIDOpE JTAHHOTO
crrocoba HeoOXoaUMO
yKas3aTh ajipec
(anpeca) MEKTPOHHOHM
[IOYTEI, HAa KOTOPBIH
CIIE/IyET HAIIPABUTH
YBEIOMIICHHS)

B popme
SJIEKTPOHHOTO
IOKYMEHTa,
MOJITUCAHHOTO
SJIEKTPOHHOH
1IO/IIHCHIO
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11. Criocob norydeHus: perucTPaliiOHHOIO YI0CTOBEPEHH s U ma 6ymaknom
MEJIMIHHCKOT'O M3EIHS H IIPUIIOKEHHSI K HEMY': HOCHTEJE JIHYHO

0 ma OymaxHOM
HOCHTEJIE C OTIPABKOM
3aKa3HbIM ITOYTOBBIM
OTIIpaBIIEHUEM
C YBEJIOMJICHHEM
0 BPYYEHHUHU

['apanTHpy0  JIOCTOBEPHOCTH M  WJAEHTUYHOCTD uHhopManum,
coJiepyKaencs B 3asBICHUU.

(aTa moyiauM 3asiBIICHHS)

(d. M. O. 1 N0WKHOCTh PYKOBOIUTENIS (moUcek, 1evyaTh IPOU3BOUTENS
IIPOU3BOAUTENS (YIIOTHOMOYEHHOI'O (YIIOJIHOMOYEHHOTO TIPe/ICTABUTEIS
IIPEICTaBUTEIIS IIPOU3BOJIATEINS)) IIPOU3BOJIMTEIS))
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[TPHMJIOXEHUE Ne 12

K ITpaBumam peructpannu u 3KCIepTH3LI
OezonacHocTH, KauecTBa U d((HeKTUBHOCTH
MEIUIMUHCKUX U31ETUH

ITEPEYEHDB
AOKYMEHTOB, HEOOXO0AMMBIX /15l IPOBeeHHUS MPOIeaYPhLI COIIacOBAHUS
IKCIEPTHOTO 3aKII0YEHHS HA 3apericTPHPOBAHHOE
MEeIHUHHCKOE U3/1eTHe

HaumenoBanue JlokyMeHTa [ Ipumeuanue
1. 3asrieHME O IIPOBEICHUH COTTIACOBAHHS 1o opme, IpeycMOTPEHHOI
IKCIIEPTHOTO 3aKIIFOUEHHUS npunozenuem Ne 11 k [IpaBunam

Ha 3apPETHCTPUPOBAHHOE MEJMITMHCKOE H3JIEIHE | PErHCTPAIHT B AKCIIEPTH3EI OE3011aCHOCTH,
KadyecTBa U 9 (GEKTHBHOCTH MeJIMITHHCKIX
U3JIEeIUH, YTBEPK/IeHHBIM PerennemM
Cogera EBpasuiickoii skoHOMHYECKOH
komuccHu 0T 12 despana 2016 1. Ne 46

2. I[OI‘OBO_[) HPOU3BOMUTENIS € YITOJIHOMOYCHHBIM | KOIIMS 3aBEPSIETCSI B COOTBETCTBHH C

HPEICTABUTENEM ITPOH3BOIHTENS THOO €10 MEXK/IYHAPOIHBIMH HOPMaMH 3aBEPEHMUS HIIH
KOIIMSL (IIPY HAJTFYWH YIIOTHOMOYEHHOI'O HOPMaMH 3aBEPEHMUSI, YCTAHOBICHHLIMH
IPEICTABHTEIS IIPOU3BOUTEIIS ) 3aKOHOJ[ATeIILCTBOM pedepeHTHoro
rocynapcTaa
3. JIoBepEHHOCTH OT IPOU3BOTUTEIS HITH B COOTBETCTBUH C MEXK/[YHAPOIHEIMI
YIOTHOMOYEHHOTO IPEJICTABUTEIIS HOPMaMH 3aBEPEHHs HIIH HOPMaMK
IIPOU3BO/IMTEIIS HA MTPABO MTPEICTABIIEHHSI 3aBEPEHMS], YCTAHORICHHLIMH B
HHTEPECOB IPH IIPOBEICHHH IIPOIETYPEI COOTBETCTBHH C 3aKOHOJATEIIECTBOM
COIJIACOBAHUS DKCIIEPTHOTO 3aKIIOYCHHS Ha rocypapcrBa — wieHa EBpasuiickoro
3apPETHCTPUPOBAHHOE MEIMIIMHCKOE H3/IEITHE SKOHOMHMYECKOTO COK3a
(1pu HEOOXOMMOCTH)
4. JlaHHBIE 0 MAPKUPOBKE U YIIAKOBKE, 3aBEPSIFOTCS! IPOU3BOTHTEIIEM
YTBEPKJIEHHBIE IIPH PETUCTPAIIHH (Y11OJTHOMOUCHHEIM IPe/ICTABUTEIEM
MEAHITHHCKOTO U3JIEIHS C YUETOM BHECEHHBIX IPOU3BO/IUTEIIS)

U3MEHEHHUI B PETHCTPAIMOHHOE JIOChE
MEIUITTHCKOT O H3JIeUs (TIOTHOTBETHEIE

(¢ ykazaHnueM KOJIMPOBKH IIBETA) MAKCTEI
YIIAKOBOK M 3TUKETOK), TEKCT MAPKUPOBKH HA
TOCYIapCTBCHHBIX S3BIKAX I'OCY/IapCTR
MIPU3HAHUS, YKA3aHHBIX B 3asBJIICHUH O
IIPOBEJIEHUH COTTIACOBAHHS OKCIEPTHOIO
3aKIIIOYCHHS Ha 3aperUCTPHPOBAHHOE
MEJMIMHCKOE U3Jieiue) (IIpH HeoOX0IUMOCTH )

5. DKCIUTyaTanuoOHHBIH JJOKYMEHT HITH 3aBEPSIOTCS IPOU3BOIATEIIEM
HHCTPYKIHS 110 IIPUMEHEHHIO METUTTHHCKOIO (YIIOJIHOMOYECHHEIM IIPE/ICTABHTEIIEM
U3JIeIIUs, PYKOBOJICTBO 110 CEPBUCHOMY IIPOM3BO/IUTEILS)

00CIyKMBaHUIO, YTBEPKICHHEIC IIPH
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PErHCTPAMH MEJIMIIMHCKOTO U3JIENIUS C YIETOM
BHECEHHBIX H3MEHEHUH B PEruCTPaIiiOHHOE
JI0CHE METUITTHCKOTO U3/IEITHS,

Ha rOCYIAPCTBEHHBIX S3bIKaX TOCYIapCTB
IIPU3HAHHUS, YKa3aHHBIX B 3a4BICHHH O
IIPOBEJIEHUHU COTTIACOBAHMS IKCIIEPTHOTO
3AKITIOYCHMS Ha 3aPErUCTPUPOBAHHOE
MEJIUIMHCKOE H3JEIHE (ITPH HEOOX0IUMOCTH)

6. Perucrpanmonnoe yjiocToBepenHue
MEIUIMHCKOr0 u3jienust EBpasuiickoro
SKOHOMMYECKOI0 COK03a JIUO0 ero JIydIrKaT
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ITPAJIOXEHHME Ne 13

K IIpaBuiam perucrpanuu 1 SKCIEPTH3LI
bezomacHocTH, KauecTBa U A3(HEKTUBHOCTH
MEIULIUHCKUX U3

POPMA
3asiBJIEHUs1 00 oTMeHe eiicTBHsI (AHHYJTHPOBAHNH)
PErucTPANHOHHOI0 YA0CTOBEPeHUS MeTHIMHCKOT0 H3/1e s

B ynonsoMmoueHHbINH opran
rocygapcrsa — yjieHa
EBpasuiickoro 5kOHOMMUECKOT'0 CO03a

(mammeHOBaHKeE pedepeHTHOTo rocy1apeTRa)

3ASBJIEHUE
00 oTMeHe JIeHicTBUS (aHHYJIMPOBAHKH )
PETUCTPALUOHHOI'O YJIOCTOBEPEHHUS MEIUIIMHCKOTO H3/1EIInsI

(monHOE ¥ COKpalleHHOE (IIPH HAIMYKHI), B TOM YHCIIe (HPMEHHOE, HAUMEHOBAHUS JIMIIA,
OT HMEHH KOTOPOI'O MOJAETCs 3asBIeHHe (IIPOU3BOJUTEIND (YIOIHOMOYEHHEIH TPEJICTABATEND
IPOM3BOJIUTENLS), OPraHU3al[HOHHO-IIpaBoBast (opMa IOPHIHIECKOTO JIHIA)

HACTOSIIMM IIPOCUT OTMEHHUTH JeHCTBHE PErHCTPAllMOHHOTO YIO0CTOBEPEHMUS
MEJMIUHCKOIO H3/leNusl (aHHYJIHPOBATE PETHCTPAIHOHHOE YAOCTOBEPEHHE
MEIUITMHCKOT'O H3/ICIIHS)

(HaMMEHOBaHHME MEUIIMHCKOI0 M3JIesinst (C YKazaHHeM MOJEN (MapKu) MEAUIIUHCKOTO
M3JIENNs, €€ COCTaBa U IPUHAIIEKHOCTEH ))

(maTa perucTpanyi MEIMIMHCKOTO H3JIeNIUsI B HOMED PErHCTPAIHOHHOI0
YJOCTOBEPEHUS] MEIUITHHCKOTO H3/ICITHS)
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B CBs3H C

(yka3biBaeTcst IPUYMHA)

(nara nmojayu 3asiBICHUS)

(®@. M. O. 1 10mKHOCTh PYKOBOIUTENS (TIoANHCh, [eYaTh MPOH3BOIATENIS
IIPOU3BOAUTENS (YIIOTHOMOUYEHHOTO (YHOJIHOMOYEHHOTO MPEICTABATEIIS
[IPeJICTABUTEIIS IPOU3BO/IHTEIS)) OU3BOJIUTEISA) ).
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