EBPA3UNCKASA DKOHOMHUYECKAS KOMUCCHS
COBET

PEIMEHMWE
«12» derpans 2016 r. Ne 46 r. Mocksa

O IlpaBuiax perucTpanum M SKCIEPTH3bI 6€30NACHOCTH, KA4YeCTBA
1 3¢ PeKTHBHOCTH MEAHITHHCKHUX H3eHi

B coorserctBun ¢ nynkrom 2 crateu 31 Jlorosopa o EBpazuiickom
SKOHOMUYeCKOM coroze oT 29 mas 2014 roma, mynkramu 2 u 4 cratbu 4
CornaiieHusi 0 €MHBIX NPUHIIMIIAX U [paBUIaX OOpAICHUS MeIHLMHCKHX
M3/CHH (M3/1eIMii MEAUIIMHCKOTO HAa3HAYCHUS U MEIUUUHCKON TEXHHKH)
B paMkax EBpa3uiickoro 3x0HOMHYECKOTo coro3a oT 23 mexabps 2014 roja,
nyHkroM 92 npunoxenuss Ne 1 k Permamenty paborsl Epasuiickoii
SKOHOMHUYECKOH  KOMMCCUM, yTBepxkAeHHOMY PemenneM  Bricmiero
Espasuiickoro skonomuueckoro cosera ot 23 gexabps 2014 1. Ne 98, u B
nensx wucnonHeHus Pewenuss Bricimero EBpa3zuiickoro 5KOHOMHYECKOrO
coBeta oT 23 nmexabpsa 2014 r. Ne 109 «O peammzaumu CornaiieHust o
€AUHBIX [IPUHUMNAX W [paBWiIax oOpallleHus MEAUIMHCKUX W3JICTHi
(M31eaUil MEMIIMHCKOTO HA3HAYCHUSI M MEIUIMHCKON TEXHUKU) B paMKax
EBpasuiickoro 5KOHOMMYECKOTO COI03a» Coser EBpasuiickoi
SKOHOMHYECKOW KOMUCCHHU P € I M JI:

1. YrBepaute npunaraemble [lpaBuna perucrpauvu M IKCHEPTHU3bI
Oe3onacHocTH, KadyectBa W HPQPEKTUBHOCTH  MEJUUUHCKUX  U3ICITUAN

(manee — IlpaBuna).



2. YCTaHoBUTh, YTO:

a) B nepexoaHblii nepuoj j1o 31 gexabpst 2021 r.:

perucTparnus MeAUIMHCKOTO W3eNnusl MO BBEIOOPY MPOM3BOIAMTE/IS
MEIMIHMHCKOrO H3AENHs (€ro yIOJIHOMOYEHHOTO TIPEeJCTABUTENIS) MOIKET
OCYLUECTBIATLCA B COOTBETCTBUM ¢ [IpaBunmamMu 1THOO B COOTBETCTBHU C
3aKOHOJIaTelbCTBOM rocy/iapeTBa — wieHa EBpasHiicKoro 5KOHOMHYECKOro
coro3a (aajiee — rocy/1apcTBa-4JeHsl);

MCIUIMHCKHE W3JENUsl, 3apeTHCTPUPOBAHHbBIE B COOTBETCTBUH C
3aKOHOJIaTeIbCTBOM IOCYAapCTBa-4jieHa, 00pamaoTesl Ha TEPPUTOPHHE STOrO
rocy/1apcTBa-4jieHa;

0) IOKYMEHTBI, MOATBEpkKAAOMKEe (aKT PETHCTPALMH MEIUIHUHCKUX
M3MEJIMH W BbIIAHHbIE YIIOJHOMOYEHHBIM OpPraHOM TOCYIapCTBa-ujicHa B
00JIACTH 3/IPAaBOOXPAHEHUST B COOTBETCTBHH € 3aKOHOJATENLCTBOM 3TOLO
rocyaapCTBa-4jieHa, JAeHCTBUTENIbHBI JJO OKOHYAHUS CPOKA UX AEHCTBHS, HO
He nozaHee 31 gexaOps 2021 r.

3. 'ocynaperBam-usieHam 10 31 pexabps 2016 r.:

a) yrBepauTh pa3Mep cOOpoB (MOIUIMH) HIX HHBEIX 00S3aTeNbHBIX
[iaTexen, npeaycMoTpernslX IlpaBnnamu, ¢ ydeToM CIONKHOCTH HpOLEAYp
M 00beMa BBIIOIHAEMBIX padoT, MPOBOJMUMBIX B pe)epPEHTHOM IOCY1apCcTBE
M FOCY1apCTBaX NPU3HAHMS, B TOM YMCIIE IPU:

perucTpalii MeJUIUHCKOTO H3IeNIus;

BKCIIepTU3e Oe30IacCHOCTH, KadecTBa U YP(MEKTUBHOCTH MEIUIHHCKOIO
H3eITHS,

BHECEHWM M3MEHEHUH B perucTpaloHHOE J0ChE MEIUIIHHCKOI'O
U3J1eIIus;

Bbl/1aue J1yOJIMKAaTOB PErUCTPALIMOHHEIX YAOCTOBEPEHHIA;

0) onpeaenuTb — opraHbl  (OpraHM3alUH),  OTBETCTBEHHbLIE 32

OCYLUECTBJICHUE pErucTpalurvi, BHECEHHUE U3MEHEHUNH B pPErucTpaliioOHHOC
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JOCbe W HHBIE CBA3AHHBIE C pErucTpanueil MEIUIUHCKUX —H3JE/Hil
nponenypsl, npegycmorpennsie Ipasunamu, u npouHdopMupoBate 06 3Tom
EBpasniickyro 5KOHOMHHYECKYI KOMHCCHIO.

4. Hacrosmee Pemenuwe BcTymaeT B CWly [0 MCTEUEHHH
10 kanenjapHblx JHEH ¢ JaTtel BCTyIUIleHMs B cujly IIpoTokona,
noanucannoro 2 gaexabpsa 2015 roxa, o npucoenuHeHHH Pecmybanxu
Apmenust k CorjialmieHnto 0 e/IMHBIX [PUHIIMIIAX W TpaBuiiax oOpalieHus
MEIMLIMHCKAX — U3Jenuid  (M31eMid  MEOUUMHCKOrO  HA3HA4YeHUs U
MEAMIMHCKON TEeXHUKHU) B paMKax EBpasHiicKoro 5KOHOMHYECKOro COI03a
oT 23 yexadps 2014 roxa, Ho He paHee yem 10 ucredeHud 10 KaleHIAapHBIX

JIHEH ¢ 1aThl 0QHIHUAIBLHOrO OITyOIMKOBaHUs HACTOsIIEro Pemenns.

Yaennl Copera EBpa3suiickoi 3KOHOMHYECKON KOMHCCHH:

OKYMEHTOB /<)

Jind ./ \S"
(8] ai]




YTBEPX/IEHBI

Pemennem Cosera
EBpazuiickoil 5KOHOMHUYECKOH KOMUCCHH
or 12 gespans 2016 r. Ne 46

ITPABUJIA
PerucTpanuy M SKCIepTH3b]l 0€30NaCHOCTH, KayecTBa U 3¢ dekTHBHOCTH
MEIUIHHCKHAX U3IeJUl

[. Obume noyioxeHus

1. Hactosimume llpaBuma paspaboTaHbl B COOTBETCTBHH C ITYHKTOM 2
crarer 31 JloroBopa o EBpasuiickoM 3KOHOMHUYECKOM coro3e OoT 29 Mas
2014 roga w nynkroM 2 cratbu 4 CoryalleHds O €OUHBIX NPHHIKIAX H
npaBunax o0palieHusi MEOUIUHCKUX W3IeNHH (M3JeMH  MEAUIMHCKOro
HasHAYeHUSA MW MEIAMLUMHCKOM TEeXHHMKM) B pamkax EBpasmiickoro
O9KOHOMHYECKOTO cor3a o1 23 gexabps 2014 roga u ycraHaBIHBAIOT
MOPSAJIOK MPOBEAEHUS PErUCTPALMK U SKCIIEPTU3BI OE30IIaCHOCTH, Ka4yeCTBa U
5 dEKTHBHOCTH MEANLIMHCKHX M3/Ie/il (Jlajiee — perucTpaiusl U dKCrepTh3a
MEJHULMHCKOrO U3JlelIus), BHECEHUS! U3MEHEHUH B PErHCTPAIIMOHHOE JOCLE
MEJMIIMHCKOIO  U3/e/Idsl,  BBIAAYH  AYOIHMKAaTOB  PErMCTPaliMOHHBIX
YIOCTOBEPEHHI, a TAaKXKE OTKa3a B PEerucTpaluv MeIUI[HHCKOIO H3MIeNus,
[IPHOCTAHOBJIEHUS U OTMEHBI JACHCTBUS (AHHYIUPOBAHMS) PETHCTPAIHOHHOTO
YJIOCTOBEPEHHSI ~ MEIAMIMHCKOTO H3Aenuss B pamkax EBpasuiickoro
9KOHOMHUYECKOro coro3a (naiiee — Coro3).

TpeboBanust Hacrosuuumx IlpaBunm He TNPUMEHSIOTCS B OTHOILEHHH
MEJIMLMHCKAX H3ICIHA, MOTPeOHOCTh B KOTOPBIX BO3HHKAET B YPE3BBIUANHEIX

CUTyaluAx  HIKM  JUId  JUHAarHOCTHKH  HOBBIX, NPUPOAHO-OYArOBbIX MM



0co00  oracHeIX  MH(EKIMOHHBIX  3aboneBaHui, oOpalleHHe  KOTOPBIX
PeryJIMpyeTcsl 3aKOHOAATEILCTBOM IOCYAapCTB-UIeHOB.

2. B nepexonHblil nepuoj 1o BbIOOPY MPOUZBOAMTENS] METUIIHHCKUX
M3J1eJMH (Ero yIOJIHOMOUYEHHOIO [pe/ICTaBUTEIs) SKCIIEPTH3a H PEerucTparus
MEJULMUHCKUX  H3ACIMH  OCYLIECTBISIIOTCS B COOTBETCTBUM €
3aKOHOLATEIbCTBOM rocyaapcrBa — uineHa Coroza (zanee — rocymapcTBO-
ujieH) WiK ¢ HactosiiuMu TTpapunaMu.

3. IlonaTHs, uCHONb3yeMble B HacToAlWMX [lpaBWimax, O3HA4alOT
clleyrolee:

«be30nacHOCTb MENMLMHCKUX U3AENHH» — OTCYTCTBHE HEIOIYCTHMOTO
pHCKa, CBA3aHHOTO C IIPUYMHEHWEM BpeAa JKHA3HHU, 3/I0POBBHO 4YeloBeKa,
OKpyKarollen cpeje;

«BaJJalUsAg» — IOATBEPXKACHHEC TOCPEACTBOM  IPEACTaBIICHHUS
OOBEKTUBHBEIX CBUAETENLCTB BBIMOIHEHHS TpeOOBaHMM, NpeIHAZHAYCHHBIX
JUTST KOHKPETHOI'O MCIIOJIb30BAHKS MJIM TPUMEHEHHUS;

«BaJIMJIALUsl IPOIPAMMHOTO 00eCIIeUeHUsI» — MPOLECC IOATBEPIKACHMS
HPUIOAHOCTH IIPOrpaMMHOIO obDecredeHust Ul PEIUeHHUs KOHKPETHBIX
NPUKITATHEIX 32/1a4;

«BepuQUKaLUA» — TOATBEPKACHHE HA OCHOBE IIPEACTABIIEHHS
OOBEKTUBHEIX CBUETEILCTB BEITOIHEHNS YCTAHOBJIEHHBIX TpeGoBaHMIA;

«BepupuUKany¥sd  [POrpaMMHOTO  oOecredyeHus»  —  TMPOLece
TIOJATBEPKICHHUS COOTBETCTBHS IIPOrpaMMHOI0 obecrieyenus
YCTaHOBJEHHBEIM TpeOOBaHMAM (B TOM  YHCIE€  COOTBETCTBYKOIEMY

TEXHHYECKOMY 3aJ1aHHIO, CHBHHq)IdI{aI_'LHPI, OTpacjyiCBBIM CTaHﬂapTaM);
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«roCyapCTBO MPH3HAHUSA» — TOCYHAPCTBO-YJIEH, YIMOJIHOMOYEHHLIHA
opraH (dKCHepTHas OpraHHU3alusl) KOTOPOTO OCYIIECTBISET IPOLENYPY
COIIaCOBaHMs YKCIIEPTHOIO 3aKJIHOUYEHUsS pe(hepEeHTHOr0 rocyaapCcTBa;

«eJIMHBIM  peecTp MEIMUUHCKUX W3AeTHH, 3aperucTpupOBAHHBIX
B pamkax EBpa3suickoro 5KOHOMHYECKOTO CO3a» — 3JIEKTpOHHas 0Oasa
NAHHBIX MEIMUMHCKUX HW3JelIMi, 3aperuCTpUpPOBAHHBIX U pa3pelleHHbIX K
MEIMIIMHCKOMY ITPUMEHEHHUI0 Ha TeppuToprun Corosa;

«3asBUTENIL»  —  NPOM3BOJUTENb,  ABMSKOIIMNACS  pEe3UICHTOM
rocyapcTBa-uJjieHa, Ui €ro yroJHOMOUYCHHBIH MPEeICTaBUTE;

CHJCHTU(UKALMS U MAapKUPOBKA OMEPAHOHHON CHCTEMBID» — AHAIN3
uHpopMal 00 HCIOMB30BAHHOW 1pH  pa3paboTKe MPOrpaMMHOIO
obecrnieueHust OMEepPalMOHHOM CUCTeME C IENBI0 OIECHKH BO3MOXKHOCTEMH
3aIMTHI IPOrPaMMHOI0 00ecreyeHus 0T HeCAaHKIIHOHUPOBAHHOIO JIOCTYIIA;

«KaYeCTBO MEIULHUHCKOTO HU3JIeNUs» — CTeNeHb COOTBETCTBHSA
COBOKYITHOCTH CBOMCTB M XapaKTEPUCTUK MEJMIIMHCKOrO H3EIIus LEIsAM ero
[pEeJHA3HAYEHHOr0 UCIIOJIb30BAHUS;

«knaccuUKanysg MEAWIMHHCKONO H3JCAHs B  3aBHCHUMOCTH  OT
INOTCHUHAILHOIO pPHUCKA IIPUMEHEHUS» — OTHECCHUE WM OIpejeeHue
MPUHAUIEKHOCTH —~ MEJMIMHCKOrO U3Je/lus K OJHOMY M3  KJACcCOB
MOTEHIMAILHOIO PHUCKA IPUMEHEHHS B MEIUITMHCKHUX LETIsX;

«KOMITJIEKTYIOIIEE K MEJUIMHCKUM M3ACNUsIM» — HU3JeNue, He
SBJIAIONIEECS  MEJMIMHCKUM  M3JCNHeM WM  [PHHAIUIEKHOCTRIO K
MCIHIIMHCKOMY M3JEJINI0, B TOM 4YMcie OMOKH, Y4acTH, 3JeMEHTHl H3MEJIHs,
MaTepHalibl, 3allaCHble  4YacTW, [peAHA3HAUEHHBIE  IMPOM3BOAMUTENIEM
MEJIMITUHCKOTO M3/ICIHS TS IPUMEHEHHUS] B COCTaBe MEOUITMHCKOTO M3/e/HsI
WJIH COBMECTHO C MEAMLIMHCKHAM H3JIeJINEM;

«MEIMLIMHCKHE M3JeNusl s AUArHOCTHKH In vitro» — mro0ble

MHCTPYMEHTBI, anmnapaTsl, Ipubopel, 000py0BaHNE, MaTEpPHUATbI, PeareuThl,
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KanuOpaTopel, KOHTPOJIBHbIE MaTepHalbl U MPOYUE U3AEHs, IIPUMEHSEMbIe
B MEAULWHCKHUX LENSX OTAC/IBHO WM B COUYCTAHHH MEXIy co0Oii, a Takxke
BMECTE ¢ MPUHAIEKHOCTIMU, HEOOXOANMBIMH JIJTsl IPUMEHEHHS YKa3aHHbIX
M3IeTMH MO0 HasHaYeHMI0  (BKIIOUYas  CHElMalbHOE  MPOTrpaMMHOE
obecneyenne), ¥ NpeHA3HAYCHHBIC TPOUZBOAUTENEM AJIsI IPUMEHEHHMS 1P
MCCIIeI0BaHUsX 1N Vitro 00pa3loB OHOMOTHYECKHX MATEPHAIIOB YesloBeKa Il
MOJIydeHUs:  MHQOPMALMKM  OTHOCHUTENBHO  (PU3HOJOTHUYECKOTO  WIIH
[IaTOJOTHYECKOT0 COCTOSIHHUS, BPOKICHHOM MaToJIOTHH,
MPeAPacIioNOKEHHOCTH K ONPENETeHHOMY KIMHUYECKOMY COCTOSHUIO HJIH
Oone3Hy, COBMECTUMOCTH TKaHedl ¢ TOTEHIMAILHEIM PELUTTHEHTOM,
IPOrHO3MPOBAHUSA DPEaKiMii Ha TepamneBTHYECKHE BO3AEHCTBHs, BhIOOpA
TEPANeBTHYECKUX CPEICTB U (UIIH) KOHTPOJIS JICUCHHUS;

«MOJMGBUKALMS  MEJMIMHCKOrO  W3JIeNUs» —  PasHOBHAHOCTD
MEIULMHCKOIO HW3/IENihsi, MMeromiass oOIue ¢ OCHOBHBIM MEAMIIMHCKUM
M3/ICJIMEM KOHCTPYKTHUBHBIC MPU3HAKH, pa3paboTaHHble Ha 0aze OCHOBHOTO
M3JIEIUS ¢ LEIBI0 €ro  yYCOBepIIeHCTBOBaHWS, PACIIUPEHHs JHOO
ClIeLHaNU3ally IPUMEHEHHS B MEIULIMHCKUX 1IE/IAX;

«MYJIETHIIEHTPOBOE HCCIIEIOBAHUE MPOTPaMMHOI0 obecriedeHusy —
OJ/IHOBPEMEHHOE TECTHUPOBAHKHE NIPOIrPAMMHOI0 0DECIICUEHUs] B YCIIOBHSX €r0

IUIAHUPYEeMOI'0 NPUMEHEHHS Ha HECKOJIBKMX BHCIIHHX JKCIEPUMEHTAIBHBIX

Iom@Kax (BHe NPEANPUSTUS — pazpaboTdMKka TaKoro HpOrpaMMHOTO
obecrneueHuns);
«Habop (KOMIUIEKT) MEJMIMHCKUX H3IENHH» — COBOKYIHOCTh

MECIHUIINHCKHX Ifl3ﬂ,e.ﬂIfIf;l, HMCIOIMX €JUHOE Ha3HaYeHHWe U MApKHPOBKY,
C YKa3aHHEM IICPECUYHA YKA3aHHBIX MC/IMIIMHCKHUX H3)1€J1Piﬁ;
«HIPHHALJICKHOCTE» — H3ACIHUEC, HE MABIAIOIIEeeCd MEeIUIIHHCKHM

H3ICIIHUEM, [IpeaHa3HauCHHOe ITPOU3BOJAHUTEIICM HJ1s COBMCCTHOTI' O



NPUMEHEHHSI C OJHUM WM HECKOJbKUMH MEAMIMHCKUMU M3AEIUSIMH JJIs
MCITOIB30BAHUS B COOTBETCTBUH C MX HA3HAUCHHEM;

«IPOU3BOJAMTENL MEJULUHCKOTO M3ACTUA» — IOPUANYECKOE JIUI0 HIIH
(pusnueckoe HMIO, 3apPETHCTPHPOBAHHOE B KAYECTBE WHIUBUIYATLHOTO
NpCAIpUHEMATENsl, OTBETCTBEHHbIC 3a pPa3pabOTKy ©M  M3rOTOBJIEHME
MEIUIMHCKOr0 M3/eusl, JIe/NalolIUe ero JOCTYIHBIM JIJI MCIIOJIB30BAHUS OT
CBOETO HMMEHH HE3aBHCHUMO OT TOro, pa3paboTaHO W (WIH) H3rOTOBJIEHO
MEIULMHCKOE H3Je/IMe ITHM JIMLOM WM OT €ro HMEHH JPYTHM JIMI[OM
(Muamu), ¥ HecyllMe OTBETCTBEHHOCTh 3a O€30I1aCHOCTh, KAYECTBO W
3(p(HEeKTUBHOCTL MEAUIIMHCKOTO M3/1E/INS;

«IPOM3BOJACTBEHHAS [IJIONA/IKa» — TCPPUTOPUATBHO 000c0OIEHHbII
KOMIUIEKC, — TpeJHA3HAYCHHBIM MU BBINOJHEHMS  BCEro  Mpollecca
MPOU3BOJICTBA MEIULUHCKOIO U3/IENIUS UM €r0 ONPeIeICHHEIX CTAIUI;

«pacXOJHBIM MarepHal K MEAULMUHCKUM W3ACTUAMY» — M3JEIUS U
MaTepuaibl, PacXOJyEMbI€ MPH HCIOIL30BAHUN MEJIUIMHCKUX W3IeIHi,
obecnieuMBarOIe  IPOBEICHHE  MAHHIYJSIME B COOTBETCTBHM  C
(pyHKLIHOHATBHEIM Ha3HAYEHHEM MEUIIMHCKOTO U3/ICIIHUS;

«PETUCTPAIIMOHHOE JIOCKE» — KOMIUIEKT IOKYMEHTOB M MaTepHasioB
YCT2HOBJICHHOU CTPYKTYPBI, IPEACTaB/IAEMbIH 3as4BUTEIICM MPH PETHCTPAL|H
MCIMIHCKOTO  M3/Ie/IMs1, BHECEHWM M3MEHEHMH B pPETMCTPalMOHHOE
YIOCTOBEPEHHE, & TAKKE KONMH pPELIeHUH, NPUHATBHIX YIOJHOMOUYSHHEIM
OpraHoM  (3KCNEpPTHOH OpraHus3auqeil) B  OTHOUIEHHH KOHKPETHOrO
MEeIUILUHCKOTO U3/IeJINs;

«pPEerucTpalMOHHEIA HOMEp» — KoJ0Boe 0003HaueHue, NPUCBAUBAEMOE
MCIUIUHCKUM M3JEIHAM IIPH UX PETHUCTPAIUH, T10J] KOTOPHIM OHM BHOCHATCS
B €/IMHBIA peecTp MEAMIMHCKUX M3IETHH, 3aperHCTPUPOBAHHBIX B PAMKax
Cor3a, M COXpaHSEMOC HCH3MEHHBIM IpU OOpalleHMH MeJULIUHCKOTO

n3gends B pamkax Corosa;
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«PErUCTPAIMOHHOE yJIOCTOBEpeHHEe» — JOKYMEHT eJUHON (OPMEL,
MOATBEPKAAOLIMI (DAKT PErucTpaluy MeJIUIIMHCKOTO H3JICITHS;

«PETUCTPALMsl MEIMLHHCKOTO H3AENHs» — Ipolelypa BblIayu
YIOJHOMOYEHHBIM OpPraHOM paspelleHds] Ha MeJWIUHCKOe MpUMEHEHUe
MEIMLMHCKOTO u3enus B paMkax Corosa;

«pe()epeHTHOE IoCyAapcTBO» — BBIOPAHHOE 3asBUTEJIEM IOCYIapCTBO-
4JIeH, YIOJHOMOYEHHBIH OpraH KOTOpPOro OCYHIECTBIISIET PEerucTpariuio
MEIHULIMHCKOTO U3/IENus;

«YTIOJIHOMOYEHHBIH IPEICTABUTENb MPOU3BOIATENS» — IOPHIMIECKOE
JMLO  WIM  (U3MYecKoe  JIMLO, 3aperMcTpUpOBAHHOE B KAuyeCTBE
WHJMBUAYAJIBHOTO  OPEJIpUHUMATENs,  SBSFIOINHMSCS  PEe3HACHTAMH
rocyJIapcTBa-4jicHa U YIIOJHOMOYCHHBIC B COOTBETCTBUU C JOBEPEHHOCTHIO
[IPOU3BOJAUTEINST MEIAMLUHCKOTO W3/IeJIds TPEeACTaBISTh ero HHTEPECH U
HECTH OTBETCTBEHHOCTb B 4acTU O0pallleHUusi MEIMLMHCKOrO H3HCIHS B
pamkax Coro3a U UCTHONHEHHS 00s3aTEIbHEIX TPeOOBaHUA, IIPEIbIBISEMBIX
K MEIUIIMHCKUM U3JEIUSIM.

4. Peructpauns ¥ OKCHEPTH3a MEIUIIHHCKOTO W3ICIUS  SIBISIOTCS
00s3aTeNbHBIMK YCIOBUSIMH €T0O BEITYCKa B oOpaiienue B pamkax Coroza u
OCYLIECTBIISIOTCS YIOJTHOMOYEHHBIM OpPraHoM pedepeHTHOrO ToCyIapCTBa.
[Ipp sTOM npeabsBAsOTCS OJMHAKOBBIE TpPeOOBAHWS B  OTHOIUECHUH
MEAMLMHCKUX M3JEJIUH, IpOoM3BCACHHBIX Ha Tepputopun Coro3a u
BBE3EHHEIX HA TAMOXKEHHYIO TeppUTOpHI0 Co103a U3 TPeThUX TOCYAapCTR.

5. 1o nopayv B yNnoJHOMOYEHHBIH OopraH pe)epeHTHOro rocyaapcTrBa
3asIBJICHUs] HA PErUCTPALMIO M IKCHEPTU3Y METHUITUHCKOIO  U3JEeiHsl
3asBUTENL  OCYLIECTBNIsieT  cOOp  JIOKa3zaTesNbeTB  OC30MacHOCTH U

3(1)(1)6KTHBHOCTH MCAUIHMHCKOr0O M34CIHUA W MOATOTOBKY COOTBETCTBYIOIIECTO

PErucTPalMOHHOr0 AOChHE.
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6. B 1ieinsix oAroToBKU PerucTpanuoOHHOr0 JJ0Che 3asSBUTEIb:

a) moyry4yaer [peiBapUTeNbHbIS KOHCYJIbTaLHK JKCIEePTHOM
OpraHu3aliy I10 BOIPOCAM pErucTpalid M OKCIEPTU3LI MEIULUHCKOro
usjiesud (npu HeoOXO0IMMOCTH);

0) MPOBOJUT TEXHUYECKHE HCIIBITAHHs, WCIBITAHUS (MCCIeqOBaHMS)
C LEJbIO OLECHKH OHOIOIMYECKOro MACHCTBHS MEIMIMHCKOIO H3IeIIusl,
WCTIBITAHHUS! B LIEJISX YTBEPIKIACHUS THIIA CPEACTB M3MEPEeHHH (B OTHOINCHUH
MEJIMIUHCKUX HM3ICIIHH, OTHECEHHBIX K CpEeJCTBAM WM3MEPCHHH, IepeuyeHb
KOTOpEIX yTBepxaaercs Komuccueid) ayis NOATBEpPIKIEHUS COOTBETCTBUS
oOmum  TpeOoBaHusiM  Oe3omacHocTH MW 3(QPEKTHBHOCTH MEAUIHHCKUX
M3JICIH, TpeOOBaHMAM K HMX MapKMpOBKE W OKCIUIyaTalldOHHOM
AOKYMEHTALMM Ha HUX B BbLIOPAHHBIX 3asIBUTENEM YUPEKIECHHIX U
OpraHusanusix, MMCIOLIMX IPaBO  IIPOBOAWTE  Takue  (MCIBITAHMS)
MCCJICIOBAHUS B LIEJIAX PErUCTPALMK MEJUIIMHCKUX U3JICTUN U BKIIOYEHHBIX
B CIMHEIM pEecTp yNOJHOMOUeHHbIX opranmsamuii Corosa (manee —
YIOJHOMOYEHHbIE OPraHu3aLiH);

B) IPOBOJMT  KJIMHUYECKME  WCHbiTaHus  (MCCIENOBAaHMS) B
COOTBETCTBHHM C IIpaBUJAMW [POBEJCHUS KIMHHYECKUX HCIBITAHUIN
(Accre1oBaHUH)  MEJIMUMHCKUX M3OCTHH B BBHIOpaHHBIX — 3asBHTEIEM
YHOITHOMOYEHHBIX OpraHn3alysaX 00 BKIIOUAET B PErUCTPAIIMOHHOE JI0ChE
MMCIOLLHECs] KIIMHMYECKHE JaHHbIE,

7.B  UensX perucTpanue  MEIHUIMHCKOrO M3IENHs  [POBOJHTCS
3KCIEPTH3a  MCOUIMHCKOIO  M3JENUst  BKCNEPTHOM  OpraHu3aluei,
OTpeNeNeHHON YIOIIHOMOYEHHBIM OpPraHoM TOCyAapcTBa-ujieHa (ganee —
DKCIIEPTHAA OpraHHu3allys).

8. IIpou3BOAMTENs MEAMLIMHCKOTO M3/ICNHsl 0OCCIICUNBAET BHEAPEHUE
U MOJJEeP)KaHHE CHCTEeMbl MEHEIKMEHTA KauecTBa OTOr0 M3JeNUs B

COOTBETCTBHU C YyTBEpiKAaeMbIMU EBpa3zniickoil 3KOHOMHUYECKOH KOMHCCHER
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(nanee — Komuccus) TpeGOBaHUSIMH K BHEIPEHHMIO, TIO/ZIEPIKAHUIO U OLIEHKE
CUCTEeMbl MCHEDKMEHTA KayecTBa MEIAULIMHCKUX U3/ICJINH B 3aBUCHMOCTH OT
[OTEHUHMAIBHOTO PHCKA IPUMEHEHHSI.

9. Ilpu  perucrpaluy ¥  3KCIOEPTH3E  MEOUIMHCKUX  W3Je/Hi
YTOJIHOMOYEHHBIE OpraHbl B3aUMHO IPU3HAIOT pPe3ylbTaThl TEXHHYECKUX
MCTIBITAHUH, HCCICNOBAHNH (MCITBITAHMI) C 1IeJIbI0 OLEHKH OHMOJIOTHYECKOrO
OCHCTBHS 3TUX MEJAMUMHCKHAX HW3JeNuH, KIHHHYECKUX  HCIBITAHUIA,
UCIIbITAHUN B HENAX YTBEPXKACHUS THIIA CPEJCTB U3MEPEHUH (B OTHOIIEHHH
MEIUIMHCKUX H3[EIHA, OTHOCAIMXCS K CPEJCTBAM H3MEpeHni B cdepe
FOCYZIapCTBEHHOTO PEryJMpoBaHUsl OOECIeUeHUS €AMHCTBA H3MEpEHMI,
[epeveHb KOTOPBIX YTBepKmaercs Komwuccueidt) mpu ycrnoBuM, 4YTO OHH
BBIMOJIHEHBl B COOTBETCTBMM ¢  TpeOOBAaHMSAMH W  IIpaBUIAMHU,
ycTanosyieHHbIMH Komuccueid.

10. Peructparus MEIUIINHCKOTO WU3JeNns OCYILECTBIISICTCS
PCEPEHTHEIM TrOCYapCTBOM HA OCHOBAHWH PE3YJTATOB 3KCIIEPTU3bI
MCIUIMHCKOTO M3JENUs W  COIJIACOBAHHS SKCIEPTHOTO  3aAKIKOUEHHS
rocylapcTBaMM MPU3HAHHS.

11. ToxyMeHTOM, MOATBEPKAAOLIUM ¢dakr perucTpanuu
MEIUIUHCKOTO H3/IeIIHsl, SIBJSETCs PEruCTpallMOHHOe yA0CTOBepeHue, Gopma
1 [paBuJia 3aroJIHCHUS KOTOPOT'o OIPE/EIIeHbl COTJIACHO NMPHIIokKeHHo Ne 1,

Perucrpanuonnoe yjgocroBepeHne BbaaeTcst 6eCCpoyHo U JeHCTBYET B
pamkax Coro3a.

12. 3aperucrpupoBannoe MEIULMHCKOE u3jenue JIOJDKHO
COOTBETCTBOBATE 0OMIMM TpeCoBaHUSIM Oe30MaCHOCTH U PPEKTUBHOCTH
MEIULMHCKUX  H3JeNuii, TpeOOBaHUSIM K WX  MapKHpOBKE W
SKCIIyaTalMOHHOM NOKYMEHTAalluM Ha HHX, yTBepxjaeMbiM KoMuccuei.

OTBETCTBEHHOCTL 34 COOTBETCTBUE MEOULUHCKUX HU3ACIIHH VKa3aHHbIM
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oOIMM TpeOOBaHWSM HECeT MPOM3BOAMTENL MEJIUIMHCKOrO H3aenus (ero
YIIOJITHOMOYEHHBIH MpeJICTaBUTENb ).

13. Pacxonpl Ha perHCTpaliMIo U IKCIEPTU3Y MEIULUHCKOTO H3EHsl
HECET 3asBUTENb B COOTBETCTBHH C 3aKOHOJATEILCTBOM IOCY/1apCTBA-UJICHA.

14. 1lpy ONHOBpEeMEHHOH I0jlauye Ha PErHCTPALUI0 HECKOIBKHX
MojuduKauit MEeJMIMHCKOIO U3JeNusl, OTHOCAIINXCS K OAHOMY BHJLY
MEIHUIIMHCKOTO H3JeNMs B COOTBETCTBUM ¢ IpuMeHsemoid B Corose
HOMEHKJIATYpOH  MEIUIMHCKUX  W3JICJIWM,  W3COTOBICHHBIX  OJHHM
IPOM3BOJAMTENEM,  OTIMYAKONIMXCS  APYT OT  JApyra HW3MEHEeHHSMH
KOMIUIEKTAlMK W (WUJIM) TeXHUYECKHX I[1apaMeTpoB, HE BIMSIONMMH Ha
NpUHLMI paboThl U QYHKIIMOHAIBHOE HA3HAYECHHE, OTHOCSAIIUXCS K OIHOMY
Kjaccy TITOTEHIMAJBHOIO0 pHCKA IPUMCHEHHS, 3asBUTENb TPEACTABIISET
1 3agBienue u 1 perucrpaunoHHoe gocke. B ciiyuae ecnu npeacTaBicHHBIE
MOJA(QHUKAIHH Oy/IlyT OTHOCUTBCS K pa3HbIM BHIAM MEIHIIMHCKOrO H3IeIIUs
B COOTBETCTBMM C YKa3aHHOW HOMEHKIATYPOH, Kaxkiaas MOAU(UKaIs
PETUCTPUPYETCS OTJEJEHO v npefocTaBlieHUueM OT/1eJILHOI'O
PEruCTPALHOHHOIO IOCKE.

15.B cinyuae ecnM MEOUUMHCKOE H3JENIHUE, 3aPETHCTPHPOBAHHOE B
COOTBETCTBUHU ¢ HacTOAMMHU llpaBuiiamu, 3asiBiseTcsi IS perucrpaluu B
rocyjJapcrBax-4JeHax, HE YKasaHHbIX 3asBUTENEM paHee B KauyecTBe
rOCy/1apCTB IpU3HAHMSA, a TaKXKe B [OCYAapcTBax, NPUCOEIMHMBIIMXCS K
Corozy, mpouesypa pericTpaluy IPOBOAMTCS HA OCHOBAHMU SKCIEPTHOTO
3aK/IIOYEHHs]  YIIOJIHOMOYEHHOr0 opraHa (9KCHEepTHOH  OpraHHM3alliH)
pedepenTHoro rocynapcrtBa. llpw  9TOM  yHOMHOMOYEHHBIM — OpraHoM

pehepeHTHOro rocy1apcTBa BHIJACTCS PErHCTPAIMOHHOE YIOCTOBEPEHHE C

yKa3aHMeM BCeX I'OCY/IapCTB MPHU3HAHUSL.
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IT. TTponeaypel perucTpaiuu 1 SKCIepTU3hl MEAULMHCKOTO H3Ae/ I

16. JInst perucTpalmy MeJMIIMHCKOTO H3/ENHsl 3asBUTENNb BHIOMpAeT
pedepenTHOE rocy 1apcTBO U FOCYIapCTBa MPH3HAHMS.

1'7. 3asBUTENb NPEACTABMIACT B YHOIHOMOYEHHBIH Opral (3KCHepTHYIO
OpraHu3aluio) peepeHTHOTO roCyIapeTBa CICAYIOIMME TOKYMEHTHI:

a) 3asB/I€HME  HA  NPOBEJICHHC  OKCIEPTH3bl W PErMCTPALUH
MEIMLIMHCKOTO W3/enust (Ha OyMaXHOM M (UIIM) SICKTPOHHOM HOCHTENSX)
no ¢popme cornacHo npunoxkennsam Ne 2 u 3 (masiee B HACTOSIIEM Pa3ee —
3asiBIICHIE),

0) perucTpalionHOe J0Che Ha JJIEKTPOHHOM HOCHTENE, COofepiKallee
AOKYMEHTBI IO TepeyHio corjacHo mnpmioxkenuio Ne 4. B cnywae eciu
3aKOHOJATeJIbCTBOM TOCYyAapCTBa-wWIEHa HE MpPEIyCMOTPEHA BO3MOXKHOCTD
opopmneHusi  yKasaHHBIX ~ ZOKYMEHTOB B  D3JIEKTPOHHOM  BHJE,
YHOJIHOMOYCHHEIH  opran  (oKcmepTHas —opraHuszanus) pedepeHTHOro
roCyJapcTBa BIPABE 3aAlPOCHTH TAKUE JOKYMEHTHI (MX KOMUH) HA OYMasKHOM
Hocurene. [Iph 5TOM JIOKYMEHTBI, TIpe/ICTaBIIeHHbIE HA HHOCTPAHHOM SI3bIKE,
JAO/DKHBl  MMETh  3aBEPEHHBI B YCTAHOBJIICHHOM  3aKOHOJATEILCTBOM
rocyapcTBa-uieHa MopsiiKe ayTCHTUUHEIN IePeBOJ] HA PYCCKHM SI3BIK;

B) KOTIMK JIOKYMEGHTOB, ITOATBEPXKIAIOIIMX OIUIATy DKCIIEPTH3Hl W
perucTpaluu MCIUIIMHCKOTO U3/IEIHSI B peepeHTHOM IOCyJapCTBE.

18. YrmonHomoueHHbIM ~ OpraHOM  (IKCIIEPTHOH  Opranusamueif)
pedepeHTHOrO rocyaapcTea B TeueHne 5 pabouux AHeH co JHs MOCTYILICHHMS
3aBIICHUS. U PErMCTPAl[MOHHOIO JOChE [IPOBOIHUTCS IPOBEPKA IOJHOTH H
AOCTOBEPHOCTH COJIEPXKALIMXCSA B HUX CBEJIEHUH, MPUHUMAETCS PelleHHE O
Hayajle NPOLEAYPEl PETHCTPALMH M 3KCTIEPTU3bI MEAMIMHCKOTO W3ZIENNs U
pasMmemmaeTcs  3asBJIEHHE W PETUCTPALMOHHOE  JIOChe B CBOCH

uHQopManMoHHOH cucteme. Wudopmauus o MeAMIMHCKUX H3IEHSX,
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B OTHOLIEHWHU KOTOPBIX MPOBOAMUTCS MPOLEypa 3KCIEPTU3EI H PETUCTPALIHH,
M JIOKYMEHTBI, COJepKalliecsi B PErHCTPAlMOHHOM J0Che, KpOMeE
MHCTPYKIMH [0 MNPUMEHEHMIO MEOMLHHCKOIO H3JeJIMi W MapKHPOBKH
MEJUIMHCKOTO U3JeJIHsl, OTHOCATCS K KOH(UACHIMAIbHON MHDOpMALIUK U
JAOCTYIHBI  TOJBKO  3aUHTEPECOBAHHBIM  YIOTHOMOYEHHBIM  OpraHam
(9KCHepTHBIM OpraHu3alUsIM) TOCyAapCTB-YIEHOB.

B cnyuae ecnu 3asBieHue NPeACTABIGHO ¢ HapylleHHeM TpeOoBaHui,
YCTaHOBJICHHBIX  HacrosamuMu  IlpaBunamu, B 3asBIEHHH  yKa3aHbl
HEJIOCTOBEPHBIE CBEICHUS MJIM PErHCTPAIIMOHHOE JIOChe MPEJICTABIEHO HE B
IOJHOM o0beMe, YIOJIHOMOYEHHbIM oOpraH (SKCHepTHasi OpraHM3aLs)
pedepeHTHOro rocylapcTBa B TCUCHHE 5 paboumx JHeH Co AHs MOCTYIUIEHHA
TAKMX 3asBJICHUS W PETCUCTPALUOHHOrO JOCHE YBEJOMIISET 3asBUTENS O
HEOOXOJAMMOCTH  YCTPAaHEHHMS  BBISIBJICHHBIX  HapylleHHMH ©  (Wim)
[IPEJCTABIEHUs] OTCYTCTBYIOIIMX JOKYMEHTOB B CpPOK, HE IIPEBBIINAOLIMH
30 pabouux JHE# CO JTHS pa3MemeHus] COOTBETCTBYIOIIErO YBEJIOMIIEHHS B
MHOOPMALIMOHHON  CHCTEMe  YIOJHOMOYEHHOIro opraHa  (3KCIepTHOH
OpraHuzaiim) peQepeHTHOr0 rocyJ/lapceTBa, MyTeM Mepeaadn yBeIOMICHHS
3asIBUTENK0 JIMYHO II0J PACHHCKy, MO0 HaMpaBlieHHs YBEIOMJICHHUSI
3aKa3HBIM ITOYTOBBIM OTIIPABIIEHHEM C YBEAOMJIEHHEM O BpPYUYCHHWH, OO
nepejayd B 3UIEKTPOHHOH (opMe MO TEICKOMMYHHKAIMOHHBIM KaHajlam
CBSI3U UJIM B (JOpME 3MEKTPOHHOIO JOKYMEHTa, HOANMUCAHHOTO 3JI€KTPOHHOM
MOJTIHCLIO.

B Tteuenne 3 pabouux aHed co AHS NPEACTABICHUS 3asBIIEHHUA W
PETUCTPALMOHHOTO JIOChE, COOTBETCTBYIOMIMX TpPeOOBAaHMUSIM HACTOSIIUX
IIpaBui, yrnognoMoueHHbli opraH (3KCNepTHas OpraHusarus) pehepeHTHOTO
rocylapcTsa NPUHUMACT PELHICHHE O Hayale IPOLEOyphl JKCIEPTH3bl U

PETHCTPALUNH MCOUIIUHCKOI'O U3OEJINA.
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19. Yonnomo4eHHbie opranel (3KCTIepTHIE OPraHU3alii) roCyIapeTB
IPU3HAHUA BIPABE 03HAKOMHUTBCS C XOA0M IIPOBE/IEHHUS HKCIIEPTHLIX paboT B
pedepeHTOM TrocyfapcTBE, B TOM WHHCIE C TIEPENUCKOl 3asBHTENs U
YHOJTHOMOYEHHOI0  OpraHa (3KCIEpTHOM OpraHH3alUHM) MO BONpOcam
YCTpaHECHHUS 3aMeYaHUil ¥ ¢ JIOKYMEHTaMH, TIPEeICTABIIEHHBIMHU 3asiBUTEJIEM B
npolecce 3KCIePTU3bl U PErUCTPALIMU MEAUITMHCKUX U3IEIHiA.

20. OTBETCTBEHHOCTh 33  JIOCTOBEPHOCTL  IIPEIOCTABICHHOIO B
YIOJIHOMOYEHHBIH OpraH (3KCIEPTHYIO OpraHu3alliio) perdcTparioHHOTO
J0ChE HECET 3asSBUTEIIb.

21.1lpn  HeoOXOAMMOCTH  YHOJHOMOYEHHBIH opraH (9KcmepTHas
OpraHM3alMsA) NPUBIICKAET K YYaCTHIO B IKCIEPTH3€ SKCIIEPTOB, JIUL, He
paboTaroINX B YHOJHOMOYEHHOM OpraHe (9KCIEepTHON OpraHu3aiyu), eciiu
UX CIICIHAJIbHbIE 3HAHHS HEOOXOAMMBI UL IIPOBEACHHS SKCIIEPTH3EL.

[Ipencrasureny  yrnojHOMOYCGHHBIX — OpraHM3alliii, MpPOBOAMBIIMX
TEXHUYECKHAE HCIBITAHMS, MCCIENAOBAHMS (MCIBITAHMS) C LEIBIO OLEHKH
OHONIOrHYecKOro JEeHCTBHS W KIMHMYECKHE MCMBITAaHHS MEIHIHHCKOTO
U3LCTHSA, IPEACTABIEHHOIO Ha JKCIEPTH3Y, HE MOTYT IIPHUBJIEKATLCS K
YYacTHIO B 3KCIIEPTH3E.

Ilpy npoBeneHHH OSKCIEPTU3bl SKCHEPT HE MOXKET HaxOIUThCS B
KakoH-iMbO 3aBHCHMOCTH OT OpraHa WM JIMLA, Ha3HAYMBIIEro 3Ty
IKCIIEPTHU3Y, IIPOU3BOAUTEIS MEeJIMIIMHCKOrO U3EUs, ero
YIOJHOMOYCHHOTO IPEACTABUTENIs WM APYTUX 3aHHTEPECOBAHHBIX B
pe3yJbTaTax SKCIepTH3bI JIUI.

B ciiyuae ecnu sKcnepTy H3BECTHBI 00CTOSITENBCTRA, TIPEMSATCTBYIOIHE
€ro NpHUBICYEHUIO K [POBEACHUIO SKCIEPTU3EL IHOO HE MO3BOJISIIOIIME eMY
cobo/1aTh MPUHLUIBL €¢ MPOBEICHUHA, OH JOJKEH cOoOOIUTHE 06 3TOM
PYKOBOJMTENIO yIMOJHOMOYEHHOIO OpraHa (3KCIHEPTHOH OpraHu3alivu)

pedepeHTHOro rocyaapeTaa.
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22, YIoJIHOMOYEeHHBIN opramu (axcmiepTHas OpraHu3ars)
pedepeHTHOro rocy1apeTBa MPOBOJUT SKCIEPTU3Y MEAUIIMHCKOrO M3IENHUs! U
OpOpMIISIET IKCIIEPTHOE 3aKJII0OYEHHE COINIACHO NPHIOKEHHIO Ne 5 B cpok, He
npesblaronmii 60 padounx aHell co QHS MPUHATHA UM PEIICHHS O Havaie
MPOUEAYPBl PETUCTPAIMH U 9KCIIEPTH3bI MEUIIMHCKOIO H3/IEIHS.

BrIBOMIBI, cofepiKaluecs B HKCMEPTHOM 3aKIOUEHUH, AOJKHBI OBITh
OJIHO3HAYHBIMH U TIOHSITHBIMHA.

B cnyyae ecim BBIBOJBI SKCHEPTHOIO 3aK/IKOUEHHS OTHOCHTEILHO
BO3MOXHOCTH ~ PETHCTPAllAM  MEJMIIMHCKOTO M3JeTHS B  pedepeHTHOM
FOCYyapCTBe  SIBJSIOTCS  [MOJOXKHTENLHBIME, — YIIOJHOMOYEHHBIH  opran
peepeHTHOro rocy1apcTBa B TeUeHue 5 pabounx fHeld co JHs opopMIeHHS
OKCIICPTHOIO  3aK/IOYEHUs] YBEJOMISIET 3asBUTENS O He0OXOJUMOCTH
IpeCTaBIeHUs KOIIUU JOKYMEHTOB 00 OraTe 3KCIEPTH3bl U PErUCTPaLUU B
rocy1apCcTBax NpU3HAHUA B CPOK, HE Ipeswlinaronui 10 pabounx aHei co
AHS pasMelleHns COOTBETCTBYIOIIECIO YBEAOMICHHS B HHMOPMALMOHHOIM
CHCTeMe  YIOJHOMOYCHHOIO  opraHa  (3KCHEPTHOH  opraHm3aiyu)
pedepenTHOr0 rocygapctea auMGO €O JHS TONYYEHMS YBEIOMICHHUS
3agBHUTENIEM JIMYHO IOJ| PACIUCKY, 3aKa3HBIM ITOYTOBBIM OTIIPABICHHEM C
YBEJIOMJIICHMEM O  BpyYeHHMH, B  DJICKTpoHHOH  dopme 1o
TENICKOMMYHHMKAIIMOHHBIM KaHajlaM CBs3d MM B (oOpMe 3JIeKTPOHHOro
JIOKYMEHTA, TO/JIIUCAHHOI0 JIEKTPOHHOM MOIHUCHIO.

23. YNIONHOMOYEHHBIH ~ Opran  (9KCIepTHas OpraHu3amus) HIH
OpraHu3alus, OIpeleleHHas YINOJHOMOYEHHBIM OPraHoM (SKCIEPTHOM
opraHusanueil) peepeHTHOro roCyAapeTBa, [POBOAMT — HHCIIEKIIHIO
IPOU3BOJICTBA MEJMIIMHCKMX M3JCNUH B COOTBETCTBUH € TpeOOBAHUSMU,
ycraHoBieHHEIME  Komuccueit. MHcnmekuusi npou3BOACTBA MEAMIIMHCKHX

M3/ICJTMH  MPOBOJMTCS [0 IIOATOTOBKH 3KCIEPTHOTO 3aK/IHOYEHHSL. Cpox
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OpraHM3allid ¥ TPOBEIACHUS HHCISKIMM HE BXOAUT B O0MIMH CpPOK
[IPOBEIEHUSA OKCHEPTU3bl M HE JIOJDKEH B COBOKYITHOCTH IIPEBLINIATE

90 pabouunx nHEH.

24. TlpoBeneHne SKCNEPTH3BI MEUIIMHCKOIO M3JEIMS BKIOYaeT B
ceOst:

a) aHaJIU3 JIOKYMEHTOB M MaTepPHaJiOB, OINPeIe/SIOMUX 0e301acHOCTh,
50 (})EKTHBHOCTS M KAYECTBO MEINULMHCKOIO W3/eNisi, B TOM 4YHCIe

PAcXOJHBIX MaTEePHAJIOB U KOMIUIEKTYIOUIMX K MEIULIHHCKOMY HM3IENHIO;
0) aHanu3 JaHHBIX O pa3paboTKe W IIPOH3BOACTBE MEIULMHCKOrO

u3nennss  (CXeMBI  IPOIECCOB  IMPOW3BOJICTBA,  OCHOBHBIX  CTamMi
IIPOU3BOJICTBA, YIAKOBKH, MCIBITAHWUI M TNpoLEayphl BBEITYCKA KOHEYHOI'O
POJIYKTA);

B) aHAIA3 CTAHAApPTOB, KOTOPHIM COOTBETCTBYET  MEIUIIMHCKOE
U3JIENTHE;

I) aHaJIM3 MPOTOKOJIOB TEXHHYECKHX HCHBITAHHH (B YacTH IOJIHOTHI
IPOBEJEHHUsT M KOMIIETEHTHOCTH HCIIBITaTeNbHOW JabopaTopuu), a TaKkKe
[IpU3HAHUE Pe3ybTaTOB UCIBITAHUM HA OCHOBE 3TOT0 aHAJIN3a;

1) aHalIM3 OTYETOB [0 pe3yJahTaTaM HHCIEKIMH IPOHM3BOACTBA
MEJIMLUHCKOTO U3/IENHUS;

€) aHalM3  OTYETOB [0  OlleHKe  OHOJIOTMYEeCKOro  AeHcTBHSA
MEJIMIIMHCKOTO H3/enusi (B 4acTH TIOJHOTHI M KAuecTBa IIPOBEIEHHBIX
UCCJICJOBAHWM, Ha COOTBETCTBHE [paBUJIaM TPOBEJEHUS HCIBITAHUA
(ucciie10BaHnui) 1O  OlleHKe OHOJOrMUYeCKOro OeHCTBHS MEAULIMHCKUX
u3ennid, yTteepxkaaemMblM Komuccuei), a Takke MpU3HAHHE pE3yJIbTATOB
MCIIBITAaHWH (MCCIIeIOBAaHUH ) HA OCHOBE 3TOr0 aHAIN3a;

K) aHAJIU3 M OLIEHKA K/IMHUYECKUX JAHHbBIX, COJACPIKAIIUXCSI B OTUETE
O KJIMHHMYECKOM J0Ka3aTeNbeTBE A(PPEKTHBHOCTH W 0Ge301acHOCTH

MCOUIIMHCKOI'O HM3OCJIHsI, B TOM 4YHCIE€ Ha COOTBETCTBUE KIHMHHUYECKHX
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MCCJIe/IOBAHUM  MpaBHaM  [IPOBEHEHMS  KIMHHUYECKHX  MCILITAHWMH
MCIMIUHCKHX  M3Jenud,  yTBepxkjaembiM  Komuccuel,  HOIHOTHI
POBEAEHHBIX HCCJIEOBAaHNUH, JOCTOBEPHOCTU pE3YyJILTATOB, CPABHEHHE
KJIMHUYECKUX [JAHHBIX ¢ HMCIOIIUMHCS aHaJIOTaMH M MPH3HAHUE Pe3yJIbTATOB
HCCIICIOBAaHUH Ha OCHOBE 3TOI'0 aHAJIN3a;

3) aHAJIM3 PUCKOB (¢ yKasaHWEM MACHTHOUIMPOBAHHEIX pHCKOB,
00OOLIeHHBIX JIAHHBIX [I0 BAIMZALUMH H BepuHUKANHUKH  HCIBITAHUI,
nMabopaTOpHBIX  TECTOB, MOJATBEPHKIAIOLIUX  BO3MOXHOCTD  pealH3al[iu
HAyYHO-TEXHUYECKUX MJEH B KOHEYHOM IPOAYKTE, NAHHBIE HAYyYHOMU
JIUTEpaTyphl 110 aHAJIOTaM);

M) OLlEHKa  COOTBETCTBHMs  YKa3aHHOTO  3asBUTENEM  Kiacca
NOTEHLIHAILHOTO pUCKa  TPUMEHEHUS  MEIUIUHCKOTO U3J1eIHsl
B COOTBETCTBHMM ¢ IPaBUIAMM KIACCH(PUKALUKU MEIUIUHCKUX HW3JEINH B
3aBUCHUMOCTH OT IOTEHUWAJbHOIO PHCKA NPUMEHEHHUs, YTBEPKIaeMBIMHU
Komuccuei

K) aHaJIu3 [IPaBUILHOCTH OIpeaeNIEHHs HOMEHKJIaTYpPHOH
MPUHAUICKHOCTH ~ MEIMIUHCKOTO  HW3[EJIMsl  COINIACHO  HOMEHKJIAType
MENULMHCKUX U3/1enHH, npumensiemoii B Corose;

J1) aHaJIu3 0e30MacHOCTH U 3P HEKTHBHOCTH JIEKApCTBEHHOIO Cpe/CTBa
B COCTaBE MEIULIMHCKOIO H3JEJMs, €ro BIHSHUS Ha (QYHKIMOHAIBHOCTH
MEJULMHCKOIO M3JeNIsl, COBMECTUMOCTH JICKAPCTBEHHOI'O CpEJICTBA C
MeJMIMHCKUM M3/eJHeM (32 HCKIIOYCHHEM MEIWIMHCKUX W37l Jis
JMAaTHOCTUKH in  vitro). JlekapcTBeHHOE CpEJICTBO  JOIKHO — OBITH
3apPErMCTPUPOBAHHBIM M pa3pelIeHHBIM K [PUMEHEHHIO B TOCYIapCTBE —
IPOU3BOJIUTENE JIEKAPCTBECHHOTO CPEICTRA;

M) aHanu3 OHOJIOrMYecKod Oe30MacHOCTH MEJUITMHCKOrO M3IeNus Ha
OCHOBE aHajK3a BCEX MATEPUaJOB JKUBOTHOTO HJIM YEJIOBEUECKOTO

MPOHUCXOKIACHHA, BXOIALIHUX B MEIUIIMHCKOE U3/1eJIhe, a TaAKKe I/IH(iJOpMaL[HH
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O MojadOpe HCTOYHHKOB (JIOHOPOB), OTOOpe Marepuasia, MPOILECCHUHTE,
XpaHeHHH, TECTHMPOBAHWH, BAIWJALMU MPONEIYp TECTHPOBAHMS, a TaKKe
oOpallileHHss € TKaHSMH, KISTKaMH, CyOCTAHIUSIMH JKMBOTHOIO WJIU
UEJIOBEUYECKOro MPOUCXOKIEHHSL, KyIbTypaMi MUKPOOPraHU3MOB B BUPYCOB;

H) aHaJM3 TPOLELypPbl M METOJIOB CTCPHIM3AIMH MEIMIHHCKOrO
M3JIENIAs,  MarepuanoB, OOOCHOBHIBAIOIIMX  CIOCOO  CTEPHIIM3ALIMH,
MpejjiaraeéMbIX METOJOB KOHTPOJS KadecTBa W ONpEeNelicHHS OCTaTKOB
CTEPUIIM3YIOLIET0 BELIECTBA [PH TMPUMEHECHUM XMMHYCCKOro crocoba
CTCpUIIU3allum;

0) U3yY€HHE BAIUAHOCTH TPOrpaMMHOr0 obecrieYeHHss Ha OCHOBE
aHanM3a JaHHbBIX O ero BepU(HKAIMM W BAIMJAIMH, B TOM YHCIIE
nH(OpMaliKM O ero pa3paboTKe U TECTHPOBAHNM HA TPEANPHATHH U P
MYJTBTHICHTPOBEIX ~MCCIENOBAHUAX, JAaHHbIX 00 WJIEeHTHOUKAIMH |
MapKHpPOBKE ONEPALIMOHHON CHCTEMBI;

1) aHajli3 ~ OTueTa O CTAOWIIEHOCTH  MEIHIUHCKOIO  M3JENus,
00OCHOBAHHOCTH 3as1BJICHHOT'O CPOKa XpaHeHHs,

p) ananu3 miuaHa cbopa AaHHBIX 110 Oe3onmacHOCTH M 3()(HEKTUBHOCTH
MEIULIUHCKOTO U3/I€IUsl Ha TIOCTIPOAANKHOM dTAleE;

C) aHaIu3 UHPOPMALUH O MapKeTHHre (eCiau MeTUIIMHCKOE H3Jesne
HaXOJHUTCs B oOpaeHny Ha peiHke Gosiee 2 jieT) (pU HATHYHK );

T) aHaJIM3 T[IPEJCTABJIIEHHBIX MPOU3BOJUTENIEM CBEIEHHH O HAIWYMHU
WM 00 OTCYTCTBUH COOOINEHHH O HECUACTHBIX ClIy4asx W OT3bIBaX C PhIHKA
MEIHULUHCKOIO M3JE/Hs, O HeXelaTellbHbIX COOBITUSX U (M/IH) HECUACTHBIX
CllyyasiX, CBS3aHHBIX C  HCIOJIb30BAHMEM  MEOWIMHCKOIO  M3Jend,
YBEJIOMJICHHI 110 0€30IaCHOCTH MEIMIHHCKOTO H3JIeNus, MoAX0oJa K
pPacCMOTPEHHIO STHUX MPOOJIEM M MX pEllleHUs] MPOU3BOAUTEISIME B KaXKIOM
M3 TAKHX CITy4aeB, ONUCAHUS KOPPEKTHPYIOMINX IeHCTBHH, TIPETPUHATEIX B

OTBCT HaA YKA3aHHBIC CJIy4YaHW, a TakKyK€ COOTHONICHHS YPOBHA NPOJaX H
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KOJTMYECTBA HECYACTHBIX CJIy4yaeB MU OT3BIBOB MEAMIMHCKOIO H3ICIUS U3
oOpaleHus;

y) aHanu3 ~ INPEACTaB/ICHHBIX  [POM3BOJMTENEM  CBEJSHHH O
COOTBETCTBMM MEIMLMHCKOIO M3/1e/Hsl 0OImmM TpeboBaHHAM 0e301acHOCTH
1 90 (HEKTUBHOCTH MEIUIIMHCKUX H3ICTHH, TPeOOBaHUAM K MX MapPKHPOBKE U
IKCILUTyaTallMOHHOM JOKYMEHTAMH Ha HUX;

() onenka PYKOBO/ICTRA IIOJIBE30BATEIIS (MHCTpYKIIMH no
MEIHIHHCKOMY MTPUMEHEHHIO) M SKCILTyaTallAOHHOM JIOKYMEHTAI[WH;

X) OIIEHKA MapKUPOBKH MEIMULIMHCKOTO U3 IEIINUSI;

II) aHaJIU3 JOKYMEHTOB, MOJATBEPIKIAIOUIMX Pe3YIbTaThl WCIBITAHUI
MEIMIIMHCKUX HBJICUA B LENIX YTBEP:KACHHs THUIMA CPEJCTB HM3MEpEHHH
(B OTHONIEHAM MEIMLMHCKMX H3/eJWM, OTHECEHHBLIX K CpejcTBaM
U3MEPEeHUH, lepeuyeHb KOTOPbIX yTBepknaeTes KoMmuccuei).

25. Tlpu npoBe/ieHUM SKCIICPTH3BI MEAHIMHCKOTO W3JIENHS B Clydae
HEIOCTAaTOYHOCTH TSI MOJAIOTOBKH DKCIIEPTHOIO 3aKIIOUCHHS MATEPUAIOB M
CBCACHHH, CONEPKAIIUXCS B 3asBICHUM O PETHCTPALHH M JIOKYMEHTax
PeTHUCTPALMOHHOTO  JIOChe,  YIIOJHOMOYEHHBI  opraH  (3kcmeprHas
OpraHu3allsi) HAlpaBjsAeT 3asgBUTENI0 COOTBETCTBYIOUIMA  3alpoc ¢
yKazaHUeM XapakTepa 3amMe4yaHud M cnocoda uX ycTpaHeHus (nanee —
3arpoc). 3anpoc HanpaBIseTcs OAHOKPATHO M MOXKET ObITh MepeaH
3aSIBUTEIINO JIMYHO IO PaclUCKy, HAMPAaBJIEH 10 MOYTE 3aKa3HEIM IIOYTOBBIM
OTNPABJICHUEM C YBEIOMIIEHHEM O BPYYCHHH IHOO MepenaH B dJIEKTPOHHOM
hopmMe 1O TENEKOMMYHHUKAI[HOHHBIM KaHanaM CBsi3W WId B dopMme
3JICKTPOHHOTO JOKYMEHTA, IOIHUCaHHOI0 3JIeKTPOHHOM MOITHCEIO,

3asBuTeNb 00A3aH MpPEJICTAaBUTH OTBET Ha 3alpoc B  CPOK,
He npesbinatonuii 60 pabounx nHel co AHs mosyueHMs 3anpoca. B ciyyae

HENPCACTABJICHUA YKAa3aHHOI'O OTBETa B CpPOK yHOHHOMOquHB]f;I OpraH
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(oKcmepTHas ~ OopraHM3anMs) [pPUHAMAaeT  pelleHe Ha  OCHOBaHUH
NOKYMEHTOB, HMEIOILIMXCS B €r0 paclopsKeHHH.

26.Ilepuon co fHs HampaBleHWs 3ampoca JO OHS IOJyYEeHHs
YTIOJTHOMOYEHHEIM OPraHoM (PKCIEpTHOH opraHm3anueil) oTBera Ha 3anpoc
HE YYMTBIBA€TCA IIPH WCUYMCICHUHM CpPOKa IPOBEICHHUS SKCIEPTHU3bI
MEAMIMHCKOTO U3/eusl.

27. OcHOBaHMSIMUA ISl BBIHECEHMsI  YIOJIHOMOYEHHBIM  OpPraHoM
(oKcrepTHOM  OpraHuMsanMel) 3akgoYeHHs 00 OTKa3e B perucrpaiuu
MEJIMLIMHCKOTO U3/IEIHS SBISFOTCSL:

a) HENOATBEPXKICHUE COOTBETCTBYIOIIUMH MarepuaiaMn u
CBEJICHUAMH, COJIEPHKAIUMHCS B PETHCTPALlMOHHOM J10ChE, KauecTBa, U (UIH)
3(p(pexTUBHOCTH, U (MIK) O€30MaCHOCTH MEAUIMHCKOTO H3AETHS;

0) mpeBHILLIEHHEe pUCKA IIPUYUHEHMsS Bpela 3J0pOBbI TpaXIaH |
MEJIMIIMHCKUX PaDOTHUKOB BCJIE/CTBIE NPUMEHEHUs MEULIIMHCKOTO U3/IeIHs]
Ha/l 5QQEKTUBHOCTBEO €ro NPUMEHEHUS;

B) HEYCTpPaHEHHE BBIBIEHHBIX HapyUIeHUil U (UIH) HempeacTaBlIeHHe
JIOKyMEHTOB I10 3aIIpocy.

28.1lpu HEOOXOAUMOCTHM YIOJIHOMOYEHHBIE OpraHsl (3KCICPTHHIC
OpraHU3alMy) rocyJapeTB MPU3HAHUS MOTYT HaIlpaBIsLTh C UCIOIB30BaHUEM
CPEICTB MHTErpupoBaHHOH cucTeMbl COK3a B YNOJHOMOYEHHBIH Opra
(3KCHEPTHYIO OpraHu3aluio) peepeHTHOro rocy1apeTsa CBOU 3aMedanus U
OpeTIOKEHHsT [0 O(QOPMIEHUS 53TUM  YIOJIHOMOUEHHLIM  OpraHoM
(oKCHepTHOW OpraHu3aluei ) JKCIIEPTHOTO 3aKIFOYeHH .

B xoze cornacoBaHus SKCIEPTHOrO 3aKIHUEHMS YIONHOMOUCHHEIC
oprasbl  (OKCHEPTHBIE  OpPraHU3alli¥)  [OCYAApCTB-WIEHOB  MOIYT

B3aMMO/1€MCTBOBATH Apyr ¢ JApyrom il yperyJjupoBaHUs BO3HUKAIOIUX

BOITPOCOB.
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29. ITociie oopmiieHHs] DKCIEPTHOTO 3AKJIIOUEHUS] YIIOJIHOMOYEHHBIH
opras (2KcrepTHasi opranuzauus) pedepeHTHOro rocy1apcTBa pa3MellaeT B
cBoeit HHGOPMALIHOHHOM cucTeMme SKCIEPTHOE 3aKJIIOUCHHE.
VIoNHOMOYEHHbIE ~ OpraHbl  (SKCHEpPTHBIE  OpPraHU3alliM) TOCYJapCTB
[pU3HAHUS B CPOK, He npesplmarominid 30 KaleHAapHBIX JHEH cO JHS
pasMELEHUST YIOJIHOMOYEHHBIM OpraHoM (3KCHEPTHOM OpraHu3aluci)
pe)epeHTHOr0 Trocy[apcTBa SKCHEPTHOTO 3aKJIIOUCHHS, HANPaBISIOT B
YIOJHOMOYEHHBIH OpraH (SKCHEPTHYIO OpraHM3aldio) pedepeHTHOro
rocy/1apcTBa MOATBEPHKIEHUE COTITIACOBaHHUS (HECOTJIACOBAHMS) SKCIIEPTHOrO
3aKJIIOYeHust (¢ 0DOCHOBaHUEM) IO (opMe COTJIaCHO MpUIoXeHuro Ne 6
C HCII0JIb30BaHHEM CPEICTB HHTErPUPOBAHHOM cucTembl COr03a, B TOM 4YHCIIE
IPaBUIBHOCTH IIEPEBOJIAa PYKOBOJICTBA IOJb30BaTeNsl (MHCTPYKIMH IO
MEJIMIMHCKOMY TIPUMEHEHHUI0), MApKUPOBKU MENHUIIMHCKOI'O HM3HENHS Ha
rocyJapcTBEeHHbIE  s3BIKK B COOTBETCTBHMM ¢ TpeboBaHUAMU
3aKOHOATEJIbCTBA I'OCY,1aPCTB-YJIEHOB.

B cillyyae  HempeJICTaBJIeHHUS rocyJapcerBaMu  NPHU3HAHHSA
[OATBEPKACHUS COINIACOBAHHUs (HECOTIACOBAHUS) SKCIIEPTHOTO 3aKITIOUEHHUS
B Teuyenue 30 KaleHOApHBIX AHeH co JHsS pa3MelleHHs YIOTHOMOYEHHBIM
OpraHoM  (9KCnepTHoH  opranuzanued) pedepeHTHOro  rocyIapcTsa
3KCIEPTHOTO  3aKIIYCHHS  OKCIEPTHOE  3aKIIOUEHHWE  CUUTAETCS
COTJIACOBAHHBIM.

B teuenue 10 pabouux aHel cO AHS COTJTACOBAHHS 3KCIIEPTHOrO
3aK/IIOYEHMs]  TOCYAApCTBAMH  TPU3HAHUS  YIOJHOMOYEHHBIM  OpraH
pedepeHTHOTO TOCyAapcTBa TNPHHUMAET pElieHHe O  PerucTparuu
MEIHIUHCKOrO M3IC/IUs W pasMelllaeT B €IMHOM pPEeCTpPe MEOUITMHCKUX
H37IC/IMH, 3aperHCTpUpPOBaHHBIX B pamkax (Coto3a, CBeIeHUs O MEIMIIMHCKOM

HU3ACJIIMH, PYKOBOJACTBO II0JB30BATEIIA (HHCTp)’KU,Hl-O 110 MEAUIHUHCKOMY
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IPUMEHEHHIO) U H300paXKeHHe YTBePIKIEHHOH MapKUPOBKH MEIHIMHCKOIO
M3

30. YnoiHoMOueHHBIH opraH pedepeHTHOro rocyaapcTBa B TEYEHHE
10 pabounx nHel co AHS NPUHSATHUS PELIEHHS O PErHMCTPALMH MeJIHUIIMHCKOrO
u3leNiisa 0QOpMIIET PErHCTPAllMOHHOE YJIOCTOBEPEHHE M MPHIOKCHHE K
HeMy MO0 yBejoMIIsIeT 3asBUTENsE 00 OTKa3e B PErUCTPALUN MEIUIIMHCKOIO
M3JIEJISl JIMYHO II0J paCIMCKy, HalpasisieT yBeJAOMJIEHHME [0 TOouTe
3aKa3HBIM TIOYTOBLIM OTIIPABJIEHHWEM C YBEIOMIJICHHEM O BpYYEHHH JHOO
MepeiaeT ero B 3JIEKTPOHHON (opMe Mo TENCKOMMYHUKALIMOHHBIM KaHajiam

CBS3H HJIH B c]aopme DJIEKTPOHHOI'O JOKYMEHTA, MOAITMCAHHOTO BHGKTPOHHOﬁ

INMOAIMHCBIO.

I11. IIpouenypa cornacoBaHus SKCIIEPTHOTO 3aKTFOUEHHSI

31.1lpy npoBeAeHUH COIJIACOBAHUSI  HKCIEPTHOI'O  3aKIIOUCHHUS
rocyjapcrsa IpPU3HAHMUA IPOBOJSAT OILEHKY SKCIEPTHOTO 3aKIIOYCHHUS
pedepeHTHOro rocyJapcTBa Ha IMPeaAMET MOJTHOTH U JOCTATOUYHOCTH AaHHBIX,
NOATBEpXKAAOMUX  Oe3omacHOCTb,  KauecTBO U 5P QeKTUBHOCTE
MEIULIMHCKOI'O U3/EIHS.

32. CornacoBanue SKCIEPTHOTO 3aKJIIOUYECHUS SIBISIECTCS OCHOBAHHMEM
JUISL IIPUHSITUS PELLIEHUS] O PETUCTPALIMH MEIULIMHCKOTO U3JIeNHs.

33. OcHoBaHHMEM /11 HECOMIACOBAHMSI OSKCIECPTHOTO 3aKIIOUYECHHS
pPE(MEpPEHTHOrO rocylapcTBa SIBISCTCS HATUYHME CBHJETENLCTB O TOM, YTO
sppextuBHOCT, W (i) ©0€30MacHOCTh  MEAMLMHCKOrO U3JCTHA  HE
IO TBEPHKIEHBl CBEEHUSMH, MIPEICTABICHHBIMU B PETUCTPALIMOHHOM JIOCHE,
WJIA O TOM, YTO PUCK NIPHYMHECHUS Bpefa 340POBbIO I'PaXIaH U METUITHHCKUX
pPabOTHUKOB BCJIEACTBUE MPHUMEHEHHS MEIHIIMHCKOTO H3JENIUS IIPEBLIINaeT

3pPEeKTHBHOCTD €0 MPUMEHEHHS.
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34.TIpu OTCYTCTBHHM KOHCEHCYCa I10 COINTACOBAHHIO 3KCIIEPTHOIO
3aKITIOUCHHUSl  yPETYNHPOBAHHE  PAa3HOMIACHH  OCYIIECTBISETCS IIyTEM
oOpallleHHs  yIMOJIHOMOYEHHOI0 OpraHa pedepeHTHOro TroCyJapceTBa B
KOHCYJIbTATUBHBIM KOMMTET IO MEJUIMHCKHM H3aenusM nipu Kosuternu
Komuccuu (nanee — KOHCYTbTAaTUBHBIA KOMHTET).

YHOJIHOMOYEHHBIA OpraH (9KcnepTHas opraHusaiys) pehepeHTHOro
rocyaapcTBa HanpasJiseT B KOHCYJILTAaTUBHEIN KOMHTET 3asBJIeHHE HA OJIaHKe
YMOJHOMOYEHHOr0 oprana (IKCHepTHOHW OpraHu3amnyy) 0 HeoOXOIUMOCTH
pPacCMOTpPEHUs] Pa3HOTIACHA C yKasaHWeM OOLIMX CBEJEHHH O Mpeamere
pasHornacMidi M CBEJCHMH 00 HTOrax IIpPOBEAEHUS] TIEPErOBOPOB M
KOHCyJsibTaliMi. K 3asgBIeHHMIO MOTYT mnpujiaratbcs JH00ble Marepualsl,
00OCHOBLIBAIOIIME  MO3HMLMIO  YINOIHOMOUEHHOTO —oOprama (SKCrepTHOI
OpraHusanun) pe)epeHTHOro rocy 1apcTBa Mo MPEAMETY pasHOTIACHI.

TTocnie nosyuenust 3asBICHUSL U NPUIAraeMbIX K HEMY MaTepHalioB OT
YIOJIHOMOYCHHOIO OpraHa (9KCIepTHOH OpraHu3anuu) pedepeHTHOro
rOCyAapCTBa KOHCYJILTATUBHLIH KOMUTET 3alpallliBacT Y YIIOJTHOMOYEHHBIX
OpraHoB (9KCIEPTHBIX OPraHM3allHil) rocyaapcTB TPHU3HAHWS MaTepuUasbl,
MOJITBEPXKAAIOLINE UX ITO3ULMIO 10 MPeIMETY PasHOTIACHIA.

Ilocie  mosyyenus MaTepuanoB OT  YIOTHOMOYEHHBIX OpraHoB
(9KCMEPTHBIX — OpraHM3alui) KOHCYJIBTATHBHBIA KOMHMTET — HAIpaBiseT
YBEJIOMJICHUsSI O INPOBEJEHUM 3aCe/laHusl 110 YPEeryJIupOBAHUIO Pa3HOIIACHM
YIIOJIHOMOYEHHBIM OpraHam (9KCHEepTHEIM OpraHu3ausIM).

KoncynpratuBueli  koMuTeT — ofecredrBacT — OPraHu3amdio |
NPOBEACHUC 3acefaHusd IO YperyjlupoBaHUIO pasHoriacuil. B 3acenanuu
OPUHUMAIOT ~ yYacTHE  MPEJCTABHTEIH  YIOJIHOMOYEHHBIX  OpPraHoB

(3KCIIEPTHBIX OpraHM3alldi) pedepeHTHOro rocyqapcTBa M TOCYJApCTB

NpU3HAHUSL,



22

Ilo wroram 3acefaHus I[PUHUMACTCA PEIICHHE, KOTOPOE HOCHT
PEKOMEH/IaTeIbHbII XapakTep.

Cpok yperylupoBaHusl pa3HOIJIACHMH B OTHOIIEHWH COTJIACOBAHHSI
HKCMIEPTHOTO OTYeTa He JospkeH npesbiiaTek 30 pabouwx gHEH co naHA
HalpaBJIieHUsi YIOJHOMOYEHHBIM OPraHoM (3KCHEepTHOH opraHuzanuei)
pedepeHTHOro rocyjiapcTna COOTBETCTBYIOLLEIO 3asBJICHUS] B
KOHCYJIETaTUBHBIM KOMUTET.

35. HecornacoBanue  3KCHEPTHOrO  3aKIIOUEHHs  pe)epeHTHOro
rocyJlapcTBa B OJHOM M3 IOCYAAapCTB IIPU3HAHMS SBIISIETCS OCHOBAHHEM JUISA

OTKa3a B OOpallleHHH MEAUIMHCKOTO W3ACIus Ha TEPPHTOPUU ITOTO

rocyaapcTBa.

IV. Dxcneprusa U3MeHeHUH, BHOCHUMbIX B PErUCTPAIHOHHOC JJOChE

36. DkcnepTruza U3MEHEHUM, BHOCUMBIX B PErdMCTPallMOHHOE JI0Che,
OCYLIECTBIISIETCS YIOJHOMOYEHHEIM OpPTaHOM (IKCHEepTHOH oOpraHu3auei)
pedepenTHOrO rocygapcrBa M BKIOYaeT B ceOs  OLEHKY IIOJHOTHI,
KOMIUIEKTHOCTH M IPaBUIBHOCTH OMOPMIEHHSI TOKYMEHTOB, BIMSHUS
BHOCHMBbIX HW3MeHEHUH Ha 0e€30mMacHOCTh, KauecTBO H 3((DEKTHMBHOCTD
MEJULMHCKUX U3OeIUH.

37. llpousBourellb B TeyeHHe 2 MeCSIEB CO IHS BHECEHHUS H3MEHEeHH B
JIOKyMEHTBI IIPEJICTABICHHONO B paMKax PErucTpallid MEJUIIMHCKOTO H3ENUs
PCTHUCTPALMOHHOIO IOCHE 00s13aH HHULIMHMPOBATS NIPOLETYPY BHECCHIS H3MEHEHHH
B PETUCTPALMOHHOE JIOChE IyTEM HAINpPAaBIEHHS! B YIIOJIHOMOYEHHBIH Opran
(9KCHEPTHYIO OpraHu3aluio) pedepeHTHOTO rocyaapcTBa
COOTBETCTBYIOIIErO 3asBIE€HMA 1O (OpME COTJACHO TPHIoKeHHro Ne 7
(Iasee B HACTOSLUEM pasjielie — 3asBICHHE) ¢ MPUIIOKEHMEM JIOKYMEHTOB,

MOATBEPAHKAAIONINX H3MCHEHHUS 10 IIEPEYHIO COITIACHO MPUII0KeHHIo Ne 8.
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38. 3agBiienMe M JOKYMEHTLI, HOATBEPXAAIOIIME  H3MCHECHMS,
pasMEIaKTCsl  YIOMHOMOYEHHBIM OpraHoM (9KCHepTHOH opraHusamuei)
pedepeHTHOro rocyiapcTBa B cBoeit HH(GOPMAIMOHHON CHCTEME U JOCTYITHbI
TOJIBKO ~3aWHTEPECOBAHHBIM  YIOJHOMOYEHHEIM OpraHaMm (3KCIEepPTHHIM
OpraHuzalusaM) rocy1apCTB-4aeHOB.

39. YnonuomoueHHBIE OpraHsbl (9KCrIepTHBIC OpraHH3aLyH)
rocy/iapeTB  npu3Hanus B TeueHue 30 pabouux OHEH €O JAHS pa3MelleHHs
YIOJIHOMOYCHHBIM ~ OpPraHoM  (JKCIEpTHON  opranusaiueil)  pedepeHTHoro
rOCyZiapcTBa B CBOEH MH(POPMAIMOHHOM cHCTeMe 3asBeHHs U JIOKYMEHTOB,
MOATBEPAIAIONIMX ~ U3MEHEHHsl, MOIYT €  HCIONB30BaHMEM  CPEICTB
MHTErpUpOBaHHOK cucTeMbl (Coroza HanpaBUTh B YIIOJHOMOYEHHBIA Opraf
(3KCIIEpTHYIO OpraHu3auyio) pedepeHTHOr0 rOCyJapcTBa CBOM 3aMeyaHMsl M
MPEJUIOXKEHUSI  JI0 TOJIFOTOBKH OSTHM OPraHoM (OpraHuzaluei) 9KCIEepTHOro
3aKJIFOUEHHsL 110 (popMe cornacHo NmpriokeHio Ne 9.

B Teuenme 5 paboumx JHed cO JIHS TOCTYIUICHHS 3asBIIEHUS
M JOKYMEHTOB, TNOJTBEPKIAAIOMMX H3MEHEHHUS, YIOTHOMOYEHHBIH OpraH
(aKcrepTHas OpraHusalius) peepeHTHOrO rocyIapeTBa MPOBOJIUT IIPOBEPKY
IOJTHOTEI X JOCTOBEPHOCTH COJIEPIKAIIMXCS B HUX CBEJICHHH.

B ciyuae ecim 3agBiieHHe oOpMIICHO ¢ HapyllenueMm TpeGoBaHHI,
YCTaHOBJICHHBIX HacTOsIIMMU llpaBunamm, u (WiK) B 3asBICHUU yKA3aHbI
HEJOCTOBEPHEIE CBEAEHUS JIMOO JIOKYMEHThI, MOATBEPKIAIOIINE U3MEHEHHS,
Npe/ICTaBJIeHbl 3asBUTEJIEM He B MOJHOM 00beMe, YIOTHOMOYEHHBIH Opra
(oKcrepTHasi  opraHusals) pedepeHTHOro TocyaapcTBa  HE  IO3JHEE
30 paGoumx aHed co AHS TOCTYIUICHHMs TaKHX 3asiBIIEHHs U JOKYMEHTOB
YBEAOMIIAET 3aABUTENIA O HEOOXOJMMOCTH YCTPAHEHHS BBISIBIEHHKIX
HapyuicHUHd M (M) IPEeACTaBICHHs OTCYTCTBYIOIIMX JOKYMEHTOB IIyTEM
nepeqavyd  yBEAOMJIEHMs  3afBUTENIO JIMYHO MO  PACIHCKY, OO

HalpaBlICHHA  YBCAOMIICHHMS  3aKa3HbIM IIOYTOBBIM  OTIpPaB/IEHUEM C
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YBEJIOMJIEHHEM O BpYydYEHHHM, MO0 nepejadyd B 3JIEKTPOHHOH (opme 1o
TEIIEKOMMYHHKALMOHHBIM KaHallaM CBSI3W WM B (opMe 3JIEKTPOHHOIO
JTOKYMEHTA, 10 AITMCAHHOI0 3JIEKTPOHHON MOATIHCHIO.

B TeueHue 3 pabouux AHeH €O [OHS NpPeACTABIEHUS 3asBICHUS U
JTOKYMEHTOB, IOATBEPKAAIOLMX H3MEHEeHHs, OQOpPMIICHHBIX HaUIeXKAIUM
0o0pa3oM,  YNOJHOMOUYECHHBIH  opraH  (PKCHEepTHAsT  OpraHu3aius)
pedepeHTHOrO rocymapeTBa NPUHHMAET peLIeHHe O Havale MpolEaypEl
BHECEHHS U3MEHEHUH B PErUCTPAIlMOHHOE JJOChE.

40. 3asiBuTens MpeJCTABIsIET OTBET HAa 3aIlpoC YIIOJHOMOYEHHOrO
opraa  (3KCIIEpPTHOH OpraHusaiuM) B CPOK, He PEBHIIIAIOMIUH
60 xaneHgapHBIX AHEH cO JHS TMOJy4YeHWs BTOTO 3ampoca. B ciyuae
HEIPE/ICTaBIeHNs OTBETA B YKA3aHHBIA CPOK YIOJHOMOYEHHBIH Oprad
(3KCrepTHAsE ~ OpraHU3aLus) TNPUHHMAET  pPELIEHHE HAa  OCHOBAHHHU
JOKYMEHTOB, HMEIOIIHXCS B €I'0 PACIOPSIKEHHH.

41.1lepuosr co [JHA HAmpaBleHUS YIOJHOMOYECHHBIM  OpPIraHoOM
(oKcnepTHOH opranmsanueil) 3ampoca 40 THs MOMYYEHHs OTBETA HA 3ampoc
HE YYHTBHIBACTCS MPH HCYHCIEHHH CpOKAa IIPOBEJACHUSI OSKCICPTHU3HI
MEIUIMHCKOTO U3/IETHS.

42. BHeceHHe M3MEHEHUH B PETHCTPAIHOHHOE OChE OCYLIECTBIAETCS
Ha OCHOBaHHMM pEe3yJIbTAaTOB JKCHEPTHU3bl OTHX M3MEHEHUH B CpOK,
He npesblaomuii 30 pabouux AHel co AHS NpEICTABEHUs 3aABICHHS M
JOKYMEHTOB, TOATBEPKIAIONMNX HU3MCHCHHs, O()OPMIICHHBIX HajJIeXkKalliuM
obpazom.

43. OcHoBanusgMH  JI  [OJAIOTOBKU  YHNOJHOMOUYCHHBEIM  OpIaHoM
(9KCTEepTHON  OpraHu3anuei) pedepeHTHOro ToCy/apCTBa JKCIEPTHOIO
3aKJIIOYEHHST O HEBO3MO)KHOCTH BHECEHHWsI M3MEHEHWIl B pPErucTpaliOHHOE

J0OCLE ABJIAKOTCA:
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a) HEJLOCTOBEPHOCTh TPEJICTAB/IEHHBIX CBeeH!i, 0DO0CHOBBIBAIOIIUX
BHECEHHE U3MEHEHWH;

0) oTCyTCTBUE CBCJICHUH, MOATBEPIKAAIOIINX HEU3MEHHOCTh
(DyHKIIMOHANLHOTO HAa3HAYCHUS U (MIIM) MPHHLAIA JASHCTBHS MEIUITUHCKOTO
M3/ICNIUA B CBA3H C BHOCUMBIMH U3MEHCHHSIMU;

B) HEYCTPAaHEHUE BbISIBIICHHBIX HApYIUIEeHUN U (WIH) HEIpeaCTaBJICHHE
OTCYTCTBYIOIIMX JOKYMEHTOB.

44, DxcniepTHOE  3aK/IFOYEHHWE W PYKOBOJCTBO  TMOJIb30BATEILA
(MHCTPYKIMS 110 MEAULMHCKOMY TIPUMEHEHHIO), U300paskeHe MapKHpOBKU
MEIMIIMHCKOr0 U3IEIIHs Ha PYCCKOM SA3bIKE pa3MelaloTcsl YIIOJHOMOYESHHBIM
OpraHoM (IKCIEepTHOH opraHuzaiueii) pedepeHTHOro rocyapcTsa B CBOEH
UH(MOPMAITMOHHONW CHCTEME M JOCTYNHEI TOJBKO 3aMHTEPECOBAHHBIM
YIOJIHOMOYEHHBIM OpraHaMm (9KCHEepTHBIM OpraHu3allusiM) rocyaapcTB-
YJIEHOB.

45.T'ocyiapcrBa npusHanust B TeueHue 10 pabGoumx nHEH co jus
pa3MEIIEeHUs] YNOJHOMOYEHHBIM OpPraHoM (DKCIEpPTHOW opraHusanueit)
peepeHTHOTO rocyJapcrtBa B  CBoeld  HMH(OpPMAIMOHHON  CUCTEMeE
SKCIIEPTHOI'O 3aKJIIOYEHHs] BIIPABE HANPABUTh B YMOJHOMOYEHHBIM Opram
(9KCIepTHYIO OpraHu3aluio) pedepeHTHOTO ToCyAapcTBa 3aMedaHus u
npesIoKeHus (¢ 000CHOBaHUEM).

46.B ciydae eciidi BHOCHMbBIE W3MEHCHHS KAaCalOTCs CBEIEHMIA,
COZIePXKAIMUXCsl B PErHCTPALMOHHOM YIOCTOBEPEHHMH, YIIOJHOMOYEHHBIM
opran pedepeHTHOr0 TIoCylapcTBa BBIAET HOBOE PErHCTPAllMOHHOE
YAOCTOBEPEHUE C COXPAaHEHWEM MPEXKHEro HoMmepa (C yKa3aHUeM JaThl
BHECEHUS COOTBETCTBYIOLINX U3MEHEHHH ).

47. YoJIHOMOYEHHBIH OpraH peepeHTHOro rocy/apcTBa B TCUYEHHE
10 paboumx mHE#H co NHS MPHUHSITHS COOTBETCTBYIOLIETO PEIIEHUS:

a) oopMIIIeT perucTpaluoHHOE YI0CTORBEPEHHC,
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0) pasMelaer B €IMHOM  peecTpe  MEAMLMHCKUAX  H3JENInH,
3apPETHUCTPUPOBaHHLIX B paMkax Coro3a, CBEICHUS O BHECEHHH U3MEHEHHH B
PETHUCTPALUOHHOE OChE B IOpsijiKe, yCcTaHOBIeHHBIM KoMuccHen, a Takke
CKAHMPOBAHHEIC KOIIUU JJOKYMEHTOB, B KOTOPbIE BHECEHBI M3MCHEHMS;

B) YBEJIOMJISICT 3asBUTENsE 00 OTKase BO BHECEHMH W3MEHEHHH B
PETUCTPAllHOHHOE JOChE IyTeM IiepeAadd YBEJOMJICHHS JIMYHO IIOJ
pacnucKy, MO0 HampaBIeHHs COOTBETCTBYIONIETO YBEJOMIICHHS 3aKa3HBIM
NOYTOBBIM OTIPABICHHEM C YBEJIOMIIEHHEM O BpY4eHUH, JuOO mepenayd B
DJIEKTPOHHOH (hOpME IO TeNeKOMMYHHKAIIHOHHBIM KaHajaM CBS3M HIH B

(popme snekTpoHHOrO JOKyMEHTa, TIOAMUCAHHOTO 3JIEKTPOHHOM MONNCHIO.

V. Ilops 10K IPUOCTAHOBIICHHS. UM OTMCHEI ACACTBUS
(aHHYIMPOBAHMUS!) PETUCTPALIOHHOTO YII0CTOBEPEHMS

48. IlpriocranoBienne JIeHCTBUS PErHCTPAIIMOHHOIO YAOCTOBEPEHMUS
OCYIIECTBIISICTCS  YIIOJIHOMOUYEHHBIM OPraHOM pe(epeHTHOro TrocylapcTra
B CJEAYIOLIUX CIyUasx:

a)mo  pesyibTaraM ~MOHHATOpWHTa 0E30MacHOCTH, KauecTBa |
>dPeKTUBHOCTH MEANIIMHCKUX U3JICITUI B TOCTPErUCTPALIHOHHEIA TIeproj| —
[pW BBISBICHUU TMOTEHIHAILHOIO CEPLE3HOr0 pPUCKA i OOINECTBEHHOrO
3[0POBBSI;

©) mo pesyibraTaM TrOCyAapCTBEHHOTO KOHTPOJIS 3a 0oOpalieHuem
MEIHUMUHCKMX M3JCNUi — TPH HaJIM4YWKd CBelleHHMd o (daktax u
00CTOSTENLCTBAX, CO3AIOMIMX YIPO3y JKM3HH M 3J0POBBIO TPAXKIAH M
MEIMLUMHCKUX pabOTHUKOB MPU MPUMEHCHHUH M SKCIUTYATALMUA MEAUIIMHCKUX
M3JIETHH.

49. Pemienre 0 [PUOCTAHOBJCHUM JICHCTBHS PETHCTPAMOHHOTO
YAOCTOBEpEHHUs (C yKa3aHUEM IPUYUH, NATBl U CPOKA IPHOCTAHOBJICHHUS)
[PUHUMACTCSL  YIOJIHOMOYEHHBIM OpPraHoM peepeHTHOTO ToCyAapcTBa

B COOTBETCTBHH C 3dKOHOAATEJILCTBOM 3TOT'0 rocyaapcTBa-4jcHa.
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50. Cpok [IPUOCTAHOBIICHUS JAeHCTBUS PErucTpaloHHOro
YZIOCTOBEPEHMsI HE MOJKCT IPEBBIIATh 6 MECSIEB, [IPU STOM peanu3aius u
NPUMEHCHHE  TaKUX  MeAMIMHCKMX  wu3genuid B pamkax  Corosa
HE JOIyCKAIOTCS.

YOIHOMOYEHHBIH opras pedepeHTHOro rocyznapcrBa
HE3aME/UINTCIIBHO  MHOOPMHUPYET YIIOJHOMOYEHHBIE OpraHbl T'OCY/IapCTB
OPHU3HAHKS, IPOU3BOJUTENS HIIH €0 YIOIHOMOYEHHOIO NpE/CTAaBUTENs U
Komuceunro 0 IIPUOCTAHOBJIEHUH JEUCTBUS PEruCTPaALlMOHHOTO
YAOCTOBEPEHHs] ¥ BHOCHUT COOTBETCTBYIOIIME CBEIEHHA B €IUHBIH peecTp
MEIHLUHMHCKMX U3JIENIH, 3aperucTpUpOBaHHEIX B pamMkax Coro3a.

51. 3asBuTens B TCYEHHE YCTAHOBICHHOIO YIIOJHOMOUYEHHEIM OpPraHoOM
pedepeHTHOro rocynapcrBa cpoka 00s3aH yCTPaHHTH OOCTOSTENHCTBA,
MOBJIEKIINE IPUOCTAHOBJICHHE JICHCTBHUS PErUCTPALMOHHOTO Y/I0CTOBEPEHHS,
YBEOMUTh 00 3TOM B NHCBMEHHOH (OpMe 3TOT YIOJHOMOYEHHBIH oprag
(c TpHIOKEHHEM IOATBEPKIAIINX JOoKymeHTOB). Ilo  pesymbraram
PaccMOTPEHHUS IIPE/ICTAB/ICHHBIX 3asIBUTEICM JOKYMEHTOB YIIOJIHOMOYEHHbIH
opran pe)epeHTHOro rocylapcrsa MPUHUMAET PELIEHHE O BO30OHOBICHHH
ymbo 00 oTMeHe  geicTBHMSA  (AHHYJIMPOBAHMH)  PErHCTPALIHOHHOTO
YAOCTOBEpEHUs (C yKazaHWeM JaaThl BO300HOBJICHUS, OTMEHBI JEHCTBHS
(aHHYJIMPOBAHUS) PETUCTPAIIMOHHOTO YIOCTOBEPEHHS).

52. YNOoJIHOMOYEHHEIH oprad pe()epeHTHOr0 roCyIapCTBa YBEIOMIAET
3asIBUTCIISI O BO30OOHOB/IEHUH AEHCTBUSI PETUCTPALHOHHOTO YI0CTOBEPEHHUS B
TeyeHre 5 paboumx JHEH cO JHS TPUHATHS TAKOrO PEIIEHMs NTUYHO TIOJ
pacnucky, 00  HaIpaBiseT  YBEJOMIIECHUEC  3aKa3HBIM  [TOYTOBBIM
OTTIPABJICHUEM € YBEAOMIICHHEM O BPYUYEHUH, THOO NepeIaeT B QJIeKTPOHHON
(opme 1O TeJEKOMMYHHKAIIOHHBIM KaHalaM CBSI3M WIH B (opMe

SJICKTPOHHOI'O JOKYMEHTA, MOJAIHUCAHHOIO BJ'IBKTPOHHCiﬁ NNOAITHCBIO.



28

Pemienne 0 BO30OHOBJIGHMM — ACHCTBUS  PErMCTPalHOHHOTO
YIOCTOBEPEHHs [PUHUMAETCS B COOTBETCTBHM C 3aKOHOIATE/ILCTBOM
pedQ)epeHTHOro rocy1apeTBa i BCTYIIAET B CHITY CO JIHSI €10 ITPUHSTHUSL.

53. B cayuae HeycTpaHeHMs 3asBHTEJeM OOCTOSITEILCTB, MOBJIEKIINX
[PHOCTAHOBICHHE NeHCTBUA pPETHCTPAIMOHHOTO YAOCTOBEPEHUS
YIOJHOMOYEHHEIH opran pe)epeHTHOr0 rocyapcTBa MPUHIMAET penleHHe
00 oTMeHe ero aeifcTBus (ero anHyMpoBaHun) (¢ 060CHOBAHIEM).

YIOIHOMOYEHHBIH opras pedepeHTHOTO rocyzapcTBa
HE3aMEJINTEIbHO  YBEAOMIIAET  3asBUTE)si 00  OTMeHe  JedcTBUA
(aHHYITIPOBAHMH) PETHCTPALMOHHOTO YOCTOBEPEHUS TIYTEM HAalpaBJIEHUS
YBC/IOMJICHHSI 3asBUTENIO JIMYHO II0J pPAclUCKy, JHOO HaIlpaBjieHuUs
YBCJIOMJIEHHS] 3aKa3HBIM IIOYTOBBIM OTIIPABJICHUEM C YBEJAOMIIEHHEM O
BpPYUYECHUH, nubo nepeaadu B 3JIEKTPOHHOM popme o
TENCeKOMMYHUKAIMOHHBEIM KaHalaM CBSA3W WM B (OpME DIEKTPOHHOIO
JIOKYMEHTa,  TNOANMCAHHOIO  3JIEKTPOHHOW  TMOAMUCBIO, M BHOCHUT
COOTBETCTBYIOIIME CBEACHUS B €IWHBIA peEecTp MENUIIMHCKUX H3ICIUH,
3aperucTpUpoOBaHHBIX B pamkax Coro3a.

Pemienne 00 oTMeHe AEHCTBUS (aHHYJHPOBAHWH) PErHCTPALMOHHOTO
YIAOCTOBEPEHHS NPHUHUMAETCS YIIOJHOMOYEHHBIM OpPraHoM pehepeHTHOro
rocyJiapcTsa Takke B cilydyae [OJAaYM [POM3BOJMTENEM UM  €ro
YIIOJJHOMOYEHHBIM  IIpeJICTABUTE/IEM 3asBjieHHs 00 oTMeHe JcHCTBHs
perucTpaloHHOr0 y10CTOBEpeHUs 110 (hopMe cormacHo npuiiokenuro Ne 10,

54. OcHoBaHMAMM Ui TPHHATHA  YHOJHOMOYEHHBIM OpraHom
pedepeHTHOrO  rocyaapctsa  pemicHus 06 oTMeHe  JelicTBHS
(aHHYJIMPOBAaHMM) PETHCTPAIMOHHOTO YIOCTOBEPEHHS ABJIAIOTCS:

a) 3adBJIEHHE  [POM3BOAMTEISI WM €ro  YNOJHOMOYEHHOTO

npejcraBuTenst 00 oTMeHe JelcTBUA (AaHHYJIMPOBAHHK) PErMCTPAIIMOHHOTO

YAOCTOBCPCHHUA
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0) BbISIBIIEHHE CIIy4yaeB MpPeJCTaB/ICHUS 3asBUTEIEM HEIOCTOBEPHBIX
CBEIEHHUM, KOTOpble HE MOIVIK OBITH YCTAHOBJIEHBI TPH PETrUCTPALUH
MEIULUHCKOTO U3AETHUS;

B) BCTYIMBILEE B 3aKOHHYIO CHIY PELIEHHE Cy/1a rocylapcTBa-4ieHa;

I') NpeACTaBICHUE YIOJHOMOYEHHEIM OpPraHOM TOCYIapCTBa-4jieHa I10
pe3ynbTaTaM TOCYIJapCTBEHHOTO KOHTPOJA 3a oOpallleHHneM MeIULIMHCKUX
U3ICTUH CBeleHHH 0 akTax 1 00CTOSITENBCTBAX, CO3MAMIINX YTPO3Y KHU3HU
M 3L0POBBI0 TpaKJaH M MEOUIUHCKUX PAOOTHUKOB IPH IPUMEHEHHH H
SKCIUTyaTallMi MEIULMHCKOTO U3HEITHS;

1) yTpata MEeIULUUHCKUM W3IENIMeM CTaTyca MEAMIIMHCKOTO B CBS3H C

BHECECHHUEM U3MEHEHUH B aKThl, COCTABJISAKOLIUE MTPaBO Coro3a.

VI. Ilpouenypa Beigauu ayonukara
PErUCTPALIMOHHOTO YIOCTOBEPEHUS

55.B ciyuyae yrparbl (OpYM) PErHCTPALMOHHOTO YIOCTOBEPEHHUS
3asBHUTENb BIIpaBe OOPAaTUTLCA B YHOJHOMOYEHHBIA OpraH pedepeHTHOro
rocyiapctsa ¢ 3asBIEHHMEM O Bbljjaue JyOluKara perucTparMoHHOTO
YIOCTOBEPEHHUs IO (POpMe coryiacHo npuioxeHnro Ne 11,

56. B cinydae nmopyM perdcTpaliioHHOTO yIOCTOBEPEHUsI K 3asiBICHHUIO
O BBAAUE €ro yOnuKaTa MpuiIaraeTcs HCIIOPUYEHHOE PEeruCTpalHOHHOE
YIOCTOBEpPEHHE.

57.B Teuyenne 7 paboumx [OHeH coO JAHSA TIOJY4YEHHS 3asiBJIEHUS
O BHAQUe QyOiuKaTa perucTpalroHHOTO YOOCTOBEPEHUS YIIOTHOMOYEHHBIN
opral pegepeHTHOro rocyaapctsa ohopmiseT QyOarKaT perucTpalHoHHOrO

YAOCTOBCPCHHUS Ha OIaHke PETUCTPALIMOHHOI'0 YONOCTOBEPEHHSA U BBIAAET €T0

YBEIOMJICHHEM O BPYUYCSHHUH,




[TPUJTOXXEHUE Ne 1

Kk IIpaBuiam perucTpanuu 1 dKCIePTH3EI
Oe3omacHOCTH, KauecTsa 1 9P PEeKTUBHOCTH
MEMIMHCKHX U3Jenuit

DPOPMA
pPerucTpPanHoOHHOr0 YI0CTOBEPEHHA MEIHLHHCKOI 0 H3/1eJIHsI H IPABHJIA
ero o(popmiIeHHISE

8 (DOPMB. PCrHCTPALTHOHHOI'O YIOCTOBEPEHUSA MEJIULITMHCKOTO U3 ACTTHS

Ombuema EBpazuiicKoro sSKOHOMHUYECKOIO COrO3a (1)
EBPA3UMCKUMA DKOHOMUYECKUIA COIO3 )

(MOJTHOE HAMMEHOBAHHE YITOIHOMOUYEHHOIO OPraHa Pe(epeHTHOrO FOCY IAPCTBA) (3)
PEITUCTPALIMOHHOE Y IOCTOBEPEHHE 4)

MH-XX-No &)

B cooTBercTBHH C (6)

(HoMep M aTa NpHKaza YIONHOMOTEHHOro oprasa pediepeHTHOro rocy1apeTea)

HAaCTOALICE PErHCTPALlTHOHHOC YNOCTOBCPCHHUC BEIIAHO!

(7)

(monmHoe HauMEHOBaHKE H CTPAHA NPOM3BOMMTES, BKIIIOYAT MECTO HaXO/KAEHHA (2pec) FOPUAHIECKOrO JIH1A)

(8)

(nonHLle HAKMEHOBAHHMA TIPON3BOICTREHHBIX MIOLIANIOK, BKIIFOUAA MECTO HAXOMKIAeHUS (a1pec) IpHIUTECKOTO ML)

©)

(HaumeHoBaHME YIOJIHOMOYEHHOI'O IIPEACTABHTENA TIPOH3BOIUTENA Ha TEPPUTOPUAX rOCYAapCcTB — WICHOB
EBpa?HﬁCKDTO IKOHOMMHHYECKOIo COK3a, BKIKYAA MECTO HAXOKIEHHA {E]JJ,]Z)BC) HPHAHYECKOTD TMa)

B TOM, UTO (10)
(nonHOEe HAMMEHOBAHHE MEAMIIMHCKOIO M31EHs)
KJIaCC MOTEHIHAIBLHOIO PUCKa IPUMEHEHHUs MeAULIMHCKOTO H3CIIHSL: (11)
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BUI MEIWIMHCKOIO MW3Jelusi B COOTBETCTBUM C IIPUMEHSEMOM
B EBpasHiickoM 3KOHOMHMYECKOM COI03€ HOMEHKJIATYpOH MeIUITMHCKIX
W31CTUH (12)

3apPErMCTPUPOBAHO M Pa3spelIeHo K BBIMYCKY B OOpalleHue B paMKax
EBpasniicKoro 3KOHOMHYECKOro Cor3a

(13)

(11oNHOE HAMMEHOBAHME TOCYNAPCTRA — YneHa Erpaziiickoro 3K0HOMHUECKOTr0 COI03a)

[Tepeyens  KOMMJIEKTYIOIIMX, MPUHA/UIEKHOCTEH W PacXOIHBIX
MaTepUallOB K MOJMQUKAMH MEIUIMHCKOTO W3JeNIs [PUBEJIEH
B MPHIOXKEHHH K HACTOSIIEMY PErHCTPAllMOHHOMY YIOCTOBEPEHUIO

Ha __ L. (14)
IIpunoxenne SABIISICTCSI HEOThEMIIEMOH JaCTBIO HACTOSIIEro
PETUCTPALIMOHHOTO YI0CTOBEPEHHS (15)
Cpox JielicTBHsl PerHCTPallMOHHOTO YAOCTOBEPEHHS: DECCpOUHO (16)
Jara perucrpaium:« » 20 . (17)
JlaTa BHeceHUs U3BMEHEHMN:« » 20 1. (18)

(q;_ H. O. pykoroauTes (YIIOTHOMOUEHHOTO JIMLA) YIOAHOMOYEHHOTO Oprana)

M. I1. (19)

(noanmce)

Ne (20)



HpI/IHO}KGHHG K perucrpaljioHHOMY YAOCTOBEPCHUIO

MH-XX-Ne (1)

Ne HaumenoBanue CoCTaBHbIX yacTed METMIIMHCKOrO HAMIETHS

1. | OcHoBHbIC ONOKHU (YaCTH) MEAMLIMHCKOIO U3EIHsI

[TpunaexsocTy (IPH HAIMYKK)

Pacxonbie Marepuanl (Ipy HATMHIAN)

SRR

KoMmiurekryiomue (1ipu HATHYIHK)

(2)

(rp_ H. O. pykosoaurens (ynoaHOMOYEHHOTO JIHIIA) YIOJTHOMOYEHHOTO OpraHa)

M. T (3)

(moammcs)

« » 20 i
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I1. ITpaBuna opopmnenus
PErMCTPALIMOHHOIO YIOCTOBEPEHUSA MEJAUIIMHCKOTO U3IENHsI

l. Perncrpauinonnoe y/l10CTOBEPEHHE 3arOIHSIETCS YITOTHOMOYEHHBIM
OpraHoM rocyjapcTsa — 4YieHa EBpa3sHHCKOro 3KOHOMHYECKOIO CO0103a,
OCYIECTBIISIIOIIUM ~ PETUCTPALIMIO MEJUIMHCKOTO H3JIeNIUs, Ha PYCCKOM
SI3bIKE C HCIIOJIL30BAHHEM DJIEKTPOHHBIX NE€YATAIOINX YCTPOHCTB H B Cilydae
HaJIMYMsi ~ COOTBETCTBYIOIIErO0  TpeOOBaHMS B 3aKOHOJATEILCTBE
pe(epenTHOro rocyJapeTsa Ha rocyIapcTBEHHOM SI3BIKE 3TOTO IOCYapCcTRa.

2. 3amonHenne PerucTpallMoHHOr0 YAOCTOBEPEHHS Ha PYCCKOM SI3BIKE
M TOCY[apCTBEHHOM $3bIKE TOCYJapCTBa IPHU3HAHUS OCYILECTBISIETCS HA
Pa3HBIX CTOPOHAX PErMCTPALTHOHHOIO YI0CTOBEPEHUSI.

3. PerucrpautionHoe  yJOCTOBEPECHHE OTHOCHTCS K  JIOKYMEHTaM
CTPOTrOi OTYETHOCTH, OJTAHKH U3TOTABIUBAIOTCS THITIOTPAPCKHM CIIOCOOOM.

[Ipy HeOOXOAMMOCTH HaMMEHOBAaHHE [IPOM3BOMTENS, €r0 MecTo
HaXOXKICHUA (aapec HOPHAMYECKOro JHua), (pakTudeckuil agpec (Kpome
HanMEHOBaHMUs rOCy/1apCTBa) U CBEACHHUS O IPOAYKIMH (THII, MapKa, MOJIE/Ib,
apTUKyJ U JIp.) MOTyT OBITH YKa3aHbl C MCIOJB30BaHHEM OYKB JIATHHCKOI'O
angdaBuTa.

4.Bce 110518 PErMCTPALMOHHOTO  YAOCTOBEPEHMS] JIOKHBI  OBIT
3aI0JIHEHBl (B OpHMIMHATe PErdHCTPALUOHHOTO YIOCTOBEPEHHS HyMepalus
[10JIC OTCYTCTBYET).

5. B perucrpaiiMOHHOM YAOCTOBEPCHHH YKA3BIBAIOTCH:

a) B none 1 —smbnema EBpazuiickoro sSKkOHOMHYECKOTO COI03a;

0) B mone 2 — Ha/IMHCh, BbINOJIHEHHAst B 1 cTpoKy:

«EBPA3UMCKHAN SKOHOMUYECKHIA COIO3x;

B)B Moje 3 — MOIHOE HAaWMEHOBAHHME YIOJIHOMOYEHHOIO OpraHa

pedepeHTHOTO roCy 1apCTRa;



r)B mojge 4 — HAANHCh, BHIMOJHEHHas B  OJHY CTPOKY
«PerucTpaunoHHOe yIIOCTOBEPEHHEY,

J)B 10JIe 5 — perucTpauMOHHBIE HOMEpP PErHCTPALMOHHOIO
YJIOCTOBEPEHHS U AaTa ero BhIIayu.

PerucTpallMOHHBIA ~ HOMEP  PErucCTpPalliOHHOTO  YIOCTOBEpEHHS
GopmupyeTcst B crieyromieM IopsiIKe:

MU - X X — XXXXXX
1 2 3 4
Tae:

3JIEMEHT |— MeIMIMHCKOE U3/Ie/HE,

5JeMeHT 2 — 2-3HauHblil OyKBEHHBIH KO/ pe()epeHTHOro rocy1apcTBa B
COOTBETCTBHH C KJIACCU(PHUKATOPOM CTPaH MHPA;

pJeMeHT 3 — 2-3HauHblil OyKBEHHBI KOJI TOCYJApCTB MPH3HAHMA B
COOTBETCTBUU € KJlaCCHM(DUKATOPOM CTpaH Mupa (YKasbIBAlOTCS KOJBl BCEX
roCy/lapcTB  IpU3HAHWs, TOATBEPAHBIINX COTJIACOBAHHE HKCIIEPTHOIO
3aK/IIOUeHHs pe(pepeHTHOro ToCyapcTBa);

oneMeHT 4 — 0-3Ha4YHbIM NOPSAKOBLIH HOMEpP pPEeTrHCTPALAOHHOIO
YIOCTOBCPCHHSI, MPUCBOCHHBIN YIIOJIHOMOYEHHBIM OpraHoM pedepeHTHOro
rocyfapcrtBa (IpUCBaHBAaeTCs aBTOMATHUECKWM W3  E€JMHOTO  peecTpa
MEJULUHCKUX H3Je]IHH, 3aperuCTpUpOBAaHHBIX B paMKax EBpasuiickoro
HKOHOMHYECKOTO COH3A);

€)B moje 6 — HOMEpP M jAara NpuKa3a YIOJHOMOYEHHOrO opraua
pedepeHTHOro rocy1apcTaa;

K) B 1ojie 7 — NONHOE HAUMEHOBaHME M CTpaHa MPOU3BOJIUTENS, MECTO
HaxoXAeHUs (agpec MOpUIMYEecKoro Juia), (akrHueckuil agpec — s
FOPHAMYECKOTO JIMLA U ero (GpUInanoB, KOTOPHIE MPOW3BOAAT IPOJIYKIHIO,

Uy GaMunus, uMs, OTYeCTBO (NPH HaIM4YKMM), MECTO KHTENbCTBA — IS
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(pU3AUECKOro JIMIA, 3aperHCTPUPOBAHHOIO B KAuyeCTBE HHIMBHIYAILHOTO
MpeanpUHUMATES;

3)B molie 8 — HAaWMEHOBAHWSI [POM3BOJACTBEHHBIX ILIOINA0K,
BBIIIYCKAIOIMX ~ MEJMLIMHCKOE U3Je/lde, MEecTO HaXOoxacHus (aupec
FOPUAMYECKOrO MUIa), (PaKTHUECKHUN anpec — IS FOpHIHYECKOro JIMIa U ero
(GuIManoB, KOTOPBIE IIPOU3BOIAT NPOLYKLMIO, WK (aMUJIHS, UMs, OTYECTBO
(Ipd  HaJM4YUM), MECTO IKHUTEIbCTBA — VI (PU3MUECKOro  IIHIA,
3apEeruCTPUPOBAHHOrO B KAYCCTBE MHAMBUAYATBHOIO MPEIIIPUHUMATE)IS;

M) B 10je 9 — HaMMeHOBaHWE YIIOJHOMOYEHHOrO MpeICTaBUTENIs]
IIPOU3BOJUTEIISl HA TEPPUTOPUH FOCYNapCTBa-WICHA, €ro MECTO HAXOKISHHS
(agpec ropuamdeckoro nmna), GakTUYEeCKUil ampec — JUI FOPUAMYECKOro
JIALA ¥ ero (UIHAIOB, KOTOpPBIE MPOU3BOJISAT MPOJIYKIHIO, WU (haMUmIusl,
MM, OTYECTBO (IIPH HAJIMYMHU ), MECTO XKUTEIbCTBA — A1 HHU3UUSCKOro JINIA,
3apETUCTPUPOBAHHOIO B KAYECTBE MHAMBHUAYAIBHOTO MPEIIPUHUMATEIS,

K)B mone 10 — mnosiHOE HauMEeHOBaHHE MEJUIUHCKOIO W3Zelus,
KOTOpPO€ JIO/DKHO  COOTBETCTBOBATH HAUMCHOBAHMIO, VKa3aHHOMY B
SKCIEPTHOM  3aKIIOYEHUH  YIOJHOMOYEHHOTO opraHa pedepeHTHOro
roCyapcTBa, TOProBO€ Ha3BAHHWE MEIMIIMHCKOTO M3JeNIUsi (IIpH HaIHdHH),
CBELEHHUSA O MEAMLIMHCKOM M3JEIHH, 00eCIeYnBaKOIINE ero WACHTH(UKAIHIO
(Tum, Mapka, MOJieNb, APTHKYI U AP.);

m)B mome 11 — Kimacc IIOTEHLUMAIBHOIO pHCKA TPUMEHEHUSs
MEIHUIIHHCKOTO HM3JIeNNs, MOJTBEPXK/ICHHBIH TpH IPOBECICHUN SKCIIEPTH3LI
MEMLMHCKOrO W3/1eius B pedepeHTOM rocyaapCTBeE;

M)B 1oye 12 — BHA MEAMUMHCKOTO H3JIeJIUsl, B COOTBETCTBUHU C
npumeHsaeMon B EBpasuiicKoM 5KOHOMHMYECKOM COIO3¢ HOMEHKJIATYpOit
MEJMIIMHCKUX U3JCIINH;

H)B 1noine 13 — HauMeHOBaHUsI pe(epeHTHOro TrocyaapcTea u

rocy1apCrTB IpuU3HaHHA,
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0) B 110J1¢ 14 — KOJIMYECTBO JINCTOB MPHJIOKEHUS K PErHCTPAIlHOHHOMY
YIOCTOBEPEHHIO (3aI0JIHSETCS] IPU HATMYUU TPHIIOKEHHUS );

m) B moJjie 17 — gara perucrpaliiu MEIUIIMHCKOTO H3CIHs, KOTopas
YKa3bIBACTCS CJIOBECHO-IIM(PPOBEIM CIIOCOOOM: YHCIO — JBYMS apabekumu
nuppaMu (B KaBLIYKAX), MECSI — CJIOBOM, IO/l — 4YeThIpbMs apabCKuMu
nudpaMu (¢ yKazaHHeM COKpAIleHHOr0 0003HAUCHUS TOIa «T.)»

p)B mnone 18 — pmara BHeCeHWs] H3MEHEHHM B pErvMCTPalMOHHOE
YJIOCTOBEPEHHE, KOTOPash YKa3biBAETCA CIOBECHO-IIU(PPOBLIM CIIOCOOOM:
YHCIIO — JIByMsA apadckumu nudpamu (B KaBBIYKAX), MECAIl — CIIOBOM, TOJ| —
4eThIPbMsl apabCcKUMU IUdpamu (C yKazaHHeM COKPAIIEHHOro 0003HAYeHUs
roga «r.»). JlamHoe Toje 3aroJyiHsieTcsi MpPH  BHECEHHS! M3MCHCHHUH B
PETHUCTPALMOHHOE  JIOCBE ¢  BbAAYell  HOBOTO  PErHCTPAIlHOHHOIO
YJIOCTOBEPEHUS C MTPEKHUM HOMEPOM;

¢) B mojie 19 — JTOMKHOCTB, NOANKCH, (HaMHIIHs, UM, OTYCCTBO (IIpH
HAlMYKMK) PYKOBOJMUTENs (YHOTHOMOUEHHOrO JIAINA) YIOJTHOMOUYEHHOIO
oprasa, BBLJABIIETO  CBUJACTEILCTBO, 3aBEPEHHBIE  II€YaThIO  3TOr0
YIIOJIHOMOUEHHOro oprata. McnosbzoBanue GpakcumMuiie BMECTO TIOAIUCH HE
OTYCKaeTCs;

T) B mojie 20 — tunorpadcekuit HoMep, cepus ¥ MOPSAKOBLIN HOMEp
OraHka pPEerMcTpPalMOHHOTO YAOCTOBEPEHHsI, IPOCTABJISEMBI IIPU  Cro
M3rOTOBJICHUH.

5.1Ipy HanMuuM COCTAaBHBIX YACTEH MEIUIIMHCKOI'O  HM37elus,
BKJIFOYAKOIIIMUX ~ OCHOBHBIE OJOKH (YacTH) MEOUWLMHCKOTO  H3IEIus,
KOMIUIEKTYIOIIMX, IIPUHAMIEKHOCTEH M pacXOJHbIX MaTepHaloB K
MEIMIUHCKOMY H3/IEJIMIO0 3aIIONHSETCs] IPUIOKEHHE K PEerucTPAllHOHHOMY
YJIOCTOBEPEHUIO, KOTOpoe ABJISIETCS HEOThEeMIIEMOM YacThIO

PETHCTPALIMOHHOIO yAOCTOBepeHUs. KaxAbl IHCT NPHIOKEHUS JOJDKEH
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OBITH IIPOHYMepOBaH. B npuioxkeHuu K perucTpaioHHOMY YI0CTOBEPEHHIO

yKa3blBarOTCsi:

a)B moyse 1 — pErucTpallMOHHBIN HOMEpP PETHCTPAHMOHHOIO
YIOCTOBEPEHHUsI U J1aTa ero BbIIauH;

0) B mosne 2 — mnepevyeHb COCTaBHBIX YaCTCH MEAHMIMHCKOIO H3EsIHs,
BKJIIOYAIOIIUX ~ OCHOBHBIC ONMOKHM  (YacTW) MEIUIMHCKOrO  W3JIEIuns,
KOMIUIEKTYIOILMX, [PUHAJIEKHOCTEH W PACXOJIHBIX MAaTCPHAIOB K
MEJIMIIMHCKOMY M3JIeJIHI0, YKa3aHue MOJe/H (MIpU HaTHYiK ),

B) B IIOJIE 3 — JOJDKHOCTb, HOAMMCEH, (amMuiIusi, UMS, OT4ecTBO (IIpU
HAJIMYHMU) PYKOBOAMTENS (YINOJIHOMOUYEHHOI'O JIAIA) YIOJHOMOUYCHHOTO
OpraHa, BbIJABUIENO  CBUJIETENLCTBO, 3aBEPEHHBIC IEYaTHIO  3TOTO
YIIOJTHOMOYEHHOr 0 oprana. Mcnons3oBanue hakcumuiie BMECTO TIOJIITUCH HE
JOIyCKaeTCsl.

6. 1lpu 3amoNHEHUH PEerucTPAIMOHHOTO YOOCTOBEpeHHss u  (HIH)
NPUIOKEHUs K HEMY yKa3aHHE CBENeHUH, He IIPeIyCMOTPEHHBIX
HACTOALIUMH IIPABHIIAMH, a TAKXKE MCIIOIb30BAHKE COKPAICHHH CITOB (KpoMe
ODILENPUHATHIX) H UCTIPABIEHHE TEKCTa HE J0IYCKAOTCS.

7.B ciyyae yTpatel MAM TOPYH PETUCTPALMOHHOTO YIOCTOBEpPEHHS
YIIOTHOMOYEHHBIM OpraHoM pedepeHTHOro rocy1apcTBa BhIAAeTCs NyOJIMKaT
3TOT0 PETMCTPAlLMOHHOrO yaocrtosepeHus. IIpu 3TomM B mpaBoM BepxHEM
yIoy — pEerucTpaliMOHHOTO  YIOCTOBEPEHHUS IIPOCTABISIIOTCS  NTOMETKH:
«yOmukar BEIHAH «  » 20  r.» 1 «OpUrHHal perucTpanHoHHOro

YAOCTOBECPCHUS MPU3HACTCA HB,[[E‘,IL:ICTBYIOH.LHM)).




[TPHUJTOXKEHHUE No 2

K IlpaBuiiam pervcrpaiuu U SKCIepTH3El
OesonacHocTH, kayecTBa H SPGEKTUBHOCTH
MEUIIMHCKUX U3JIETTUH

DPOPMA
3asiBJICHHS O POBEACHHH IKCNEPTH3bl MeIHIHMHCKOTO H3Ie/ TSI

B ynosHoMo4eHHBIH opraH (3KCIepTHYIO
OpraHu3al|Io) rocyapcTBa — YjieHa
EBpa3zuiickoro aKOHOMHYECKOTO COK03a

(HaumeHoBaHHe pedrepeHTHOTO TOCYIapcTBa)

(HauMeHOBaHHE TOCYIAPCTBA PH3HAHNA)

3ASBIIEHUE
O MPOBEJICHUH KCITEPTU3BI MEAUIIMHCKOTO U3/IEITHS

(M01HOE M COXPALIEHHOE (TPH HATHYUY), B TOM YHCHe GHPMEHHOEC, HANMECHORAHIA OPraHM3aLUK, OT UMEHH
KOTOPOH NPOM3BOAHTCS PETUCTPALUA (MTPOM3BOAHTEND (YTTOJIHOMOYCHHBIH IPEICTABIATENL IPOM3BOANTENS),
OpPraHH3alHOHHO-TIPaBoBas (POPMa OPHAHHYECKOTO JTHIA)

HACTOSIMHM IPOCHUT IPOU3BECTH 3KCIICPTHU3Y MCOUIHUHCKOI'O H3AEHAS B
KayeCTBE

(pedepenTHOro rocysapersa, rocyaapcTBa MPU3HAHAA — YKA3aTh HYXKHOE)

1. HanmeHoBanue MEOUIIHHCKOTO U3/ISITHS

2, HazHauenne MEIHIIMHCKOTO H3JIENUS

3. | ObnacTk NnpuMEHEHMS MEAUIIMHCKOTO U3/1E/TH

4. | Knacc noTeHMansHoro pucka npuMeHeHns
MEIMIHHCKOI0 U3EIusl

5. Kon Bra Meauuunckoro usznenus (CorinacHo
npuMeHsIeMoi B Coro3e HOMEHKIIAType MeIMIHHCKIX
U3IeNuii)
6. B coctaBe MEOUIIMHCKOTO H3AEIIHS UIMERTCH o Jla

JIEKAPCTBEHHOE CPELICTBO (BBIJIENUTE HYIKHOE)

o Her




7. | KoMIiektanust MeQUITHHCKOIO H3JICIINs
No | HaumeHoBaHue Moenb [IpousBoaurels Crpana
1) OcuoBHOH DI0K
(Ipy HAJTHYHH)
2) Komrutekryioue
(mpu HAJTHYWH)
3) PacxojiHble
MaTepHabl
(pH HAJTHYHH )
4) IpuHaexHocT
(mpu HaNMuKK)
8. | Cpoxk xpanenus / rapanTHiHBIA
CPOK 3KCIUTyaTalluu
VcnoBus XpaHeHus
10, | Perucrpauumsa B crpaHe-npoH3BoAMTENE U APYTHX CTPaHAX
1. Haumenosanue Ne perucTpanHoOHHOro Jara Beitaun | Cpox JieiicTBus
GLpedibl YIAOCTOBEPEHUS
(Mpu HAJIMYHK )
2
11, | IlpouzeosacTrO MMOITHOCTEIO Ha JIAHHOM MPOU3BOJICTBE
Y4aCTHYHO Ha JJAHHOM MPOU3BOJICTBE
HOJHOCTHIO HA JIPYTOM TTPOH3BOJICTBE
12. | CBenenus O MPOU3BOAUTEIIE
Ne | Hanmenosa- | Homep, nara | wopujau- | dakTe- | Homepa ®.U.0.u ®. U.O.m
HME, CTpaHa H CPOK yeckuil | ueckuil | renepoHa| MOMBKHOCTH | JOIDKHOCTB
naefictust | agpec | agpec | M dakca,| pyKOBOJMUTENS | KOHTAKTHOTO
pa3peniu- azpec nMa
TETBHOTO ETPOH-
JIOKYMEHTa HOH
MOYTHI
(mpu
HAJIUYUH)
13. | Ceeaenus 0 NpoOU3BOJICTBEHHOH (BIX) MUTOIIAAKE (aX)
Ne | HaumMenosa- | HoMep, maTa u| QaktHyeckuit | Homepa |®. U. O. u| ®.M.O.u
HUE, CTpaHa | CPOK  JeicTBUs | ampec TenedoHa | J0KHOCTE TOIKHOCTE
paszperu- H (axca, | pyKOBOIHTEA| KOHTAKTHOTO
TEITBHOTO ajipec nuna
JIOKYMEHTa (T1pH SJIETPOH-
HaJTUYHN ) HOU
MOYTHI
(rpu
HaTHYHH)
14. | Crenenns 06 YHONHOMOYEHHOM IIPEACTaBHTENE (TP HATTHIHH)
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Ne | Haumenosa- | Homep, jnara| opuau- | aktH- | Homepa | . WM. O. u| ©. U. O. u
HHE, CTpaHa | | CPOK | yeckuil | ueckuii | Tenedona | JOIKHOCTH JOIKHOCTE
necTBIs aapec | aapec | M (Qaxca,| pyKOBOJAHTEIS | KOHTAKTHOIQ
paszpenin- azgpec Biezit]
TEIMBLHOTO 3ETPOH-
JIOKYMEHTa HOM
(pu HOYTEI
HATTHIHH ) (mpu
HaITHYUH)
15. | Cpeaenus o DOKYMEHTE, IIOATBEPKAAFOLIEM OILIATY 3a IIPOBEACHHUE HKCIIEPTH3HI
MEIUIIMHCKOTO U3IETns
[apanTHpyI0  [OCTOBEPHOCTH M WACHTHYHOCTL  MH(DOpMALMM,  Ccojeprkalleiics B

PETHCTPAITHOHHOM OOCHE M 3asBICHHH.

JlaTa mojmayu 3asBiICHUS

®. U. O 1 J0mKHOCTE PYKOBOJIHTEIs
MIPOU3BOAUTEIS (YIIOJIHOMOYEHHOTIO
TIPeICTABUTENS)

Ilopnuck, nevars NpoOU3BOANTENS
(YIIOJITHOMOYEHHOTO TPE/ICTABATES)




ITPUJTIOXXEHHWE Ne 3

K IIpaBunam perucrpanuy U 3KCHepTU3bI
Oe3onacHocTH, KadecTBa U 3 PeKTHBHOCTH
MEIMLUHCKAX U3MeNHi

®OPMA

3asiBJICHHS O MPOBEACHUH PErUCTPaAlHH MEJUIIHHCKOI'0 H3Je/Iusl

B ynonHomMoueHHEBI oprad rocyaapcTsa —
ujeHa EBpasuiickoro 3KoHOMU4eCKOro
coro3a

(HauMeHoBaHWe pedepeHTHOTO TOCYAapCTRa)

(HauMEHOBAHME rOCYIAPCTRA NPU3HAHNL)

3ASBJIEHUE
O MPOBEIECHUH PETUCTPALMH MEAULIMHCKOTO U3/1eusl

(monHoe ¥ cokpaiieHHee (IPH HANHYKK), B TOM Yucie (PHPMEHHOE, HAMMEHOBAHHS OpraHU3aLluy, OT HMEHH
KOTOpO# NPOU3BOJIHTCS perucTpalys (MPoH3BOANTENb (YNOJIHOMOUSHHBIH NPE/ICTaBUTE/b [IPOH3BOANTEI),
OpraHM3alMOHHO-NIPaBOBasd (hopMa FOPUARYECKOTO JIHLA)

HAaCTOAUIUM TIPOCHT TIPOM3BECTH PErucTpaldro MESAHLHHCKOIO HM3ICITUA
B KQUECTBE

(pethepenTHOrO rocy1apCTBA, [OCYAAPCTBA NIPU3HAHHUA — YKA3aTh HYKHOE)

1. | HanMeHOBaHNE METULIHHCKOIO H3ACTHS
2. | Hasnauenue MEAMIMHCKOrO U3IENH
3. | ObnacTe npUMEHEHHs MEMIIMHCKOTO H3/(EJTHS]
4. | Knace MOTEHITHAIIBHOTO PHCKA MPUMEHEHMS
MEIMIIMHCKOr0 H3IelIus
5. Kon Buzia MEIMIIMHCKOrO H3IeTH (COrIACHO
npumeHseMoi B Corose HOMEHKIIATYPe MEIUIIHHCKHX
H3JIEITHH )
6. | B cocrase MEIHIIHHCKOTO H3JEINS HMEETCH o Jla
JIEKapCTBEHHOE CPEACTRO (BBLIC/IIUTEL HYKHOE) o Lep
7. [lepedyeHb KOMIUIEKTYIOIHX
8. CeeneHHS O TIPOM3BOAUTEIC
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Ne | Hammenosanue, | Homep, nara | topuju- | Gakta- | Homepa | @. M. O.u| ®. 1. O.u
cTpana U CPOK Yyeckuil | deckuil | TenedoHa| HOMKHOCTE | JIOJIKHOCTD
HeHcTBHS agpec | azapec | # (axca, | pyKOBOIH- | KOHTAKTHOIO
paspern- ajipec Test THIIA
TEJILHOTO 3IIETPOH-
JOKYMEHTa HOH
HOYTHI
(pu
HAJTHLYHH )
9. | Ceenenus o NIpoH3BOACTBEHHOH (bIX) Muomake (ax)
Ne | Haumenosanue, | HOMep, fata | (aKTHUECKHI HOMEp D. M. O.u O.MN.0.u
cTpaHa M CPOK anpec TenedoHa | JOIDKHOCTH | JIOJDKHOCTD
NeHCTBHA " (hakca, | pPYKOBOJH- | KOHTAKTHOIO
pazpenru- ajpec TeIs! JIHIIA
TeJIbHOTO SNETPOH-
JOKYMEHTA HOH TTOYTHI
(nipu (npu
HAJIWYHH ) HAJIUYHH)
10. | Cpenenus 00 ynonHoMOYEHHOM IIpeACTaBUTENE (ITPH HAJIMYHH)
Ne | HammenoBamme, | HOMep, Jara | 1opuau- | ¢daktu- | Homepa | @. M. O.u| ®. WU O.wu
CTpana U CPOK 4eCKHi | udeckuil | TenedonHa| MOIKHOCTE| JOIKHOCTE
necTHg agpec | ajapec | u dakxca, | pyKoBOAH- | KOHTAKTHOIO
paspentu- ajipec Tens A
TEILHOTO BIIETPOH-
JOKYMEHTA HO#
(ipu TIOYTEI
HAIMYMH) (pu
HAJIHYHH)
11. | Creytenus o JOKyMEHTE, NOATBEPAKIAFONIEM OILIATY TOCYAAPCTBEHHOM MOIUTHHEI 38
IIPOBEJIEHUE PETUCTPALIMH METUIIHHCKOTO H3IEITHSI
[apaHTHpyl0 ~ MOCTOBEPHOCTE ¥ MJACHTHYHOCTH  MHQOPMALMH,  cojepxameiicss B

PErHCTPAllHOHHOM J0CHE H 3a4BJICHHH.

Jlara rmojjauu 3asBaeHus

®. U. O 1 DoIDKHOCTE PYKOBOIHUTEIIS
IIPOU3BOIATENS (VITOJTHOMOYEHHOTO

IIPEICTABUTETIS)

[loanuce, nevats MPOU3BOIHTEILL
(YIOJITHOMOYEHHOI'0 IPEICTAaBUTEIIST)




ITPUJIOXKEHME Ne 4

K [IpaBuiam perucrpaunu ¥ 3KCIEePTHU3EI
OesonmacHocTH, KauecTBa U G PEKTUBHOCTH
MEIULUHCKUX W3/CIIUH

ITEPEYEHDb
JIOKYMEHTOB, HeOOXOAHMBIX IJIsi PErHCTPAIHH MeHIHHCKOT0 W3/1e/IHsl,
1 popMa CIpaBKH HA MEIHUMHHCKOE H3/1eIHe

No | HaumenoBaHHe JOKyMEHTA Megumuackoe MenunuscKoe Ilpumeuanue
n/1 H3JIeJIHE Ki1acea U3JENHe LTS
1 | 2a |26 | 3 | AMArHOCTHKH
in vitro
(He3aBUCHMO OT
Kacca
MOTEHIHAIBLHOTO
pHCKa
[IPUMEHEHHS )
1. 3asmsnenne + + +  + + 1o (hopmawm,
IPEIYCMOTPEHHEBIM
TIPHIOKEHUAMH
No 2 u 3 x IlpaBusam

2. JloBepeHHOCTH OT + + 4+ 4+ G B COOTBETCTBHH C
[IPOU3BOJNTENA HA [IPABO MEK/TyHAPOAHBIME
[IPEJICTABNICHUAS HHTEPECOR HOPMAaMH 3aBEPEHHS WJTH
IPU perucTpamuu HOPMaMH 3aBEpPCHH,
(mpu HEOOX0AMMOCTH) YCTaHOBJICHHBIMHY B

COOTBETCTBHH C
3aKOHO/IATEIILCTBOM
TOCY/IapCTBa — WIeHa
Espasuiickoro
9KOHOMHYECKOTO COI03a
(Jlanee — rocyaapcrBo-
YJleH)

3. Komnus pazpemuTensHOro + 4+ 4+ + + B COOTBETCTBHH C
JIOKYMEHTa Ha mpaBo MEXKIYHAPOHBIMH
IIPOU3BOJICTBA B CTpaHe- HOpPMaMH 3aBEPECHHUS WITH
IIPOU3BOUTEIE C HOpPMaMH 3aBEpeHHS,
MPUIOIKEHUEM (TTPH YCTAaHOBICHHEIMH B
HaIMYUN) COOTBETCTBHH C

3aKOHO/IATeICTBOM
rocy/lapcTBa-wieHa

4. Konunu ceprudukaroB Ha £ £ 4L 4 + B COOTBETCTBHH C

CUCTEMY MEHEJDKMeHTa
Ka4eCTBa MPOU3ROIATENA
MEIHIHUHCKUX H3JIETHHA

MEKIYHAPOIHBIMH
HOPMaMH 3aBEPEHHs HITH
HOPMaMH 3aBepPeHHS,
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Ne | HaumeHoBaHKME NMOKYMEHTA Mepunuuckoe MenunmHcKoe [Ipumeganue
/1 H3JIE/IHE Kiiaccea u3Jienue Juis
1 | 2a | 26 | 3 | OHarHoCTHKH
in vitro
(He3aBHCHMO OT
Kltacca
MOTEHIHATIBHOTO
pHUcKa
IPHMEHCHHS )
(MCO 13485 mubo YCTAHOBJICHHBIMH B
COOTBETCTBYIOLIUH COOTBETCTBUH C
PErHOHANIBHBIN HIIH 3aKOHO/1aTENLCTBOM
HALMOHANBHBIN cTaHOapT rocy/lapcTpa-4iena
roCy/1apcTRa-ujieHa)
(1ipu HaMuM#)

5. Jlexiapaums o coorBerctBun  +  + 4+ + +
TpedoBaHUAM 0E30IaCHOCTH
U 3pdeKTHBHOCTH
MEJUIUHCKUX U3enuil UIn
SKBUBAJICHTHBIH JIOKYMEHT
(npy HaJIMYMK)

6. Komust perueTpanioHHOTO P % + B COOTBETCTBHH C
YAOCTOBEPEHHA MEXKAYHAPOAHBIMH
(ceprudukara cBOOOIHOMA HOpMAaMu 3aBEPEHHUS UK
NpoJaXKH, cepTudurara Ha HOpPMaMU 3aBEPCHHSI,
HKCIOPT (32 HCKITIOYCHUEM YCTaHOBJICHHBIMH B
MEIHIUHCKUX H3[1EIuH, COOTBETCTBHH C
BIICPBEIC POH3BEICHHbIX HA 3aKOHOATENLCTBOM
TEPPUTOPHH TOCYNAPCTBA- rocyAapcTBa-wieHa
YIeHa)), BRIIAHHOTO B
CTpaHe NPOU3BOAMTENS (MIPH
HAJIMYMK) C [IPE/ICTABICHHEM
MepeBOJIa Ha PYCCKHH SI3bIK

7. Komus noxyMmenTa, + 4+ + 4+ . 3aBEPACTCH
YAOCTOBEPAIOLLETO [IPOU3BOJUTENEM (ET0
PETUCTPALIHIO B APYTHX YIIOJTHOMOYEHHEIM
cTpaHax (Ipy HAIIMYUH) NpeICTaBUTENEM)

8. CnpaBka Ha METUITHHCKOE = o P <k & 3aBepsieTcs

H3JIETIHE C ONHMCAHHEM
001acTH NPUMEHEHHS,
Ha3HA4YEHM S, KpaTKOH
XapaKTepPHCTHKY
MEIUIIHHCKOTO H3ICIIHS,
BapuaHTaM¥ HCITOJTHCHHS ¥
KOMIUTEKTYIOIUMH

(o dopme)

MPOU3BOAUTENEM (ETO
YIIOJIHOMOYEHHBIM
MPENCTABUTEIICM )
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Ne | HammenoBaHue JIOKYMEHTA Menununckoe Menununckoe [Tpumedanue
n/n u3JIENHE Kilacca U3ZIeIHe 1A
1 2a | 20| 3 OMarHOCTHKHU
in vitro
(He3aBHCHMO OT
KJiacca
MOTEHIHATEHOTO
prcka
IPHMEHEHUS )
9. JlaHHBIC O MAPKHUPOBKE H + + +  + + 3aBepseTcs
yIaxkoBKe (MOTHOIBETHEIE IPOU3BOIUTENIEM (€ro
MaKeThbl YIaKOBOK H YIIOJIHOM OYCHHBIM
ITHKETOK, TEKCT [peJICTaBUTENEM)
MapKUPOBKH HA PYCCKOM
S3BIKE W TOCY/IAPCTBEHHBIX
SI3BIKAX IOCYAapCTB-YJICHOB)
10. Uudopmanus o paspaborke + + +  + - 3aBepAeTCS
U IPOHU3BOJICTBE: CXEMBI IPOU3BOIUTETIEM (€T0
MPOIIECCOR [IPOU3BOJICTRA, YIOJIHOMOYEHHBIM
OCHOBHBIE CTAIHH NIPEJICTABUTENIEM)
IPOMU3BOJICTBA, YIAKOBKA,
HCIBITAHH H IIpoLeypa
BEIITYCKa KOHCYHOI'0
NPOAYKTA
11. Csepnenus o npoussonurene: + + + + + 3aBepseTcs
HanMCHOBaHUE, BH/ IIPOM3BOJUTEINEM (€10
eI TENTEHOCTH, YIIOJTHOMOYEHHbBIM
IOpHIHYECKUH anpec, popMa IIPeACTABUTEIICM)
CODCTBEHHOCTH, COCTAB
PYKOBO/ICTBA, ITepeyeHhb
HOZpa3/ieNicHHH U JI0UepHIX
KOMIIAHHMH C YKa3aHHEM HX
cTaTyca U MoJIHOMOYHH
12. Uadopmanus o Mmapketuare - — +  + + 3aBepsercs
(MCTOpHS TIPH YCIIOBUHU (kpome IPOU3BOUTENEM (ETO
oOpailieHus U37eNus Ha 1 1 2a Kj1accoB) yIOTHOMOUYEHHEIM
peiike Oosiee 2 siet) (npu IpEICTABHTEIIEM)

HAJIMYHH)
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/o

HaumenoBanue HNOKYMEHTa

MeauunHCcKoe
H3[CHHE Kilacca

MeHMIHHECKOE
H3IOCIHE 15T

1 2a | 26| 3

JIHATHOCTHKH
in vitro
(He3aBuCHMO OT
Ki1acca
ITOTEHIHAILHOTO

pHCKa

[Tpumeuanue

OPUMEHCHHS )

13.

14.

Co001eHHs 0 HeCYACTHBIX
CITydasx U OT3bIBaX
(vropmanus He
IPEAOCTABIILETCS T BHOBb
pas3paboTaHHbIX |
CIIPOCKTHPOBAHHBIX
MCIMIMHCKIX H3eNHMN):

CIIHCOK HEXelaTeIbHBIX
COOBITHH WM HECYACTHEBIX
CIIYYaeB, CBA3AHHBIX C
MCTI0JIb30BAHUEM H3JICITH, U
yKa3aHHE MepHo/Ia BPEMEHH,
Ha MPOTSKESHAH KOTOPOTO
IPOUCXOIUIU YKA3aHHBIC
cryyau

eCIIM HeXelaTebHbIX
COOBITHH CJIMIITKOM MHOTO,
HEOOXOAMMO TIPETOCTABUTH
KpaTkue 0030p5bI 1o
KaXIOMY M3 TUTIOB COOBITHI
U yKa3aTh oliee
KOJIMYECTBO COOLITHH
Ka)kJI0T0 THIIA, O KOTOPBIX
MOCTYNAIH OTYEThI

CIIHCOK OT3BIBOB ¢ PHIHKA
MEIHIHHCKHY W3IEHI 1
(MITH) TOSCHUTENBHBIX
YBEJIOMIIEHUH H OIUCAHUE
M0J1X0/12 K PACCMOTPEHHIO
3THX NPoOIeM K HX
PELIEHHID ITPOH3BOJIUTEIISIMHA
B K&KIOM H3 TaKHX CIyJacB

ONHCAaHHe aHanu3a u (WiH)
KOPPEKTHPYIOLIHX
JIEHCTBUH, IPEANIPUHATHIX B
OTBCT Ha YKa3aHHbIE CIIy4au

[lepeueHs cTaHIAPTOB,
KOTOPBLIM COOTBETCTBYET
MEJIUIHHCKOE U3Ielre

(c yxazaHueM cBeIeHUH 0
HUX)

+
(xpome
1 knacca)

3aBepseTCs
NPOU3BOUTENIEM (CTr0
YIOJHOMOYEHHBIM
IPEICTABUTENEM)

3aBEPAETCS
[POU3BOJIMTENEM (€r0
YIOJIHOMOYCHHBIM
HIPEICTABUTEINIEM )
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Ne | HanmenoBanue JOKyMeHTa MeiuiMHCKO Menumunckoe Ilpumeyanue
u/m U3JIelHe Kiacca H3jenue s
1 | 2a|206 | 3 | AHarHoCTUKH
in vitro
(He3aBHUCHMO OT
Krmacca
TOTEHIIHAIBHOTO
pHCKa
TIPUMEHEH NS )

15. CaeneHns 0 COOTBETCTBHE + + == 4+ + 3aBepAeTC
MEIUIIHHCKOTO M3 NpoOU3BOAUTENEM (€T0
00IIMM TpeOOBAHMAM YIOJIHOMOYEHHBIM
0€30MacHOCTH | TIPEJICTABUTENEM)
9 hexTUBHOCTH
MEIUITHHCKHX HBﬂCﬂHﬁ,

TpeOOBaHMM K HX
MapKHPOBKe U
SKCIITyaTalHOHHOH
NOKYMEHTAIH Ha HUX
(nanee — o0uue
TpeboBaHus)

16. JIoKyMeHT, + + + + + 3aBepseTcs
YCTaHABITHBAKOIAN MIPOU3BOIUTENEM (ero
TpeboBaHUsA K TEXHHYECKHM YIIOJTHOMOYEHHBIM
XapaKTePUCTHKAM IPEACTaBHTENIEM)
MEJIMIMHCKOTO U3IIeNTHs

17. TIpoTOKOJIBI TEXHHIECKHX = & F L +
HCHBITAHUH, IPOBSACHHEIX B (3a MCKITIOUeHHEM
HeJIsIX JOKA3aTeThCTBA pEarcHToB,

COOTBETCTBHS OOIITHM HabopoB
TpeboBaHUsIM peareHToB)

18. ITpoToKOIIBI HCCIEIOBAHH A A =
(MCTIBITaHHI) TIO OLIEHKE
BHONOrMYECKOTO AeHCTBHSA
MEIHIIHHCKOr 0 U3/IENn,

IPOBEJIEHHBIX B LEJSIX
JI0Ka3arenbLeTBa
COOTBETCTBHA 00IIMM
TpebOBaHHAM

19. Ortyer 0 KIHHHYECKOM d H= W + 3aBepaCTCS
JI0Ka3aTeNIECTRE (xpome IPOU3BOIUTEINICM (Cro
5(PEKTUBHOCTH U I xnacca)  yIONHOMOYCHHEIM
OezonacHoOCTH MPEACTABUTEIIEM )
MEAUIHHCKOTO H3/1CITHS

20. Otuer 00 aHanuze PUCKOB - + + o+ -+ 3aBEPACTCS

IPOU3BOIUTEICM (ero
(xpome YIOTHOMOYEHHBIM
1 knacca)  NpeACTaBUTENEM)
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Ne | Haumenoranue JlokyMeHTa MeaunuHckoe MenuiueEcKoe [Ipumeuanue
n/m u3ieiTie Kiiacca U3zIeNde s
1 | 2a| 26| 3 | NHarHoCTHKH
in vitro
(He3aBHCHMO OT
Kracca
[0 TEHIHAIIBHOTO
pUCKa
IIPHMEHEHHS)

21. MaHHBIC 0 JIEKapCTBEHHBIX + + 4+ 4+ - 3aBepACTC
CPEZCTBaxX B COCTABE IPOHU3BOJHTENEM (ero
MEUIHHCKOTO H3eIHA YIIOITHOMOYEHHBIM
(cocTaB IEKapCTBEHHOTO NpeICTaBUTENEM)
CPEeJICTBA, KONUYECTRO,

JaHHBIE O COBMECTHMOCTH
JIEKApPCTBEHHOT'O CPEJICTBA C
MEIUITTHCKHM H3JIEJTHEM,
PETHCTPAITHH
JIEKaPCTBEHHOI'0 CPEACTBA B
CTpaHe-IPOU3BOUTENE)

22, JlanHblc 0 OnosnoruyuecKoi + # + & + 3aBepACTCs
OezomacHocTH (TIpH NpOU3BOAHTENEM (€ro
HATMYKHN) YIIOJHOMOYEHHBIM

MpejicTaBuTENeM)

23. Jlanusle o npoueaype + + 4+ o+ + 3aBepseTcs
CTEPHIIM3ALUH, BKIIOYAs] (xpome TIPOHU3BOJAUTENEM (€10
HH(OPMALIHIO O BaIIMIALIHH | knacca)  YMONHOMOYCHHBIM
ponecca, pe3yabTaThl npejcTaBUTENeM)
TECTHPOBAHUS HA
CoJIEpIKaAHUE
MHKPOOPIaHu3MOB (CTENeHb
OMONOTHYECKOH HATPY3KH),

TUPOTEHHOCTH,
CTEPHIIBHOCTH (TIPH
HEOOXOMUMOCTH) ¢
YKa3zaHHUeM METOMOB
NPOBEJIEHUS UCTIBITAHUN U
J@HHBIE O BaJIMJIAI[HH
YIIAKOBKH (JUIsl CTEPUITBHBIX
U3 ICTIH)

24, Undopmanus o s S T T 3aBepAeTCH
CIIENUATBHOM MPOrPaMMHOM IPOH3BOJINTENEM (ETO
oOecrieuenuu (1pu YIIOMHOMOYCHHbBIM
HAJIHYUHN): CBEACHUA MIPEICTABUTENEM )

MPOU3BOIUTEIS O
BaJIMJALIMHA IPOTPAMMHOTO
obecreyenus
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Ne | HaumeHOBaHNE MOKYMEHTa Meauuunckoe Menununackoe [Tpumeyanue
1/ H3/IeNHe Kiacca M371eIHe JUIst
1 | 2a | 20 | 3 | HHArHOCTHKH
in vitro
(He3aBHCHMO OT
Kiacea
TOTEHIHATBHOTO
pHcKa
NIPUMEHEHN )

25. Otuyer 06 HeCIeIOBaHHAX A T * 3aBepseTCs
CcTaDHIILHOCTH — C IIPOU3BOAMTENEM (€TI0
ayTeHTHYHBIM ITEPEBOJOM Ha YIIOJTHOMOYCHHBIM
PYCCKHH SA3BIK Pe3yNbTaTOB IPEICTaBUTENCM )
U BBIBOZIOB HCIIBITAHWH JUIsI
H3EIHH, HMEIOUIHX CPOK
XpaHeHus

26. DkciuryatallHOHHbINA + + + 4+ ¥ 3aBepseTcs
JIOKYMEHT WJIM HHCTPYKIIHUA TIPOH3BOAHTEINEM (€ro
10 MPUMEHEHHIO YIOJTHOMOYEHHBIM
MEIUIMHCKOTO W3/IE/Hsl Ha IIPeJICTABUTENEM )
roCyIapcTBEHHOM S3BIKE
TrOCYapCTB IPU3HAHMS
(mpu HEOOXOUMOCTH) H
PYCCKOM SI3bIKax

27. PyxoBOJCTBO 110 + + A4+ + 3aBepsercs
CEPBHCHOMY ITPOU3BOUTENIEM (Er0
00CITYKUBaHHUIO (B ACTH YII0THOMOYEHHBIM
KOMIUIEKTYIOMUX TIPEACTaBUTEIEM )
MEJUIUHCKOT0 U3/eNus) —

B ClIy4yae OTCYTCTBHS
JIAHHBIX B
SKCIINYyaTAHOHHON
JIOKyMEHTaluH (pu
HAJIMYUH)

28. OTtuer 00 HHCIIEKIHH I + + + +
IPOU3BOACTBA (IIpH
HAIIUYUH)

29. Ilnax cbopa u aHanu3a s R B e 3aBEpSIETCS
JaHHBIX 110 0€30I1aCHOCTH IPOU3BOAUTEIIEM (€10
1 2 GHEKTUBHOCTH YIIOTHOMOUYEHHBIM
MEUITUHCKUX U3/IeNuii Ha [IpecTABHTENIEM)

ITOCTIIPOAAYKHOM 5Talle
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No | HanmeHoBaHME JOKYMEHTA Meununckoe Menununckoe ITpumeuanue
n/m M3Ie/IHE Kilacca u3jenne s
1 | 2a |26 | 3 | nAMartHocTuku
n vitro
(1e3aBHCHMO OT
KJacca
[10TEHIHAIEHOTO
pucka
TIPHUMEHEeHHs )
30. JlokymeHTEHI, + + +  + +
TIOATBEPAIAIOLIHE
pEe3YNBLTATHI HCTIBITAHU I
MEJIMIIMHCKUX M3JIENUH B
LEJISIX YTBEPKIACHHAS THIIA
CPEICTB H3MEPEHUH
(B OTHOIIECHHH MEIUIIHHCKAX
M3AENMHH, OTHECEHHBIX K
CPEJICTBAM U3MEepeHMuil,
MEPEYEHD KOTOPBIX
yreepxiaetes Komuccueit)
(rpu HeoOX0IUMOCTH)
(popwma)
CnpaBKa Ha MEAHIHHCKOC H3¢/IHE
Haumeno- |[Tpoussonm- KommnexktHocThb Obnacts Kparkas
BaHHe Tesnsb NPUMEHEHHS, | XapakTepHc-
(crpama) | HAUMCHOBAHHE | MOAEND | POM3BO- | CTPAHA | Lo o -
COCTABHBIX JUTECNR
e MEIULIMHC-
KOT'0O H3OeNHu4
1. OcHoBHbIE
Onokn (vacTH)
MCOHUHHCKOTO
U31EITHS
2. MNpunaanex-
HOCTH
(ripH HaJTWuMn)
3. Pacxonbie
MaTepUanbl
(pu HATUYKK)
4. Kommnek-
TYHOLIHE
(IpH HAJTMYKH)




[TPUITOXKEHUE Ne 5

K [IpaBunam perucTpanui 1 S3KCIepTU3k]
GesonacHOCTH, kKauecTBa U 3 (HEeKTHBHOCTH
MEJIUIIMHCKUX U3

SKCHEPTHOE 3AKJ/IIIOUYEHHUE
00 ouenke 0esonacHocTH, IPPEKTHBHOCTH H KAYECTBA MEAULIMHCKIX
H3/1eJIMH NIPH perucTpanum

|. Cneundukarms Ha MEIHIUHCKOE HU3EIIUE:

a) HauMEHOBaHHE;

0) MpOM3BOIUTENb, CTPAHA;

B) IPOU3BOJICTBEHHA IIJIOUIA/IKa, CTPAHA,;

r) 00J1acTh IpUMEHeHHs U Ha3HaYeHHe;

1) BUI MEIMLMHCKOIO H3Je/Hs B COOTBETCTBHH C HOMEHKIIATYpOit
MEIMLIMHCKUX H3/IeIui, INpuUMeHseMol B EBpasuiickoM 3KOHOMHYECKOM
COr03¢;

€) KJIacc MOTEHIIMAIBHOTO PHCKA TPUMCHEHHS MEAMLIMHCKOTO U3EIHS

JK) OIMCAHKE KOMIIEKTYIOIIUX U PaCXOJHBIX MATEPUAJIOB;

3) ONMUCAHUE UM CIIUCOK MOAM(DHKALMM MEAULIMHCKOTO H3ACIIUS;

M) COCTaB MEJIUIIUHCKOrO H3/1CIIH;

K) MaTepuabl, U3 KOTOPHIX U3rOTOBICHO MEAMIMHCKOE U3Jielne;

J1) OCHOBHEIE TEXHUYECKHE XapaKTEPUCTUKH,

2. lannble 0 cepTH(UKALMK CACTEMBI MCHEIKMEHTA KadecTsa (npw
HaJTUYKH):

CHCTEMa MEHEDKMEHTa KayecTBa I[IPOU3BOJAUTENS cepTHdHIMpoBaHa

Ha COOTBETCTBHE TpB6OBaHHHM =

(mepetncaenue cepTHUKATOB C ONMCAHHEM HIAGHTH(HKALIMOHHBIX JAHHBIX: HOMEPA, AaThl BHIIAYH, CPOKA
AEHCTBAA, HAHMEHOBAHHA OpraHa 1o cepTH(UKaLMH)



3. PazpaboTka ¥ npoH3BO/ICTBO:

a) OIICHKAa NPEJICTAB/IEHHBIX 3asBHTE]CM JAHHBIX O pa3paboTke
M IIPOU3BOJACTBE, BK/IIOYAs aHAIM3 OTYETa MHCMEKTHPOBAHUs IPOHU3BO/ICTRA
(pu HaM4uM);

0) 3aKJIFOYCHHE O COOTBETCTBHHM Pa3paboOTKH, TEXHOJOTHYECKOIO
[polecca ¥ KOHTPOJIA KayecTBa MPOU3BOACTBY O€30MacHOil 1 KauyeCTBEHHOM
MPOJLYKIIHH.

4. Vicnionp3yeMble CTaHAAPTBl, KOTOPHIC MPUMCHSIOT ITPOM3BOIMTEIIH
MEIULMHCKMX W3IeIUd, B TOM 4YHCIE Ha MaTepHalibl H3TOTOBJIEHUS,
KOMIUIEKTYIOLLHE,  pacxojHble  MaTepuallbl, METO/Abl  TECTHPOBAHUS,
CTAHJAPThl, UCIIOJAb30BAHHBIC MPH TPOBEACHUN TEXHUUYECKUX HCTIBITAHHH,
WCCIEeNOBaHUM  (MCOBITAaHWM) 1O OlleHKe OMOJIOrMYEecKoro JIeHCTBUS,
KJIMHAYECKUX MCIIBITAHUH MEIMIIMHCKOTO U3JIeIHSl.

5. OGocHOBaHHOE 3aKTIOUEHHE O COOTBETCTBHH  HCIIONB3YEMBIX
cTaHZapToB 00umMM TpeOoBaHMSAM ©Oe30macHOCTH # 3 deKTMBHOCTH
MEIUOMHCKUX  HM3[eJIMH, TpeboBaHUSM K WX  MapKUpPOBKE U
IKCILITYaTallMOHHON IOKYMEHTAlMU Ha HUX (j1anee — oOuue TpeboBanms).

6. JlokymeHT, ycraHaBauBaOmuil TpeOoBaHUS K TEXHHYECKUM
XapaKTepUCTHKaM MeAHIHUHCKOTO M3/eJIus:

a) aHajM3 JIOKYMEHTa Ha COOTBETCTBUE 00IIMM TpeOOBAHHUSIM;

0) 3aK/II0oueHUEe O COOTBETCTBUHM TEXHWUYECKWX  XaPAKTEPUCTHK
MEJIMLAHCKOIO U3/1eJIns 00LIMM TpeDOBaHUAM.

7. OLeHKa TEXHUYECKUX UCHBITAHUN M UCCIe0BaHUM (UCIBITAHUM) C
LICJIBIO OI[EHKU OMOIOTHYEeCKOro NefdCTBHSI:

a) aHaJIM3 MPOTOKOJIOB TEXHWYECKHUX HCTBITAHUH W HCCleI0BaHuN
(ucnbpITaHMU) € LENbI0 OLEHKH OMONOTHYECKOTO NeWCTBHUS ¢ TOUKH 3PEHUS

[NOJIHOTBI H  JOCTOBEPHOCTH IIPOBEIACHUA MCIIBITAHAH B CPaBHCHHH
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¢ TpeDOBaHUAMHU CrIeNUPHKAIUI TTPOU3BOAKTENISI HIIH TEXHHMYECKHX YCIOBHI
(Mpu HANTMYKK);

0) 3akmoueHWEe O TOJHOTE W JIOCTOBEPHOCTH  IPOBEIEHHBIX
TeXHHYECKUX MCIBITAHWH M UCCICJOBAaHUN (HCHBITAHHUH) C IE/IbK OLICHKU
Onosnorudeckoro JIeHCTBHSL.

8. Ananu3 pe3yabTaToB KJIMHUYECKUX UCTIBITAHUH (MCcenoBanmii) uin
KIIMHUYeCKHX JIaHHBIX:

a) aHa/l3 COOTBETCTBHsA KIMHMYECKMX HCHbITaHUH (HccaenoBanmii)
MpaBUIAM  IMPOBEAEHHMS  KIMHUYECKMX  HCNBITAaHMH  (MCClie0BaHMIA)
MEJIMIMHCKUX  HM3JeNHH, yTBepkmaemeiM  Komwuccuedt, MNONTHOTEI u
JOCTOBEPHOCTH PE3YJIBTATOB MPOBEJEHHBIX UCIIBITAHMIA;

0) 3aKJIFOYEHHE O  COOTBETCTBUM  KIMHHYECKHMX  MCIbITAHUH
(uccnieloBanuil)  MpaBUIAM  MIPOBENEHHs  KIMHAYECKHX  WCIbITAHUIA
(uccrnenoBannii), yreepsknaeMplM Komuceneid, nmojHOTBI M JOCTOBEPHOCTH
UX pe3yJbTaToOB, 000CHOBAHHOCTH BLIBOJIOB;

B) aHaJIM3 OTYeTa O KIMHUYECKOM J0Ka3aTeabeTBEe 3h(EKTHBHOCTH U
Oe301macHOCTH MEUITMHCKOTO H3EITHs

9. AHanu3 pHCKOB: 3aK/ITIOYeHHEe O TMOJHOTe M JIOCTOBEPHOCTH
IPOBEIECHHOIO aHalll3a PUCKOB.

10. Meamuunckue u30eIus, CoIepiKallne JIEKapCTBEHHbBIE Cpe/CTBa:
3aKjroueHre o 6e3omacHocTH M PPEKTHBHOCTH MEMIMHCKOrO W3/IeNus,
COZePIKALIETO JIEKAPCTBEHHOE CPEACTBO, BAMSHHH JIEKAPCTBEHHOTO CPECTBA
Ha (YHKIMOHAJBHOCTE MEAHUIMHCKOINO HM3JIeIit M COBMECTUMOCTH
JIEKAPCTBEHHOI'O CPEJICTBA C MEAMLIMHCKUM H3J[EITHEM.

11. Buosornueckas 6e30macHOCTh MEMLIMHCKOT O 1731 (176
3aKJIIOYEHHE O OUOJOrHYecKod 6e30TMacHOCTH MEAMIIMHCKOrO U3AEHHs Ha
OCHOBE aHaJIM3a IIEPEYHs BCEX MATEPHANIOB JKMBOTHOTO WM YeJIOBEYECKOro

[MPOUCXOKICHHUA, a TaKXE€ HaHOYACTHII, FeHHO-MOﬂHd)HHHpOBaHHbIX
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OpraHU3MOB M JIPYTUX BHOBb pa3paldaThIBa€MbIX MaTepUaJIOB, BKIIOYEHHBIX B
u3genue, HHQOpPMaUMM O T0J00pe HMCTOYHMKOB (JIoHOpOB), oTbopa
MaTepualla, [pOLECCHHIa, XpaHeHHs], TeCTUPOBaHMUsl, BaJMJAIMUUA IPOIELYP
TECTUPOBAaHUsI U OOpallleHHs C TKaHSIMH, KICTKaMH, CyOcTaHuusIMH
JKUBOTHOTO  HWJIM  YeJOBEYEeCKOTO  NPOHUCXOMKIEHHs,  KyJbTypaMH
MUKPOOPraHU3MOB M BUPYCOB.

12. Crepunuzanus: asHanu3 MPOUEAYPHl CTEPMIM3ALMH Ha OCHOBE
M3yYeHHs] JaHHBIX O pa3pabOTKe METOJ0B CTEPHIM3ALMK MEIUIIUHCKOIO
M3/IeNIUsg W MaTepuanoB, OOOCHOBBIBAIOIIMX CIIOCOOBI  CTEPUIIM3AIUHU,
npeaiaraéMblX METOJOB KOHTPOJS KadecTBA M OMNpPENENICHHs OCTaTKOB
CTEPHJIM3YIOIIEro BEIIECTBA MPH TPUMEHEHUH Cr10c00a CTEPUIIM3aliUu.

13. MeauIIMHCKUAE M3JIeusl, BKIOUAKONMEe B ceds  crerMaibsHoe
NporpaMMHOE OOECICUCHHE: 3aKIIOUYCHHE O BANHIHOCTH CIEHHUATBHOTO
OporpaMMHOI0 oOecrevyeHuss Ha OCHOBE aHajiu3a JaHHBIX O  ero
BepUQUKAIMA U BaJIMJALMK, B TOM uucie HHpopManuu o ero paspaboTke,
TECTUPOBAHUU BHYTPH TIPEAMPHUATUS U MPH KIMHUICCKUX MHOIOLICHTPOBBIX
WCCIIEIOBAHMAX, JaHHBIX 00 HASHTH(GHUKALMU 1 MApKUPOBKE ONepaldoOHHOM
CUCTEMEL.

14. AHanu3 ¥ 3aKJIFOUeHHe 110 JaHHBIM O CTa0MIILHOCTH MEIUIIMHCKOTO
5631 (158

15. Ananu3 niaHa cbopa W aHanmM3a JIaHHBIX MO 0e30MacHOCTH H
(P HEKTUBHOCTH MEUIIMHCKOTO U3ENIHs Ha MOCTIIPOIAYKHOM JTarle.

16. Ananu3 uHQOPMALINK M 3aKJIIOYEHUAE O MAPKETHHI'e MEAUIMHCKOTO
u3/iesids (MCTOpUS TP YCIIOBUU OOpallleHus W3/ieus Ha peiHke Oosee 2 j1er)
(mpu HATMYKH).

17. AHanmu3 coOOIIEHWH O HeCuacTHBIX CJiydasix W OT3BIBax O
HexesarelbHbIX  COOBITHSX  (HECYaCTHBIX  cllyuasiX), CBS3aHHBIX C

HUCTIOJIB30BAHUCM  MCIHUIHUHCKOIO H3OCIHA, aHalIu3 CIydaeB HW3bATHA
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MEJIMIUHCKUX  H37enuid U3 ofpawmleHuss U (MJIH) TOSCHUTEIBHBIX
YBEIOMIICHHH, MHCbMEHHBIE JOKa3aTe/beTBa 00 yCTpaHeHUH 00CTOSTENLCTB
M3BSITHH ~ MEIUUMHCKHMX — M3Jenuid U3 oOpauieHusi,  ONHCAHUS
KOPPEKTHPYIOLUX AEHACTBUM, NPEANPUHSTEIX MPOU3BOAMTENIEM B OTBET Ha
yKasaHHble CJlyyad, COOTHOILUEHHS YPOBHA HpOAaX K KOJHUYECTBY
HECYACTHEIX CJIyyacB W OT3bIBOB (MH(OpMAIMsS He MPeJOoCTaBIgeTcs s
BHOBB pa3pabOTaHHbIX U CIIPOEKTUPOBAHHEIX MEIULMHCKUX H3AEINN).

18. AHai3  nOpeACTaBIEHHBIX  NPOM3BOAUTENEM  CBEACHHH O
COOTBETCTBUM MEAMLIMHCKOIO U3/1eus 0O1uM TpeOOBaHMSIM

a) 3aKJIFOYeHHe O  [PaBUJIBHOCTH  OlpeieieHHs  TpeOOoBaHMH,
OTHOCSIIMXCS K JaHHOMY  MEAMIMHCKOMY  M3/IeJIUI0, IIOJIHOTE U
JIOCTOBEPHOCTH J0KA3aTEJIbCTB COOTBETCTBUSI OOIIUM TPeOOBAHUSIM.

19. Anayus oTueToB 06 HHCIIEKIMH IPOU3BOACTBA (MIPH HAJIMYHMH).

20. AHanu3 DOKYMEHTOB, MOATBEPIKIAIOIINX PEe3yJIbTaThl WCIBITAHHUI
MCIULMHCKAX M3JAENUNA B LENAX YTBEPXKJCHUS THIA CPEICTB H3MEpPEHHH
(B OTHOIIEHMM MEJHIHMHCKUX W3ACTHH, OTHECEHHBIX K CpEICTBAM
M3MEPEHHH, T[epeueHb KOTOphIX  yTBepxkaaercs Kowmwuccueit) (mpm
HEOOXOIMMOCTH).

21. O0uiee 3akmroueHue O MOJATBEPKACHHHM (HE IOATBEPIKIEHHUH)
OesomacHocTH, KayecTBa U APHEKTUBHOCTH MEIMUIMHCKOTO U3JICIHS,
peKOMEHIaMst O  BO3MOXKHOCTH  (HEBO3MOKHOCTH)  PETHCTpAIHH
MEJMLITHCKOTO U3/IENHA.

22.®. W. O., nomKHOCTb, ydeHas crerieHb (3BaHue) (NpU HATUUUK),
MOJIHUCEH SKCIIEPTOB, [IPOBOAMBIIHX SKCIIEPTH3Y.

23. Jlata cocTaB/ieHHs OTYETA.

24, TToxnuch pyKOBOAUTEINS IKCTIEPTHON OPraHU3alliM.

25. IleyaTs 2KCrIEpPTHOM OpraHu3avu,




ITPHJIOKEHME Ne 6

K llpaBunam perucrpannu v 3KCIepTU3bl
Oe3onacHocTH, kKauecTBa U 3PPEKTUBHOCTH
MEIULMHCKUX U3JIeTUN

OOPMA
3AKJI0YCHHS 0 MOATBEPsK/ACHUE COrJiacoBanusl (HeCcorJIacoBaHus)
IKCIEPTHOrO 3aAK/II0UEHHS 0 Pe3yJbTaTaM IKCHePTH3bI 0€3011aCHOCTH,
3 eKTHBHOCTH H KAYeCTBA MeTHIINHCKOTO H3/Ie/Iusl
rocygapersa — wieHa EBpa3niickoro 3Kk0HoOMHYECKOro coro3a,
OCYIIECTBJISIIOIEr0 PerucTPANHI0 MeIHNIHUHCKOT0 H31e/ s

(HauMeHOBaHHe YIIOITHOMOYEHHOTO Oprana (IKCNepTHOH OPraHi3aliu) rocy1apeTBa NPH3Ha M)
YTBEPXJIAIO

(pyKOBOOHTENb YIIOJIHOMOYEHHOT'O OpraHa
(3KCIEepTHOM OpraHu3aIim)
®. U. O., noamuce, nevars)
«_» 20 1

3AKJTIOYEHUE
O MOATBEPHKAECHUN COTTIaCOBaHUsl (HECOTJIACOBAHMSI) SKCIIEPTHOTO
3aKJIFOUEHHS 10 pe3yJIbTaraM JKCIepTU3bl Oe301acHocTH, 3¢ (HEKTHBHOCTH 1
KauecTBa MEIMIMHCKOr0 U31eNIUs rocyapcTra — wiena Eppasuiickoro
9KOHOMMHYECKOTO COK03a, OCYILECTRISIONIETO PErHCTPALIHIO
MEIULMHCKOTO U3AeIns

Ne OT « » 20 5

l. Hanmenosanse yoJIHOMOYEHHOTO OpraHa (9KCTepTHOM OpraHu3aiiii) rocy/1apeTsa —
wieHa EBpa3uiickoro 5K0HOMHYECKOTO €0103a, OCYIISCTRIISIOLICIO PErHCTPAIIMIO MEAHIIMHCKOTO
13ienus (fanee — pedepeHTHOE rocy 1apeTBO)

2. Jlara pasMeIenus 5KCIEPTHOrO 3aK/I0OYeHH B HHPOPMALHOHHOH cCHCTeME
YIIOJIHOMOYCHHOTO Oprana (SKCIepTHONH Opranu3aliy) peGepeHTHOTO ToCYAapCeTBa

3. HoMep 3KeepTHOTO 3aKTHOYEHMsI
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4. Hanmenopanue MeIHIMHCKOTO H3/ens (¢ yKa3aHHEM MPHHAIUICKHOCTEH, HEOBX0IHMbIX
JUISE IPHMEHEHNS MEJIMIIMHCKOTO H3/eJIHs 110 Ha3HAYECHHFO)

5. IIpoM3BOMTENE METHITMHCKOT0 M3/enns (TOJHOE B COKPAIICHHOE HAUMEHOBAHHS,
OPraHu3alMOHHO-TIPABOBAs (JOpPMA IOPHIMUECKOTO JTHIA, MECTOHAXOXK/IEHHE, a/[pec)

6. YIOIHOMOUCHHBIH NPE/ICTaBHTENb IPOU3BOLNTENA (TIOTHOE W COKPALICHHOE
HAaNMEHOBAHMA, OPraHM3alHOHHO-NPaBoBad popMa IOPHANYECKOr0 JIHIA, MECTOHAXOK/ICHHE,
ajpec) (NpH HATHYHK)

7. 3asBUTEND

8. Ceenetins 06 skeneprax (@. M. O., crienuansHocTh, yaeHas CTEHEHs (38anne) (pH
HATHIAH), MECTO PabOTHI U IOJDKHOCTD)

9. AHanu3 MpeaCcTaBIEHHOTO YIIOIHOMOYEHHBIM OPraHoM (3KCIIEPTHOH opraHusarnmeii)
Pe(epeHTHOrO rocy1apeTBa 3KCNEPTHOTO 3aKIIOUEHHS [0 PE3yIBTaTaM SKCIIEPTH3EI
Ge30MacHOCTH, KadecTBa U 3 GEKTHBHOCTH MEMIIMHCKOTO H3/eI1s Ha Tpe/IMET MOJHOTEI,
[KaqeCTBa 3KCIEPTH3BI JJOKYMEHTOB, OLICHKH 00beMa U MOJHOTH IPOBEICHHBIX HCIIEITAHKI 1
CCIIeIOBaAHUH

11. PesysbTaTer 9KCuepTH3bl (YKa3bIBAIOTCS BBIBOMBI 10 OT/IE/LHBIM ACHEKTAM SKCIEPTHOIO
BAKIFOUCHHS)

12. BeiBo (ykaspisaetcsi OGIEI BBIBO, @ B CITyqae BHIHECEHHS OTPHIATEIBHOTO
3AKITIOYEHHAA — ¢ 000CHOBAHHEM IIPHYHH)

Jlata HanpasieHus 3aKIIOYEHAL O
MOATBEPIKACHHM COTJIACOBAHHA
(HecornacoBaHKA) IKCIEPTHOTO 3aKIIOYEHUS
peQEPEHTHOrO TOCYAAPCTBA TI0 Pe3yIbTaTam
SKCIIEPTH3BI Oe30macHoCcTH, G GEeKTHBHOCTH 1
Ka4uecTBa MEIMITHHCKOTO H3JIEIHs

O6 OTBETCTBEHHOCTH 3a /IOCTOBEPHOCTH CBCJICHWH, H3IOKEHHBIX B 3aKMOYSHHH O
TO/TBEPI/ICHAN COTIACOBAHMS (HECOINIACOBAHMSA) SKCIICPTHOrO 3AKIEOUEHHS PedhepeHTHOTO
roCy/lapcTBa 110 pe3yibraraM BSKCIepTH3bl Oe3zonmacHocTH, 3(PEKTHBHOCTH H KauecTBa
MEIMIUHCKOIO U3AEMHS, TIPENYIIPEKICH.

(d. M. O. 3Kkcnepra) (moanuce)




[TPUJIOJKEHME Ne 7

Kk [IpaBunam peructparuu u SKCIepTH3bI
Oe3onacHocTH, KayecTBa U 3G HEKTUBHOCTH
MeIULMHCKUX U3Ienuit

OPOPMA
3asIBJIEHHH O BHECEHHH H3MEHEHUI B perucTpanuoHHoe Joche
MEIHIHHCKOIO H3/1eJIus

B yrojsiHoMOo4YeHHbIH Oprax
rocyaapcrsa — 4jieHa
EBpaszuiickoro sKOHOMHUYECKOTr0 COH03a

(nHanvenoBarHe petepeHTHOTO TOCYIapCTRA)

(HanMeHOBaHNUE rocy 1apCTBA MPH3HAHMA)

3ASBJUEHUE
0 BHeCeHHH M3MEHEHHIl B PerucTpaliHOHHOE 10Che METHIHHCKOTO
H3JeJTHS

(TIOAHOE K COKpalleHHOe (I'IPH HaJﬂl"-IHl/l), B TOM YHCNIC q)HpMCHH.DE, HaHMCHOBaHM3 Opradu3alii, 0T MMEHHA
KOTOPOH MPOU3BOAUTCA BHECEHHE H3MEHCHHH (MPOM3BOUTEN (YTTOJHOMOUEHHBIH MpeAcTaBUTENL
NPOU3BOAMTENS), OPraHU3ALMOHHO-TIPABORAA (HOPMA KOPHIHYECKOr0 JIKLa)

HauMeHoBaHue MEIUUUHCKOIO M3/ICIHS

HpOHSBGﬂ,HTEJ’IB MCIHITHHCKOI'O H3ETHA

CTpaHa IMPOU3BOJACTBA MCOHITHHCKOI0 U31EITHA

VIIOTHOMOYCHHBIH MTPEICTABUTENb TPON3BOAUTESI
(ripu HANMIHY)

Krnacc moTeHImanbHOro pucKa mpuMeHEeHHUs
MEAHULHHCKOrO U3IETHS

Kon Buga MEIMIIMHCKOTO U3CTHS (C OrjacHo

nmpuMeHsieMoit B Coro3e HOMeHKIIaType MeULHHCKHX
W3EMiT)
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HaCTOAIHUM IIPpOCHUT IPOU3BECTU BHECECHHE H3MEHEHUH B pPEeTUCTPAllMOHHOC
AOCBE MEIHMIMHCKOT'O H3/ICJIUA B CBA3H CO CIIEAYIOIMMH U3MEHCHUSMU

I/I3M€H€HHH, BHOCHUMBIC B PETHCTPAIIHOHHOEC JIOCKLE

1 Usmenenue CBG,I[CHHﬁ 0 3asgBHUTCJIC, BKIKOYAA CBCACHUA O PCOPraHHu3allHH
HOPHAHYCCKOIO JIKlA, 00 U3MEHEHHWH €T0 HAWMEHOBAHHS HIIH (i)&MHHHH, HMCEHH H anpeca
MECTa HHUTEIbCTBA HHIAUBHAYAILHOI'O NIPEIITPHHUMATEI

PB,I[B.I{LIHH JIO BHECEHHS H3MEHEHUH Brocumbie H3MeHeHHs!
24 M3amenenne HanMeHOBAHUA MEJHIHHCKOI O H3aeIud
PB,H,B.KLLHFI JI0 BHECEHUA U3MEHEHHU N BrocuMEIe H3MEHEHHS

3. | M3menenue cocTaBa NpUHAIJIEKHOCTEH, U (MIH) KOMIUIEKTYIOIIMX, U (M) paCcXOIHbIX

MaTepUaioB
Pejakimst /10 BHECEHWS M3MEHEHU I BHocuMmble U3MEHEHHA
4. M3meHnenne mokasaHui 1o npuMeHeHuto, odnacTi npuMeHeHus!, TPOTHROIOKA3AHKI;
nobounbix adhexron
Penaxuus 1o BHeCEHHS H3MEHEHH BHOCHMEIE H3MEHEHUS
-8 M3Menenue cBeleHMii 0 NPOU3BOIMTENE METUIIUHCKOTO H3/IeHs
Penaxius no BHECEHHA H3MCHEHHH Brocumbre u3MeHeHus

6. | M3MeHeHue B TEXHHYECKOH M (HIIH) SKCIUIYaTAIMOHHON JOKYMEHTAIMH METHITMHCKOIO
H3/IeTHS

Penaxing 1o BHeceHHs U3MeHEHHH BrocHMEBIC H3MEHEHUS

BHeceHue usMeHeHUH B PErHCTPAIMOHHOE JIOChE HE BJICHYET H3MEHEHHS
CBOMCTB M XapakTEepUCTHK, BIUSIOIIAX Ha O0E30MacHOCTh, KAYECTBO U
3¢ eKTUBHOCTb MEAMITHHCKOTO HM3IEIIHS.

(npousBoAMTE L MEAHLMHCKOTO U3JENHA (€10 YNOJHOMOYEHHBIH MPEACTABHTEND))

["apanTupylo 10CTOBEPHOCTD MPEICTABICHHOW HHDOPMAITHH.

I'apaHTHpyr0 CcOXpaHEHHE 3asSBICHHBIX XapaKTEPUCTHK 0e30macHoCTH U
5 HEKTUBHOCTH MEAHLMHCKOTO M3/I€Hs B TEYCHHE BCErO CpoKa CIIyKOBI mph
COONIOZICHUN  YCIIOBUM OKCIUIyaTalldd, TPAHCIOPTHPOBAHUS M XpaHEHUd
MEJMLMHCKOTO M3JleJHUsi B COOTBETCTBUM C TpeOOBAHUSAMH  3aBOJa-
IPOU3BOAUTENSL.

Jlata momauu 3asBiaeHus



®. 1. O u 10IKHOCTH PyKOBOIUTES
npousBoAuTess (YrnoIHOMOYEHHOI'O
MpeacTaBUTeIs)

Iloanuce, neyaTh NPOU3BOAUTEIS
(YIIOJTHOMOYEHHOTO MPEe/ICTABUTES)
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K IIpaBunam perucrpaiinu u sKCreprusbl
0e30MacHOCTH, KauecTBa u 3G PeKTHBHOCTH
MEJUIMHCKUX U3ICTHIT

INEPEYEHD,

M3MeHEeHHI, BHOCHMbIX B PerHCTPAIIMOHHOE T0CHe MeXHUIHHCKOT 0
H3/1eJIHsI B IEPHO/ ICHCTBHSI PErHCTPANHOHHOTO Y10CTOBEPEHHS
H He TPeOYIOIHMX HOBOI perncTpanun

Hanmenosanue Ycnoeus CBezneHNA H JOKYMEHTHI,
HU3MEHIeMBIX CBeIeHH HeoOXOIUMEIE JUTS BHECEHHUS
H3MCHEHHH
1. CBenenus o 3asBUTEIIE, BHECEHME M3MEHEHHN B KOIIUA JOKYMEHTA,
BIJIFOYAS CBEJEHHS O PeruCcTpanuoHHOS TO/TTBEP3KIAIOIIETO
peopraHu3aium YAOCTOBCPCHHE HE BIHMACT HA  HOJHOMOYHS
FOPHUIRYECKOTO JIAIA, O 3hhexTHBHOCTE K YIIOJTHOMOYEHHOT0

HM3MCHEHHUH €10
HAHMCHOBAHUS WITH
baMumnu, uMeHH, agpeca
MECTA JKUTENLCTBA
MHJIMBU YA BHOTO
NpeApHHAMATEIs

2. HapmenoBanue
MEIHIIHHCKOI'O H3/IEIHs

0e30nacHOCTh MEIUITHHCKOTO
H31CJIUsI B COOTBETCTBHHU C
OBmmMu TpeCoBaHUAMU
0e30macHOCTH K

sy dexTrBHOCTH
MEJIMLIMHCKHUX H3IC/IHIL,
TpeDOBAHUAMHI K WX
MAapKHPOBKE U
IKCIIIYaTAIHOHHOM
NOKYMEHTAIlNH Ha HUX

MOTHBHPOBAHHOE
0D0CHORaHUE HEODXOTUMOCTH
H3MEHEHHS HauMeHOBAHKS
MEIHLHHCKOrO H3/1eJIH,

HE BIIMSAIOIIETO Ha
(YHKIHOHAIBHEIC H
TEXHUUYECKUE XapaKTePHCTHKH

NPEACTaBHTES IPOUIBOIHTE

HOMEP PErucTpanHoOHHOIO
J0Che

JOKYMEHTEIL, IIOATBEPKOAI0IIIHE
HU3MCHECHHA

OITHCh TOKYMEHTOR

3asBJICHHE O BHECEHHH
M3MEHEHHH 1o (opme,
IpeaycMOTPEHHOH
nprATokeEHeM No 7 k
[IpaBumnam

JOKYMEHT*, yI0CTOBEPSIFOITIHIA
PETHCTPAITHIO MEAMIHHCKOTO
U3IeTHs B CTPaHe
IPOU3BOJUTENE (JeKIaparus
COOTBETCTBUSL;
PETHCTPAIlMOHHOE
YAOCTOBEpEHHE, CepTHHHUKAT
CBOOOIHOH MPOAaKH,
cepTHhHUKAT Ha SKCIOPT M [p.)
C BHECCHHBIMY H3MEHEHHSIMU

KOIIMsl pErHCTPAI[HOHHOTO
YJIOCTOBEPEHUS,
opopmiieHHOTO 110 (hopMe,
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HaumenoBanue Vcenosus CeejleHus U JIOKYMEHTHI,
HU3MCHSICMBIX CBEICHMIT HEOOXOANMBIC 11 BHECCHUS
H3MEHEHUH
TIPENYCMOTPEHHOI
npunoxenunem Ne 1
[Tpasunam

ITHCHEMO TIPOH3BOUTE]IS,
cofiepKalLee MOTHBHPOBAHHOE
obocHoBaHHE HEOOXOTHMOCTH
H3MEHEHHs HAaUMEHOBAHHS
MEIUIUHCKOIO U3eNHs, He
BITHSIFOILIETO Ha
(GyHKIHOHATBHEIE B
TEXHHUECKHE XAPAKTEPHCTHKA
MEIUIIMHCKOTO H3/IEIHSs

MIPOEKTHl HHCTPYKIUH T10
IpPUMEHEHHIO (PYKOBOICTBO
MOJIb30BATEIIS ) MEAHITMHCKOTO
H3JIEITHS]

MaKeT MapKHUPOBKH

JIOKYMEHT, yCTaHaBIMBAIOLHI
TpeOOBaHKUS K TEXHUYECKUM
XapaKTepUCTHKAM
MCIHIIHHCKOrO H3ICIIHA,
KOTOPBIM COOTBETCTBYET
MeIUIMHCKOE H3/IeIIHE,
TPUBE/ICHHBINA B COOTBETCTBHE
C HOBBIM HAHMEHOBAHHEM
MEAHIIMHCKOI'0 H3/1esIH1s

3KCIUTyaTallHOHHAsA
JOKYMEHTANH IIPOHU3BOTATENS
Ha MEJULIHHCKOE H3eIHeE,

B TOM YHCJI€ HHCTPYKIKAA 1O
[IPUMEHEHHIO (PYKOBOJICTBO 110
SKCINTyaTalliK ) MEJIMITHHCKOTO
H3ACIHs, IPHBCICHHAN B
COOTBETCTBUE C HOBBIM
HAMMEHOBaHHEM
MEIMIHHCKOrQ H3AEIHA

(ororpadpuyeckue
n300paxKeHUs 001IEro BH/IA
MEIMITHHCKOIO U3/1eJIisl BMecTe
¢ IIPUHAJITIEIKHOCTSMH,
HEOOXOAUMBIMH 1]
IPUMECHEHHS MCIUIIHCKOTO
U3IEJIHS 110 HA3HAYCHHIO
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HanmenoBanue Yenosuga CeeieHus W JIOKYMEHTHI,
H3MeHSEeMBIX CBEACHHI HEOOXOAUMBIE IS BHECEHHS
H3MEHCHU N
(pasmMepoM He MeHee
18 x 24 cm)

3. Cocran
IPUHAIEIKHOCTEH,
KOMITICKTYOLHX 1 (Mi1H)
PACXOIHBIX MaTCPHATOB

OTCYTCTBHE BJIMSHHS Ha
(GOYHKIHOHANBHEIC
XapaKTEPUCTHKH
MEUIMHCKOr0 H3IeITHH

OIIHCE IOKYMCHTOB

3asBJIEHHE O BHCCCHHH
u3MeHeHnH mo popme,
IpeJlyCMOTPEHHOH
npuioxendeM Ne 7 x
[IpaBumam

KOIIMA PETHCTPALIIOHHOIO
yIlocTOBepeHus, ohopMiIcH-
HOT'O 110 €IUHOI (hopMe,
[PeNyCMOTPEHHOM
npuioxenuem Ne |
IpaBumam

MUCBMO [IPOU3BOTATEIIA,
coziep Kalliee MOTHBUPOBAHHOE
obocHOBaHKE HEOOXOAUMOCTH
H3MEHEHHS B COCTaBe
KOMILIEKTYIOLHX, C yKazaHHeM
HOBOTO TCPCYHS
KOMITIEKTYIOIIHX,
MOATBEPKIAIOMAX OTCYTCTBHE
BIMSIHMS HA () YHKI[HOHAILHbIE
XapaKTEPHUCTHKH
MEIHIMHCKOTO H3/IEINs

IIPOEKTHI UHCTPYKITHH 110
NPUMEHEHHIO (PYKOBOJCTBO
MIOJIB30BATENS) MEUITHHCKOIO
M3JICNHS Ha FOCY/IapCTBEHHOM
S3BIKE FOCyAapeTBa — 4ICHa
Espa3utickoro
HKOHOMHUYECKOTO COK03a U
PYCCKOM S3bIKE

OOHOBJICHHAs crieu(UKAIHS ¢
yKa3aHHEM [epedHs
KOMIUTEKTYIOMUX H PacXOHbIX
MAaTEPHANOB M0 YTBEP/KACHHOK
(popme

OIHCH JOKYMEHTOB

B cliy4yae 100aBIeHUs
KOMIUIEKTYIOMIETO,
SIBJISTFOIIETOCS MEIMITHHCKUM
H3JIENIuEM, — 00pa3 bl TAKOIO
KOMIUTCKTYIOIIETO (B cityyae
CTEPHIBHOTO KOMINIEKTYIOLIETO
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Haumenorauue
H3MEHSIEMbBIX CBeJeHHHA

Yenopug

CBenieHus: 1 JOKYMEHTEI,
He0OXOMUMBIE JUISl BHECEHHS
M3MEHEHHH

4. llokazanust o
NMpUMEHEHHIO, 00IacTH
NpUMEHEHHS,
NPOTHBOIOKA3aHHUS,
110009HEIE 3 (PeKThI

5. Ceegenus o
[IPOH3BOIUTENIC
MEIHIIHCKOTO HU3ACIHs

6e30TacHOCTD TpUMEHEHUS
MEHAIHMHCKOI'O H3IC/THS
JIOJDKHA COXPAHATHCS U
MOJITBEPIKAATHCH IAHHBIMHA
HCCIIEJIOBAHUH, KITHHAYECKON
0c301aCHOCTH U KauecTBa

OTCYTCTBYIOT U3MEHCHHUS B
POH3BOJICTBEHHOM IpOLIECCe
WK crienr(puKaIusx,
BKJTIOYUAs METO/IbI HCITBITAHHS

NPEJIOCTABIIACTCS BECh
KOMILIEKT TaKHX 00pasIor) H
HOpPMaTHBHAs! JIOKYMEHTAIAA
Ha HEero

3a4BJICHHE O BHECCHUHU
H3MEHEHUI 110 opMe,
NPENYCMOTPEHHOM
npunoxkenaem Ne 7 k
[Tpagunam

KOIIHS PETHCTPAITHOHHOTO
YJIOCTOBEPEHHS,
0()OPMIIEHHOTO 0 eIHHOMN
(popme, npeaycMOTpeHHOMH
npunoxkennem Ne 1
[IpaBunam

HUCHEMO IPOHU3BOIATEII,
cojiepykaliiee MOTHBHPOBAHHOES
000CHOBaHHE HEOOXOAUMOCTH
U3MEHCHUS MoKazauuii no
IPUMEHEHUIO MEIHITHHCKOTO
15131 ARV

HPOCKTHI HHCTPYKIUH IO
IPHMEHEHUIO (PYKOBOJCTRBO
NOJIB30BATES ) MEIHITHHCKOTO
H3MIeTHA

paHee yTBepaieHHas
HHCTPYKIMS IO TIPUMEHEHUIO
(PYKOBOJICTBO MOJB30BATEISI)
MEIUIIHMHCKOTO H3/1e/Hs

[OJIHOLBETHBIE MAKEThI
YIIAKOBOK, THKETOK, CTHKEPOB
(nmpu HeobxoumocTH) (Ha
9MEKTPOHHOM Hocurene CD B
tdopmare JPEG)

pe3ynbTaThl KJIMHUYECKHX
(MEIMIIMHCKUX ) UCIIBITAHHH,
OTpakaroIke BHECEHHbIE
H3MEHEHHUs

OIUCH AOKYMEHTOB

3as1BIIEHUE O BHECEHUH
u3MeHenui no gopme,
MPeayCMOTPEHHOH
npuinoxenneM Ne 7 k
[pasumam
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Haumenopanue
H3MEHIEMBIX CBCICHUH

Venosus

CaejieHus ¥ TOKYMEHTHI,
HEOOXO0IUMBIE /IS BHECCHHS
U3MEHCHH

JOKYMEHT™, yI0CTOBEPSIONINH
PETHCTPALHIO ME/IMIHHCKOIO
U3JIeNHs B CTpaHe
IPOU3BOUTENA
(perucTpanuonmoe
YJIOCTOBEpPEHUE, cepTHHUKAT
cBOOOHOMN NPOJIaKH,
cepTrUKaT Ha IKCIIOPT U AP.)
C BHCCCHHBIMH M3MCHEHHUAMH

NOKYMEHT*, IOITBEP K AAIOLIH
BHECCHHE U3MCHCHHH (¢
yKa3aHHeM JAThl BHECEHHS
HU3MeHEeHHH )

DOKYMEHT*, [0ITBEPK AAIOLIHH
COOTBETCTBHUE YCIIOBHH
TIPOU3BO/CTBA HAITMOHATLHBIM
W/WITH MeIKIYHAPOAHBIM
crangapram (GMP, ISO EN)

NOKYMEHT*, [10ITBEPIK AIOTIH
COOTBETCTBHE MEHIIHHCKOTO
W3/IETHS HAllMOHATBHBIM HJIA
MEXIYHAPOIHBIM

cTaHAapTam, KJjacc
NOTEHUHMANBHOTO PHCKA
(Iextapanusi COOTBETCTBUS;
CepTH(UKAT COOTBETCTBHS)

KOIHS PEriCcTPalluOHHOTO
YAOCTOBEpEHUS 110 popme,
NIPEOYCMOTPEHHOM
npunoxenuem Ne | k
[Tpapunam

[UCBEMO [TPOU3BOTATENS,
YIOCTOBEPSIOIIEE, UTO
IIPOU3BOICTBEHHEIN TIPOIIECC U
KOHTPOJIBb 3a Ka4€CTBOM H
0e30MacHOCTRIO I'OTOBOTO
poAyKTa ocTaroTes 0e3
H3MEHEHMI, ¢ yKa3aHHCM JATEI
BHECEHUS U3MEHEHHH

IIPOCKTBl HHCTPYKUHH 110
IIPUMECHEHUIO M3 i
(PYKOBOZICTBO MOJNB30BATEIS )
METUITHHCKOTO M3
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Haumenoranue
H3IMeHseMBIX CReIeHHH

Ycnopug

CaejleHus U TOKYMEHTEI,
HEeOOX0IMMBbIE [UIs BHECEHUA
H3MEHEHUH

6. Cnendukanus
IPOU3BOANTESI UIIH
TEXHHUYECKHE YCIOBUS (TIPH
HAJTUYHH ), KOTOPBIM
COOTBETCTBYET
MEIHIIMHCKOe H3MEIHE,

1 (WIH) DKCIUTyaTallHOHHAS
JIOKYMEHTALMS
Me/IMLIHHCKOI'0 M3

OTCYTCTBYIOT H3MCHCHHUS B
IIPOH3BOJCTBEHHOM IMPOIIECCE
WM CrierudUKAIHAX,
BKJTIOYASA METO/bI HCIIBITAHUS

MAKET MapKHPOBKH
OIHCEL NOKYMCHTOB

3asBJIEHME HA BHECEHUE
HU3MEHEHHUH 110 hopme,
IIPEYCMOTPEHHOM
npuioxeHneM Ne 7 K
[Ipasunam

KOIHS PETHCTPAlHOHHOTO
ynocroBepenus 1o gopme,
[peLyCMOTPEHHOI!
npunoxenuem No | k
[TpaBunam

MACHEMO-000CHOBAHKE
[IPOM3BOJMTEIIA O BHOCUMBIX
H3MCHECHHIX

JlaHHBIE 110 CTAOHUIBHOCTH (ISt
MEJIHIMHCKOrO U3IeHs) HE
MEHEE 4eM Ha 3 cepusix (0Tuer,
00OCHOBEIBAIOIINE CPOK
TOJHOCTH MEIHITHHCKOIO
u3nenus) (mpu
HEOOXOIMMOCTH)

IIPOCKT HHCTPYKITHH 110
IPUMEHECHHIO (PYKOBOCTBA
II0JIb30BATENT) MEIHIIHHCKOIO
u3jienus (Npu HeobXOAUMOCTH)

TIOJIHOL[BETHBIE MAKETEL
YIAKOBOK, 3THKETOK, CTHKEPOB
(mpu HeOOXOZMMOCTH)

HOPMAaTHBHAsA AOKyMeHTaIHsI*
C BHECEHHBIMH H3MEHEHUSIMH,
peryiaMeHTHPYIOIAS KaueCTBO
KOHEYHOTO IPOJIyKTa,
cepTH(HKAT aHAIN3A 1
METOUKH KOHTPOJIS KOHEYHOTO
npoayKTa (mpu
HEOOXOIMMOCTH)

I[IPOTOKOJN TEXHAUYCCKHX

HCTIBITAHUH HIIH HCTIBITAHHH
(MccnenoBaHmi) ¢ IEITBIO
OIEHKH OHONOrHYEeCKOro
JIEHCTBUS C YUETOM H3MEHCHUH,
BHECEHHBIX B HOPMATHBHYIO
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Haumenopauue YenoBus CBeneHHst U JIOKYMEHTHI,
H3MEHAEMBIX CReJIeHUH He0OXOMUMBIE I BHECCHHS
H3MeHeHUH

JIOKYMEeHTAaIuo (Tipu
HEOOXOJIHMOCTH)

OIIHCE JOKYMCHTOB

*HOKWEHTH IpejcTaBiIAroTCs ¢ 00s3aTeNbHBIM ayTEHTHYHBIM NEPEBOAOM HA ]‘J}’CCKI/II:I A3BIK,
3aBEPCHHBIM HOTapPHaJIbHO.
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Kk [IpaBunam peructpaunu u sKCrepTusbl

0€30MacHOCTH, KauecTBa H 3P PEKTHBHOCTH
MEIIMLIMHCKUX HU3ACTH

DJKCHEPTHOE 3AK/IIOYEHUE
0 BO3MO’KHOCTH (HEBO3MOKHOCTH) BHeCeHHsI M3MeHeH Ui
B PerHCTPalHOHHOE J0Che HA MeJHIHHCKOe U3/1eTHe

1. HaumeHoBaHue MeUIIMHCKOIO U3 eI IUS.

2. Ilpon3BoauTesh, CTpaHa.

3. IlponsBojicTBEHHAs TUIONIA/IKA, CTPaHa.

4. Obnactb NPUMEHEHHUS U Ha3HAUEHHE.

5. BHI MeQMIMHCKOrO H3LENUS B COOTBETCTBUH C HOMCHKIIATYPOi

MEIULUUHCKUX W3/eJIMH, NpHUMEHseMoil B EBpa3zuiickoM 3KOHOMMYECKOM

COHO3e.
6. Knace IIOTCHIIUAJIIBHOIO PHCKA HpHMGHeHHH MCIHUIIUHCKOT O
U3 IICIIs.
7. Homep perucTpaiidoHHOro yJI0CTOBSPEHHS.
8. JlaTa BEIAQYH PETHCTPAHOHHOTO YIOCTOBEPEHHMSI,
9. BHOCHMEBIE H3MEHEHKS.
Tun BHOCHUMOTO H3MCHECHHSI Jlannble, Brocumnre ObocHoBanHe
BHCCCHHBIE B H3MEHEHUS | 3agBHTENd It
IOChE TIpH BHECEHHUS
perucTpanuy H3MEHEeHUH

1. MsmeHeHne HANMCHOBAHHA
IPOU3BOJTATENS, MecTa (MeCT)
POM3BOACTBA /U YaCTH U/HJIH BCEro
[POK3BOCTBEHHOIO MIPOLECCa

2. UsMeHeHHe HAUMEHOBAHUS
MEJIMLIHHCKOTO W3 IeIHsl

3. Msmenenne cocTara
IIPHUHAISKHOCTEH, KOMILIEKTYIOIITHX U
(M) pacXo/IHBIX MaTePHATOR
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Tun BHOCHMOro H3MeHEHU

Jlannbre,
BHECEHHbLIE B
JIOChE NpH
PErUCTPaIAn

Buocumrnle
H3MEeHeHH

ObocHoBanue
3AABUTEIIS /1A
BHECCHHSA
H3MEHEHUH

4, MI3MeHeHUE TOKA3aHtH 110
IIPUMEHEHHUIO, 00JIACTH NPUMEHEHHS,
MPOTHBOTIOKA3AHHIT; TOOOYHEIX
s¢hhexTon

5. M3Menenue ceeneuuii o
MPOU3BOIUTEIIC MC/IMITHHCKOT O M3JIEJIHS

6. MUamenenne B cienudukanim
IIPOM3BOMTENS MITH TEXHUHECKUX
YCNOBU (ITPH HATMYHMH ), KOTOPBIM
COOTBETCTBYET MEJIMIIMHCKOE H3/IEIHE,
U (MJIH) 3KCIUTyaTalHOHHOM
JIOKYMEHTAIIMH MEJUIIMHCKOTO U3/ISNINs

10. Amamn3 ¥ OIleHKa

U3MEHEHHH.

JAAaHHBIX, OﬁOC-HOBbIBElIrOLL[HX

BHCCCHHE

11. AHanu3 pHUCKOB IpH BHECEHMM MH3MEHEHWH (3aKioueHne o

BO3MOYKHBIX PHACKAX IIPH BHECEHHH H3MEHEHHH ).

12. 3axnroueHne O peKOMEHJAIMU WIM OTKase B peKOMeHJaluH

K perucTpanuni BHOCHMBIX A3MEHEHUH.

13. ®. M. O., no/mKHOCTb, y4YeHas CTeleHb (3BaHue) (Mpy HaTHYUH),

IMOJMHCH SKCIICPTOB, ITPOBOJAUBIIMX SKCIICPTH3Y.

14. JTata cocTaBieHus OTUETA.

15. Iloanuce pyKOBOIUTEA SKCIIEPTHOM OpraHW3allkH.

16. Ileyars 3xkcnepTHOM OpraHu3aIuy.,
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Kk TTpaBuiaM perucTpaun u dKCHepTU3bI
Oe3omacHOCTH, KadecTBa  3(PEKTUBHOCTH
MEJMITHHCKUX M3eTn i

OOPMA
3asiBJIeHHsI 00 OTMeHe JeiicTBUS (AHHYJIHPOBAHNH)
PErHCTPANHOHHOI0 YIOCTOBEPEHHsI MeIHIIHHCKOI0 H3/eIHS

(Ha braHke opeanuzayuiL)

B ynosjnoMoueHHbIH opran pedepeHTHOro rocyaapcTsa

3ASABJIEHUE
00 OTMeHE HeHCTBHS (AaHHYIMPOBAHWH) PErHCTPAIHOHHOTO YIOCTOBEPEHHS!
METUIIUHCKOTO U3AEIIHS

(nonHoe u cokpamerHoe (IpH HAJTMYMH) HAKMEHOBAHHA 3aABHTEIT,
B TOM 4MCie (PUPMEHHOE HAMMEHOBAHUE, OPraHM3aiOHHO-NPaBoBas (JOPMA FOPHIHYECKOTO JTHIIA)

[lpocur  OTMeHMTH  JIGHCTBHE  PErMCTPALMOHHOTO  YAOCTOBEPCHHS

(aHHYIHPOBATL PErHCTPALIMOHHOE YJOCTOBEPEHUE) METUIIMHCKOrO W3/ICIIHsI

(HanMeHOBaHHE MEAULMHCKOTO M3MeNMHA (¢ Yka3aHueM TIPMHALICKHOCTEH, HE0OX0AMMBIX IS MPHMEHEHM
MEJIHLMHCKOTO H3IEWA 110 HAa3HAYEHHTIO))

(maTa perucTpariy MeAMIITHCKOTO W3/EJIHs M HOMEP PErHCTPALMOHHOTO YIOCTOBEPeHH )

B CBS3H C

(ykaseIBaeTCA NPHYHHA)

(®. U. O. pykoBoauTe/Is NPOM3BOINTENS MEIHLIMHCKOTO H3€/1us (€10 YIOMHOMOYEHHOTO MPECTABUTEN))

& » 2 M.IL

(nonnuick)
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K IIpaBuiamM perucTpalty U dKCIePTH3bI
Oe3zomacHocTH, KauecTBa M 3OPeKTHBHOCTH
MEAUITHHCKUX M3/1e/Hi

OPOPMA
3asiBJIEHHS! 0 BbIla4e y0JMKAaTa PErucTPAuHOHHOIO YI0CTOBEPEHHS
MeJHUHHCKOe H3jleue

(Ha 6nanxe opeanusayuu)

B ynonHoMoueHHEIH oprai ped)epeHTHOro rocyapcTaa

3AABJIEHHUE
0 BbIJIaue AyOIUKaTa pEerucTPaHOHHOrO y10CTOBEPEHUS]
Ha MEAMLMHCKOE U3/ICIInE

1. HaumeHoBanne MEOHIIHHCKOTO H3JCIIHs

(c yKazaHueM NpUHAIEKHOCTEH, HEOOXOMUMBIX 1S
IIPUMEHEHUS. MEJIMIIUHCKOr0 U3Ie/IU 10 HA3HAUCHHIO, —
B BH/IE NPHIIOKEHHUS K 3asSBICHUIO, 3aBEPEHHOT0 MT€YATEHIO
H TOIIHCHIO PYKOBOIUTEIIS)

[. B oTHOIIEHMH POU3BOAHTEISI MEAMIMHCKOTO H3ETHs

2. Opranm3aionHo-TpaBoBast (HopMa u MoJIHOE
HAUMEHOBaHHE HOPHIHYESCKOro JIHia

3. CokpaleHHOE HAUMEHOBAHHE IOPUIMYECKOTO JIHIA
(npwm HaMuHMK)

4. QupMeHHOE HANMCHOBAHNE IOPHIMYECKOIO JIMIA
(IpH HaTHYKK)

5. Mecro naxomaenus (aapec) IpHIHYECKOTo JTuIa
6. Homep tenedona

7. Ajipec 5JIEKTPOHHOM TIOYTHI FOPUAHYECKOTO JIHIa
(Tpu HANMHYMK)

8. MnenTudukanmonnsiii HOMEp HalOTOMIATEIbIIHKA

II. B oTHOMIEHUH YTIOTHOMOYEHHOTO TIPECTABHTENS TIPOH3BOAUTENS]

9. Opranu3agoHHO-TIpaBoBas Gopma u monHoe
HAMMCHOBAHHE IOPHIHYECKOTO JIHIIA

10. CoxparileHHOe HaUMEHOBaHUE FOPHAXYECKOTO JINIA
(IIpH HaITM4MM)
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11. ®upMeHHOE HAHMEHOBAHKUE IOPHJIHYECKOTO JIHTIA
(Ipu HATMYKK)

12. Mecto Haxoxzienus (azpec) IOpUIHYeCcKOro Iuia
13. Homep Tenedona

14. Anpec 3neKTPOHHO#H MOUYTH! IOPHIHUECKOTO THIIA
(mpu HaTHYHK)

15. UnentudukanoHHeIi HOMEp HATOTOIIATE/IbIMKA
16. Mecro npon3BoacTBa MEIUIIMHCKOTO H3/IETH

17. Hasna4yenue MeTUIIUHCKOTO H3/ICIIH, YCTAHOBIEHHOE
HPOU3BOANHTENEM

18. Buj MeTHITHHCKOTIO H3JIENHSA B COOTBETCTBHH C
HOMEHKIJIATYPOH MEJIHIMHCKHX U3/e/IHH, IPUMEHAEMOH B
EBpazuiickoM 3KOHOMHYECKOM COH3E

19. Knacc MeAMIIMHCKOI'0 U3EIHI B COOTBETCTBUM C
IpaBUiaMi KJACCH(PUKANUY MEIHIHHCKHX H3ACTHH B
3aBHCHMOCTH OT NOTEHIHAIBHOIO PUCKA TPAMCHECHHS

20. Cnoco6 nonydyeHus HH)OPMAIHH, CBA3AHHOMN ¢
NPOLEYPOH pPerucTpanui MCAHLUHCKOTO H3/IeIHs

21. Crioco0 monrydeHus perucTpaiuonHoro
YIOCTOBEPEHHS] MEJMIHHCKOTO U3/Eus

22. IlpuurHa Bblna4u jayOiuKara

23. Ceezenust 00 yruiaTe rocyJapCTBCHHOI MOMIITHHE]
(ykasbiBaeTcs MO HHHIIHATHRE 3aBUTEIIA):

daTa H HoOMep INaTeXHOTO NOpYyICHHSA

Ha 6}’M&)KHOM HOCHTENE JIHYHO

Ha OYMa>KHOM HOCHTEIIC HAllPaBUTh
3aKa3HbIM I0YTOBEIM OTIIPABIICHHEM
C YBEJIOMJIEHUEM O BPYUEHUH

B (popMe IEKTPOHHOTO JIOKYMEHTA

HHOEC

(®. M. O. pykoBoauTes NPOM3BOANTENS MEAULIMHCKOTO H3/Ie/1s (€10 YIIONHOMOUEHHOTO NPEICTABUTENA))

& » 20 T M.IL

(noanuce)



