EBPA3BUHNCKASI SKOHOMUYECKASI KOMUCCHUSI
COBET

PEIMIEHMUE
«12» deppains 2016 r. Ne 46 r. MockBa

O IIpaBuiax perucTpauuy U 3KCIEPTU3bI 0€30MACHOCTH, KAa4eCTBA
U 3P PeKTUBHOCTH MEeIULMHCKUX U31eJUl

B coorBerctBun ¢ nmynkrom 2 crateu 31 JloroBopa o EBpa3zmiickom
DKOHOMHYECKOM coro3e oT 29 mas 2014 ropa, mynkramu 2 u 4 crateu 4
CornaiieHus 0 €IUHBIX NPUHIMIIAX W MPaBWIAX OOpalleHUs] MEIUIMHCKUX
u3Aenui (M37eIuid MEIUIIMHCKOTO0 HA3HAYEHUS UM MEJAUIMHCKOM TEXHUKH)
B paMKkax EBpasmiickoro skoHOMHYECKOTro coro3a oT 23 nekadps 2014 rona,
nyHkroM 92 mnpunoxenus Ne 1 k Pernmamenty pabotel EBpasuiickoit
DKOHOMUYECKOW  KOMHUCCHUM, YTBEp)KIeHHOMY Pemenuem  Beiciero
EBpasumiickoro sxoHomudeckoro cosera ot 23 mekabps 2014 r. Ne 98, u B
neysix ucnosHeHusa Pemenunss Breicmiero EBpasuilckoro 3KOHOMHYECKOTO
coera ot 23 nekabps 2014 1. Ne 109 «O peammzanum CorjamieHus o
€AUHBIX TPUHIUMIIAX W TMpaBUiIaX oOOpalieHUus MEIUIIMHCKUX W3eTui
(u3menuii MEAMIMHCKOTO Ha3HAYEHUS UM MEIUIIMHCKOM TEXHHKH) B paMKax
EBpasniickoro AKOHOMUYECKOTO CO03a» Coset EBpaszniickon
SKOHOMHUYECKOW KOMHUCCHH P € I U JI:

1. YrBepauts mnpunaraemeie l[IpaBuiia peructpauuvi M 3KCIEPTHU3bI
Oe3omacHocTH, KadecTBa U IP(PEKTUBHOCTH METUIMHCKUX  U3JCTUN

(manee — [IpaBuia).



2. YCTaHOBUTH, YTO.

a) B mepexoaubiit nepuoa 10 31 nekadps 2021 r.:

perucTpainys MEIUIIMHCKOTO W3JeIus 10 BBIOOPY IPOM3BOIUTEIIS
MEAMIIMHCKOTO u3aeius (ero ymoJHOMOYCHHOTO IPEACTABUTEIIA) MOXKET
OCYILIECTBIATHCS B COOTBETCTBUU C [IpaBuiamMu n1uOO B COOTBETCTBHH C
3aKOHOJATEILCTBOM T'OCYJIapCTBa — 4jieHa EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a (J1ajiee — rocy/1apCcTBa-4JICHbI);

MEJUIIMHCKUE W3JIeNNs, 3aperUCTPUPOBAHHBIC B COOTBETCTBUU C
3aKOHOATEILCTBOM IOCyAapCTBA-WICHA, OOpaIalTCcs Ha TEPPUTOPUN ITOTO
rocyJapcTBa-ujieHa,;

0) TOKYMEHTHI, MOATBEpPXKIAIOIINE (PAKT perucTpanud METUIMHCKUX
U3JICIMM W BBIJIAHHBIE YMOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-ujicHa B
0o0JacTu 3apaBOOXpAHEHUST B COOTBETCTBUU C 3aKOHOJATEIHCTBOM ATOTO
rocyJapcTBa-ujieHa, IEUCTBUTENbHBI 10 OKOHYAHUS CPOKA MX ACHCTBUSA, HO
He no3aHee 31 mexkadps 2021 T.

3. N'ocynapcrBam-unenam 1o 31 nexadps 2016 r.:

a) YTBEpAUTh pa3Mep cOOpoB (MOILLIMH) WIM HHBIX 00s3aTEIbHBIX
IIaTeXeu, mpeaycMOTpeHHbIX [IpaBunamMu, ¢ y9eToM CI0XHOCTH MPOIELYP
1 00beMa BBITMIOJHIEMBIX PabOT, MPOBOJUMBIX B peepEHTHOM TOCYIapCTBE
¥ TOCyAapCTBax MpU3HAHUS, B TOM YHCIIC TIPH:

pErucTpanuu MEAUIIUHCKOTO U3JIEIUS;

AKCIepTU3e OE30MaCHOCTH, KauecTBa U 3((PEKTUBHOCTH MEAUIIMHCKOTO
U3JICTIUS;

BHECEHUM W3MEHEHHI B PEruCTPAllMOHHOE JOChE MEIUIIUHCKOTO
U3JICTIUS;

BbIJjadue AyOJUKATOB PErUCTPAIMOHHBIX YI0CTOBEPECHUH;

0) ompenenuTh ~ opranbl  (OpraHu3alyu),  OTBETCTBEHHbIE  3a

OCYHICCTBIICHHUC PCTUCTPpAIINH, BHCCCHUC W3MCHCHUN B PETUCTPALIMOHHOC
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IIOCbE€ W HWHBIE CBA3aHHBIE C PETUCTPAUUEd MEIUIUHCKUX H3ICIUN
npolueaypsl, npeaycMotrpennsie [IpaBunamu, u npouHdopmupoBaTh 00 3TOM
EBpa3zuiicKkyro 3JKOHOMHYECKYIO KOMHUCCHIO.

4. Hacrosimee  PemieHue  BCTymaeT B CWIY 1O  HCTCUYEHUH
10 xameHmapHbIX JHEW ¢ JaTel BCTyluieHHss B cwiy [Iporokona,
noAnucanHoro 2 nexkabpss 2015 roma, o mnpucoeauHenuu PecnyOnuku
Apmenusi k CornameHuio O €IMHBIX MPUHLMMNAX W MpaBUiiax oOpalieHus
MEIULUHCKUX  HM3AeIud  (M34enuid  MEAUUMHCKOTO  HAa3HAYEHUs W
MEIUIIMHCKOM TEXHHUKH) B pamMKax EBpa3uiiCKOro 3KOHOMHYECKOTO COH03a
ot 23 nexkadps 2014 roga, HO HE paHee 4eM Mo ucTedeHuu 10 KaJeHIapHBIX

JHEW ¢ aThl 0QUIMATBHOTO OMyOJIMKOBAHUS HAcTOsIIero Pemenus.

Yiensl CoBera EBpa3niickoil 3KOHOMMY€CKOH KOMUCCHM:

Ot PecnnyOosmuxkn Ot PecriyOimuxkn Ot Pecnyoummkn Ot Keipreiekoit Ot Poceniickoi
ApMeHus besapych Ka3zaxcran Pecry0iukm dDeepammu

B.I'a0puensin B. Matiomiescknit  b. Carunraes  O. Ilankparos  U. lllyBasios



IIpunoscenue k Pew. Cosema No 46

YTBEPKJIEHBI

Pemreanem CoBera

EBpa3zuickoi 5KOHOMHUYECKOW KOMUCCUU
ot 12 deBpans 2016 r. Ne 46

IMPABUJA
perucTpaumuu M IKCNepTU3bl 6€30NMaACHOCTH, Ka4ecTBa M 3(P(PeKTUBHOCTH
METUIMHCKUX U31eTuil

|. O01ue monoxeHus

1. Hactosimue IlpaBuia pa3paboTaHbl B COOTBETCTBUHM C ITYHKTOM 2
ctatbu 31 [loroBopa o EBpa3uiickoM 3KOHOMHMYECKOM COI03€ OT 29 Mas
2014 roma u mynktoMm 2 crtatbu 4 CornameHuss O €IWHBIX MPUHIUIIAX U
npaBWwiIax oOOpalleHus MEIUIMHCKUX W3AeIUi (M3eTuid MEeIUIIMHCKOTO
Ha3HAUYCHHsT W MEIMIMHCKOM TEXHUKH) B paMmkax EBpasuiickoro
PKOHOMHUYECKOTO coro3a oT 23 nekabps 2014 roma M ycTaHABIMBAIOT
MOPSA0K MPOBEICHUS PETUCTPAIINH M DKCTIEPTU3bI 0€30MacHOCTH, Ka4eCTBA U
3 PEKTUBHOCTH METUIIMHCKUX U3JIETUN (Jlajiee — perucTpaius u SKCrnepTusa
MEJIUIIMHCKOTO W3JIeJIUsI), BHECCHUS M3MEHEHUIN B PETrMCTPALIMOHHOE J10CHE
MEIUIIMHCKOTO  W3JACNMs,  BbIJA4yu  JTyOJMKATOB  PETHCTPAIlMOHHBIX
YIOCTOBEPEHUM, a TAaK)KE€ OTKa3a B PErUCTPAlMd MEIAUIMHCKOTO H3JCius,
MIPUOCTAHOBJICHUS U OTMEHBI ICUCTBUS (AHHYJIMPOBAHUS) PETUCTPALIMOHHOTO
YAOCTOBEpPEHUS  MEIUIIMHCKOrO W3Aeauss B pamkax EBpasuiickoro
PKOHOMMYECKOT0 coro3a (nanee — Coros).

TpeboBanusi Hactosux [IpaBun He TNPUMEHSIOTCS B OTHOIICHUH
MEIUIIMHCKUX W3ENUM, MOTPEOHOCTh B KOTOPBIX BO3HMKAET B YPE3BBIUANHBIX

curyalnysix Wi I JUAalrHOCTMKHM  HOBBIX, IIPUPOAHO-OYAI'OBBIX  HMJIM



0c000  OmacHBIX HMH(EKIMOHHBIX  3a00JICBaHMM, OOpalllcHHe  KOTOPBIX
PETYIMPYETCsl 3aKOHOIATEITLCTBOM TOCY/IapPCTB-WICHOB.

2. B mepexoaHbplii mepuo MO BHIOOPY MPOW3BOIUTENST MEAUIIMHCKUX
u3Meuil (ero YIOJTHOMOYEHHOTO MPEACTaBUTENS) IKCIIEPTH3a U PETUCTPAITUs
MEAUIIMHCKUX ~ WM3ACIUA  OCYIISCTBISIOTCS B COOTBETCTBHH  C
3aKOHOJIAaTeIbCTBOM TocynapcTBa — uieHa Coro3za (majiee — rocygapcTBO-
4JieH) WK ¢ Hactosmmmu [IpaBuimamu.

3. [lonsatus, wucnons3yemble B HacTosmmx [IpaBmiax, o3Ha4yaroT
clleyrolee:

«0e30IMacHOCTh MEAUITMHCKUX U3/ICINI» — OTCYTCTBHE HEAOIMYCTHMOTO
pHUCKa, CBSI3aHHOTO C MPUYMHEHHWEM Bpela KU3HH, 3J0POBBIO UEJIOBEKA,
OKPY’KaIOIIEH CPELE;

«BAMMIOALMS» — TOATBEPXKIEHHUE TOCPEACTBOM  IPEIACTaBICHUS
OOBEKTUBHBIX CBHUCTCIBCTB BBHITIOJIHCHHUS TPeOOBaHMWM, MpeIHa3HAYCHHBIX
JUTSI KOHKPETHOTO MCITOIB30BaHUSI HIIA PUMCHCHHS,

«BHMJIALNS POTPAMMHOTO 00€CTICUCHUS» — MPOLIECC TOATBEPKIACHUS
OPUTOJHOCTH MPOTPAMMHOTO OOecredeHus: Il penieHUusT KOHKPETHBIX
MPUKIATHBIX 33]1a4;

«BepudUKaIUsI» — TOATBEPKIACHUE HA OCHOBE IMPEACTaBICHUS
OOBEKTUBHBIX CBUICTEIILCTB BBIMIOJHEHUS YCTAHOBJICHHBIX TPEOOBAHUM;

«BepudUKaIMs  OPOrpaMMHOTO  o0ecmedyeHus»  —  Tpolece
MOATBEPKICHMUSI COOTBETCTBUS IPOTPaAaMMHOTO obecrieueHust
YCTAaHOBJICHHBIM  TpeOOBaHUAM (B TOM YHCJIE€ COOTBETCTBYIOIIEMY

TCXHHUYCCKOMY 3aIaHULO, CHCHI/I(I)I/IKEIHI/II/I, OTpacCJICBbIM CTaHI[apTaM);
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«TOCYIapCTBO TMPHU3HAHUS» — TOCYAapCTBO-UYJICH, YMOJHOMOYCHHBIN
opran (dKCmepTHasi oOpraHu3amus) KOTOPOTO OCYIIECTBISECT MPOIEAYPY
COTJIaCOBaHUS SKCIIEPTHOTO 3aKIIIOUYCHHS peEpPEHTHOTO rOCy1apCcTBa;

«eIMHBIA peecTp MEIUIUHCKUX H3ACIHHA, 3aperduCTPUPOBAHHBIX
B paMKaxXx EBpa3uiickoro »KOHOMHYECKOI'O COI03a» — OJJICKTPOHHas 0Oa3za
JAHHBIX MEIUIMHCKUX W3JCIHM, 3apEeTUCTPUPOBAHHBIX W PA3PEIICHHBIX K
MEIUITMHCKOMY ITPUMEHEHHIO Ha Tepputopuu Coro3a;

«BasBHUTEIIbY  —  TPOU3BOAMUTEID,  SBISIFONUNACS  PE3HICHTOM
rocyJapcTBa-wieHa, Wik €ro YIIOJHOMOYCHHBIN MPEACTaBUTEIIb,

«uaACHTU(DUKAMSA U MapKUPOBKA ONMEPAIMOHHOW CHCTEMBI» — aHAJIU3
uHpopmanuu 00 HCHOJIB30BAaHHOW TIpU  pa3pabOTKE MPOrpaMMHOTO
oOecrieueHrsT OIMEparMOHHON CHCTEME C MBI OIEHKH BO3MOXKHOCTEH
3aIHUTHI POTPAMMHOT0 00€CTICUCHHUS OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA,;

«KQ4eCTBO MEIUIMHCKOIO M3ACIUS» — CTENCHb COOTBETCTBUS
COBOKYITHOCTH CBOMCTB M XapaKTEPUCTHUK MEIUIIMHCKOTO MU3ACIHS LEIISIM €ro
IIpeTHA3HAYEHHOTO UCITOIH30BaHMUS,

«KnaccupUKaIUs METUIIMHCKOTO M3IeIus B  3aBUCUMOCTH  OT
MOTEHIIMAIPHOTO PHCKAa TPUMEHEHUS» — OTHECCHHE WM OIpEeIeIICHHUE
MPUHAICKHOCTH  MEAMIIMHCKOTO HM3ACHMS K OJHOMY M3 KJIacCoB
MOTEHIIMAIHHOTO PUCKA IPUMEHEHHS B MEAUITMHCKUX IETISX;

CKOMIUICKTYIONEE K MEIWIMHCKAM H3JICTUsIM» — U3JeIue, He
SBIIAIOIICECS  MCIWIIMHCKUM  HW3JIeJMEeM WIH  NPHHALISKHOCTBIO K
MEIUIIMHCKOMY H3JEINI0, B TOM YHCie OJIOKHM, YacTH, DJIEMEHTHI W3JICIIHs,
MaTepuabl, 3alacHble YacTH, NPEAHA3HAYCHHBIC MPOHM3BOIUTEIICM
MEIUIMHCKOTO M3ICIUS I IPUMEHECHHUS B COCTaBE MEAUITMHCKOTO H3ICIIHS
WJIA COBMECTHO C MEIUIMHCKUM H3EINEM;

CMEOUIMHCKUE W3AEHUs JUII OUArHOCTUKHU In  Vitroy — JII0ObIE

WHCTPYMEHTHI, alaparsl, TpuOOpsl, 000pyAOBaHUE, MAaTEPUAJIbl, PEAreHTHI,
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KaTuOpaTopbl, KOHTPOJIbHBIE MAaTEPHATbl U TIPOYNE U3JEIHS, PUMEHSIEMBIE
B MEIMIUMHCKHUX ILENSAX OTIEIHHO WM B COUETAHUU MEXKIY COOOM, a Takxke
BMECTE C MPUHAIIEKHOCTIMU, HEOOXOAUMBIMU JIJIsl IPUMEHEHUS YKA3aHHbBIX
U3JeNMA 10  Ha3HAYeHWIO  (BKJIOYAas  CHEHHAJbHOE  IPOrpaMMHOE
o0ecrnieueHue), U IpeIHa3HauYeHHbIE MPOU3BOAUTENEM AJI IPUMEHEHUS TIPU
UCCJEIOBaHMAX in vitro 00pa3ioB OMOJIOTrMYECKUX MAaTEPUAIIOB YEJIOBEKA JJIs
nojlydeHuss  MH(OpPMAIMM  OTHOCUTENHHO  (PU3MOJIOTMUECKOTO  WJIH
NaTOJIOTUYECKOTO COCTOSIHUS, BPOKJIECHHOU NaTOJIOTUH,
IPEIPACHOI0KEHHOCTH K ONPEIEICHHOMY KIMHUYECKOMY COCTOSIHUIO WM
00J€e3HH, COBMECTUMOCTH TKaHEH C MOTEHUUAIbHBIM PELUIIUEHTOM,
NPOTHO3UPOBAHUS pEaKIMii Ha TEparneBTHUECKHE BO3ICHCTBUS, BBIOOpa
TEPANEeBTHUECKUX CPEICTB U (MIJIN) KOHTPOJIS JICUCHHS;

«MoAaupUKaLUg ~ MEAMIMHCKOTO  MU3JENUs» —  Pa3HOBUIHOCTH
MEAMIMHCKOTO H3JeNus, HMMerouas oOUIMe C OCHOBHBIM MEAMIIMHCKUM
U3JIeIMEM KOHCTPYKTHBHBIE MPHU3HAKU, pa3paOOTaHHbIE HA 0a3e OCHOBHOTO
U3JIeNsl C IEeJbI0 ero YCOBEPIICHCTBOBAHHUSA, pacIIUpeHus Jubo
CTHeIHAIN3AINY IPUMEHEHUS B MEAUIIMHCKUX HIETISX;

«MYJbTUIIEHTPOBOE HCCIIEJOBAHUE MPOTrPaMMHOTO OOECIEeUeHUs» —
OJTHOBPEMEHHOE TECTUPOBAHHUE MPOTPAMMHOT0 00ECIIEYEHUS B YCIOBUIX €T
IUTAHUPYEMOI'0 MPUMEHEHHUSI Ha HECKOJbKUX BHEIIHUX 3KCIEPUMEHTAIbHBIX
wionaakax (BHE NPENNpUsATHS — pa3paboTyWKa TaKOTO MPOTPAMMHOTO
obecrieueHus);

«Ha0o0p (KOMIUIEKT) MEAMIIMHCKUX U3IETUH» — COBOKYIHOCTH
MEAUIMHCKUX W3JEINi, UMEIOIUX €IMHOE Ha3HAYeHHE U MAapKHPOBKY,
C YKa3aHHEM MepeyHs YKa3aHHBIX MEAUIIMHCKUX U3ACIUH;

(IPUHAMIICKHOCTY — HW3JACIUe, HE SIBISIIONICECS METUIITHCKUM

HU3ACINCM, NMPpEAHA3HAYCHHOC IMPONU3BOJUTCIICM JIIA COBMCCTHOTI'O
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MPUMEHEHUS C OJHUM WM HECKOJbKUMHU MEAUITMHCKUMHU H3ICTUSIMU IS
WCITOJIb30BAaHUS B COOTBETCTBUU C MX Ha3HAUCHHUEM;

«MPOU3BOJIUTENH MEAUIIMHCKOTO U3JIETUS» — IOPUIUYECKOE JIUIO WU
dbu3nUecKkoe JUI0, 3apPETUCTPUPOBAHHOE B KauyeCTBE HWHIWBHUAYaIbHOTO
NpeANpUHUMATENs, OTBETCTBEHHBIE 3a pa3palOTKy W  H3TOTOBJICHUE
MEIUITMHCKOTO W3NS, ETAI0ONIUe ero JOCTYITHBIM ISl UCTIOJIb30BaHUS OT
CBOEr0 HMMEHU HE3aBUCHUMO OT TOr0, pa3paboTaHO U (WJIM) HU3TOTOBJICHO
MEJUIIMHCKOE HW3JeNMe 3THUM JIMIOM HWJIM OT €ro MMEHHM IPYTUM JIUIIOM
(luilamMu), ¥ HECylIue OTBETCTBEHHOCTh 3a 0O€30MacHOCTh, KayeCTBO U
3 PEKTUBHOCTh MEAUITMHCKOTO U3/ICIIHS;

«MPOU3BOJICTBEHHAS IUIOMIAJKa» — TEPPUTOPUATIBLHO 000COOJIECHHBIN
KOMIUIEKC, TpETHA3HAYCHHBIM JI1  BBINIOJIHEHHWS  BCEro  Ipolecca
MIPOU3BOICTBA METUIIMHCKOTO U3/IETUS WU €r0 ONPEIeTICHHBIX CTaIUM;

«pacXoJHBIA MaTepuall K MEAUIMHCKAM U3JETUsIM» — H3JEHUS U
MaTepHuaibl, PAacXOAyeMble NPH HCIOIB30BAaHUU MEAUIMHCKUX HW3IEIUH,
oOecreuynBarONIMe MPOBEACHUE  MAHUIYJISIUA B  COOTBETCTBHU  C
(yHKIIMOHAILHBIM Ha3HAYCHUEM MEIUITUHCKOTO M3JICIHS;

«PETUCTPAIIMOHHOE [IOChE» — KOMIUIEKT JOKYMEHTOB M MaTepHUalioB
YCTaHOBJICHHOM CTPYKTYPBI, MPEICTABIIEMbIN 3aIBUTEIIEM IIPU PETUCTPAIIUN
MEIUIIMHCKOTO M3JENHsl, BHECEHWH W3MEHEHHWW B PErHUCTPAIIMOHHOE
yJAOCTOBEpPEHNE, a TaKKe KOIMWU PEIICHWHA, TMPHHATHIX YIOJTHOMOYCHHBIM
OpraHoM (9KCIEPTHOW oOpraHu3alnye) B  OTHOLICHUM KOHKPETHOIO
MEUIIMHCKOTO U3/IEIHS;

«PETUCTPAIIMOHHBIA HOMEP» — KOJI0BOE 0003HAYCHHE, MPUCBANBAEMOE
MEIUITMHCKUM H3EIUSIM TIPU X PETUCTPAIU, IO KOTOPHIM OHH BHOCSITCS
B CIWHBIN peecTp MEIUIMHCKUX HW3JICTUH, 3aperUCTPHPOBAHHBIX B paMKax
Coro3a, W coxpaHseMO€ HEHU3MCHHBIM IIPH OOpAIICHUH MEIUITMHCKOTO

u3aenus B pamkax Corosa;



9

«PETUCTPAIIMOHHOE YJIOCTOBEPEHUE» — JIOKYMEHT €IWHOU (POpPMBI,
MOATBEPKIAIOIMIMNHN (HAKT PErUCcCTpaIlui MEIUITUHCKOTO U3/ICIIHS;

«pEerucTpanysi MEIUUUHCKOrO H3LEHUs» — MPOUEAypa BbIIAayu
YIOJHOMOYEHHBIM OpPraHOM pPa3pelIeHUs] Ha MEIHUIMHCKOE MPHUMEHEHHE
MEJUIIMHCKOTr0 u3aenus B pamkax Coro3a;

«pedepeHTHOe rocyapcTBO» — BHIOPAHHOE 3asIBUTENIEM T'OCYJIapCTBO-
YJI€H, YIIOJHOMOYEHHBIA OpraH KOTOPOTrO OCYIIECTBISET PETUCTPALINIO
MEJIULIMHCKOTO U3JIEINS;

«YTOJTHOMOYEHHBIN TPEJICTABUTEND MPOU3BOAUTEISD) — IOPUANYECKOE
JUI0 Wi  (pU3MYecKoe JIMIO0, 3apeTUCTPUPOBAHHOE B  KayecTBE
WHIUBUAYAIBHOTO  TPEANPUHUMATENS,  SBISIOMMECS  PE3UACHTAMU
rocy/1apCTBAa-wi€Ha M YMOJHOMOYEHHBIE B COOTBETCTBUU C JOBEPEHHOCTHIO
MIPOM3BOJUTENS MEIULIMHCKOTO H3JENUs IPEACTABILSITh €ro HHTEPECHl U
HECTH OTBETCTBEHHOCTh B YAacCTH OOpalleHUs MEIUIIMHCKOTO H3ACNIUs B
pamkax Coro3a U HUCIOTHEHUS 00s3aTeNbHBIX TPEOOBaHUM, MPEAbIBIIEMbIX
K MEJUIIMHCKAM U3JECIUSIM.

4, Peructpaidsi ¥ OHKCHEPTU3a MEIUIMHCKOTO W3JENUs SIBJISIFOTCS
00s13aTeNHPHBIMH YCIIOBUSIMU €0 BBIMyCKa B oOpamienue B pamkax Corosza u
OCYIIECTBISIOTCS YIOJHOMOYEHHBIM OpPTraHoM pedepeHTHOTO TocCy/IapCcTBa.
[Ipu »>TOM mNpPenbABIAIOTCS OJUHAKOBBIE TpPeOOBaHHUS B OTHOIICHUU
MEIUIUHCKUX M3JIeJINM, NOpOU3BEACHHbIX Ha Tepputopun Coro3a u
BBE3EHHBIX HA TAMOKEHHYIO TeppUTOpHUI0 COr03a U3 TPEThUX rOCy1apCTB.

5. lo mogauu B yIOJTHOMOYEHHBIH OpraH peQepeHTHOr0 rocyaapcTBa
3aBJICHUS HA PETUCTPAUMI0 M SKCIEPTH3Y MEOULMHCKOTO U3ACIUs
3asBUTEIh  OCYIIECTBIAET COOp  JIOKAa3aTelIbCTB  OE30MACHOCTH U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3 U MOATOTOBKY COOTBETCTBYIOIIETO

PETUCTPAIMOHHOTO JIOCHE.
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6. B mensx moAroToBKH PEruCTPAIMOHHOTO TIOCHE 3asIBUTEI!

a) MoJy4Jaer MpeBApUTEIIbHBIC KOHCYJIbTAIINU AKCIEPTHOM
OpraHu3alMi [0 BOMPOCAM PETUCTPALMU M OKCHEPTU3bl MEIUIIMHCKOTO
u3aenus (mpu He0OXOIUMOCTH);

0) IPOBOJUT TEXHUYECKHE HWCIBITAHUS, WCIBITaHUSA (MCCIICIOBaHMUA)
C IUENbI0 OIICHKM OHOJIOTUYECKOTO JEWUCTBUS MEIUIIMHCKOTO U3JeIus,
UCIIBITAHUS B LEJISIX YTBEPKACHUS THUMA CPEACTB U3MEPEHUH (B OTHOLICHUU
MEJUIIMHCKUX W3JIeJUH, OTHECEHHBIX K CpEACTBAM HM3MEpPEHUM, MepeyeHb
KOTOpBIX yTBepkaaerca Komuccuei) st MOATBEPXKIECHUS COOTBETCTBUS
oOmuM TpeboBaHUsM 0€30macHOCTH W A(PPEKTUBHOCTH MEAUITUHCKHUX
u3aenuii, TpeOOBaHMSIM K WX MapKUPOBKE U  AKCIUTyaTallMOHHOM
JOKYMEHTAIlMd Ha HUX B BBIOPAHHBIX 3asABUTEICM VUPCSKICHUAX U
OpraHu3alMsaX, HWMEIIIMX TMpPaBO MPOBOJUTH Takue  (KCIBITAHUA)
UCCJIEIOBAHMS B LEJAX PETUCTPALIUA METUIIMHCKUX U3IETUN U BKIFOYECHHBIX
B E€IHUHBIM peecTp YIOJHOMOYEHHbIX opraHuzanuii Coro3a (manee —
YIOJTHOMOYEHHBIE OpraHU3alliHn );

B) MPOBOJAUT  KJIWHUYECKHWE  UCIHbITaHUS  (UCCIENOBaHUsA) B
COOTBETCTBUM C TMPaBWIAMH TPOBEACHUS KIMHUYECKUX UCIBITAaHUN
(uccremoBaHUi) MEAMIIMHCKUX M3JCNUA B  BBIOPAHHBIX  3asBUTEIEM
YIOJHOMOYEHHBIX OPTaHU3alUsIX JIMOO BKIIOYAET B PETUCTPAIIMOHHOE T0CHE
UMEIOITMECS KIIMHUYECKUE JJAHHbIC.

/.B memsx peructpauuy MEAUIMHCKOTO U3JCNIHS  IPOBOJAUTCS
SKCHEPTU3a  MEAULMHCKOIO  M3JEIUs  SKCIEPTHOM  OpraHu3aiuew,
OMNpPE/ICICHHON YMOJHOMOYEHHBIM OpPraHoM TOCyJapcTBa-wiieHa (najiee —
AKCHEPTHAsE OPTaHU3ALIMS).

8. [Ipou3BoaUTEE MEAUIIMHCKOTO M3JEUsl 00eCIeunBaeT BHEIPEHUE
U TOJJIEp’)KaHUE CHUCTEMBbl MEHE/DKMEHTAa KauecTBa JTOTO U3JENIusl B

COOTBETCTBHUM C YTBEPKIAEMbIMU EBpa3snuiiCKO SJKOHOMUYECKOW KOMUCCHUEN
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(manee — Komuccust) TpeOOBaHUSIMHU K BHEJIPEHUIO, TIOJICPKAHUIO M OLICHKE
CHUCTEMbI MEHEI)KMEHTa KaueCTBa MEIUIIMHCKUX W3S B 3aBUCUMOCTH OT
MOTECHIIMAJIBHOTO PUCKA MPUMEHEHUSI.

O.llpu peructpaiui ®  OKCIEPTHU3E MEIUIMHCKUX  HU3CITUIN
YIIOJJTHOMOYEHHBIE OpraHbl B3aWMMHO MPU3HAIOT PE3yJIbTAaThl TEXHUYECKHX
WCTIBITAaHUM, UCCIIeIOBAaHUM (MCIBITAHUM) C 1I€JIbI0 OLICHKU OHMOJOTHYECKOTO
JICMCTBUS OATHUX MEAUIMHCKAX M3JICJIMM, KIMHUYECKUX MCIIbITAaHUMH,
UCTIBITAHUM B LEJISIX YTBEPIKICHUS THUIIA CPEJICTB U3MEPEHUM (B OTHOILICHUU
MEIUIIMHCKUX H3JCJINM, OTHOCSIIUXCA K CpEJACTBaM H3MEpeHui B cdepe
rOCYJIapCTBEHHOTO PETYJIUPOBAaHHUSA OOCCIICUCHUS CAUHCTBA W3MEPCHH,
nepeyeHb KOTOPBIX yTBepxkaaeTcs Komuccueil) mpu ycloOBUH, UYTO OHH
BBITIOJTHEHBI B COOTBETCTBMM C  TpeOOBaHUSIMU W IpaBUJIaMH,
ycTaHOBJIEHHbIMUA Komuccuen.

10. Perucrpanms MEIUIIUHCKOTO U3 AeIus OCYIIECTBIISIETCS
peepeHTHBIM TOCYJapCTBOM Ha OCHOBAaHMH PE3YJbTATOB AKCIEPTH3HI
MEIUIMHCKOTO M3JIeJIUsI W COIVIACOBAHUSA JKCIEPTHOTO  3aKJIHOYCHUS
rocyJlapcTBaMu MpU3HAHUS.

11. JlokymeHTOM, MTOATBEPKAAFO UM dakt perucrpanuu
MEIUIIMHCKOTO U3JICIINS, SIBJIICTCS PETUCTPAIMOHHOE YA0CTOBEpeHre, popma
Y MpaBuUJia 3aM0JHEHUS KOTOPOTO OIPEICNICHbI COTJIACHO MpUi1oxkeHnio Ne 1.

Perucrpanmonnoe yJ0cToBEpEeHUE BBIJAETCS OECCPOUHO U JEHCTBYET B
pamkax Coro3a.

12. 3apeructpupoBaHHOE MEIUIUHCKOE 15691 (N7 (S JTOJKHO
COOTBETCTBOBATh OOmMMUM TpeOoBaHUAM Oe3omacHOCTH W 3(PGHEKTUBHOCTH
MCIUIMHCKUX  HM3Jeiaui, TpeOOBaHMSIM K  HUX  MapKHPOBKE W
AKCIUTYaTallMOHHON JOKYMEHTAaIlMM Ha HHUX, YyTBepkaaeMbiM Komuccueil.

OTBETCTBEHHOCTh 3a COOTBETCTBHE MCINITMHCKHUX PI3)1€JIHI>1 YKa3aHHbIM


consultantplus://offline/ref=822F9232C3FC815D6DEDAFCF139432E0BF50EB4264DC2064336F87F9DFF7402886E1EC46B6BAE1E9a7GEN
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o0IMM TPeOOBAHUSAM HECET MPOU3BOAMTENb MEAMIIMHCKOTO m3aenus (ero
YIOJTHOMOYCHHBIN MTPEICTABUTEIID).

13. Pacxoapl Ha PErucTpalMio U DKCIEPTU3Y MEIUIIMHCKOTO H3ETHS
HECET 3asIBUTEJb B COOTBETCTBUHU C 3aKOHOJIaTEILCTBOM IOCYIapCTBA-UJICHA.

14. Tlpy OJHOBpPEMEHHOM II0Jlau€ HAa PETUCTPAlUI0 HECKOJbKHX
MoU(UKAIIMN MEAUIMHCKOTO U3JIeNnsl, OTHOCSIIUXCA K OJIHOMY BHUIY
MEJIUIIMHCKOTO W3JENHUsl B COOTBETCTBUU ¢ mnpumeHsemoir B Coroze
HOMEHKJIATypOd  MEAUIMHCKUX  M3JEIU,  HW3TOTOBJCHHBIX  OJHUM
MPOU3BOAUTENIEM, OTJIMWYAIOIIUXCA JPYyr OT JIpyra HU3MEHEHUSIMU
KOMIUIEKTAllMM W (WJIA) TEXHUYECKUX MapaMeTpoB, HE BIUAIOLIIMMH Ha
OPUHIMI pabOThl U PYHKIMOHAIBHOE HA3HAYEHUE, OTHOCAIIUXCS K OJHOMY
KJIAaCCY TMOTEHIMAJbHOIO pPHUCKA NPUMEHEHUs, 3asBUTENIb MPEACTaBISCT
1 3asBiienne U 1 perucTpalloOHHOE J0cke. B cimydae ecnu mpencTaBieHHbIE
MoaudUKaIuu OyIyT OTHOCUTHCA K Pa3HBIM BUIAM MEIUIIMHCKOTO H3JETHS
B COOTBETCTBMM C YKa3aHHOW HOMEHKJIATYpOM, Kaxknas Moauduxanus
pErucTpupyeTcs OTZIEJIHO C MPEeI0CTaBICHUEM OTZIENIHOTO
PErUCTPAIMOHHOTO JI0ChE.

15. B ciyyae ecnu MEAMIIMHCKOE W3JENINE, 3apErUCTPUPOBAHHOE B
COOTBETCTBUU C HacTtoAmUMU lIpaBuiiamu, 3asBisieTcsl AJisl PETUCTPALIMU B
rocyJlapcTBax-uj€Hax, HE YKa3aHHbIX 3asBUTEJIIEM paHee B KayecTBe
rocyJIapCTB TpPHU3HAHUS, a TaKKE€ B TOCYJapCTBaX, MPUCOCAUHUBIIMXCS K
Coro3y, mpoueaypa perucTpanuu MpOBOAUTCS Ha OCHOBAHMM IKCIIEPTHOIO
3aKJIIOUYECHUSI  YIOJHOMOYEHHOTO OpraHa (3KCHEpPTHOM  OpraHu3aliyM)
pedepentHoro rtocyaapcTtBa. llpu 3TOM  YIOJTHOMOYEHHBIM OpPraHOM
pedepeHTHOTO TOCyIapCTBa BBIAACTCS PETHCTPAMOHHOE YAOCTOBEPEHHUE C

YKa3aHUCM BCCX IOCyAapCTB IIPHU3HAHUA.
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I1. IIpouenypsl peructpalnu U SKCIEPTU3bI MEAULIUHCKOTO U3

16. [Inst perucTpanud MEIWLMHCKOTO W3JENUs 3asBUTENb BbIOMpaAET
pedepeHTHOE TOCYAapCTBO U TOCYIapCTBA MPU3HAHUSI.

17. 3agBuTenb NpeCcTaBisieT B YIOJIHOMOYEHHBIM OpraH (SKCIEPTHYIO
OpraHu3alnio) pePepeHTHOTO rOCyAapCTBA CIAEAYIONTUE JOKYMEHTHI:

a) 3asBJICHHE HAa  MPOBEJACHUE DJKCIEPTU3bl U  PErUCTpaluu
MEJIUIIMHCKOTO u3/enusi (Ha OyMaXHOM U (WJIM) 3JIEKTPOHHOM HOCHUTEJSIX)
no (opme coriacHo npuioxkenusM Ne 2 u 3 (masiee B HACTOSIIEM pa3Jielie —
3asIBJICHUE);

0) perucTpallioOHHOE J0ChE€ Ha 3JEKTPOHHOM HOCHUTEIE, COAeprKallee
JOKYMEHTBHI MO TEpPeuHIo corjacHo mnpuioxkenutro Ne 4. B ciywae eciu
3aKOHOJIaTE€JIbCTBOM TOCYIapCTBA-UJI€HA HE MPEIyCMOTPEHA BO3MOXKHOCTH
opopMiieHHS ~ YKa3aHHBIX  JOKYMEHTOB B  DJICKTPOHHOM  BHJIE,
YIOJHOMOYEHHBIM OpraH (dKCHepTHas opraHuzanusi) pedepeHTHOTo
rocyJapcTBa BIpaBe 3alpPOCUTh TaKHE JOKYMEHTHI (UX KOMHUH) Ha OyMaKHOM
HocuTene. [Ipu 3ToM TOKYMEHTBI, Pe/ICTaBIIEHHbIE HA HHOCTPAHHOM SI3bIKE,
JOJKHBI MMETh 3aBEPEHHbI B  YCTAHOBJIEHHOM 3aKOHOJIATE€JIhCTBOM
rocyJlapcTBa-ujeHa NOPSIKE ayTEHTUYHbBINA MEPEBOJ HA PYCCKUU S3bIK;

B) KOIMU JOKYMEHTOB, MOJTBEPKIAOIIMX OIUIaTy 3KCIEPTU3bl U
PErucTpafii MEAUITMHCKOTO N3N B pehepeHTHOM rOCy1apCTBe.

18. YnonHOMOYEHHBIM ~ OpraHoM  (PKCIEPTHOM  OpraHu3alueil)
pedepeHTHOTO rocyaapcTBa B TeUeHUE S5 pabouux JHEHW CO AHS MOCTYIICHUS
3aSBJICHUSI U PETUCTPALMOHHOIO JOChE MPOBOJUTCS MPOBEPKA MOJHOTHI U
JOCTOBEPHOCTU COJIEPKAIIMXCS B HUX CBEACHUM, IPUHUMAETCS PELIECHUE O
Hayaje MpoLeAYpbl PETUCTPALMU U AKCHEPTU3bl MEIUIIMHCKOTO U3JENUs U
pa3Melaercsi  3adBJICHHME M PErUCTPAllMOHHOE  JOChe B CBOEH

uHpopmarmonHoit cucreme. Mudopmarus o0 METUIMHCKUX HU3ACIHSX,
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B OTHOIIIEHUHU KOTOPBIX MPOBOAUTCS MPOIIeAYypa SKCIEPTU3bI U PETUCTPALINH,
U JIOKYMEHTBI, COJEp)KalllueCsi B PETUCTPAIIUOHHOM JOChE, KpOME
WHCTPYKIIMM 110 NPUMEHEHUI0 MEJUIUHCKOTO H3HEIUS W MAapKUPOBKH
MEUIIMHCKOTO U3JIETHUsl, OTHOCITCS K KOH(UIACHIMAIbHON MHMOpMaALUU U
JOCTYIHbI ~ TOJIBKO  3aMHTEPECOBAHHBIM  YIOJHOMOYEHHBIM  OpraHam
(3KCIIEPTHBIM OpPraHU3aLUsIM) IOCY/1apCTB-UJICHOB.

B cnyuae ecnu 3asiBieHUe MpeACTaBICHO C HapyILICHUEM TPEOOBaHMIA,
YCTAHOBJICHHBIX  HactosimuMmu  [IpaBunamMu, B  3asBJICHHM  yKa3aHbI
HEJIOCTOBEPHBIEC CBEAECHUS WM PETHCTPALMOHHOE IOChE MPEICTABICHO HE B
IOJTHOM 00BbeMe, YIOJIHOMOYCHHBIH OpraH (9KCIEepTHAs OpraHu3aIus)
pedepeHTHOTO0 rocy1apcTBa B TeUEHUE S5 pabouuX JHEU CO JHS MOCTYIJICHUS
TaKuX 3asBJICHUS W PETUCTPALIMOHHOTO JOChE YBEJAOMIISIET 3asBUTENS O
HEOOXOAMMOCTH  YCTpPaHEHHUS  BBIABJICHHBIX  HapylmieHUd W (WiIn)
MPEACTABICHUSI OTCYTCTBYIOIIMX JIOKYMEHTOB B CPOK, HE MPEBBIIIAIONINMA
30 paGounx mHEW CO JHS pa3MEIIEHUs COOTBETCTBYIOIIETO YBEIOMIICHUS B
MHPOPMAITMOHHON CUCTEME YIOJHOMOYEHHOTO oOpraHa (dKCIEpTHOU
opranu3anuu) pedepeHTHOr0 rocyJapcTBa, MyTeM Mepeaadyd yBEIOMIICHUS
3asiBUTEIO0 JIMYHO TIOJ] PACMUCKy, JHOO HampaBJICHHUS YBEIOMJICHUS
3aKa3HBIM TOYTOBBIM OTHPABJICHUEM C YBEIOMJICHHEM O BPYYEHHUU, JTHOO
nepeaadyd B DIEKTPOHHON (opMe MO TEICKOMMYHHUKAIMOHHBIM KaHajaMm
CBSI3U WU B (hOpMeE AJIIEKTPOHHOIO JOKYMEHTA, MOJMUCAHHOTO AJIEKTPOHHOM
MOIHUCHIO.

B Teuenne 3 paboumx aHEH €O JHA MOPEACTABICHUS 3asABJICHUSA U
PETUCTPAIIMOHHOTO JIOChE, COOTBETCTBYIOIIMX TPEOOBAHUSM HACTOSIIUX
[IpaBun, ynmoqTHOMOYECHHBIA OpPTaH (SKCIEPTHAS OpraHu3aius) pedhepeHTHOTO
rocyJlapcTBa NPUHUMAET pEIICHWE O Hadalle MPOIEAYPhl SKCIEPTU3BI H

perucrpaiui MCAUIUHCKOTI'O U3JCIINA.
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19. YnonnomMo4eHHBIE OpTaHbl (IKCIIEPTHBIE OpTraHn3aIlii) TOCYAapCTB
IpU3HAHUS BIIPaBE 03HAKOMUTHCS C XOJIOM MPOBEICHUS SKCIIEPTHBIX PadoT B
pedepeHTOM TOCYAapCcTBE, B TOM 4YHCJIE C TMEPENUCKON 3asBUTENS WU
YIOJHOMOYEHHOTO OpraHa (SKCHEPTHOM OpraHu3aiuy) 10 BOIpocaM
YCTpaHEHUS 3aMEUYaHU U C JOKYMEHTaMHU, MPEJCTaBICHHBIMU 3asBUTEIIEM B
IPOLIECCE IKCIEPTU3BI U PETUCTPALIMUA METUITUHCKUX U3JICITHIA.

20. OTBETCTBEHHOCTh 32  JOCTOBEPHOCTh  MPEIOCTABICHHOTO B
YIOJHOMOYEHHBIM OpraH (9KCHEPTHYIO OPTraHMU3allMI0) PErucTPallMOHHOTO
JIOChE HECET 3asBUTEb.

21. Tlpy  HEOOXOAMMOCTH YIOJHOMOYCHHBIH opraH (KcrmepTHas
OpraHu3alys) MPUBJICKACT K YYaCTHUIO B DKCIEPTHU3E JKCICPTOB, JIUI, HE
paboTaImuUX B YIOJHOMOYEHHOM OpraHe (IKCIEPTHOW OpraHH3alliH), €CIIU
UX ClielaIbHbIe 3HAHUSI HEOOXOAUMBI AJIs1 TPOBEICHUS SKCIIEPTHU3bI.

[IpencraBuTenu  yMOJMHOMOYEHHBIX  OpraHu3aluii, MNPOBOAUBIINX
TEXHUYECKHE HCIIBITAaHUS, HMCCIIENOBaHUS (UCHBITaHUS) C LENbI0 OIEHKU
OMOJOTUYECKOTO JIEHCTBUS W KIMHUYECKUE WCIBITAHUS MEIUIIMHCKOTO
U3JIeNUs, TPEICTABICHHOTO HAa SKCHEPTU3y, HE MOTYT IPHUBIEKATHCS K
Yy4acCTHUIO B SKCIIEPTHU3E.

[Ipn npoBeAeHUH SKCHEPTU3bl HKCIEPT HE MOXKET HAXOAUTHCA B
KaKkou-mu0O 3aBUCHMOCTH OT OpraHa WIM JUId, HA3HAYMBIIETO JTY
IKCIIEPTHU3Y, IPOU3BOIUTEIS MEIUIUHCKOTO u3zienus, ero
YIOJTHOMOYEHHOTO TPEJACTABUTENS] WJIM JPYTUX 3aWHTEPECOBAHHBIX B
pe3ysbTarax 3KCHepTU3bI JIUII.

B cnydae ecnu skcnepTy U3BECTHBI OOCTOSITENLCTBA, MPEMSATCTBYIOIINE
ero MPHUBJICUYCHUIO K MPOBEACHUIO HKCIEPTHU3bI JINOO HE MO3BOJISIIOIINE €My
COOJII0/IaTh TMPHUHLMUIIBI €€ MPOBEJICHUS, OH JOJIKEH COOOUIUTH 00 3TOM
PYKOBOJMTEINIO YIOJHOMOYEHHOTO OpraHa (3KCHEpTHOM OpraHu3allMM)

pedepeHTHOTO TocyAapcTBa.
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22. YIIOTHOMOYCHHBIN oprax (aKxcrepTHaAs OpraHHU3aIus)
pedepeHTHOro rocyapcTBa MPOBOIUT IKCIEPTU3Y MEAUIIMHCKOTO U3/ICNUS U
o opMJISIET SIKCIIEPTHOE 3aKITIOUYEHHE COTJIACHO MPUIIOKEHHUIO Ne 5 B CpPOK, HE
npeBbImaronmii 60 pabounx JHEH CO AHS MPUHSATHS UM PEIICHUS O Hadaje
MPOLIEAYPhl PETUCTPALIUU U SKCIEPTU3BI MEIUIIMHCKOTO HU3/IEIIH.

BbiBoIbI, coneprkamuecs: B SKCIEPTHOM 3aKIIOUYEHUHU, JOJKHBI OBITH
OJTHO3HAYHBIMU U TTOHSATHBIMHU.

B cnydae ecnu BBIBOJBI SKCHEPTHOTO 3aKIIOUEHUS OTHOCHUTEIIBHO
BO3MOXHOCTH PETUCTpAIlUd MEIUIIMHCKOTrO wu3aeius B pedhepeHTHOM
roCcyJapcTBe  SIBIISIOTCS  TMOJIOKUTEIBHBIMH, YIOJHOMOYEHHBIH  OpraH
pedepeHTHOro rocy1apcTBa B TeUeHHE 5 pabouux AHEH co THA oPopMIIECHUs
HKCIEPTHOTO 3aKJIIOUYCHUS YBEJAOMIISIET 3asBUTENISI O HEOOXOIUMOCTH
MPEACTABICHUS KON JOKYMEHTOB 00 OIJIaTe SKCIEPTU3bI U PETUCTPALIUU B
rocyJapcTBax MpU3HAHUS B CPOK, HE mpeBblmaromuid 10 paboynx gHEH co
JIHS Pa3MEILEeHUs] COOTBETCTBYIOIIETO YBEIOMJICHHS B HWH(DOpMAIIMOHHOMN
CUCTEME  YIIOJHOMOYEHHOIO  OpraHa  (3KCHEPTHOM  OpraHHU3allHH)
pedepenTHOrO TOCyAapcTBa JIMOO CO JHSA TIONYYEHUS YBEAOMIICHUS
3asBUTEJIEM JIMYHO TI0J] PACHUCKY, 3aKa3HbIM IMOYTOBBIM OTHPABICHUEM C
YBEJOMJICHIEM O  BPYYCHHMH, B  OJJIGKTPOHHOM  opme  TIO0
TEJICKOMMYHHUKAIIMOHHBIM KaHallaM CBSI3M WIH B (opMe 3IEKTPOHHOTO
JTOKYMEHTA, MOJAMUCAHHOTO 3JICKTPOHHOUN MOAMHUCHIO.

23. YIIOTHOMOYEHHBIM ~ OopraH  (9KCHEpTHAas  OpraHu3aius) Wid
OpraHu3alys, OIpEIeICHHAs YIOJHOMOYCHHBIM OPraHoM (9KCIEPTHOM
opraHuzamnmeii) pePepeHTHOr0 TOCyJAapcTBa, MPOBOJUT  HHCIEKIIHIO
IIPOM3BOCTBA MEAUIIMHCKUX H3JICTUH B COOTBETCTBHH C TPEOOBaHUSIMH,
ycTaHOBIeHHbIME KoMmuccueit. HHCIIEKIUS MPOU3BOJCTBA MEIUITHMHCKUX

I/ISIIGJII/Iﬁ NpoBOAUTCA A0 IIOATOTOBKH OJ3KCICPTHOI'O 3aKJIIFTOUCHUA. CpOK
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OpraHM3allii W TPOBEJACHMUS WHCICKIIMM HE BXOJUT B OOIMMHA CpOK
MPOBEACHUS OKCHEPTU3bl M HE JOKEH B COBOKYMHOCTH TIPEBBINMIATH
90 pabounx THEH.

24. IlpoBeieHNE SKCIEPTU3bI MEAMIIMHCKOTO H3JACIHS BKJIIOYAET B
ceOs:

a) aHAJIN3 JOKYMEHTOB M MaTEPHAJIOB, OMPEICIISIONUX OE30MaCHOCTD,
3G (PEeKTUBHOCTP M KauyeCTBO MEAMIIMHCKOTO W3JEius, B TOM YHCIE

PacXOHBIX MaTePUAJIOB M KOMIUICKTYIOIMNUX K MEIUIIMHCKOMY H3/IEIHIO;
0) aHanmM3 JaHHBIX O pa3pabOTKe W MPOU3BOJCTBE MEIUIIMHCKOTO

u3nenust  (CXeMbl  TPOIIECCOB  MPOU3BOJACTBA,  OCHOBHBIX  CTaJHi
MPOU3BOJICTBA, YMAKOBKHM, MCIBITAHUM M TPOILEAYPHI BbITyCKAa KOHEUHOTO
MPOAYKTA);

B) aHAlIM3 CTAHAAPTOB, KOTOPHIM COOTBETCTBYET MEIUIIMHCKOE
171631 (S04 (K

') aHAJIM3 MPOTOKOJIOB TEXHUYECKUX MCHBITAHUNA (B YacCTU IMOJHOTHI
MPOBEJICHUSI U KOMIIETEHTHOCTH MCHBITATEILHON JIadopaToOpuu), a TaKXKe
MPU3HAHWE PE3YJIbTATOB UCIIBITAHUN HA OCHOBE ATOT'0 aHAJIN3A;

1) aHaJIu3 OTYETOB IO pe3yJbTaTaM MHCIEKIUH MPOU3BOACTBA
MEJIUIIMHCKOTO U3/IEINs;

€) aHalu3  OTYETOB II0  OICHKE  OHMOJOTMYECKOr0  JICMCTBHS
MEIUIIMHCKOTO u37eiusi (B YacTH TOJHOTHI M KadyecTBa MPOBEIACHHBIX
UCCIICIOBAaHUI, Ha COOTBETCTBHE IIpaBUJIaM TMIPOBEJCHUSI UCIIBITAHUM
(uccaemoBaHuii) MO OICHKE OMOJOTHYECKOr0 JICHCTBUS MEIUIIMHCKUX
U3JIennid, yTBepkaaeMbiM Komuccuel), a Takxke MpU3HAHUE PE3yJbTAaTOB
ucnbITaHui (MCCIICIOBAaHUH ) HA OCHOBE 3TOT'O aHAJIM3a,

) aHAJIU3 U OIlEHKAa KJIMHUYECKUX JaHHBIX, COACPKAIIUXCS B OTUETE
O KJIMHUYECKOM JoOKa3aTenbCTBe A(P(OEKTUBHOCTH U 0€30MacHOCTH

MCIUIIMHCKOIO HU3ACINA, B TOM 4YHCJIC Ha COOTBCTCTBHC KIIMHHYCCKHUX
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UCCICOBAHNI  TpaBWjaM  IPOBCACHHMS  KIMHUYCCKUX  HCIBITAaHHUM
MEIUIIMHCKUX  W3JCIINH, yTBepkaaeMbiM  Komuccuei, ITOJTHOTBI
MIPOBEJICHHBIX HCCICOBAaHUM, JOCTOBEPHOCTH PE3YJIbTATOB, CpPaBHEHUE
KIIMHUYECKHUX JIAaHHBIX ¢ UMEIOIIUMHUCS aHAJIOTaMU U MIPU3HAHUE PE3YIbTAaTOB
HCCJIEeI0BaHNI Ha OCHOBE DTOT'0 aHAJIN3a;

3) aHAIM3 PHUCKOB (C yKa3aHWEM WIACHTH(HUIMPOBAHHBIX PHCKOB,
OOOOIIEHHBIX J@HHBIX [0 BaduJalMd MW BepUPUKAIMU UCIBITAHUM,
Ja00pAaTOPHBIX  TECTOB, IOATBEPKIAIOINIMX BO3MOXKHOCTh  peallU3alluu
HAyYHO-TEXHUYECKUX HJEeH B KOHEYHOM TMPOJYKTE, JaHHbIE HAyYHOM
JUTEPATypPhl [0 aHAJIOTaM);

1) OIleHKa COOTBETCTBUS yKa3aHHOTO 3asBUTEJIEM KJacca
IIOTEHIIMAJILHOIO pHCKa IpUMEHEHUS MEIUIIMHCKOTO W31eIINs
B COOTBETCTBHHM C TpaBUJIaMH KJIACCU(DHUKAIIMU MEIUIIMHCKUX H3ICIUN B
3aBUCHUMOCTH OT TOTCHIMAIBHOTO PHCKAa TPUMCHEHUS, YTBEPKIAEMBIMH
Komuccuein

K) aHAJIN3 IPaBUILHOCTH onpeeeHuUs HOMEHKJIATyPHOU
NPUHAICKHOCTA  MEIUIIMHCKOTO  M3JENHS  COTJIaCHO  HOMEHKJIAType
MEIUIMHCKUX U3JIeui, mpuMeHsemon B Corose;

71) aHanu3 6e30macHOCTH U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA
B COCTaB€ MEIMIIMHCKOTO W3JICNHs, €r0o BIMSHUSA Ha (YHKIIMOHAJIBHOCTH
MEIUITMHCKOTO M3JENHs, COBMECTHMOCTH JIEKAPCTBEHHOTO CpPEJICTBa C
MEIUIMHCKUM H3JeIueM (3a MCKIIOYCHHEM MEIUIMHCKHX H3ICIUH IS
JMAarHOCTUKKM  IN  Vitro). JlekapcTBEHHOE CpPEACTBO  JODKHO — OBIThH
3apETUCTPUPOBAHHBIM M pPa3pelieHHBIM K IPUMCHEHHIO B TOCYIAapCTBE —
MIPOM3BOIMTEIEC JICKAPCTBEHHOTO CPEJICTBA;

M) aHaJu3 OMOJIOTHYECKOW O€30MacHOCTH MEIUIIMHCKOTO W3JeNus Ha
OCHOBE aHajM3a BCEX MaTepHaJOB >KMBOTHOTO WM YEJIOBEUYECKOTO

MPONUCXOKACHUA, BXOOAIINMX B MCAUITUHCKOC U3ICIIUC, d TAKIKC I/IH(I)OpMaLII/II/I
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0 MOoA0Ope HCTOYHHMKOB (IOHOPOB), OTOOpe Marepuaja, IPOIECCHUHTE,
XpaHCHUH, TECTUPOBAHWUH, BAIMJALMHA TPOIEAYP TECTUPOBAHUSA, a TaKKe
oOpamieHusi ¢ TKaHSAMH, KJICTKaMH, CYOCTaHUUAMH IKUBOTHOTO WIIU
YeJIOBEUECKOT0 MPOUCXO0XKICHUSI, KyJIbTypaMu MUKPOOPTaHU3MOB U BUPYCOB;

H) aHAJIU3 TPOUEAYPHl M METOJOB CTEPUIIU3AIMHU MEIUIIMHCKOTO
U3JIeNus, MaTepuaioB, OOOCHOBBIBAIOIIUX  CIOCOO  CTEpUIM3AlIUM,
IpeaiaraeMbIX METOJOB KOHTPOJIA KadecTBa M OMNPEACICHUS OCTAaTKOB
CTEpWIM3YIOIIETO BeIlecTBa NpPU NPUMEHEHUHM XUMHUYECKOro crocoba
CTEpUIIN3AIUY;

0) U3yY€HHE BAJIUAHOCTH TMPOTPAMMHOTO OOECIEUYCHUs Ha OCHOBE
aHanMM3a JaHHBIX O ero Bepu(HWKaMW MW BalWJAlldA, B TOM YHCIE
uH(OpMaIlUA O €ro pa3paboTKe W TECTHPOBAHWHM HA NPEANPUATHH U TIPU
MYJBTHIICHTPOBBIX ~ HMCCIEJOBAHUAX, JaHHBIX 00 uUJAeHTUPUKAIUK U
MapKHUPOBKE OMEPAIMOHHON CUCTEMBI;

M) aHaJIU3 OT4YeTa O CTAaOWJIBHOCTH MEIUIIMHCKOTO  W3JIETus,
000CHOBAHHOCTH 3asBJICHHOTO CPOKA XpaHEHUS;

p) aHayIu3 1UIaHa cOopa JaHHBIX MO 0e30MacHOCTU U A(PPEKTUBHOCTH
MEIUIIMHCKOTO U3/ Ha TTOCTIPOJAKHOM ITarle;

¢) ananu3 WHGOPMAIIMU O MapKETUHre (€CIM METUIIMHCKOE H3CINE
HAXOJUTCS B OOpAIICHUH Ha PhIHKE OoJiee 2 yieT) (P HaJIWYHUK);

T) aHAJIM3 TIPEACTABICHHBIX IPOM3BOIUTEICM CBEIACHUN O HAJIUYHH
WM 00 OTCYTCTBHHM COOOIIEHWA O HECUYACTHBIX CIydasX W OT3bIBAX C PhIHKA
MEIUIIMHCKOTO W3JENUs, O HEeXKENaTeIbHbIX COOBITUSAX W (MJIM) HECYACTHBIX
Clly4asiX, CBSI3aHHBIX C HCIOJB30BAaHUEM MEIUIIMHCKOTO  HW3JEIHs,
YBEJOMJICHHM 1O O€30MacHOCTH MEAUIIMHCKOTO W3ACNHsI, TMOaXoaa K
PaCCMOTPEHHIO 3THUX MPOOJIEM M WX PEIICHHS MPOU3BOIUTEIAMU B KaXKIOM
U3 TaKUX CIy9acB, ONMMCAHUS KOPPEKTUPYIOIIUX ACHUCTBUMN, MPEINPUHATHIX B

OTBCT HaA YKa3aHHBIC ClIy4aHd, a TaAKKC COOTHOLICHUA YPOBHA IHPOLAXK U
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KOJIMYECTBA HECUACTHBIX CIIYYa€B U OT3BIBOB MEIUIIMHCKOTO WU3JCIUS U3
oOpailieHus;

y) aHallu3  MPEJCTABIEHHBIX  MPOU3BOJUTEIIEM  CBEIEHUU O
COOTBETCTBUHU MEIUIIMHCKOTO W3JACIHS OOIMM TpeOOBaHUSIM 0€30MacHOCTH
1 3(PphHEeKTUBHOCTH MEIUIIMHCKUX U3JICTINH, TpeOOBAaHUAM K UX MAapKHUPOBKE U
IKCIUTyaTaIlMOHHOM TOKYMEHTAIINH HA HUX;

¢) orenka PYKOBOJICTBA MOJIb30BaTENS (MHCTPYKIMH o
MEIUIMHCKOMY IPUMEHEHHIO) M SKCIUTYaTall[MOHHOW JOKYMEHTAIIHH;

X) OlLIEHKa MapKUPOBKU MEIUIIMHCKOTO U3JIETUS;

II) aHaju3 JOKYMEHTOB, MOATBEPKIAIOIMIMX PE3yJIbTaThl HUCIBITAHUN
MEUITMHCKUX H3JIeIUH B IESIX YTBEP)KICHUS THIA CPEACTB H3MEPEHUI
(B OTHOIIEHWH MEIWIMHCKUX W3JCTUH, OTHECEHHBIX K CpEICTBaM
U3MEPEHUN, NTIEPEUYCHb KOTOPBIX yTBepkKaaercs Komuccuein).

25. Ilpu mpoBeaeHUN JKCIEPTU3bl MEIUIIMHCKOTO M3CNIUS B Cilydae
HEJI0OCTATOYHOCTH JIJIsl TIOJITOTOBKU IKCIIEPTHOTO 3aKJIIOYCHHUSI MaTEPUAIIOB U
CBEJICHUH, COJIEpXKAIIUXCA B 3asBIICHUU O PErUCTpalldd W JOKYMEHTax
PErUCTPAllMOHHOTO  JOChE€,  YIOJHOMOYEHHBIM  opraH  (dKCIepTHas
OpraHu3allys) HamnpapiIseT 3asBUTEII0 COOTBETCTBYIONIMHM  3ampoc ¢
yKa3aHHUEM XapakTepa 3aMeyaHuid M crmoco0a WX ycTpaHeHus (mamee —
3ampoc). 3ampoc HampaBisIeTCS OJHOKPATHO U MOXET ObITh MepeaaH
3asIBUTEJIIO JIMYHO MOJI PACIUCKY, HAIIPABJICH IO MOYTE 3aKa3HBIM MOYTOBBIM
OTIPABJICHUEM C YBEJIOMJIEHUEM O BPYUECHHUH JMOO MepeaaH B dJIEKTPOHHOM
dopMe 1O TEICKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3M WId B  (dopme
ANEKTPOHHOTO JIOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOMN MOIHUCHIO.

3asBUTENb O0s3aH TMPEJICTaBUTh OTBET Ha 3ampoc B  CPOK,
He TpeBblmnarIui 60 padoyux JHEH co JHS MoJydeHus 3ampoca. B ciaydae

HCIIPCACTABJICHUA YKA3aHHOI'O OTBCTa B CPOK YHOHHOMOquHBIﬁ opraH
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(3kcmepTHasi ~ opraHu3alnus) [PUHUMAET pPEIICHWEe Ha  OCHOBAHUHU
JIOKYMEHTOB, UMEIOIITUXCS B €r0 PACIOPSAKEHUH.

26. Ilepuon co maHS HampaBlICHHS 3ampoca 10 JHSA IOJTYYCHHS
YIOJHOMOYEHHBIM OpraHOM (PKCIIEPTHOM OpraHu3alueil) oTBeTa Ha 3ampoc
HE YYHUTBHIBAETCA TP HCUUCICHUU CpPOKa TMPOBEIACHUS DKCIEPTHU3DI
MEJIUIIMHCKOTO U3/IEIHS.

27. OCHOBaHUSAMH [IJI1  BBIHECEHHUS YIMOJHOMOYECHHBIM OPTraHOM
(9KCIIepTHOM oOpraHu3anueil) 3akioueHuss o0 OTKa3e B pErucTpanuu
MEUIIMHCKOTO U3JIENHS SIBIISIOTCS:

a) HEMOATBEPKICHHE COOTBETCTBYIOLTUMU MaTepHuaiaMmu u
CBEJICHUSIMU, COJICPKAITUMHUCS B PETUCTPALIMOHHOM JI0ChE, KaueCTBa, U (WJIH)
3 PekTUBHOCTH, U (UJIU) OE€30MACHOCTH MEIUIIUHCKOTO U3/ICIINS;

0) mpeBbIIIIECHUE PUCKA NPUYUHEHHUS Bpela 3J0POBBIO TpPaXKIaH U
MEJUIIMHCKUX pa0OTHUKOB BCIICICTBUE MMPUMEHEHUS MEIUIIMHCKOTO U3ETHS
HaJ 2P(HEKTUBHOCTHIO €T0 MPUMEHEHUS;

B) HEYCTPAHCHME BBISIBJICHHBIX HAPYIICHUM W (WJIM) HEMPEICTaBICHUE
JIOKYMEHTOB TI0 3a1pocy.

28. Ilpu HEOOXOAUMOCTH YIOJIHOMOYEHHBIE OpTraHbl (dKCIEPTHHIE
OpraHu3allfK) TOCYAApCTB MPU3HAHKS MOTYT HAMPABISTH C UCTIOJIH30BAHUEM
CPEIICTB WHTErpUpOBaHHOU cucTeMbl (CoOr03a B YMOJIHOMOYEHHBIM OpraH
(3KCMEepTHYIO OpraHu3alnio) pehepeHTHOro TOCyJapcTBa CBOM 3aMeYaHus U
NpeUIOKEeHUsT 10  O(QOopMIIEHHST OSTUM  YIOJHOMOYEHHBIM  OPTraHOM
(3KCTIEpTHOM OpraHu3aluen) SKCIEPTHOTO 3aKJIFOUEHUS.

B xone cormacoBaHusi 3KCHEPTHOTO 3aKIIOUYECHUS] YHOJIHOMOYEHHbBIE
OpraHbl  (OKCHEPTHBICE  OPTaHW3allMM)  TOCYJAapCTB-YJICHOB  MOTYT
B3aMMO/ICUCTBOBATh JIPYT C JAPYIOM JJis yPEryJIUPOBAaHUSI BO3HUKAIOIIMX

BOITPOCOB.
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29. Tlocnie odopmieHUST YKCIIEPTHOTO 3aKIIOUCHUS YIIOJTHOMOYEHHBIN
opraH (3KCrepTHasi opraHusaius) pe()epeHTHOr0 ToCcyJjapcTBa pa3MeIIacT B
CBOEH uH(popMaImoHHON CHUCTEME AKCIIEPTHOE 3aKJIIOUYECHUE.
YHOJTHOMOYEHHBIE  OpraHbl  (PKCIEPTHBIE  OpPraHHU3aldH) TOCYJapCTB
NpU3HAHUA B CpPOK, HEe mpeBblmaromuid 30 KaleHJapHbIX AHEH CO JHS
pa3MelieHrsT YIOJHOMOYEHHBIM OpPraHoM (IKCIEPTHOW OpraHu3alueil)
pedepeHTHOrO TrocyJapcTBa HKCHEPTHOTO 3aKJIIOUYEHUS, HAMNpaBisOT B
YIOJHOMOYEHHBIM OpraH (PKCIEPTHYIO OpraHu3ainuio) pedhepeHTHOTO
rocyJapcTBa MoJTBEPKIACHUE COTIacoBaHUs (HECOTIACOBAHUS) AKCIIEPTHOTO
3akmrodeHusi (¢ o0ocHOBaHHMeM) Mo (Gopme corjiacHO mpuioxkeHuro Ne 6
C UCIIOJIb30BAaHUEM CPEJICTB UHTErPUPOBAHHOM cuCcTEMBI COI03a, B TOM YHCIIE
NPaBWIBHOCTU TMEPEeBOJa PYKOBOJCTBA TMOJIb30BATENSI (MHCTPYKIUU TIO
MEJIUIIMHCKOMY MPUMEHEHUIO), MAapKUPOBKM MEIUIIMHCKOTO W3JENUs Ha
rOCyJJapCTBEHHbIE  S3bIKK B COOTBETCTBUM  C  TpeOOBaHMUIMU
3aKOHOJATEIhCTBA rOCYJaPCTB-YJICHOB.

B ciay4dae HEMPEACTABICHUS rocyJiapcTBaMu MPU3HAHUS
MOATBEPKJICHUS COTJIACOBaHUS (HECOTJIACOBAHUSI) SKCIIEPTHOIO 3aKJIFOUCHUS
B TeucHUE 30 KAJICHIAPHBIX JHEW CO JHSA Pa3MEUICHHUS YIOJIHOMOYEHHBIM
opraHoM  (PKCIIEPTHOM  oOpraHuzammei) pePepeHTHOro TocyAapcTBa
HKCHEPTHOTO  3aKIIFOYEHUS  DKCIEPTHOE  3aKIIOYEHHE CUUTAETCS
COTJIACOBAHHBIM.

B teuenne 10 pabouux naHEH cO [HA COIJIACOBAHUSI SKCHEPTHOIO
3aKJIIOUYEHUS  TOCYJAapCTBaMHM  MPU3HAHUSL  YIIOJTHOMOYEHHBIM  Opras
pedepeHTHOTO TOCyJapcTBa NPHUHUMAET PEIICHHE O  PEruCTPaIiH
MEJUIIMHCKOTO M3JIeNMsd W pa3MellaeT B €AUHOM PEECTpe MEIUIIMHCKUX
W3IEIUI, 3apETUCTPUPOBAHHBIX B pamkax Coro3a, CBEICHUS O MEAUIIMHCKOM

HU3ACIIMU, PYKOBOIACTBO IIO0Jb30BATCIIA (I/IHCTPYKI_II/IIO o MCIAHUIHNHCKOMY
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MPUMEHEHNIO) U M300paKeHUE YTBEPKIECHHONW MapKUPOBKH MEIUIIMHCKOTO
U3JICTIHSI.

30. YrosiHOMOYEHHBIM Opran pedepeHTHOTO TOCyAapCTBa B TEUEHUE
10 pabouux JHEW CO IHS MPUHATHS PEUICHUS O PETUCTPALMH MEAUIIMHCKOTO
u3zienusi 0pOPMIISIET PETUCTPAIMIOHHOE YIOCTOBEPEHHUE WM TPHIOKEHUE K
HEMY MO0 yBEJOMIISIET 3asIBUTENS 00 OTKa3e B PErUCTPAIIMN MEIUIIMHCKOTO
W3MIeTUs JIMYHO TI0J] PACIUCKy, HANpaBsieT YBEAOMJICHHE II0 TIOYTE
3aKa3HBIM TIOYTOBBIM OTIIPABJICHUEM C YBEJOMIICHHEM O BPYUYEHUHU JHOO
NepeslaeT ero B AJICKTPOHHOW GopMe MO TEICKOMMYHUKAITMOHHBIM KaHajiam
CBSI3M WU B (hOpPME DIEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO JIEKTPOHHOMN

IO IITUCHIO.

I11. TIpouenypa coriacoBaHus SKCIIEPTHOTO 3aKIFOUCHUS

31.[Ipu npoBeAeHWHM COTJIACOBAHHUS OAKCIEPTHOTO  3aKIIOUCHUS
rocyJlapcTBa IPU3HAHUS TPOBOASAT OICHKY JKCIEPTHOTO 3aKIIOYSHUS
pedepeHTHOrO rocyrapcTBa Ha MpeIMET MOJTHOTHI U JIOCTATOYHOCTH JaHHBIX,
NOATBEPKIAOIIMX  0€30IaCHOCTh,  KayecTBO M 3(P(PEKTUBHOCTH
MEIUIIMHCKOTO U3/IEJIHSL.

32. CormacoBaHue JKCIEPTHOTO 3aKIIOYEHUS SBISIETCS OCHOBAaHUEM
JUISL IPUHATHS PEIICHUS O PETUCTPAIIN MEIUITUHCKOTO U3ACIIHS.

33. OcHOBaHHMEM [IJII HECOIVIACOBAHUS OAKCIEPTHOTO 3aKIIOUCHUS
pedepeHTHOTO TOCYAapCTBa SBISACTCS HAIMYHUE CBUACTCIBCTB O TOM, YTO
abhdexkTuBHOCT, W (WiK) O€30MaCHOCTh MEIUIIMHCKOTO HW3JACIHS HE
MOATBEPIKICHBI CBEJCHUSIMU, MPEACTABICHHBIMH B PETHUCTPAIMOHHOM J0ChE,
WM O TOM, YTO PHUCK IPUIMHCHHS BpeJia 3I0POBBIO TPAKIaH U MESIUIIMHCKUX
pabOTHHUKOB BCIIECACTBHE MPUMEHCHHS MEIMIIMHCKOTO HM3JCIHS IMPEBBIIIACT

3 PEKTUBHOCTH €r0 TPUMECHECHMUSI.
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34.1lpu OTCYTCTBUM KOHCEHCyCa IO COIJIACOBAHUIO JKCIEPTHOTO
3aKJIIOYEHUs  YpPEryJIMpOBAaHUE PA3HOIJIACUN  OCYILUECTBISICTCS  IyTEM
oOpamieHusi yIMOJHOMOYEHHOTO OpraHa peQepeHTHOro rocyJapcTBa B
KOHCYJIbTATUBHBIA KOMHUTET MO MEIUUMUHCKUM wu3aenusMm npu Komierun
Komuccuu (nanee — KOHCYJIbTaTUBHBINA KOMUTET).

YTIONHOMOYEHHBI OpraH (3KCHepTHas opraHu3anus) pedepeHTHOro
rocyJapcTBa HapaBJisieT B KOHCYJIbTaTUBHBI KOMHUTET 3asiBJICHUE Ha OJaHKe
YIOJHOMOYEHHOTO OpraHa (SKCHEPTHOW OpraHu3aluv) O HEOOXOJMMOCTU
pPacCMOTpPEHHs] pa3HOTJIacuil C yKa3aHHEM OOIIUX CBEACHUN O MpeaMeTe
pa3HoIJIacMii W CBEACHHM 00 WTOrax TMPOBEJACHUS TIEPErOBOPOB U
KoHCynbTalui. K 3asBieHuio MOryT mpuwiaraTbCs JHOOblE MaTepHalbl,
OOOCHOBBIBAIOIINE TO3UIHUI0  YIOJHOMOYEHHOTO oOpraHa (3KCIEepTHON
opranusaium) peepeHTHOro rocy1apcTBa Mo MPEAMETY Pa3HOTIACHIA.

[Tocne nosydeHus 3asBICHUS U MPUIATAEMBIX K HEMY MaTE€pUaOB OT
YIOJHOMOYEHHOTO0 OpraHa (PKCIEpPTHONW oOpraHu3aluu) peQepeHTHOro
rocyJapcTBa KOHCYJIbTATUBHBIM KOMHUTET 3allpalllMBacT y YIOJHOMOYEHHBIX
OpraHoB (SKCHEPTHBIX OpraHu3aluil) rocyJapcTB MPU3HAHUSA MaTepHUalbl,
NOATBEPKIAOIINE UX MTO3ULIMIO IO MPEAMETY PA3HOTIIACHH.

Ilocne momyuyeHus MarepuaioB OT YIOJIHOMOYEHHBIX OPIraHOB
(3KCMEPTHBIX OpraHu3alniil) KOHCYJIbTATUBHBIA KOMHUTET HAaIpaBIsET
YBEJOMJICHHS] O MPOBEACHUHU 3aCEJaHusl MO0 YPEryJIUpPOBAHUIO pa3HOrIaCUi
YIOJIHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OPTaHU3ALUSAM).

KoHcynbTaTuBHBIII ~ KOMHUTET  OO€cleuMBaeT  OpraHu3alui U
IPOBEACHUE 3acelaHusl MO YpEeryJMpoBaHUIO pa3Horiacuil. B 3acemanum
OPUHUMAIOT  y4acTUE  MPEACTAaBUTEIM  YNOJHOMOYEHHBIX  OpPraHOB
(3KCIEpPTHBIX OpraHu3aluil) peQepeHTHOro rocyAapcTBa M TOCYAapCTB

IMIPU3HAHWA.
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[Io wroram 3acemaHus NOPUHAMACTCS PEIICHUE, KOTOPOE HOCHUT
PEKOMEHIATEIbHBIN XapaKTep.

Cpok yperynaupoBaHHsl Pa3HOTJIACHUM B OTHOIIEHWUU COTJIACOBAaHMS
OKCIIEPTHOTO OTYeTa HE JAOJKEH mpeBbimarh 30 pabouux AHEW co AHsS
HaIMpaBJCHUsl YMOJHOMOYEHHBIM OpPraHoM (SKCHEPTHOM oOpraHusaiuei)
pedepeHTHOTO rocynapcTBa COOTBETCTBYIOIIETO 3as1BJICHUSA B
KOHCYJIbTATUBHBIN KOMUTET.

35. HecornmacoBanue  SKCIEPTHOTO  3aKIIOYEHUS  pedepeHTHOro
rocyJlapcTBa B OJHOM M3 FOCYyJAapCTB MPU3HAHUS SIBJSETCS OCHOBAHUEM IS
OTKa3a B OOpalleHWd MEIUIMHCKOTO W3ACIUS Ha TEPPUTOPUU OSTOTO

rocyJIapcTBa.

[V. DkcnepTusa n3BMEHEHUH, BHOCUMBIX B PETUCTPALIMOHHOE JTOChE

36. DkcnepTu3a U3MEHEHUM, BHOCHUMBIX B PETHCTPALIMOHHOE J10ChE,
OCYIIECTBISICTCA YIMOJHOMOYEHHBIM OpPraHoOM (SKCIEPTHOW OpraHu3aIuei)
pedepeHTHOro TOCylapcTBa W BKJIIOYAaeT B C€e0s OLEHKY IOJHOTHI,
KOMIUIEKTHOCTH W TIPaBUJILHOCTH O(OpPMJICHUS JOKYMECHTOB, BIIMSIHUS
BHOCHMBIX M3MEHEHUN Ha O€30MacHOCTh, KauecTBO U A(DPEKTUBHOCTH
METUITMHCKUX U3CITHHA.

37. Ilpon3BoauTellb B TEUCHHE 2 MECSIICB CO JTHS BHECEHHUS M3MEHCHUH B
JOKYMEHTBI TIPEICTaBICHHOTO B paMKax PETHCTPAIMH MEAUIIMHCKOTO H3IEIHSI
PETUCTPALMOHHOTO JIOCKE 00s13aH MHUIMUPOBATH NPOIICAYPY BHECEHHST NI3MEHEHUIA
B PETUCTPAIIMOHHOE JIOChE IMyTeM HAIIPaBJICHUSI B YIOJHOMOYEHHBIM OpraH
(3KCIIEPTHYIO OpraHMU3aIIHIO) pedepenTHOTO rocyJlapcTBa
COOTBETCTBYIOIIETO 3asBIICHUs] 1O (opMe COTJIaCHO MpuoKeHuro No 7
(masiee B HACTOSIIEM pa3liefie — 3asBJICHUE) C MPUII0KEHUEM JOKYMEHTOB,

MOATBCPIKAAOIUX U3MCHCHUS 110 IICPEUYHIO COTTIACHO IMPUITIOKCHUIO Ne 8.
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38. 3asBneHne W  JOKYMEHTHI, TOATBEPXKIAIOMINE  W3MEHEHUS,
pa3MenialoTcsl yINOJHOMOUYEHHBIM OpPraHoM (SKCIEPTHOM OpraHu3aiueil)
pedepeHTHOro rocyJapcTBa B CBoeii MH(GOPMAIIMOHHOW CUCTEME U JIOCTYITHBI
TOJIKO 3aMHTEPECOBAHHBIM  YIOJTHOMOYEHHBIM oOpraHaM (3KCHEPTHBIM
OpraHu3alMsIM) TOCyAapCTB-UJICHOB.

39. YomHOMOuUeHHbIE OpraHbl (9KCTIEpTHBIE OpraHU3aIHN)
rocylapcTB mnpu3HaHusi B TeueHue 30 pabouux JHEH CO JHS pa3MEIICHUs
YIIOTHOMOYEHHBIM ~ OpPraHoM  (9KCHEpPTHOM  opraHuzauuer) pedepeHTHOro
rocyJiapcTBa B CBOEH HMH(POPMAIMIOHHON CHCTEME 3asBIICHUS M JIOKYMEHTOB,
MNOJATBEP)KIAIOIIMX ~ M3MEHEHHs, MOIYyT C  HCHOJBb30BAaHHEM  CPE/ICTB
UHTErpupoBaHHOM cucteMbl (Coro3a HaNpaBUTh B YIIOJHOMOYECHHBIM OpraH
(9KCHEpTHYIO OpraHu3aIyio) pedepeHTHOr0 TOCYAapCcTBA CBOM 3aMEUaHUs |
NPEIJIOKEHNUS IO MOATOTOBKA 3THUM OpraHoM (OpraHu3aiyien) 3KCIIEpPTHOrO
3aKITFOYEHUS TI0 (POpME COTTIaCHO MpHIoKeHHo Ne 9.

B Tewenme 5 pabGoumx pgHEH €O JHS TIOCTYIUICHUS 3asBICHUS
U JIOKYMEHTOB, IOJTBEPXKIAIONINX HW3MEHEHUS, YIIOJTHOMOYEHHBINH OpraH
(3KcrepTHas opraHu3aiys) peepeHTHOIO TOCYIapCTBa MPOBOJUT IIPOBEPKY
MOJHOTBI U IOCTOBEPHOCTHU COJEPHKAIIUXCS B HUX CBEJCHUI.

B cnydae ecnm 3asBieHue oGOpMIICHO C HapyIICHHEM TpeOOBaHUIA,
YCTaHOBJICHHBIX HacTosmumu [lpaBunamu, u (W) B 3asBICHUU YKa3aHbI
HEJIOCTOBEPHBIC CBEJICHUS JIMOO JOKYMEHTHI, MOTBEPKIA0IIUE U3MEHEHHUS,
MIPEJICTABIICHBI 3asIBUTEJIEM HE B IMOJHOM O0OBbEMeE, YIOJIHOMOUYCHHBIM OpraH
(9kcmiepTHasi opraHuzanus) pe(epeHTHOro TrocyJapcTBa HE TO3JHEE
30 paGoumx mHEW CO JHS TOCTYIUICHUS TaKWX 3asBICHUS U JOKYMEHTOB
YBEIOMIISIET 3asBUTENSI O HEOOXOIWMOCTH YCTpPaHEHHUS BBISBICHHBIX
HapymeHnd W (WIM) MPEACTaBICHUS OTCYTCTBYIOIIMX JTOKYMEHTOB ITyTEM
nepeayd  YBEJAOMJICHMSI  3asBUTENIO JIMYHO TMOJI PACHHUCKY, JHOO

HaIlpaBJICHUA  YBCAOMJICHHA  3dKA3HBIM  IMOYTOBBLIM  OTIIPABJIICHHUCM C
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YBEJOMIICHHEM O BPYYEHHH, JUOO NEeperadyn B 3JIEKTPOHHOU (opme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHallaM CBSI3M WIM B (OpME 3JIEKTPOHHOTO
JIOKYMEHTA, OAMUCAHHOTO 3JIEKTPOHHOMN MOAMKCHIO.

B Tteuenue 3 pabouux AHEH cO JHS MPENCTABICHUS 3asBICHUS U
JIOKYMEHTOB, TMOATBEPKIAIOIIUX H3MEHEHUs, OQOPMIICHHBIX HaJIeKalUM
o0pazom, YIIOJJTHOMOYEHHBIA  OpraH (oKcriepTHAasT ~ OpraHU3aIus)
pedepeHTHOTO TroCylapcTBa NPHUHUMAET pEUIEHHWE O Hayaje MpoLeayphbl
BHECEHMS U3MEHEHUH B PETUCTPALIMOHHOE JI0ChHE.

40. 3asBUTEN> TPEACTABISIET OTBET Ha 3alpoC YMOJIHOMOYEHHOIO
opraHa (SKCIEPTHOW OpraHu3aldh) B CPOK, HE MPEBBIIIAIOIIUN
60 kaneHmapHbIX JHEW cO JHSA MOJY4YeHUs dTOro 3ampoca. B ciyuae
HEMpEACTaBJICHUsI OTBETAa B YKAa3aHHBIM CPOK YIOJIHOMOYEHHBIM Oprax
(okcriepTHass ~ opraHM3anysg) ~OPUHAMAET  pEIICHHE Ha  OCHOBAHHHU
JOKYMEHTOB, UMEIOIINXCS B €r0 PACIIOPSKEHUU.

41. Tlepyon co [HS HampaBJCHHS YHIOJIHOMOYEHHBIM OpPraHoOM
(9KCTIePTHOM OpraHM3anuei) 3ampoca J0 JTHS MOJIyYeHUs OTBETa Ha 3ampoc
HE YYUTBHIBAETCA NPU HCUUCICHUU CpPOKA TMPOBEACHUS SKCHEPTHU3bI
MEIULUHCKOTO U3JEIUS.

42. BHeceHuEe M3MEHEHHUI B PETUCTPALMOHHOE JI0ChE OCYLIECTBIISIETCS
Ha OCHOBAaHMM PE3YJbTATOB BKCIEPTU3bl 3TUX M3MEHEHUW B CPOK,
He npeBblimarmuil 30 pabounx gHEN co HA MPEACTaBICHUS 3asBICHUS U
JOKYMEHTOB, MOATBEPKIAIOIINX H3MEHEHUs, O(OPMIICHHBIX HaJIeKalluM
obpazom.

43. OCHOBaHHMSMHU JJIS TOATOTOBKH  YIIOJTHOMOYEHHBIM OpPraHOM
(okcmiepTHO#  OpraHuzainueii) pedepeHTHOTO TOCYAapCTBa AKCIEPTHOTO
3aKJIIOYEHUSI O HEBO3MOXHOCTH BHECEHHS] M3MEHEHUN B PErMCTPALlMOHHOE

HJOCBC ABJIAIOTCA:
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a) HEJJOCTOBEPHOCTh MPEJICTABICHHBIX CBEJACHUN, O00O0CHOBBIBAIOIINX
BHECCHUE U3MCHCHUM;

0) OTCyTCTBHUE CBEJICHUH, MOATBEPKIAFOIIHNX HEU3MEHHOCTh
(YHKITMOHAJILHOTO Ha3HAYCHHS W (WJIM) TIPUHIIMIA JCHUCTBUS MEAUIIMHCKOTO
U3JIeTUs B CBSI3U C BHOCUMBIMH U3MEHECHUSIMU;

B) HEYCTPAHCHHE BBISIBJICHHBIX HAPYIICHUN U (WJIM) HEMPE/CTABICHUE
OTCYTCTBYIOIIUX JJOKYMEHTOB.

44. DkcnepTHOE  3aKJIOYEHHE ©  PYKOBOJCTBO  IOJb30BATENS
(MHCTPYKILHS 10 MEIMIIMHCKOMY MPUMEHECHHUIO), U300paKCHHEe MAapKUPOBKH
MEJIUIIMHCKOTO U3/IENIUS HA PYCCKOM SI3bIKE Pa3MENIAlOTCs YIIOJIHOMOYEHHBIM
OpraHoMm (IKCIEPTHOW OpraHu3anueil) peepeHTHOrO TOCyJapcTBa B CBOCH
MHPOPMAIMOHHON CHUCTEME U JIOCTYNHBI TOJBKO 3aMHTEPECOBAHHBIM
YIOJHOMOYEHHBIM OpraHaMm (KCIEPTHBIM OpraHu3alusaM) TOCyAapCTB-
YJICHOB.

45. T'ocynapctBa mpusHanus B Teuenne 10 paGoumx gHed co JHS
pa3MelieHusT YIOJTHOMOYEHHBIM OpPraHoM (DKCIEPTHOM OpraHu3alueil)
pedepeHTHOTO rocymapcTBa B CBOed  MH(OpMAIMOHHOW  cUCTeME
OKCIIEPTHOTO 3aKJIIOYCHHS BIPABE HAMPaBUTh B YIOJHOMOYEHHBINM OpraH
(9KCIIEPTHYIO OpraHu3anuio) pedepeHTHOTO TOoCyJapcTBa 3aMEYaHus U
npeIoxKeHus (C 000CHOBaHUEM).

46. B ciyuae ecid BHOCHMMBIE HW3MEHEHMS KacarOTCsl CBEJCHMUIA,
COJICPKAIIIUXCSI B PErUCTPAIlMOHHOM YJAOCTOBEPEHUHU, YIOJHOMOUYCHHBIM
opran pe(epeHTHOro TOCyJapCcTBa BBIIAET HOBOE PErHUCTPAIIMOHHOE
yIOCTOBEPEHUE C COXPAaHCHHEM TIPEKHEro HoMepa (C yKa3aHHEM JaThl
BHECEHUS COOTBETCTBYIOIINX U3MEHEHUN ).

47. YIOJIHOMOYEHHBIH OpraH pe(epeHTHOro rocyaapcTBa B TECUCHUE
10 paGouux JTHEM CO JIHS MPUHSATUSI COOTBETCTBYIOIIETO PEIICHHUS:

a) ohopMIIsieT perucTpalMOHHOE YIOCTOBEPEHHUE;
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0) pa3memiaeT B €IMHOM  pEECTpe  MEIUIMHCKUX  W3CIIHH,
3apErUCTPUPOBAHHBIX B paMKax Cor03a, CBEJCHHS O BHECEHUH M3MEHCHUU B
PETUCTPAIMOHHOE JIOChE B MOPSIKE, YCTAaHOBICHHBIM Komwuccuen, a Takxke
CKAaHUPOBAHHbBIE KOMMU JOKYMEHTOB, B KOTOPbIE BHECEHBI N3MEHEHUS;

B) YBEJIOMJISIET 3asiBUTENIsI 00 OTKa3e BO BHECCHUM W3MEHEHUU B
PETUCTPAlUOHHOE JOChE MYTEM IME€peladyd YBEAOMJIEHUS JIMYHO IIOJ
pacnucKky, Ju00 HaIpaBlE€HUsS COOTBETCTBYIOIIETO YBEIOMJICHUS 3aKa3HBIM
MOYTOBBIM OTIIPABJICHUEM C YBEAOMJICHUEM O BPYUYEHHH, JTUOO Mepe/iadyu B
AJIEKTPOHHOU (PopMe MO TEIEKOMMYHUKAIIMOHHBIM KaHajdaM CBS3U WM B

(dbopme 3IEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOJIIUCHIO.

V. Ilopsi 10K TPUOCTAHOBIIEHUS UJIA OTMEHBI JEUCTBUS
(aHHYTMPOBaHHUS ) PETUCTPALIMOHHOTO YOCTOBEPEHHUS

48. IlprocTaHOBJIEHUE JACUCTBUS PErUCTPALMOHHOTO YAOCTOBEPEHUS
OCYUIECTBIISICTCA YIOJTHOMOYEHHBIM OpPraHoM pedepeHTHOTO TocyaapcTBa
B CIEAYIOIINUX CIy4dasx:

a) Mo pe3yjlbTaTaM MOHHUTOpHUHTa OE€30MaCHOCTH, KadecTBa U
3 PEKTUBHOCTH MEAUIIMHCKUX W3JCJIUN B MTOCTPETUCTPAIMOHHBIN MTEPUOJ] —
IIPU BBISIBJICHUU TMOTEHIIMAILHOTO CEPhE3HOT0 PHUCKa JJis OOIIECTBEHHOIO
310POBbBS;

0) Mo pe3yabTaTaM TOCYJapCTBEHHOTO KOHTPOJS 3a oOparieHueM
MEIUIIMHCKUX W3JENNi — TpU HAIWYUKW CBEACHUHM O ¢akrax u
00CTOSITENILCTBAX, CO3JAIONIUX YIPO3y KU3HU U 3J0POBBI0 TPaXJaH WU
MEIUIMHCKUX PAOOTHUKOB MPU MPUMEHEHUH U SKCILTyaTallui MEIUIIMHCKUX
WU3JICIINH.

49. Pemmienne O TIPUOCTAHOBJIICHWM JEHCTBUSI PETHCTPAIIMOHHOTO
yInocToBepeHus (C ykKa3aHWEM NpPHYWH, JaThl M CPOKA MPHUOCTAHOBIICHU)
NPUHUMAETCA YINOJHOMOUYCHHBIM OPraHoM pe(epeHTHOro TocyJapcTBa

B COOTBCTCTBUHU C 3dKOHOAATCIILCTBOM 3TOTI'O I'OCyAapCTBA-YJICHA.
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50. Cpok MPUOCTAHOBIICHUS JEeUCTBUS PETUCTPALIUOHHOTO
YAOCTOBEPEHHUSI HE MOXET IMPEBbIIIATh 6 MECSIEB, MIPU TOM peanu3anus U
NPUMEHEHUE TaKuX  MEIUIMHCKMX wu3genud B pamkax  Corosa
HE JIOITyCKAKTCS.

YOJIHOMOYEHHBIN opraH pedepeHTHOTO rocyJiapcTBa
HE3aMEJIJIUTEIbHO WH(POPMUPYET YIOJHOMOYEHHBIE OpraHbl TOCYJIapCTB
MPU3HAHUS, TPOU3ZBOAUTENS WJIM €ro YINOJIHOMOYEHHOTO MPEACTABUTENS U
Komuccuro 0 MIPUOCTAHOBJICHUH JEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS M BHOCUT COOTBETCTBYIOIIME CBEIACHUS B E€IUHBIA PEECTP
MEJIUIIMHCKUX U3/IEIUH, 3apErUCTPUPOBAHHBIX B pamkax Coro3a.

51. 3asBuTENL B TEUCHHE YCTAHOBJICHHOTO YIIOJHOMOYEHHBIM OPTraHOM
pedepeHTHOTO TocyaapcTBa Cpoka OO0si3aH YCTPAaHUTh OOCTOSTENbCTRA,
MOBJICKIIINE TPUOCTAHOBIICHHUE ICHUCTBUS PETUCTPALMOHHOIO YOCTOBEPEHHS,
yYBEJOMUTH 00 3TOM B MUCHBMEHHOW (hopMe ITOT YMOJTHOMOYEHHBIN OpraH
(c mpunoXeHueM MOATBEPKIAIIMNX JOoKyMeHToB). Ilo pe3ynbraTtam
PacCMOTPEHUS MIPEICTABICHHBIX 3asIBUTENIEM JOKYMEHTOB YIIOJTHOMOYEHHBIN
opraH peepeHTHOro rocyaapcTBa MPUHUMAET PEIICHHE O BO30OHOBJICHUU
6o 00 OTMEHe JeWCTBUS (QaHHYJIUPOBAHWUHU) PETHCTPAIMOHHOTO
yIOCTOBepeHHs (C yKa3aHMEeM JaThl BO30OHOBIICHHUS, OTMEHBI JCHCTBHUS
(aHHYJTUPOBAHUS) PETUCTPAIIMOHHOTO YIOCTOBEPEHUS).

52. YNIOJTHOMOYEHHBIN opraH pedepeHTHOr0 ToCyIapcTBa YBEIOMIISET
3asIBUTEJISI O BO30OHOBJICHUHU JCHCTBUSI PETUCTPALIMOHHOTO YOCTOBEPEHUSI B
TeYeHue 5 padoumx AHEH CO THA TPHUHSATUS TAKOTO PEIIEHUS JUYHO TOJ
pacnucky, JuOO  HampaBiseT YBEAOMIICHHE  3aKa3HbIM  IOYTOBBIM
OTHPABJIECHUEM C YBEJIOMJIICHUEM O BPYUYEHUH, MO0 MEepeacT B AIEKTPOHHOU
dbopMe MO TENEKOMMYHHUKAIIMOHHBIM KaHaJlaM CBsSI3U Wi B  GopMme

QJICKTPOHHOI'O JOKYMCHTA, IMOAIIMCAHHOTO BHGKTpOHHOﬁ IIOAITUCBIO.
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Pemmienne 0  BO30OHOBJIEHMM  JICCTBHUS ~ PETUCTPAIMOHHOIO
YIAOCTOBEPEHUSI MPUHUMAETCS B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM
pedepeHTHOro rocy1apcTBa U BCTYIAET B CUJTY CO JHS €r0 MPUHATHSL.

53. B cnydae HeycTpaHEHHUS 3asBUTEIIEM OOCTOSTEILCTB, MOBJICKIIIMX
MPUOCTAHOBJICHHE JENCTBUS PErucCTpaliMOHHOTO YA0CTOBEpPEHUS
YIOJITHOMOUYEHHBIN OopraH pedepeHTHOro rocyJapcTBa MPUHUMAET PEIICHUE
00 OTMEHE ero ACHCTBUS (ero aHHYIMPOBaHUH) (¢ 0OOCHOBAHHUEM).

YOJIHOMOYEHHBIN opraH pedepeHTHOTO rocyJiapcTBa
HE3aMEJJIUTEILHO  YBEJAOMIISIET  3asBUTENsI 00  OTMEHE  JIEUCTBUS
(aHHYJTUPOBAHUM) PETUCTPAIIMOHHOTO YJAOCTOBEPEHHUS IyTEM HAIpaBICHUS
YBEJOMJICHHSI 3asBUTENIO JIMYHO TIOJ PACHHUCKy, JUOO HaIpaBlIeHUs
YBEJIOMJICHHUSI 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM C YBEJOMJICHHUEM O
BPYYEHUH, 1160 nepegayn B AIEKTPOHHOU dbopme o
TEJICKOMMYHHUKAITMOHHBIM KaHajlaM CBSI3M WM B (opMe 3JIEKTPOHHOTO
JOKyMEHTa, IOAMHCAHHOTO  JJICKTPOHHOM  MOJNWUCHIO, W  BHOCHT
COOTBETCTBYIOIIME CBEACHHUS B EIUHBIN PEECTp MEIWIMHCKUX W3CIIUH,
3aperuCTPUPOBAHHBIX B pamkax Coro3a.

Pemenne 06 oTmeHe neicTBUs (aHHYJIUPOBAHUU) PETHUCTPALIMOHHOTO
yAOCTOBEPEHUS TMPUHUMACTCS YIOJHOMOYCHHBIM OPTaHOM pe(epeHTHOro
rocygapcrBa Takke B Cllydya€ IOJayd M[POU3BOJUTEIEM WIH €ro
YIOJHOMOYEHHBIM TPEICTABUTENIEM 3asBIICHUs] 00 OTMEHE JCHCTBUS
PErHCTPALIMOHHOIO YAOCTOBEpeHus 1o (hopme coriacHo npuiioxxeruto Ne 10.

54. OcHOBaHUSIMU  JJISI  TPUHATUS ~ YIIOJHOMOYEHHBIM  OpPraHoOM
pedepeHTHOrO  TOCydapcTBa  pemieHus 00  OTMEHe  JCHCTBUS
(aHHYJTUPOBAHUH ) PETUCTPAIMOHHOTO YIOCTOBEPEHUS SBIISTFOTCS:

a) 3asBJICHUE  TMPOW3BOAWTENSA WM  €r0  YINOJIHOMOYEHHOTO
npeacTaBuTeIsl 00 OTMEHE JeHCTBUSA (aHHYJIMPOBAHHWU) PETHCTPAIIMOHHOTO

YAOCTOBCPCHUA,
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0) BBISIBJICHHE CIy4aeB MPEJICTABICHUS 3aABUTEIEM HEIOCTOBEPHBIX
CBEJICHUI, KOTOpPhIE HE MOIVIM OBbITh YCTAHOBJIEHBI MPU PErUCTpaluu
MEIUIUHCKOTO U3IEIN;

B) BCTYIUBIILIEE B 3aKOHHYIO CUJTy pellIeHHE Cyda TOCYIapCTBa-ujeHa,;

I') IPEICTaBJICHUE YIOJHOMOYEHHBIM OPraHOM TOCYy/lapCTBa-ujieHa IO
pe3yibTaTaM TOCYJAapCTBEHHOI'O KOHTPOJS 3a OOpallleHUEeM MEAUITMHCKHUX
u3JIeTui CBeIeHU 0 (hakTax U 00CTOATETHCTBAX, CO3/IAIOIINX YIPO3Y KU3HU
U 3JI0POBBIO TpaxJaH M MEAUIMHCKUX PAOOTHUKOB TMPU MNPUMEHEHUH HU
DKCIUTyaTallui MEAULUHCKOTO U3EIIHS;

1) yTpata MEIUIIMHCKUM H3JICJTMEM CTaTyca MEIUIIMHCKOTO B CBSI3U C

BHECCHHEM U3MEHECHMH B dKThbI, COCTABJIAIOIIHC IIPABO Coro3a.

VI. IIpouenypa Beliaun AyOauKara
PErUCTPALIMOHHOIO YAOCTOBEPEHHUS

55. B cnydae yrtparbl (MOpYM) PErUCTPAIMOHHOTO YAOCTOBEPEHUS
3asiBUTEJIb BIIpaBe OOpPaTUTHCA B YIOJHOMOYEHHBIM opraH pedepeHTHOTO
rocyJgapctBa C 3asBIEHHEM O BblJaue AyOJHMKaTa pPEerucTparioOHHOTO
yAOCTOBEpeHUs 1o popme coriacHo mpusoxeHuto Ne 11.

56. B cimydyae mopuu perucTpaliMOHHOTO YJOCTOBEPEHHS K 3asBJICHHUIO
O BBIaYe ero AyOiuKaTta MpUiaraeTcs HCIIOPYCHHOE PETHCTPAIIMOHHOE
yJI0CTOBEpPEHHE.

57.B Teuenue 7 pabouumx [HEW CO JHA TIONYYCHUS 3asBICHUS
O BBIJIaue QyOJMKaTa PErHCTPAIMOHHOTO YAOCTOBEPEHHUS YITOJTHOMOUYCHHBIN
opraH pedepeHTHOT0 rocyaapcTBa OPopMIISIET TyOIHKAT PETHUCTPAITMOHHOTO
yAOCTOBEpEHHUS Ha OJaHKE PETUCTPAIMOHHOTO YIOCTOBEPEHHS U BHIAACT €ro
3asBUTEII0 WJIM HAMpaBIIIET €r0 3aKa3HbIM TIOYTOBBIM OTIPABICHHUEM C

YBEIOMJIEHUEM O BPYUYECHHH.




[TPMJIOXKEHUE Ne 1

K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

OPOPMA
PEruCcCTPAIMOHHOTO YAOCTOBEPECHUA MEeIMIUHCKOT0 U3/1e/IUs U NMPaBIJIA
ero opopmiieHUs

|. ®opma perucTpanioOHHOTO YAOCTOBEPEHUS MEAUIIMHCKOTO U3ICIIHUS

Omoema EBpa3uiickoro 3KOHOMHUECKOTO COI03a (1)
EBPA3MHCKNH YKOHOMWYECKUI COIO3 (2)

(TI0JTHOE HAMMEHOBAaHHKE YIIOJHOMOYCHHOTO OpraHa pe)epeHTHOTO roCyIapCcTBa) (3)
PETUCTPAIIMOHHOE YIOCTOBEPEHUE 4)

MH-XX-Neo (5)

B cooTtBeTcTBHHM C (6)

(HOMEp U aTa mpUKa3a yIoJIHOMOYEHHOTO OpraHa pe(epeHTHOro ToCyAapcTBa)

HaCTOAMCC PCIrUCTPAIUMOHHOC YIOCTOBCPCHUC BBIAAHO!

(7)

(momHOE HAaMMEHOBaHUE U CTpaHa MPOU3BOAMUTES, BKIIIOUAss MECTO HaXOXKJEHUs (apec) IOPUINIECKOTO JIHIIA)

(mosTHBIE HAMMEHOBAHUS IPOU3BOACTBEHHBIX TUIOIIAI0K, BKIIOYAs MECTO HAXOKIAECHHS (apec) IOPUIANYECKOTO JIMIIA)

(9)

(HaI/IMCHOBaHI/Ie YIIOJTHOMOYCHHOTO NPEACTABUTEIIA HPOU3BOAUTEIIA HA TCPPUTOPUAX IT'OCYAAPCTB — YJICHOB
EBpa31/1171c1<0r0 9KOHOMHUYECCKOTI'O COXO3a, BKJIIOYasa MECTO HaAXOXACHUA (anpec) HOPpUANYCCKOTO J'II/IIIa)

B TOM, 4TO (10)
(HOHHOG HaAaMMEHOBaHUE MECIUIIUHCKOI'O I/I3,HCJ'II/IH)

KJIACC MOTEHIIMAJIBHOTO PUCKA MPUMEHEHUS MEIUIITUHCKOTO U3AECITUSA: (11)




BUJI MEIUIMHCKOTO W3JEIUs B COOTBETCTBUU C IMPHUMEHAEMOU
B EBpa3suiiCkoM 3KOHOMHYECKOM COIO3€ HOMEHKJIATYPOU MEIUIIMHCKUX

171631 (SM117171 (12)

3apETUCTPUPOBAHO W Pa3pelIeHO K BBITYCKYy B OOpallleHHe B paMKax
EBpa3zuickoro 3kOHOMHUYECKOTO COH03a

(13)

(moyTHOE HAaMMEHOBaHUE TOCYJapCTBa — WieHa EBpasHiicKoro 3JKOHOMHUYECKOTI0 COK03a)

[lepeyeHb  KOMIUIEKTYIOIIMX, NPUHAIJICKHOCTEM W PACXOJHBIX
MaTepuajioB K MOAUGUKAIMU MEAUIMHCKOTO U3JENUs NpPUBEIACH
B MPWIOKEHUUA K HACTOAIIEMY PETUCTPALMOHHOMY YIAOCTOBEPEHUIO

HA __ L. (14)
[Ipunoxenune SIBIIIETCS HEOThEMIIEMOU YacTbIO HACTOSAIIETO
PETHCTPAIIMOHHOTO yIOCTOBEPEHUS (15)
Cpok IeHCTBHSI PETUCTPALIMOHHOTO YO0CTOBEPEHUS: OECCPOUHO (16)
JlaTa perucrparuu: « » 20 T (17)
JlaTa BHECEHHSI N3MEHEHU: « » 20 T (18)

(dD. U. O. pykoBoautenst (YIIOTHOMOYEHHOTO JIUI[A) YIIOJTHOMOYEHHOTO OpraHa)

M. II. (19)

(oamMch)

No (20)



[TpunoxeHue K perucTpaiuoOHHOMY yI0CTOBEPEHUIO

MU-XX-Ne (1)
Ne HanmenoBaHue cOCTaBHBIX 4acTEW MEIUIIMHCKOTO U3/1EIIUs
n/n
1. | OcHoBHbI€ 0JIOKH (YACTH) MEAUIIMHCKOTO U3/1EIIUs
2. | IlpuHaniexxHOCTH (IIpY HAJTMYWN)
3. | Pacxonneie MmaTtepuansl (MIPH HATAYHMH)
4. | Kommnexryomue (Ipy HAIUYUH)

(2)

(CD. U. O. pykoBoautesst (YIIOTHOMOYEHHOTO JIHIA) YIIOJTHOMOUYCHHOTO OpraHa)

M. I1. 3)

(moamuce)

« » 20 T.
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I1. TIpaBuna obopmiaeHus
PErUCTPALIMOHHOTO YAOCTOBEPEHUSI MEAUIIMHCKOTO U3CIIUS

1. PeructparimoHHOE yAOCTOBEPEHNE 3arOJHACTCS YITOJTHOMOYEHHBIM
OpraHOM TOCyJapcTBa — wWieHa EBpa3wiicKoro SKOHOMHUYECKOTO COH03a,
OCYIIECTBIISIONMIAM PETUCTPAIINI0 METUIIMHCKOTO W3JENHsI, Ha PYCCKOM
S3BIKE C MCTOJIb30BAHUEM DJIEKTPOHHBIX MEYaTAIOIUX YCTPOUCTB U B ClTydae
HaJIU4Msl ~ COOTBETCTBYIOIIETO  TpeOOBaHMS B 3aKOHOJATEJIbCTBE
pedepeHTHOTO TOCYyAapCTBa Ha TOCYAAPCTBEHHOM SI3BIKE 3TOTO TOCYIapCTBa.

2. 3amOJIHEHUE PETHUCTPAIMOHHOTO yJAOCTOBEPEHUS Ha PYCCKOM SI3BIKE
U TOCYJapCTBEHHOM SI3bIKE TOCYJapCTBa MPHU3HAHMS OCYIIECTBISCTCS Ha
Pa3HBIX CTOPOHAX PETUCTPAIIMOHHOTO YIOCTOBEPECHHUSI.

3. PeructpanimonHoe ynoCTOBEpEHHE OTHOCUTCA K JOKyMEHTaM
CTPOTOM OTYETHOCTH, OJIAHKUA U3TOTABIMBAIOTCS TUOTPAPCKUM CIIOCOOOM.

[Ipy HEOOXOTUMOCTH HAWMEHOBAaHUE IMPOU3BOIUTENS, €ro MECTO
HaxoXJAeHus (aapec HPUAUYECKOro muia), ¢akThuyeckui azapec (Kpome
HAaMMEHOBAHMS TOCYAapCTBa) U CBEACHUS O MPOAYKIUU (THI, MapKa, MOJIETb,
apTUKYJ U JIp.) MOTYT OBITh YKa3aHbI C MCIOJb30BaHUEM OYKB JIATUHCKOTO
andaBuTa.

4. Bce monsg pErucTpalMOHHOTO YIOCTOBEPCHHS JODKHBI OBITH
3aIOJHEHBI (B OpPUTHHAIEC PETUCTPAIMOHHOTO YIOCTOBEPECHHS HyMepaIus
MoJiel OTCYTCTBYET).

5. B perucrpanmoHHoM y10CTOBEPEHUH YKA3bIBAIOTCS:

a) B moJie 1 — ambOnema EBpa3uiickoro 3KOHOMHUYECKOTO COI03a;

0) B moJie 2 — HAJIIKCh, BHITIOJIHEHHAS B 1 CTPOKY:

«EBPA3UCKNI DKOHOMWYECKUN COIO3;

B)B moyie 3 — TMOJHOE€ HAaWMEHOBAaHWE YIOJHOMOYEHHOTO OpraHa

pedepeHTHOTO roCcy1apCTBa;



r)B moje 4 — HaINWCh, BHINOJIHEHHass B OJHY CTPOKY
«PerucrpaniioHHOE yJIOCTOBEPEHUEY;

N)B TMOJE€ S — PErUCTPAllMOHHBIA HOMEP PErUCTPAIMOHHOIO
YAOCTOBEPEHUS U J1aTa €ro BbIJIauHu.

PeructpanimoHHsiii  HOMEp  PETUCTPALMOHHOTO  yJAOCTOBEpPEHUS
dbopmupyeTcs B CIEAYIONIEM TOPSIIKE:

MU - X X — XXXXXX
1 2 3 4

rac.

ANeMeHT 1— MeTuUMHCKOE U3/ENHE;

ANIEMEHT 2 — 2-3Ha4HbI OYKBEHHBIN KO/ pePEepeHTHOTO TOCyAapcTBa B
COOTBETCTBUU C KJIACCU(DUKATOPOM CTpaH MUPA,

NMeMEeHT 3 — 2-3Ha4yHbIi OYKBEHHBIM KOJ TOCYJapCTB MpPU3HAHUS B
COOTBETCTBUHU C KJIACCU(PUKATOPOM CTpaH Mupa (yKa3bIBaIOTCA KOJbI BCEX
rocyJlapCTB NIPU3HAHUSA, TMOJITBEPAUBIINX COIVIACOBAHUE DKCIEPTHOTO
3aKJTI0UCHUS Peh)ePEHTHOTO TOCY1apCTBa);

aneMeHT 4 — 6-3HayHbI TOPSAKOBBI HOMEP PErHCTPAIMOHHOTO
yAOCTOBEpPEHHUS, MPUCBOCHHBIN YIMOJIHOMOYEHHBIM OpPraHoM pedepeHTHOTO
rocygapctBa (MpUCBauMBaeTCsl AaBTOMATUYECKM U3 €AMHOr0  peecTpa
MEIMUMHCKUX HW3JEIUN, 3aperuCTpUPOBAaHHBIX B paMkax EBpasuiickoro
PKOHOMHYECKOT'O COI03a);

€)B mojre 6 — HOMEp M Jara NpUKa3za YINOJIHOMOYEHHOIO OpraHa
pedepeHTHOrO rocyapcTBa;

) B 10JIe 7 — MOJHOE€ HAUMEHOBAHUE U CTpaHa MPOU3BOAUTENS, MECTO
HaXOXJeHusa (agpec MOPUAMYECKOro juia), (akTUyeckuil ampec — s
IOPUJIMYECKOTO JIMIA M ero (PuinanaoB, KOTOpPbIE MPOU3BOIAT MPOAYKIIHIO,

Wi (GaMuIus, UM, OTYECTBO (MIPU HAIMYHUH), MECTO >KUTEIbCTBA — IS
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(GbU3MYECKOTO JMIa, 3apEeruCTPUPOBAHHOIO B KauyeCTBE WHIWBHUAYaIbHOIO
pEAIPUHAMATENS;

3)B mojie 8§ — HaUMEHOBAHUS TMPOU3BOJCTBEHHBIX IUIOIIAJIOK,
BBIITYCKAIOIIUX MEAMIIMHCKOE U3JIeJIie, MECTO HaxXOXJeHus (aapec
IOPUUYECKOTO JINIA), PAaKTUUECKUI aipec — JJIsl FOPUANYECKOTO JIUIA U €rO
¢buIuanoB, KOTOPbIE MPOU3BOAAT MPOAYKIHIO, WKW (HaMUITKs, UMs, OTYECTBO
(Ipy  HaAIUYMUM), MECTO JKHTENhCTBA — I (U3WYECKOTO JIMIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE UHAMBUIYAJTLHOTO MPEANPUHUMATEIIS;

M) B moJie 9 — HAaMMCEHOBAHHE YIOJIHOMOYCHHOIO IPEIACTaBUTEIIS
MPOU3BOIUTENS HA TEPPUTOPUU TOCYJAPCTBA-WICHA, €F0 MECTO HAXOXKJCHHS
(ampec ropuanyueckoro iuia), (HakTUYECKUU aapec — s FOPUAUYECKOTO
auna U ero (GuiIuaioB, KOTOPbIE MPOU3BOAST MPOAYKIUIO, WU (haMUIIU,
UMsl, OTYECTBO (IIPU HAJIMYUH ), MECTO KUTEJIbCTBA — JJIs1 (DU3UUECKOTO JIUIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE MHAUBUIYATLHOTO IPEANPUHUMATES;

K)B mojie 10 — mMmoJiHOE HAaMMEHOBAHME MEIUIIMHCKOTO W3ACIus,
KOTOPOE€ JOJDKHO COOTBETCTBOBATh HAMMEHOBAHUIO, YKa3aHHOMY B
OKCIIEPTHOM  3aKJIIOYCHHH  YIOJHOMOYEHHOTO oOpraHa pedepeHTHOTO
rocyJlapcTBa, TOProBO€ Ha3BaHUE MEIUIIMHCKOTO M3Aenus (MpU HAJIUYKM),
CBEJICHUSI O MEAUIIMHCKOM M3JIeJIMU, 00ECTICUMBAIOIIUE €T0 UIACHTU(DUKAIINIO
(Tun, Mapka, MOJI€Jib, APTUKYJI U JIP.);

n)B mnoine 11 — xjacc NOTEHUHAIBHOTO pPHUCKA MPUMEHEHUS
MEJIULIMHCKOTO H3JENUs, MOJATBEPKICHHBIM MPU MPOBEACHUU SKCIIEPTU3BI
MEJIUIIMHCKOTO U3JieNns B pe)epeHTOM roCy1apCTRe;

M) B monie 12 — BUJI MEIUIMHCKOTO HW3JCIHS, B COOTBETCTBUHM C
MpUMEHAEMON B EBpa3uiickOM 3>KOHOMHUYECKOM COKO3€ HOMEHKIIATYpOu
MEJIUIIMHCKUX U3JIETTUN;

H)B mone 13 — HaummeHOBaHUS pe(EepeHTHOro0 ToCyIapcTBa H

rocyaapCTB IIPU3HAHU,
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0) B moJie 14 — KOJIMYECTBO JINCTOB MPUIOKEHUS K PETUCTPAIMOHHOMY
YAOCTOBEPEHUIO (3aIMOJHACTCS IIPH HAJTUYWU TTPUITOKEHUS ),

m) B nojie 17 — jgara perucTpalvv MEIUIMHCKOTO HW3JENHs, KOTopas
YKa3bIBACTCSl CJIOBECHO-IU(PPOBBIM CIIOCOOOM: YHUCIO — JABYMSI apaOCKUMU
nudpamu (B KaBbIUKaX), MECSI] — CJIOBOM, IO — YETBIPbMS apaOCKUMH
nrdpamu (¢ ykazaHUEM COKpAIIEHHOT0 0003HAYEHUS TOa «T.)»

p)B moje 18 — mara BHECEHHS HM3MEHEHUW B PErHCTPAIMOHHOE
yAOCTOBEPEHUE, KOTOpPasi YKa3bIBAETCS CIIOBECHO-UU(PPOBBIM CIIOCOOOM:
YUCJIO — JBYMs apaOCKUMM HUdpamu (B KaBbIYKAX), MECSAIL] — CIIOBOM, T'OJ] —
YEeThIPbMS apaOCKuMU IudpaMu (C yKazaHUEM COKPAIIEHHOTO 0003HAYCHUS
roga «r.»). JlaHHoe Tmoyie 3amoJIHSAETCS MpPU  BHECEHUSI HU3MECHEHUU B
PETUCTPAlMOHHOE  JIOCb€ €  BBIJAYEH  HOBOIO  PErUCTPALMOHHOTO
YAOCTOBEPEHUS C MPEKHUM HOMEPOM;

c) B mosie 19 — NOMmKHOCTh, MOANMUCH, (haMuIus, UMsi, OTYECTBO (MpU
HaJu4yuu) PYKOBOAUTENS (YIMOJIHOMOYEHHOIO JIMIA) YIOJIHOMOYEHHOIO
OpraHa, BBIJABIIETO CBUJIETEIIbCTBO, 3aBEPEHHBIE  IEYATBIO  3TOTO
yIOJHOMOYEHHOT0 oprana. VMcnonb3oBanue ¢pakcuMuie BMECTO TTOAMUCH HE
JIOTY CKaeTCsl;

T) B noje 20 — tunorpadckuii HOMEp, Cepusi U MOPAIKOBBIA HOMEP
OlaHKa PETUCTPAIlMOHHOTO YIOCTOBEPEHHUs, MPOCTABISAEMBIA TPU €ro
U3TOTOBJICHUH.

5.[lpy HamMuuu COCTaBHBIX dYacTel MEIMIIMHCKOTO  U3JETus,
BKJIIOYAIOIIMX OCHOBHBIE OJIOKM (YacTH) MEAUIIMHCKOTO  M3JIEIIHS,
KOMIUICKTYIOIIMX, MPUHAIJICKHOCTEH ¢  PAcCXOJHBIX MaTepHaloB K
MEJIUIIMHCKOMY HW3JICJIMI0 3aMOJHIETCS NMPUIOKEHUE K PETUCTPALMOHHOMY
YAOCTOBEPEHUIO, KOTOpPOE SBJISIETCSA HEOThEMJIEMOU 4acCThIO

PETUCTPAIMOHHOI'O YJIOCTOBCPCHUA. Ka)KI[BII\/JI JIUCT NPHIIOKCHHUA JOJIZKCH
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OBITh MPOHYMEPOBaH. B MpMIokeHNN K pEerucTpalioOHHOMY YJOCTOBEPEHHIO
YKa3bIBAKOTCA:

a)B moje 1 — pEerucTpalMoOHHbIA HOMEpP PETUCTPAIMOHHOIO
YAOCTOBEPEHUS U JIaTa €ro BblJIauu;

0) B mojie 2 — MepevyeHb COCTABHBIX YACTEH METUIIMHCKOTO HU3JIETus,
BKJIFOYAIOIIUX OCHOBHBbIE OJIOKM (YacTh) MEIUIMHCKOTO  U3JIeTus,
KOMIUIEKTYIOIIMX, MPUHAUIEXKHOCTEH H  PACXOJIHBIX MATEPHAIOB K
MEJIUIIMHCKOMY M3JIEIUI0, YKa3aHUEe MOJEIH (U HATUYUH);

B) B mojie 3 — JIOJKHOCTh, MOJINKUCH, (paMuius, uMs, OT4eCTBO (IpU
HaJu4yuu) PYKOBOJAUTENS (YIMOJIHOMOYEHHOIO JIMIA) YIOJIHOMOYEHHOIO
OpraHa, BBIJABIIETO CBUJIETEIIbCTBO, 3aBEPEHHBIE  IE€YATBIO  ATOTO
YIOJHOMOYEHHOT0 oprana. VMcnonb3oBanue ¢hakcuMuiIe BMECTO TOAMUCH HE
JOTTyCKAETCHl.

6. [Ipu 3amonHEHUM PETUCTPALMOHHOTO YJOCTOBEpPEHUS U (UJIN)
NPUJIOKEHUSI K HEMy VyKa3aHHE€ CBEICHHI, HE MPEayCMOTPEHHBIX
HACTOAIIMMU ITPABUIIAMH, a TAK)KE UCIIOJIb30BAHUE COKPAIIEHUN CIIOB (KPOME
OOIIENMPUHSATHIX) U UCIIPABIEHUE TEKCTA HE JIOMYCKAIOTCSI.

/. B cnydae yTparbl WM TOPYM PETUCTPAIMOHHOIO YJIOCTOBEPEHMUS
YIOJTHOMOYEHHBIM OPTaHOM peepEeHTHOr0 TOCYyIapCTBa BhIAETCs NyOIuKaT
3TOTO PETrMCTPALIMOHHOrO yAocToBepeHus. IIpu 3ToM B mpaBoM BepxHEM
yIIIy  PETUCTPALMOHHOTO  YJIOCTOBEPEHUSI  MPOCTABJISIOTCS  MOMETKHU:
«dyOnmukaT BbIAAH «_ » 20 r.» u «OpuUrvHall perucTparoOHHOTO

YIAOCTOBEPEHUS MPU3HAETCS HEJICUCTBYIOLIAM.




[MTPUJTIOXEHUE Ne 2

K [IpaBuiiam perucTpary 1 SKCIePTU3bI
0€30MacHOCTH, KauecTBa 1 3P(HEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

POPMA
3asiBJICHUSA O IIPOBEACHUM IKCIEPTU3BI MEAUIMHCKOTO M31e/ U

B ynonHOMOYEHHBIH oprad (3KCIEPTHYIO
OpTraHM3aIMI0) TOCYIapCTBa — YICHA
EBpa3zuickoro 3KOHOMHUYECKOTO COKO3a

(HamMeHOBaHUE peepeHTHOTO roCyJapcTBa)

(HaunMeHOBaHHE TOCYIAPCTBA MIPU3HAHHSA)

3AABJIIEHUE
O NMPOBEACHUN IKCIIEPTU3BI MEAUIIUHCKOTO U3ACIINS

(monHOE U cokpateHHOe (IPU HAIMYKH), B TOM 4KCie GUPMEHHOE, HANMEHOBAHUS OPraHU3aIUH, OT UIMEHU
KOTOPOU MPOM3BOAUTCS PErucTpanus (Mpou3BoIuTeb (YIOIHOMOYEHHBIH PEACTABUTED TPOU3BOAUTENS),
OpraHU3aIMOHHO-TIPaBOBas (OpMa IOPUIAMIECKOTO JIUIIA)

HAaCTOAIMMUM IIPOCUT MPOU3BECTHU OSKCIICPTH3Y MCAUINHUHCKOIO H3ACIINA B
Ka4yCCTBC

(pedepenTHOTO TOCY1APCTBA, TOCYAAPCTBA MPU3HAHUS — YKA3aTh HY)KHOE)

1. HaumMmeHoBaHMEe METUIIMHCKOTO U3 ETIHUS

2. Haznaueumne MCIHUIIMHCKOT'O U3 ACTIUA

3. | O6macTh NPUMEHEHUS MEAUIIMHCKOTO U3ICITHS

4, Knacc MOTCHIUAJIIbHOTO PUCKAa MPUMCHCHU A
MCIHUIIMHCKOI'O U3ACITUA

5. | Kox Buia MeTMIIMHCKOTO U3/1€Hsl (COTJIaCHO
npuMeHseMol B COr3e HOMEHKIJIATYPE MEIUIIMHCKNX
W3JICITHIA)

6. B cocTaBe MEIUIIMHCKOI'O U3ICIINS NMEETCS o Jla

JICKApCTBCHHOC CPECACTBO (BBII[eJ'II/ITL H}/)KHOC) o Her




7. | KoMmuiekranusi MeIMIIMHCKOTO U3enus
Ne | HanmenoBanue Mopeins IIpousBoguTens Crpana
1) OcHoBHOI#1 010K
(npu HANTMYMN)
2) KomruiekTyrorue
(Ipu HATTMYKN)
3) Pacxoaubie
MaTepuaibl
(npu HANTMYMN)
4) IpuHaaICKHOCTH
(npu HANTMYMN)
8. | Cpoxk xpaHeHUs / rapaHTUHHBIH
CPOK 3KCILTyaTaluu
9. | YcnoBus xpaHeHus
10. | Perucrpanus B cTrpaHe-nipOU3BOAUTENIE U APYTUX CTPaHaX
1. HaumenoBanue Ne periCTpaLHOHHOTO Hara Beyiaun | Cpok AeicTBus
CTpaHbl yIOCTOBEPEHHS
(Ipu HAJIMYMH)
2.
11. | IIpousBoacTBO O TOJHOCTBIO Ha JAHHOM ITPOU3BOJICTBE
O YacCTMYHO Ha JAaHHOM IIPOU3BOJICTBE
O TOJHOCTBIO HA APYTOM IPOHU3BOJICTBE
12. | CBeneHust 0 IPOU3BOIUTEIIE
Ne | HaumenoBa- | Homep, aara | opuan- | ¢pakTu- | HOMepa ®.1.0.u ®.1.0.u
HUE, CTpaHa U CPOK 4eCKUi | 4eckwid | TenedoHa | MOIDKHOCTH | JOJDKHOCTH
JIeicTBUS | ajpec azapec u ¢akca,| pyKOBOJIUTENS| KOHTAKTHOTO
paspernm- azpec auna
TEJILHOTO JJIETPOH-
JIOKyYMEHTa HOU
MOYTHI
(pu
HaJTUIHH )
13. | CBexenust o MpOM3BOJCTBEHHOM (BIX) MUIOMIAAKE (ax)
Ne | HaumenoBa- | Homep, nata u| gaxtuueckuit | Homepa |d. U. O. u| ®. 1. 0. u
HUE, CTpaHa | CPOK  JEUCTBUS | ajpec Tesie(oHa | TOJKHOCTb JOJDKHOCTh
paszpemiu- u Qaxca,| pyKOBOAHUTENS | KOHTAKTHOTO
TEJILHOTO azpec Tuna
JOKyMeHTa (Tmpu 3JIETPOH-
HaJIUYHH) HOM
TTOYTHI
(mpu
HaJINYUN)
14. | Ceenenus 00 ynoJHOMOUYEHHOM MpeAcTaBUTeNe (MIpH HATUYHMH)




Ne | HaumeHnoBa- | Homep, nata| ropuau- | gaktu- | Homepa |D. U. O. ul ®. U. O. u
HUE, CTpaHa | U CPOK | YecKui | yeckuit | TenedoHa | JOIKHOCTD JIOJKHOCTh
neicTBUs azapec azapec u dakca,| pyKOBOJIUTEINS | KOHTAKTHOTO
pazpemu- azapec auna
TEIBHOTO 3JETPOH-
JIOKyMEHTa HOU
(mpu MOYTHI
HaJIMYUN) (pu
HAJTUYHH)
15. | CBeneHus 0 JOKyMEHTE, NOATBEPKAAIOIIEM OIIATy 3a IPOBEAECHUE IKCIEPTU3BI
MEIHUIIMHCKOTO U3/IEITHUs
lapanTupyro  JOCTOBEPHOCTh W WJACHTUYHOCTh  HMH(OpPMAIMHM,  COAEp)Kallelcs B

PErUCTPpaiuOHHOM JOCHC U 3asIBJICHUU.

[[aTa noga4yu 3as4BJICHUA

®. 1. O 1 10JKHOCTh PYKOBOJIUTES
MPOU3BOAUTENS (YIIOJTHOMOYESHHOTO
NPEICTaBUTEISA)

[Tonnuce, neyaTs NPOU3BOAUTEINS
(YOJIHOMOYEHHOTO ITPE/ICTAaBUTENS])




I[MTPUJIOXEHMUE Ne 3

K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

OPOPMA
3asiBJIEHUS O NIPOBEAEHUM PerucTPaAIuU MeTUIIMHCKOT0 H3/1e/ s

B ynosHOMO4YeHHBIN Oprad rocy1apcraa —
yjeHa EBpa3zuicKoro 3KOHOMHUYECKOTO
coro3a

(HamMeHOBaHUE peepeHTHOTO rocyIapcTBa)

(HauMeHOBaHHE TOCYIAPCTBA MIPU3HAHHS)

3AABJIIEHUE
O IIPOBEJICHUU PETUCTPALMUA MEAULIMHCKOTO U3IEIINS

(moHOE M cokpaleHHOe (TIPH HATMYHH), B TOM YUciie GUPMEHHOE, HANMEHOBAaHHSI OPraHU3aIl1, OT UMEHH
KOTOPOH NMPOM3BOANUTCS PErUCTpanys (IPON3BOIUTENb (YIIOTHOMOYEHHBIH IIPEICTaBUTENb IPOU3BOIUTEINS),
OpTaHHU3aIOHHO-TIPaBOBas (popMa IOPUIMIECKOTO JIUIIA)

HaCTOAIMMM IIPOCHUT IIPOHU3BCCTH PErucCrpalnio MCIAHUIHWHCKOI'O H3ACINA
B Ka4YC€CTBEC

(pedepenTHOTO rOCYIapCTBA, FOCYAAPCTBA MPU3HAHKS — YKa3aTh HY)KHOE)

1. | HauMmeHOBaHMEe MEOUIIMHCKOTO U3 AEIINS

2. | Ha3zHaueHMe METUIIUHCKOTO U3AEITHS

3. | OGnacTe NpUMEHEHUST METULIMHCKOTO M3/1EHs

4. | Knace norennuanssoro pHUCKa IPUMEHEHUs ©
MEIUIIMHCKOTO U3EIHUs

5 Kox Bua MeaAMIIMHCKOTO U3/1enus (COrIacHoO
npuMeHsieMoii B Coro3e HOMEHKIIATYpe MEAUIIMHCKUX
W3IeIni)

6. | B cocrase MEIUIIMTHCKOTO U3/ENUsl UMeeTCs o Ma
JIEKapCTBEHHOE CPECTBO (BBIIEIUTH HYKHOE) o Her

7. IlepeueHp KOMIUIEKTYIOLINX

8. CBeneHHs O MPOU3BOIUTEIE
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Ne | HaumenoBanue, | HOMep, nata | opuau- | ¢aktu- | Homepa | @.U.O.u| . U.O.u
cTpaHa U CPOK YECKUH | 4YecKui | TenedoHa | JOMKHOCTh | TOJDKHOCTH
JeicTBUs azapec anpec | u (akca, | pyKOBOJH- | KOHTAaKTHOTO
paspemiu- azapec Tens auna
TEJIBHOIO 3JIETPOH-
JIOKYMEHTAa HOU
TIOYTHI
(mpu
HaJIU4YUN)
9. | Cenenus o MpOU3BOACTBEHHOM (BIX) TUTOMIAAKE (aX)
No | HammeHnoBanue, | HOMep, nata | (aKTHIECKUI HOMEP . N.0.u ®.N.0.u
CTpaHa U CPOK azapec TeneoHa | JTOMHKHOCTD | JIOJKHOCTD
necTBUs u ¢akca, | PYKOBOAM- | KOHTAKTHOTO
paspemu- azapec TeJs auna
TEJBHOTO AIIETPOH-
IOKyMEHTa HOW MMOYTHI
(npu (npu
HaJIU4YUN) HaJIMYUN)
10. | Cenenus 06 yOTHOMOYEHHOM MPEACTaBUTENE (MPU HATUYHH )
Ne | HaumenoBanue, | HOMep, nata | opuau- | ¢aktu- | Homepa | @. . O.u| . U.O.u
CTpaHa U CPOK YeCKUM | YecKui | TenedoHa| JOKHOCTh| OJDKHOCTH
NecTBUsS aapec aapec | u (akca, | pyKOBOAH- | KOHTAKTHOTO
pasperu- azapec TeJs auna
TEJIBHOTO ANETPOH-
IOKyMEHTa HOU
(npu MOYTHI
HaJIU4YUN) (npu
HaJTUIHH )
11. | Cegenust 0 TOKyMEHTE, TIOITBEPIKIAIOIEM OTUIATY TOCYAapCTBEHHOM MOIUIUHBI 32
MIPOBEACHUE PETUCTPAIIMN MEAUIIMHCKOTO U3/1eIUs
lapantupyro  OCTOBEpPHOCTH M HUACHTUYHOCTH  HHGOPMAIMH,  COJEpKalleicss B

PEruCcTpaiiOHHOM JOCHE U 3asABJICHUH.

Z[aTa nogadu 3asaBJIICHUA

®. 1. O 1 10JKHOCTH PYKOBOIUTES
npou3BoauTEN (YIIOJIHOMOYEHHOTO

MIpe/ICTaBUTEIS)

[Toanuce, nevars NPOU3BOAUTENS
(YnOJIHOMOYEHHOTO MTPEICTaBUTENSI)




[MTPMJIOXXEHMUE Ne 4

k [IpaBusiam perucTpary 1 3KCIePTU3bI
0€301MacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

IIEPEYEHD
TOKYMEHTOB, HE00XO0AUMBIX JIJIsl PperucTPpauuyu MeMIUHCKOT0 U3aesausl,
U ¢popmMa cipaBKU HA MeIMIMHCKOE H31e1He

No | HaumeHnoBaHue qoKyMeHTa Memunuackoe Memununackoe [Ipumeuanue
/i n3JIeI1e Kilacca U3JIENHe IS
1 | 2a |20 | 3 | IMAarHOCTUKH
in vitro
(HE3aBHCHMO OT
KJjlacca
[OTEHI[UAIBHOTO
pucKa
MIPUMEHEHUS )
1. 3asgBnenue +  + o+ 4+ + o opmawm,
MPeAYyCMOTPEHHBIM
MIPUIIOKEHUSIMU
Ne 2 u 3 k [IpaBunam

2. JloBepeHHOCTH OT + + + + + B COOTBETCTBHUHU C
MIPOU3BOUTEIISI HA TPABO MEXIyHApOAHBIMH
MIPEICTABICHUS] UHTEPECOB HOpPMaMH 3aBEpEHUs WU
MIPU PETUCTpaIuU HOpPMaMH 3aBEpEHUs,
(pu HEOOXOAMMOCTH ) YCTaHOBJICHHBIMH B

COOTBETCTBHUU C
3aKOHO/IaTE€IbCTBOM
rocyzapcTBa — 4wieHa
EBpasuiickoro
SKOHOMHUYECKOTO CO03a
(manee — rocynapcTBo-
YJICH)

3. Komus pa3pemurensHoro + + + + + B COOTBETCTBHUHU C
JIOKYMEHTAa Ha MPaBo MEXIyHApOAHBIMU
MIPOU3BOJICTBA B CTpaHe- HOPMaMH 3aBEpEHUS UITU
MIPOU3BOJUTEIE C HOpMaMH 3aBEpEHUs,
MpUJIOKeHueM (TIpu YCTaHOBJICHHBIMHU B
HAJTHYUN) COOTBETCTBHUU C

3aKOHO/IaTEeIIbCTBOM
rocyaapcrBa-ujieHa

4. Konuu cepTu(ukaroB Ha + + + + + B COOTBETCTBMU C

CUCTEMY MCHC/IPKMCHTA
Ka4eCTBa NPOU3BOAUTCIIA
MCIHUIIMHCKHX I/I3)ICJ'IPII71

MEXIYHAPOAHBIMH
HOPMAaMH 3aBEPEHUs UIIU
HOpPMaMH 3aBEPEHN,
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m W3JeNne Kiacca u3Jenue Juist
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJjlacca
[MOTEHIUAILHOTO
pucka
IIPUMEHEHHS])
(MCO 13485 nubo YCTaHOBJICHHBIMH B
COOTBETCTBYIOIIMM COOTBETCTBHH C
PErMOHAJIbHBIN WIH 3aKOHO/IaTEJIbCTBOM
HallMOHAJILHBINA CTAaHAAPT rocyiapcrBa-ujieHa
rocy/1apcTBa-uieHa)
(npu HAIMYMM)

5. Jexmapanus o cootBerctBuu  +  +  +  + +
TpeOoBaHUSM O€3011aCHOCTH
1 3¢ (hekTHBHOCTH
MEAULUHCKUX U3JIETUI UIn
HKBUBAJICHTHBIN IOKYMEHT
(Tpu HAJTMYKH)

6. Komus perucTpairoHHOTO + + + + + B COOTBETCTBHUHU C
YAOCTOBEPEHUS MEXIyHApOAHBIMH
(cepTudukara cBOOOTHON HOPMaMH 3aBEpEHUS WU
NpoJaXxu, ceprudukara Ha HOpMaMU 3aBEepeHMUS,
JKCIIOPT (32 UCKIIIOYCHHEM YCTaHOBJICHHBIMH B
MEIULMHCKUX U3IENnH, COOTBETCTBHH C
BIIEPBbIE IPOU3BEACHHBIX Ha 3aKOHO/IaTEIbCTBOM
TEPPUTOPUU rOCYJapCTBA- rocy/ilapcTBa-ujieHa
4JICHA)), BBIIAHHOTO B
CTpaHe MPOU3BOAUTENS (TIpU
HAJIMYUH) C MIPEICTABICHUEM
MepeBoa Ha PYCCKUM SI3bIK

7. Komust nokymeHTa, + + + + + 3aBepsAeTCs
YZIOCTOBEPSIOLIETO npou3sBouTeneM (ero
perucTparmio B Apyrux YIOJTHOMOYEHHBIM
cTpaHax (MIpH HATUYUH) IPE/ICTaBUTEIIEM)

8. CmpaBka Ha MEAMLIMHCKOE + + + + + 3aBEPACTCA
U3JIENINE C ONUCAaHUEM MIPOU3BOIUTENEM (€T0
00JIacTH MIPUMEHEHHUS, YIOJTHOMOYEHHBIM
Ha3Ha4Y€HUs, KPaTKoi Mpe/ICTaBUTENIEM)

XapaKTepUCTUKHU
MEIUITTHCKOTO MU3ICIIHS,
BApUAHTAMHU UCIIOJIHEHUS U
KOMIUJIEKTYIOIIMMU

(o dopme)
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m u3Jienne Kiacca U3JIene IS
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJ1acca
[MOTEHIUAILHOTO
pHuCKa
IIPUMEHEHHS])
9. JlaHHBIE O MAPKUPOBKE U + + + + + 3aBepseTCs
yIaKoBKeE (TI0JIHOLBETHBIE IIPOU3BOJIUTENIEM (€T0
MaKeThl YIIaKOBOK U YIOJTHOMOYEHHBIM
TUKETOK, TEKCT IIPEJICTAaBUTEIIEM)
MapKUPOBKH Ha PYCCKOM
A3BIKE U FOCYIapCTBEHHBIX
A3BIKaX TOCYapCTB-YJICHOB)
10. Uudopmamus o pazpaborke + + + + + 3aBepsIeTCS
U TIPOU3BOJICTBE: CXEMBI IIPOU3BOIUTENIEM (€70
MIPOLIECCOB MPOU3BOJICTBA, YIOJTHOMOYEHHBIM
OCHOBHBIE CTaJNU IIPEJICTAaBUTEIIEM)
MIPOU3BO/ICTBA, YIIAKOBKA,
UCIBITaHUS U IpOLeypa
BBIIYCKa KOHEYHOT'O
IPOJYKTA
11. Csenenus o npousBogurene: + + +  + + 3aBepseTcs
HAaUMEHOBaHHE, BUJ MIPOU3BOIUTENIEM (€T
JeSITENIbHOCTH, YIOJTHOMOYEHHBIM
IOpUIMYECKUi asipec, popma MPEJICTaBUTEIIEM)
COOCTBEHHOCTH, COCTaB
PYKOBOJICTBa, [IEPEUEHB
MOApa3IeICHU U JOUYEPHUX
KOMITAHUM C yKa3aHUEM HX
cTaryca v MOJIHOMOYUI
12. Undopmanus o mapketruare — — +  + + 3aBepsieTcs
(uctopus MpH YCIOBUU (kpome MIPOU3BOIUTENEM (€70
oOpallleHus: u3Jenus Ha 1 v 2a KJTacCcoOB) YIOJHOMOYCHHBIM
pbIHKE Oonee 2 jet) (mpu MPEJICTAaBUTENIEM)

HaJIUYUN)
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m u3Jienne Kiacca U3JIene IS
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJ1acca
MOTCHIIMATLHOTO
pHuCKa
IIPUMEHEHHS])

13. CooOuieHus 0 HeCYacTHBIX + + + + + 3aBepsIeTCs
CIIy4asiX ¥ OT3bIBAX (xpome MIPOU3BOIUTENIEM (€T
(nHbOpManHI HE 1 kmacca)  yNMOJTHOMOYEHHBIM
MPEIOCTABIISICTCS /Il BHOBD MIPEJICTABUTEIIEM)
pa3paboTaHHbBIX U
CIIPOEKTUPOBAHHBIX

MEIUIUHCKUX U3AEIHi):

CIIMCOK HEXeJaTelbHbIX
COOBITUI MM HECUACTHBIX
CIIy4aeB, CBA3aHHBIX C
VCIIOJIb30BaHUEM U3JENNs, U
yKa3zaHue Nepuojia BpeMEHH,
Ha MPOTSHKEHUH KOTOPOTO
IIPOUCXOWIIN YKa3aHHBIE
ciIy4au

€CJIN HeKeJIaTeJIbHbIX
COOBITUH CIMILIKOM MHOTO,
HE00XO0IUMO IPEIOCTaBUTh
KpaTkue 0030pbI 110
Ka)KJOMY U3 TUIIOB COOBITHI
U yKa3aTb o01ee
KOJIMYECTBO COOBITHI
Ka)KIOro TUIA, O KOTOPBIX
MOCTyNaJId OTYETHI

CIIMCOK OT3BIBOB C PBIHKA
MEAMIMHCKUX U3JIENUH U
(MJTH) TOSICHUTENBHBIX
YBEIOMJICHUI U ONTMCAaHHE
MOJIX0/J1a K PACCMOTPEHUIO
3TUX IPOOJIEM U UX
PELIEHUIO TPOU3BOIUTENSIMU
B KQ)KJIOM U3 TaKHUX CIIy4yaeB

OIUCaHUE aHaIu3a U (KJIHn)
KOPPEKTHUPYIOLIUX
JEHUCTBUM, IPEATIPUHATHIX B
OTBET Ha yKa3aHHbBIE CITy4Yau

14. Tlepedenn CTaHAAPTOB, + + + o+ + 3aBepseTCs
KOTOPBIM COOTBETCTBYET MIPOU3BOJUTENEM (€TI0
MEAUIIMHCKOE U3JIEIHe YIOJIHOMOYEHHBIM
(c ykazaHueM CBEJCHHI O MPEACTaBUTEIIEM)

HUX)
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m W3JeNne Kiacca u3Jenue Juist
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJjlacca
[MOTEHLUATIBHOTO,
pucka
IIPUMEHEHHS])

15. Csenmenus 0 COOTBETCTBHUU + + + + + 3aBepseTCs
MEJULIUHCKOTO U3EIHs IIPOU3BOJIUTENIEM (€T0
o01MM TpeOOBaHUAM YIOJIHOMOYEHHBIM
0€30MacHOCTH U IIPEJICTAaBUTEIIEM)
a3 exTuBHOCTH

MEIUITMHCKIX U3JICITHM,
TpeOOBAHUAM K HX
MapKUPOBKE U
3KCILTyaTalMOHHOU
JIOKYMEHTAllUX Ha HUX
(manee — oOme

TpeOOBaHUS)

16. [JlokymeHr, +  +  + o+ + 3aBepsieTcs
yCTaHaBJIMBAIOMINI POU3BOAUTENEM (EeT0
Tp€6OBaHI/I$I K TCXHUYCCKUM YIOJIHOMOYCHHBIM
XapaKTepPUCTHKAM IPE/ICTABUTEIICM)

MCIUIIMHCKOI'O U3 ACTIUA

17. IIpoTOKOIBI TEXHUYECKUX + + + 4+ +
UCTIBITAHUH, IPOBEJICHHBIX B (3a HCKTFOYEHHEM
LENSIX J0Ka3aTeIbCTBa peareHToB,
COOTBETCTBUS 00IIUM HaboOpoB
TpeOOBaHUSAM peareHToB)

18. TIpoTOoKOJBI UCCIICIOBAHMIA + + + 4+ —
(McTIBITaHMI) TIO OIICHKE
OMOJIOTMYECKOTO IEUCTBUS
MEAUIIMHCKOTO W3/IeTIHs,
MIPOBEJICHHBIX B IEJISX

JI0Ka3aTeabCTBa
COOTBETCTBHUS OOIINM
TpeOoBaHUSM

19. Otuer 0 KTUHUYECKOM + + + 4+ + 3aBepsieTcs
JI0Ka3aTeNNbCTBE (xpome MIPOU3BOIUTENEM (€T
3¢ (HEeKTUBHOCTH H I kacca)  YIOJHOMOYEHHBIM
0e30MmacHOCTH Mpe/ICTaBUTENIEM)

MCIUIIMHCKOT'O U3 ACTIUA

20. Oruer 00 aHaNIM3€ PUCKOB -+ + o+ + 3aBepsieTcs
MIPOU3BOIUTENEM (€T0
(kpome YIOJIHOMOYEHHBIM

1 kmacca) — NpenCTaBUTEIEM)
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/n n3Jenue Kiacca U3Jenue JUIs
1 | 2a |20 | 3 | AMarHOCTHKH
in vitro
(HEe3aBHCUMO OT
KJacca
[MOTEHIUAILHOTO
pHCcKa
IIPUMEHEHHS])

21. JlaHHBIC O JIEKapCTBEHHBIX + + + + - 3aBepseTCs
CPEJCTBAX B COCTABE IIPOU3BOJIUTENIEM (€T0
MEIULUHCKOTO U3/IeNHUs YIOJTHOMOYEHHBIM
(cocTaB JIeKapCTBEHHOTO IIPEJICTAaBUTEIIEM)
CpeACTBa, KOJUYECTBO,

JTaHHBIE O COBMECTUMOCTH
JIEKapCTBEHHOT'O CPEJICTBA C
MEAMLIMHCKUM HU3/IETIUEM,
perucrpanuu
JIEKapCTBEHHOI'O CPE/ICTBA B
CTpaHe-TPOU3BOMTEIIC)

22. JlaHHBIC O OMOJIOTHYECKOM + + o+ 4+ + 3aBepsIeTCS
Oe3omacHOCTH (IIpH IIPOU3BOIUTENIEM (€70
HAJINYUN) YIIOJIHOMOYEHHBIM

IIPEJICTAaBUTEIIEM)

23. JlaHHBIC O TIpoIICIype + + o+ 4+ + 3aBepsieTCs
CTEpHIIN3aLUH, BKIIIOYAs (kpome IPOU3BOIUTENEM (€T0
UH(POPMALIHIO O BaJIHIAIIH | kacca)  YIOJIHOMOYEHHBIM
IpoLecca, pe3yabTaThl MPEJICTaBUTEIIEM)
TECTUPOBAHUS Ha
coJiepyKaHue
MUKpPOOPTraHU3MOB (CTENEHb
OMOJIOTNYEeCKOM HAarpy3Kn),

MUPOTeHHOCTH,
CTEpHIIBHOCTH (IIpU
HEO0OXOMMOCTH) C
YKa3aHHUEM METOJ0B
MIPOBEJCHUS UCTIBITAHUH U
JaHHBIE O BAUAALNH
YIaKOBKU (7151 CTEPUIIBHBIX
17631 (112179

24. Nndopmarnus o + +  + 0+ + 3aBepsieTcs
CHeIHaIbHOM MPOTPpaMMHOM MIPOU3BOIUTENIEM (€T0
oOecnieueHuu (pu YIIOJTHOMOYEHHBIM
HaJIMYUU): CBEJICHUS Mpe/ICTaBUTENIEM)

MIPOU3BOJIUTEIIS O
BaJIMJalinn HpOFp AMMHOTI'O
obecreueHus
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m u3Jienne Kiacca U3JIene IS
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJ1acca
MOTEHIATIHLHOTO
pHuCKa
IIPUMEHEHHS])

25. Oruer 00 uccIenOBaHUAX + + + + + 3aBepsIeTCs
CTaOUIIBHOCTH — C IIPOU3BOJIUTENIEM (€T0
ayTEHTUYHBIM MIEPEBOIOM Ha YIOJTHOMOYEHHBIM
PYCCKUH SI3BIK Pe3yIbTATOB MIPEJICTAaBUTEIIEM )
Y BBIBOJIOB MCTIBITAHUM JIsI
W31EUI, UMEIOLIUX CPOK
XpaHeHUs

26. DKcIuTyaTalmOHHbBIN + + + + + 3aBepsIeTCS
JIOKYMEHT WJIH WHCTPYKITUS MIPOU3BOIUTEINEM (€TO0
10 MPUMEHEHUIO YIOJTHOMOYEHHBIM
MEIUIIUHCKOTO U3/ Ha MIPEJICTAaBUTEIIEM )
rOCY/IapCTBEHHOM SI3BIKE
roCyIapCTB MPU3HAHUS
(p1 HEOOXOTUMOCTH) H
PYCCKOM SI3BIKax

27. PyxoBoacTBO 1O +  +  + o+ + 3aBepsieTcs
CEPBHUCHOMY MIPOU3BOIUTENIEM (€T
00CITy’)KUBaHUIO (B 4YaCTH YIIOJTHOMOYECHHBIM
KOMIUTEKTYIOLITUX MPEJICTAaBUTENIEM)
MEUIIMHCKOTO M3/IEIHS) —

B Clly4ae OTCYTCTBUS
JTAHHBIX B
HKCILTyaTaIl[MOHHON
JIOKYMEHTaluu (1pu
HaJIMYWHN )

28. OrtueT 00 MHCHEKIINH + + + + +
MIPOU3BOJICTBA (TIpU
HaJIMYWHN )

29. Ilnan cbopa u aHanM3a +  +  + o+ + 3aBepseTCs
JTAHHBIX TI0 0€30I1aCHOCTH MIPOU3BOIUTENEM (€TO
1 2P PEKTUBHOCTH YIIOJTHOMOYEHHBIM
MEMIIMHCKUX U3JICTHIA Ha MIPEJICTABUTEIIEM )

MOCTHPOJAKHOM ITaIIC
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Ne | HaumeHoBaHue JOKyMEHTa MenunuHckoe MenunuHckoe [Ipumeuanue
n/m W3JeNne Kiacca u3Jenue Juist
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJjlacca
[MOTEHLUATIBHOTO,
pucka
IIPUMEHEHHS])
30. JloxymeHTHI, + + o+ 4+ +
IIOATBEPKJAOLINE
pe3ynbTaThl UCIIBITAHUI
MEAMLMHCKUX U3JIEIHUN B
LEJAX YTBEPKACHUS TUIIA
CPEICTB U3MEPEHUN
(B OTHOILIEHUU MEIUIIUHCKUX
W3eIINi, OTHECEHHBIX K
CpencTBaM U3MEpPEHUH,
nepeyeHb KOTOPBIX
yrBepxkaaercsa Komuccueir)
(mpu HEOOXOAMMOCTH)
(popma)
CnpaBka Ha MeTULIMHCKOE U3/1eJue
Haumeno- [[Tpoussoau- KoMmiuiekTHOCTE Oo6nactb Kpatkas
BaHUE TEIb [IPUMEHEHUs, | XapaKTepuc-
(CTpaHa) HanMMCHOBAHUEC MOZCIIb | IPOU3BO- CTpaHa Ha3HAYCHHE THKA
COCTaBHf;IX JAUTECIIb MeTUIIHHC-
qaCTCu

1. OcHoBHEBIE
6J10Ku (yacTh)
MEIUIIMTHCKOTrO
W3IENNS

2. llpunamex-
HOCTHU
(pu HaTTMYMN)

3. Pacxonnsble
MaTepHUabl
(npu HaNTMYWIH)

4. Komriek-
TyIOIIKE
(mpm HANTMYWIM)

KOT'0 M3JEJINS




[MPUJIOXXKEHHUE Ne 5
k [IpaBuiiaMm perucTpary 1 3KCIePTU3BI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

QKCIIEPTHOE 3AKIIOYEHUE
00 oneHKe 0€30MaCHOCTH, 3P PEeKTUBHOCTH M KA4eCTBA MEAMINHCKNX
U3/1eJIMI IPU PerucTpauuu

1. Cnenudukarus Ha MEIUITMHCKOE U3JICIIHE!

a) HAMMEHOBAHUE;

0) MpOU3BONUTEb, CTPAHA,

B) MPOM3BOJICTBEHHAS TUIOIIAJIKA, CTPaHA;

r) 001aCTh IPUMEHEHHUS M Ha3HAYCHHUE;

1) BUJ MEIUIIMHCKOTO H3JIeIUsSI B COOTBETCTBHHM C HOMEHKJIATYPOM
MEIUIVHCKUX W3JICJINM, NPUMEHAEMOM B EBpasniiCKOM 3KOHOMUYECKOM
COHO3€;

¢) KJIacC MOTCHIIMAJILHOTO PUCKa MPUMEHEHHUS MEIUIIUMHCKOTO U3/ICIINS;

) OMHMCAaHNE KOMILICKTYIOIIUX U PACXOIHBIX MaTePHAJIOB;

3) ONMKCAHUE WK CITUCOK MOIU(DUKAIIUN METUITMHCKOTO U3/ICIIHS;

1) COCTaB MEIAMIIMHCKOTO U3/CITHUS;

K) MaTepUajbl, U3 KOTOPHIX U3rOTOBJICHO MEIUIIMHCKOE U3/ICIIHE;

J) OCHOBHbBIC TEXHHUCCKHE XapaKTCPUCTHUKH.

2. JlanHbpie 0 cepTUPUKANMK CUCTEMbl MEHEIXKMEHTa KadecTBa (Ipu
HaJIM4Yun):

CUCTEMa MEHEDKMEHTa KauecTBa MPOU3BOAUTENS CepTHUHUIIMPOBAHA

Ha COOTBCTCTBHC Tpe60BaHI/I$IM:

(mepeuncnenue cepTUHUKATOB C ONHCAHUEM WACHTH()UKALMOHHBIX JaHHBIX: HOMEPA, AAThl BBIAYH, CPOKA
JIeHCTBHS, HAMMEHOBAHHUS OPraHa Mo CepTHH)UKALIIN)



3. PazpaboTka 1 mpou3BOJICTBO:

a) OlICHKA MPEJCTaBICHHBIX 3asBUTEJIEM JaHHBIX O pa3paboTKe
U MPOU3BOJICTBE, BKJIIOUYAs aHAIM3 OTYETAa MHCIIEKTUPOBAHUS MPOU3BOJICTBA
(Tpu HATMYUK);

0) 3aKTIOYEHHE O COOTBETCTBUM Pa3pabOTKH, TEXHOJIOTHYECKOTO
mpoliiecca ¥ KOHTPOJIA KauecTBa MPOU3BOJICTBY O€30MaCHON M KaueCTBEHHOM
IPOTYKITHH.

4. Vicnonb3yeMble CTaHIAPThI, KOTOPHIE MPUMEHSIOT MPOU3BOIUTEIH
MEIUIIMHCKUX W3JIeTUH, B TOM 4YHCJIE Ha MaTepHUalibl H3TOTOBJICHUS,
KOMIUIGKTYIOIIIME, PACXOJHbIE MaTepuaabl, METOJbl  TECTUPOBAHUS,
CTaHAApPThI, UCIOJIL30BAHHBIE TIPU MPOBEACHUU TEXHUYECKUX HCIIBITAHUMH,
HCClIeIOBaHMI  (MCIBITAaHWM) 1O OICHKE OHOJOrHYecKOro JIeHCTBUS,
KJIIMHAYECKUX UCTIBITAHUHA MEIUIIMHCKOTO WU3ICITH.

5. O00OCHOBaHHOE 3aKJIOUYEHHE O COOTBETCTBUU HCIOJIb3yEMBbIX
CTaHJApTOB OO0mUM TpeOoBaHWSAIM Oe3omacHOCTH H 3G (PEKTUBHOCTH
MEIUIIMHCKUX  W3AeNui, TpeOOBaHMSIM K  HX  MapKUpOBKE U
AKCIUTYaTallMOHHOM JOKYMEHTAIIMU Ha HUX (Janee — oOiiue TpeOoBaHus).

6. JIOKyMeHT, yCTaHABIWBAIOIIMK TpPeOOBaHUS K TEXHHYCCKUM
XapaKTEPUCTUKAM MEIUIIMHCKOTO HU3ICIIHS .

a) aHAJIU3 TOKYMEHTa Ha COOTBETCTBUE OOIIUM TPEOOBAHUSIM;

0) 3aKITIOYEHHE O COOTBETCTBHM TEXHHMYECKHUX  XapaKTEPHUCTHK
MEJIUIIMHCKOTO U3/IeJIUs OOIIUM TPpeOOBaHUSM.

7. OlleHKa TeXHUYECKUX HCIBITAHUN W HCCIeIOBAaHUN (MCIIBITAHHM) C
I[EJIBI0 OIICHKH OMOJIOrMYECKOTO JICHCTBHUS:

a) aHAJIU3 TPOTOKOJIOB TEXHUYECKUX HCIBITAHUN W WCCICI0BAHUN
(MCTIBITaHMI) C TENBIO0 OIEHKH OMOJIOTHYECKOTO JCHCTBUSA C TOYKHU 3PEHUS

IIOJIHOTBI M AOCTOBCPHOCTH IIPOBCACHUA HUCIBITAHUN B CpaBHCHHH
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C TpeOOBaHUSAMHU CIICIM(PUKAIINN TTPOU3BOAUTENS WIM TEXHUUYECKUX YCIOBUN
(Tpu HATMYMK);

0) 3aKJIIOYEHHE O TIOJIHOTE U JIOCTOBEPHOCTH  IPOBEACHHBIX
TEXHUYCCKUX HCIBITAHUA M HMCCIIEIOBAHHMH (MCIBITAHHMK) C IEIbI0 OLICHKU
OHOJIOTHYECKOTO JICUCTBUA.

8. AHaM3 pe3yJbTaTOB KIMHUYCCKUX UCIBITAHWN (MCCIIeIOBAaHUIN) UITH
KIMHUYECKNX JAaHHBIX

a) aHAJIU3 COOTBETCTBUSA KIMHHUYCCKUX HCIBITAHUN (MCCICAOBAHUM)
mpaBujaM  TMPOBEICHUS  KIWHWUYECKUX  HWCIBITAaHUN  (MCCIICIOBAHUMN)
MEOULIMHCKUX  M3ACIUN, yTBepxkaaeMbiM Komwuccuen, TMOJHOTBHI U
JIOCTOBEPHOCTH PE3YJIbTaTOB IIPOBEJCHHBIX UCITBITAHHH,

0) 3aKJIFOYEHHE O  COOTBETCTBMM  KJIMHUYECKHUX  HMCHBITAaHUU
(ucciiemoBaHWi)  TpaBWJIaM  MPOBEIACHUS  KIMHAYECKUX  UCIHBITAaHUIN
(ucciemoBaHuii), yTBepkaaeMbpiM Komwuccuei, MmoaHOTE U JOCTOBEPHOCTH
UX Pe3ylbTaTOB, 000CHOBAHHOCTH BHIBOIOB,;

B) aHAIM3 OTYETa O KIMHUYECKOM J0Ka3aTelbCTBE A((PEKTUBHOCTU U
0€3011aCHOCTH MEIUIIMHCKOTO U3JICIIHS

0. AHaIM3 PHUCKOB: 3aKJIIOYEHHWE O TIOJHOTE U JOCTOBEPHOCTHU
MIPOBEJICHHOTO aHAJINU3a PUCKOB.

10. MeauuuHCKHE W3ACIHs, COACpKAIUe JeKapCTBEHHBIC CPEACTBA:
3aKTI0OUYCHUE O 0€30MacHOCTH U A(PPEKTUBHOCTH MEIUIIMHCKOTO H3ICIIHS,
COJIEPIKAIIEeTo JIEKAaPCTBEHHOE CPEACTBO, BIUSHHUM JEKAPCTBEHHOTO CPEJCTBA
Ha (YHKIIMOHAIBHOCTh MEAWIIMHCKOTO WM3JCIHs W  COBMECTHUMOCTH
JIEKApPCTBEHHOT'O CPEACTBA C MEAUITUHCKUM U3JICTTUEM.

11. buonornueckas 0€30I1aCHOCTD MEIUIIUTHCKOTO A3EIN.
3aKJIIOYEHHE O OMOJIOrMYECKON 0O€30IMacHOCTH MEOUIIMHCKOIO W3IE/IHS Ha
OCHOBE aHAJIM3a MEPEYHS BCEX MATEPHAIOB KHUBOTHOTO HMJIM YEIIOBEUCCKOTO

MMPONCXOKIACHUA, a TaK¥XKeE HaHO4YaCTuIl, FCHHO-MOI[I/I(I)I/IHI/IPOBaHHBIX
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OpPTraHU3MOB M JIPYTHUX BHOBb pa3paldaThIBA€MbIX MaTEPHAIOB, BKIIOUCHHBIX B
usgenre, uHGOpMalMKM O MOAOOpPE MCTOYHHMKOB (JIOHOpPOB), oOTOOpa
Marepualia, MpOLECCUHTa, XpPAHEHUs, TECTUPOBAHUS, BAIUJAIMU MPOLETYP
TECTUPOBaHUs U OOpallleHUs] C TKaHSAMH, KIEeTKaMH, CYOCTaHIUIMU
’KHBOTHOTO WJIH YeJIOBECYSCKOr0 MIPOUCXOXKJICHUS, KyJbTypaMH
MUKPOOPTaHNW3MOB U BUPYCOB.

12. Crepunuzanysa: aHaiu3 MOPOUEAYpPHl CTEPUIIU3ALMK HA OCHOBE
U3YUYCHHS JaHHBIX O pPa3pabOTKE METOJOB CTEPHIM3AIMUU MEIUIMHCKOTO
U3IeNIUsl W MaTepuajioB, OOOCHOBBIBAIOIIUX CIOCOOBI CTEPHIM3AIINH,
mpejyiaraéMbIX METOJIOB KOHTPOJS KadecTBa W OMPEACIICHHS OCTaTKOB
CTEPHIM3YIOIIECTO BEIIECTBA NMPU MPUMEHEHUH CII0C00a CTEPHIIM3aIINH.

13. MenumnuHCKUEe W3JCIHs, BKIOYAOIKUE B cebsS  CIenualIbHOe
porpaMMHOE OO0ECIEUeHHE: 3aKJIIOUYCHHE O BaJIUJAHOCTH CHEIUAIBHOTO
NporpaMMHOTIO oOecredYeHuss Ha OCHOBE aHajliu3a JaHHBIX O €ro
BepuUKaIMd U BaJuJallik, B TOM YuciIe WHGOPMAIMK O €ro pa3padoTke,
TECTUPOBAHUN BHYTPH NPEANPHUATHS U MPU KIUMHUYECKUX MHOTOIIEHTPOBBIX
WCCIICIOBAHMAX, JAHHBIX 00 MICHTHU(GUKAIIUA M MAapKUPOBKE OINEPAIIMOHHOMN
CHCTEMBI.

14. Ananus 1 3aKJII0OYEHHE IO JAHHBIM O CTA0OMIBHOCTU MEIUIIMHCKOTO
W3 JCITHS.

15. Ananmu3 maHa cOopa W aHajgWM3a JAaHHBIX IO 0€30MacHOCTH H
3 PEKTUBHOCTH MEAUITMHCKOTO M3/EIUs Ha IMMOCTIPOIaKHOM dTarle.

16. Ananu3 uadopmMaluy 1 3aKIOUYCHUE 0 MAPKETUHTE MEIUIIUHCKOTO
u3zienust (MCTOpHsI TIPU YCIIOBUM OOpaIliCHUS U3/IC/IHs Ha phIHKE OoJiee 2 JieT)
(mpu HATTMYMH).

17. AHanu3 CcoOOOIIEHHT O HECYaCTHBIX CilydasiXx M OT3bIBaX O
HEXKCJIATCNIbHBIX  COOBITHSAX  (HECYaCTHBIX  CIIydasiX), CBS3aHHBIX C

HUCIIOJIB30BAHUCM  MCIAHUIHMHCKOTO HU3JACIHA, dHAJIN3 CIy4YdaCB HUIBATUA
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MEIUIMHCKUAX ~ M3ACTUH W3 oOpameHus W (WIH) TOSCHUTEIbHBIX
YBEJOMJICHHM, MMChbMEHHBIE J0Ka3aTelbCTBA 00 YCTPAaHEHUH OOCTOSITEILCTB
U3BATUA  MEAUIMHCKUX  M3Jenud U3  oOpamieHus, OTNUCaHUS
KOPPEKTUPYIOIIUX JEHCTBUHM, MPEANPUHSITHIX MPOU3BOJUTEIIEM B OTBET Ha
yKa3aHHbIE CJIy4ad, COOTHOIIEHHS YPOBHA MNPOJAX K KOJIUYECTBY
HECYACTHBIX CIy4aeB M OT3bIBOB (MH(pOpMAIMS HE MPEIOCTaBISAETCS IS
BHOBb pa3pa0OTaHHBIX U CIIPOCKTUPOBAHHBIX MEIUIIMHCKUX U3ICTU).

18. Anann3  TpENCTaBIICHHBIX  MPOW3BOJWUTENIEM  CBEICHUHA O
COOTBETCTBUU MEJUIIMHCKOTO U3/IeJIUs OOIIUM TPEOOBAHUSIM

a) 3aKJIIOYEHHE O  MPaBWIBHOCTH  OMpeJeieHuss  TpeOOBaHUIA,
OTHOCSIIIUXCS K JAaHHOMY MEIULUHMHCKOMY H3JEIUI0, IOJHOTE U
JIOCTOBEPHOCTH JIOKA3aTEIbCTB COOTBETCTBUS OOIIUM TPEOOBAHUSIM.

19. Ananu3 oT4eToB 00 MHCIEKIMH MPOU3BOICTBA (IIPU HATTUYUH).

20. AHa)IU3 JTOKYMEHTOB, MOATBEPXKIAIOIIUX PE3YJIbTaThl UCHBITAHUN
MEJIUIIMHCKUX HW3JCIUN B UEISAX YTBEPKICHUS THIA CPEICTB W3MEPEHUM
(B OTHOIIEHWH MEIUUHUHCKUX W3JEIUN, OTHECEHHBIX K CpEICTBaM
U3MEPEHU, MepedYeHb KOTOpbIX yTBepxkaaercss Kowmmuccueit) (mpu
HEOOXOUMOCTH).

21. O0miee 3akJIIOYEHHUE O TMOATBEPXKACHUU (HE TOATBEPHKICHUU)
Oe3omacHOCTH, KadecTBa U 3(P(EKTUBHOCTH MEIUIIMHCKOTO U3JETus,
pEeKOMEHJaluusi O  BO3MOXHOCTH  (HEBO3MOXHOCTH)  PETUCTpPALUU
MEJIULIMHCKOTO U3/IEIHS.

22. ®@. 1. O., N0MKHOCTh, y4YeHas crerneHb (3BaHue) (MpU HATWYHH),
MOIHUCH SKCIIEPTOB, MTPOBOJUBIINX IKCIIEPTHU3Y.

23. Jlara cocTaBieHus OTYETA.

24. Tloanuchk pyKOBOIUTENS IKCIIEPTHON OpraHU3AIHH .

25. Tleyats SKCIIEpTHOW OpraHU3aIINH.




IMTPHUJIOXXEHME Ne 6

k [IpaBuiiaMm perucTpary 1 SKCIePTU3bI
0€301MacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

DOPOPMA
3aKJIIOYEHNS O MOATBEPAKACHNE COTIACOBAHMS (HECOTIACOBAHMS)
JIKCIEPTHOIO 3aKJII0YEHHS M0 Pe3yJIbTaTaM 3KCHEePTH3bI 0€30IACHOCTH,
3¢ (PeKTUBHOCTH U KAYeCTBA MEAMIMHCKOI0 U31eJTUs
rocyiapcrasa — 4wieHa EBpa3uiickoro 3JkOHOMHU4€eCKOro cox3a,
OCYIIECTBJIAIOIIETr0 PErMCTPALMIO MEIUIUHCKOT0 U3XeTUs

(HauMeHOBaHME YNOJHOMOUYEHHOI'0 OpraHa (3KCIepPTHOM OpraHu3allii) ToCyaapcTBa NPU3HAHUA)
YTBEPXKIAIO

(PyKOBOIUTENH YIIOTHOMOYEHHOTO OpraHa
(3KCTIEpTHOM OpraHU3aluu)
@. 1. O., noanucek, rneyarb)
« » 20 1.

3AKJIFOUEHUE
O TMOATBEPKACHUH COTIacOoBaHUs (HECOTIACOBAHMS ) IKCIIEPTHOTO
3aKJTFOYEHUS TI0 Pe3yJIbTaTaM dKCIEPTU3bl 0€30MacHOCTH, YPGHEKTUBHOCTH U
KauecTBa MEAUIIMHCKOTO U3/ENUsI TOCy1apcTBa — wieHa EBpasuiickoro
HYKOHOMHYECKOT'O COI03a, OCYIIECTBIISIONIETO PETUCTPAIUIO
MEIUITUHCKOTO U3/ICITHS

No OT « » 20 T.

1. HaumeHOBaHME YITOJTHOMOYEHHOTO OpraHa (3KCIEPTHOW OpraHu3aIii) rocy1apcTBa —
wieHa EBpa3uiickoro 5KOHOMHUYECKOTO COI03a, OCYIIECTBIISIONIET0 PETUCTPALINIO METUITUHCKOTO
n3aenus (nanee — peepeHTHOe TOCYAapCTBO)

2. Jlata pa3MeInieHus SKCIIePTHOTO 3aKII0UeHUs] B UHQOPMAIMOHHOHN crcTeMe
[YIIOJTHOMOYEHHOTO OpTraHa (9KCIIEPTHON opraHu3ainy) peepeHTHOTO TOCy1apCTBa

3. Homep akcniepTHOTO 3aKITIOYCHUS




4. HauMeHOBaHME METUITMHCKOTO M3AENus (C YKa3aHHeM MPUHAICKHOCTEH, HEOOXOMMBIX
TSI TIPUMEHEHUST MEAUITMHCKOTO M3CIIHS 10 HAa3HAYCHHUIO)

5. IlpousBoauTens MEAUIIMHCKOTO U3Jenuns (TI0JIHOE U COKpAILlEHHOE HAaUMEHOBaHUS,
OpraHU3alOHHO-TIPaBOBas (hopMa IOPUAUIECKOTO JIUIA, MECTOHAXOKICHHUE, aJIPec)

6. YIOJTHOMOYECHHBIN MPEACTaBUTEIh TIPOU3BOAUTENS (TIOJTHOE M COKPAIIICHHOE
HAaUMEHOBAHMsI, OPTaHU3AIIMOHHO-TIPaBOBas popMa FOPUIUIECKOTO JIUIA, MECTOHAXOXKICHHE,
aapec) (Ipu HATMYUN)

7. 3asgBUTEND

8. Ceenenus 00 skcrneprax (P. U. O., ciennanbHOCTh, YUCHAs CTENEHb (3BaHue) (pu
HaJTUYMH), MECTO PAOOTHI U IOJDKHOCTB )

9. AHanmu3 MpeICTaBICHHOTO YIIOJTHOMOYEHHBIM OpraHOM (9KCIIEPTHON OpraHU3aIHiei )
pedepeHTHOTO ToCcyAapCTBa SKCIEPTHOTO 3aKIIOUCHHUS 110 PE3YJIbTaTaM dKCIIEPTH3bI
0e30MmacHOCTH, KauecTBa M 9(H(PEKTUBHOCTH MEIUIIMHCKOTO U3/IEIIHS HA TIPESIMET ITOTHOTHI,
KauecTBa SKCIEPTU3HI IOKYMEHTOB, OLIEHKH 00beMa U TOJHOTHI MPOBEACHHBIX UCIIBITAHUN U
HcclieJOBaHUHI

11. Pe3ynpTatrhl 3KCIEepTU3bI (YKa3bIBAIOTCS BBIBOABI 110 OT/AEIBHBIM aCHEKTaM SKCHEPTHOIO
BAKJIFOUEHUS )

12. BriBox (yka3bIBaeTcs OOIIMIA BHIBOJ, @ B CITy4ae BRIHECEHUS OTPUIIATEILHOTO
BaKIIOYEHUS — C 000OCHOBAHHEM TIPHYMH)

JlaTa HanpaBieHUs 3aKIFOYEHUS O
MOATBEP>KICHUU COTJIACOBAHUS
(HecornacoBaHusl) SKCIIEPTHOTO 3aKJIFOUCHUS
pedepeHTHOr0 rocyapcTBa Mo pe3yibraTaMm
IKCIIEPTH3BI 0€30MaACHOCTH, Y(H(PEKTUBHOCTH U
KauecTBa MEIUIIMHCKOTO 3NN

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEIACHUH, MW3JIOKEHHBIX B 3aKIIOYCHUH O
MOJATBEPXKJICHUU COTJIACOBaHMs (HECOTJIACOBAHUS) HKCIIEPTHOTO 3aKIIOUeHUS pedepeHTHOTO
rocy/apcTBa IO pe3ysbTaTaM »>3KCHepTU3bl 0e30macHOCTH, 3()(EKTUBHOCTH M KayecTBa
MEIUIIUHCKOTO U3ENHS, IPEAYTIPEKICH.

(®. . O. skcmepTa) (moanuce)
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K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

DOPOPMA
3asiBJIEHUsI 0 BHECEHMHU M3MEHEHU I B perucTpauuoHHoOe J0Che
MEIUIHHCKOT0 U3/1eJIUA

B ynonHoMo4YeHHBIN Opran
rocyjapcTba — 4JieHa
EBpa3zuickoro 3KOHOMHYECKOTO COr03a

(maumeHoBaHME peepPEeHTHOTO rOCyIapCTBa)

(HaI/IMeHOBaHI/Ie rocyaapcrBa HpI/IBHaHI/IH)

3ASABJTEHHUE
0 BHECEHNH M3MEHEHNH B PErucTPAliMOHHOE J0Che MeIMIIHHCKOI0
H3aeans

(TToJTHOE M COKpalieHHoe (TIpH HAJIMYHUHN), B TOM 4nciie GUPMEHHOE, HANMEHOBAHHSI OPTaHU3AIMH, OT UMEHI
KOTOpOH NMPOU3BOAMTCS BHECEHHE N3MEHEHNH (IIPON3BOUTEINH (YIIOTHOMOYEHHBIN MTPEACTaBUTENh
MPOU3BOJIUTEINS), OPTaHU3AOHHO-TIPaBOBas (hopMa I0PHANIECKOTO JINIIA)

HaumenoBanue MCIUIIMHCKOI'O U3ACTIHA

[Ipou3BoauTesb MEAUITUHCKOTO U3ICIIHS

CTpaHa IMpOoUu3BOACTBA MCAUTTHUHCKOT'O U3 ACIINA

el N

VY1oTHOMOYEHHBIN MTPEICTaBUTENb TPOU3BOAUTENS
(Ipu HANTMYUN)

Kitacec noreHnanbHOro pucka NpuMeHEHM s o
MEJMLIUHCKOT O U3/

Koz Buma MeauimHckoro uzzenus (CoriacHo
npuMeHsemMoil B Coro3e HOMEHKIIAType MEIULIMHCKUAX
W3eIui)
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HACTOSAILIUM MPOCUT MPOU3BECTU BHECEHUE U3MEHEHUM B PETUCTPALMOHHOE
JIOChE MEAUIIMHCKOTO U3/IEJIUS B CBSI3U CO CIEAYIOIIUMU U3MECHEHUSIMMU:

I/I3M€H€HI/IH, BHOCHUMBIC B pCTUCTPALIMOHHOC TOCHC

1. Hsmenenue CBCI[CHI/II‘/'I 0 3a4BHUTCIIC, BKIIKOYasa CBCACHUS O pCoOpraHu3alin
HOPHUINYCCKOIO JIMIA, 00 M3MEHCHUN €r0 HAaUMEHOBAHUS HIIH (1)aMI/IJII/II/I, HMCHU U apccCa
MECTa XUTCJIbCTBA HHAUWBHUAYAJIbHOI'O IIPCAIIPUHUMATECIIA

Penakiug no BHeceHU U3MEHEHUN BHocuMble n3MeHeHUa
2. 3Mmenenne HauMeHOBaHUS MEIUITMHCKOTO U3 0EIIHS
Penakius 1o BHeceHUsI N3MEHESHU BHocuMele n3mMeneHus

3. | M3meHeHue cocTaBa MPUHAMICKHOCTEH, U (MJTH) KOMIUICKTYIONIUX, U (MJIN) PACXOIHBIX

MaTepHajioB
Penaknus 10 BHECceHUs N3MEHEHUH BraocuMble n3aMeHeHns
4, N3menenune moka3aHuii o MPUMEHEHHIO, 00J1aCTH MPUMEHEHHUS, IIPOTUBOIIOKA3aHUH;
00O0YHBIX AP (PEKTOB
Penmakius 10 BHeCeHUS M3MEHESHUH BHocuMEbIe H3MeHEHUS
5. N3Menenue cBeieHui 0 TPOU3BOJAUTENIE MEAUIIMHCKOTO U3IETUS
Penaknus 10 BHECceHUs M3MEHEHUH BraocuMble m3MeHeHns

6. H3MeHeHre B TEXHUYECKOM U (MIIM) SKCIUTyaTallMOHHOW JOKYMEHTAI[UN MEIUIIUHCKOTO
HA3JIEIUS

Penakius 10 BHeCEHUS U3MEHEHUM Bnocumble naMeHeHus

BHecenune n3aMeHeHu B pETUCTPAIMOHHOE JJOChE HE BIICUET M3MEHCHUSI
CBOMCTB M XapaKTEPHUCTHK, BIMIIOMMX Ha O0€30MacHOCTh, KadyeCTBO H
3 PEKTUBHOCTh MEIUITMHCKOTO M3/ICITH.

(TIpOHU3BOAMTENb MEIUITMTHCKOTO M3/ICTHSA (€T0 YIIOJIHOMOYCHHBIH MTPEICTABUTEIND))

["apanTupyro JOCTOBEPHOCTH MPECTaBICHHON HH(pOpMaITuu.

["apa"nTuUpyr0 COXpaHEHHE 3asBJICHHBIX XapaKTEPUCTUK OE30MacHOCTH U
3 PEKTUBHOCTH MEIUIIMHCKOTO M3JIeNIUs B TEYEHUE BCEr0 CPOKa CIyKObI MpH
COOJIFOZICHUU YCIIOBUHM 3KCIUTyaTalldd, TPaHCIIOPTUPOBAHUS W XPAHECHUS
MEIUIIMHCKOTO W3JENUs B COOTBETCTBUM C TpeOOBaHHWSAMH  3aBOja-
MPOU3BOINATEIS.

Jlata ro1aum 3asBICHUSA



®. U. O 1 JOJKHOCTh PYKOBOAUTEIIS
MPOM3BOAUTENS (YIIOTHOMOYEHHOTO
IIPEJICTABUTENS)

[Toamuce, medath MPOU3BOAUTEIS
(YIIOJTHOMOYEHHOTO MPEICTABUTEIS)
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K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

HEPEYEHD,

U3MeHeHM i, BHOCUMBIX B PerHCTPAIIMOHHOE 10Che MeIUIIUHCKOTO
U3/1eMsl B IePUOJ 1eliCTBUS PErHCTPAIIMOHHOIO YI0CTOBEPEHUS
U He TPeOYIIIMX HOBOH perucTpannu

HanmenoBanne VcaoBus CBeneHust U1 JOKYMEHTHI,
HU3MEHSIEMBIX CBEIEHHI HEeO0O0XOIUMBIE IS BHECEHUS
U3MEHEHUU
1. CBenenus o 3asiBUTEIIE, BHECECHHE U3MEHEHUH B KOIUSI IOKYMEHTA,
BKJIIOYAsl CBEICHHS O PEruCTPallMOHHOE MOJTBEPIKIAIOIIETO
peopranu3aiun YI0CTOBEPEHUE HE BIUSET HA  MOJHOMOYHS
IOPUIMYECKOrO JIUIIA, O 3¢ PEeKTUBHOCTD U YIOJIHOMOYEHHOTO

HU3MCHCHUHU €TI0
HalMEHOBaHUS WIN
bamunuu, UMEHH, agpeca
MecTa )KUTEJIbCTBA
HHIUBUIYAJIBbHOI'O
IpeanpuHIMATEIs

2. HaumeHnoBaHue
MEIULIMHCKOTO U3IEIU

0€3011acHOCTh MEUIIMHCKOTO
U3JIENHs B COOTBETCTBUU C
OO61muMu TpeGoBaHUSIMU
0€e30MacHOCTH U

3¢ (HEeKTHBHOCTH
MEAUIIMHCKUX U3JICITHIA,
TpeOOBAHUSIMU K UX
MapKUPOBKE U
AKCIUTYaTal[MOHHON
JIOKYMEHTAIlUU Ha HUX

MOTHBHUPOBAHHOE
o0ocHOBaHHE HEOOXOIUMOCTH
W3MEHEHHUSI HAUMEHOBAHUSA
MEIULMHCKOI0 U3IENN,

HE BJIMSIIOIIETO HA
GbyHKIIMOHATBHBIC U
TCXHHUYCCKHC XapaKTepI/ICTI/IKI/I

MpeaACTaBUTECIA IPOU3BOJUTECIIA

HOMCP pCruCTpaiioOHHOTO
J0OChEC

JIOKYMEHTBI, TTOITBEP K IA0II1E
A3MEHEHUSA

OIMIUCh JOKYMCHTOB

3asIBJICHHE O BHECEHUN
M3MEHEeHul 1o opme,
IPENYCMOTPEHHOM
npuioxenuem Ne 7 x
[IpaBunam

JOKYMEHT™, yJI0CTOBEPSIOLIHI
pPErucCTpaguio MCAUIUHCKOTO
U3JIeNUs B CTpaHe
MIPOU3BOINTEIE (JIEKITapaIus
COOTBETCTBHUS;
peTUCTpaIIMOHHOE
yJI0OCTOBEpEHHE, CePTUPHUKAT
CBOOOJTHOM TIPOJIAXKH,
cepTu(UKaT Ha SKCIOPT H Jp.)
C BHECCCHHBIMH U3MCHCHUSIMU

KOIHS PETUCTPAIIHOHHOTO
YIOCTOBEPEHHUSI,
odopmiieHHOTO TI0 (hopme,
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

MIPEyCMOTPEHHON
npuioxxenueM Ne 1
[IpaBunam

MUCHMO TIPOU3BOTUTEIIS,
coJieprKaIiee MOTHBUPOBAHHOE
000CHOBaHKE HEOOXOAUMOCTHU
M3MEHEHHUST HaUMEHOBAHMS
MEIMIMHCKOTO U3ENIHNS, HE
BJIMSIIOILIETO HAa
(YHKITMOHATTLHBIC U
TEXHHYECKUE XapaKTCPUCTUKH
MEIMIMHCKOTO U3IEIHS

HPOSKTHI HHCTPYKIHH 110
HpUMEHEHHIO (PYKOBOJICTBO
T0JIb30BATEJIST) MEAUIIMHCKOTO
W3OS

MaKCT MapKUPOBKH

JOKYMEHT, YCTaHABIMBAIOIIHIA
TpeOOBaHMS K TEXHUYECKUM
XapaKTEePUCTUKAM
MEIUIMHCKOTIO U3EIIH,
KOTOPBIM COOTBETCTBYET
MEIUIMHCKOE U3AEIHE,
MIPUBEJICHHBIN B COOTBETCTBHUE
C HOBBIM HAMMEHOBaHUEM
MEIUIIMHCKOTO U3IETUS

IKCIUTyaTaIMOHHAS
JTOKYMEHTAIHSI TPOM3BOANUTENS
Ha MEJHUIITHCKOE H3/IeTIHe,

B TOM YHCJI€ HHCTPYKIIUS 110
MPUMEHEHHIO (PYKOBOJICTBO I10
IKCIUTyaTalluH) MEAUIIMHCKOTO
usjacivs, NpuBCaACHHAA B
COOTBETCTBUE C HOBBIM
HanMMCHOBAaHUEM
METUIIMHCKOTO M3/IeIUS

(dboTorpaduueckue
n300paXkeHus 00IIero BUaa
MEIMIIMHCKOTO U3ENHS BMECTE
C MPUHAICKHOCTSAMH,
HEOOXOINMBIMH IS
MIPUMEHEHUS] METUITTHCKOTO
M3 110 Ha3HAYEHUTO
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HaunmenoBanune YcnoBus CBeneHus U JOKYMEHTHI,
H3MEHSIEMBIX CBEICHHI HEOOXOIMMEIE JJ11 BHECEHUS
N3MEHEHHH
(pa3mepoM HEe MEHee
18 x 24 cm)

3. Cocras
MIPUHA]JICKHOCTEH,
KOMIUIEKTYIOIUX U (WIIN)
PacXoJHBIX MaTEpUaJIOB

OTCYTCTBHE BIIUSIHUS Ha
GbyHKIIMOHATbHBIE
XapaKTEPUCTUKU
MEAUIIMHCKOTO W31

OIIMCh JOKYMCHTOB

3asIBJICHHE O BHECEHUU
u3MeHeHu# 1o opme,
MPEyCMOTPEHHOM
npuioxxeHueM Ne 7 K
[IpaBunam

KOIUSI PETUCTPALIOHHOTO
yJIOCTOBEpEHHsI, 0POPMIICH-
HOTO T10 eInHOI Qopme,
PENYCMOTPEHHON
npuioxenueM Ne 1 k
[IpaBunam

IUCBMO MTPOU3BOIUTEIIS,
coJieprKariee MOTHBUPOBAHHOE
000CHOBaHHE HEOOXOIUMOCTHU
M3MEHEHUS B COCTaBE
KOMILIEKTYIOIIHX, C YKa3aHHEM
HOBOTO ITEPEYHS
KOMILIEKTYIOIIHX,
MIOJITBEPIKIAIONINX OTCYTCTBHE
BJIMSIHUS Ha (DYHKIIMOHAJIbHBIC
XapaKTePUCTUKU
MEIUIIMHCKOTO U3IEIIHS

MIPOEKTHI HHCTPYKLIUN 110
MPUMEHEHHUIO (PYKOBOJICTBO
I10JIb30BATENS) METUIIMTHCKOTO
U3JIENNs] Ha TOCYITapCTBEHHOM
SI3bIKE TOCYAApCTBA — WIECHA
EBpasuiickoro
SKOHOMMYECKOTO COI03a U
PYCCKOM SI3bIKE

OoOHOBJIEHHas crienuuKalus ¢
yKa3aHHeM IepeyuHs

KOMINJICKTYIOIINX WU paCXOAHBIX
MaTepHajIoB MO YTBEP)KICHHOMN

dhopme
OTHCH TOKYMEHTOB

B cirydae 100aBIICHHS
KOMIUIEKTYIOIIETO,
SABJIAOIICTOCA MECOIUITNHCKUM
u3JeareM, — 00pasibl TAaKOTO
KOMIUIEKTYIOIIETO (B ClTy4ae
CTEpUIILHOTO KOMITJIEKTYIOIIIETO
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

4. ITokazaHus 11O
NPUMEHEHHUIO, 00JIacTH
PUMCHCHHS,
MPOTUBOMOKA3aHMUS,
1mo6ouHbIe 3P hEeKThI

5. Csenenus o
MIPOU3BOTUTEIS
MEIULIMHCKOTO U3IEIIUs

0€301acHOCTh MPUMEHEHHSI
MEJUIMHCKOr0 U3
JTIOJDKHA COXPAHATHCS U
MOATBEPKIATHCS TAHHBIMU
HCCIICIOBAaHNM, KITMHUYECKOM
0€30IaCHOCTY U Ka4yecTBa

OTCYTCTBYIOT U3MEHEHHUSI B
MIPOU3BOJICTBEHHOM IIpoLiecce
WU crienu(DUKaIUsX,
BKJIIOYass METOAbI UCIIBITAHUS

IPEIOCTaBIISETCS BECh
KOMIUIEKT TaKUX 00pa3LoB) 1
HOPMaTHBHAs JOKYMEHTALUs
Ha HETo

3asiBJICHHE O BHECEHUU
W3MEHEeHUH 1o hopme,
PeyCMOTPEHHOM
npunoxxenueM Ne 7 k
[IpaBunam

KOIIHSI PErUCTPALIMOHHOTO
yIIOCTOBEpEHUS,
0(OPMIICHHOTO TI0 €IMHOM
(dhopme, peryCMOTPEHHOI
npuioxenueM Ne 1 k
IIpaBunam

IIMCBMO HpOI/I3BOI[I/IT€J'I$I,
coJieprKaIiee MOTHBUPOBAHHOE
000ocHOBaHHE HEOOXOIUMOCTH
M3MEHEHHS ITOKa3aHMi 110
HpI/IMeHCHI/IIO MCIOUIIMHCKOT' O
U3/

IIPOEKTBI HHCTPYKLUH 110
HpUMEHEHHIO (PYKOBOJCTBO
TI0JIb30BATEJISI) MEHIIMHCKOTO
U3IENHS

paHee yTBepiKIeHHAs
WHCTPYKIIHS IO TPUMEHEHHUIO
(PYKOBOJICTBO TOJIb30BATEISA)
MEIMIHCKOTO U3/ICIHUs

MTOJTHOLIBETHBIE MAKETHI
YIaKOBOK, 3TUKETOK, CTUKEPOB
(npu HEeoOxoaUMOCTH) (Ha
aeKTpoHHOM Hocurene CD B
dopmare JPEG)

pe3yJIbTaThl KIMHUYECKUX
(MEeIMUIMHCKUX) UCTIBITAHUM,
OTpa)KaroIe BHECCHHBIE
W3MEHEHUS

OIMUCh JOKYMCHTOB

3asiBJIEHHE O BHECEHUU
U3MeHeHHH 1o ¢opme,
NpelyCMOTPEHHOM
npusoxenueM Ne 7 k
[IpaBunam
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

JTOKYMEHT™, yJJOCTOBEPSIOIINIT
PETHCTPAIIMIO MEAUIITHCKOTO
W3JICNUSI B CTPaHe
MPOU3BOUTENS
(perucTpanoHHOE
yII0OCTOBEpEHHE, CePTUPHUKAT
CBOOOTHOI TIPOJIaXKH,
cepTu(UKaT Ha SKCIOPT H Jp.)
C BHECEHHBIMH U3MCHCHUSIMU

JOKYMEHT™, TIOATBEPKIAFOIIIHI
BHECEHHUE U3MEHEHUM (C
yKa3aHUEM JaThl BHECCHUS
M3MCHCHHIA)

JOKYMEHT™, TOATBEPIK IO
COOTBETCTBHUE YCIOBUHI
IPOM3BOICTBA HAIMOHAIBLHBIM
W/WJTA MEKTYHAPOTHBIM
crangapram (GMP, 1ISO EN)

JOKYMEHT™, MOATBEPK AU
COOTBETCTBUE MEIUIIUHCKOTO
U3a€JIns HalUOHAJIBHBIM UJIN
MEXyHAPOIHBIM

CTaHJapTaMm, Kilacc
TOTEHIIMATBHOTO PUCKA
(mexmapanusi COOTBETCTBUS;
cepTu(duKaT COOTBETCTBUSA)

KOIUS PETUCTPALIMIOHHOTO
yI0CTOBEpeHUs 1o Ghopme,
IIPENYCMOTPEHHOU
npuinoxxenneM Ne 1
[IpaBunam

MUCHMO TIPOU3BOTUTEII,
YIOCTOBEPSIOLIEE, UTO
IIPOU3BOJICTBEHHBIN IIPOLIECC U
KOHTPOJIb 32 KAU€CTBOM U
0€30MacCHOCTHIO0 TOTOBOTO
MPOAYKTa OcTarTcs 6e3
M3MEHEHWIA, C YKa3aHUEeM JIaThl
BHECEHUS U3MEHEHUN

MIPOEKTHI HHCTPYKLNHN 1O
MIPUMEHEHHIO W31
(PyKOBOJICTBO TOJIb30BATES)
MEIULIUHCKOTO U3eIUs
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

6. Cnenuduxanus
MIPOU3BOTUTEIIS WITH
TEXHUYECKUE yCIOBHS (IIpU
HaJIM4YUK), KOTOPBIM
COOTBETCTBYET
MEIULMHCKOE U3JEIHeE,

1 (WK SKCIUTyaTal[dOHHAsS
JOKYMEHTAIUs
MEIUIITHCKOTO W3ICIIHS

OTCYTCTBYIOT U3MCHCHHUS B
MIPOU3BOJICTBEHHOM TIpolLiecce
WU crienuQUKaIusX,
BKJIFOYAas. METOJIbI UCIIBITAHUS

MAaKE€T MapKHUPOBKHU
OIMUCb JOKYMCHTOB

3asiBJICHHE HA BHECCHHE
W3MEHEeHuH 1o hopme,
PEyCMOTPEHHOM
npuiioxeHueM Ne 7
[IpaBunam

KOIUSl PETUCTPALIMOHHOTO
yIIOCTOBepeHus 1o opme,
IPEAYCMOTPEHHOMN
npunoxxeHueM Ne 1 k
[IpaBunam

MHCHEMO-000CHOBAaHHE
IMPOU3BOAUTECIIA O BHOCUMBIX
HN3MCHCHUAX

JIAHHBIE 10 CTAOMIIBHOCTH (IS
MEIUIIMHCKOTO U3/IEJIHs) He
MeHee 4eM Ha 3 cepusix (OT4eT,
000CHOBBIBAIOIIUI CPOK
TOAHOCTH MEAUIINHCKOTO
uzgenus) (mpu
HE00XO0JMMOCTH)

POEKT UHCTPYKIUH TIO
MIPUMEHEHUIO (PYKOBOJCTBA
HOJIH30BATENST) METUIIUHCKOTO
n3aenus (mpu HeoOX0IUMOCTH)

MOJTHOIIBETHBIE MAKEThI
YITAKOBOK, STUKETOK, CTHKEPOB
(Tipu HEOOXOMMOCTH)

HOpMAaTHBHAs JTOKYMEHTAIHS*
C BHECEHHBIMU U3MEHEHUSIMH,
peraaMeHTHpyIolas KauecTBO
KOHEYHOI'0 IPO/IYKTa,
cepTuduUKaT aHaIM3a U
METOAUKH KOHTPOJISI KOHEYHOTO
MpoayKTa (Ipu
HE00XO0IMMOCTH)

IMPOTOKOJ TEXHUYCCKHUX

UCHBITAaHUN UM UCIIBITAHUH
(uccremoBaHuii) ¢ IENBIO
OILIEHKHY OHOJIOTHYECKOTO
JIEUCTBUA C YYETOM U3MEHEHMU,
BHECEHHBIX B HOPMATUBHYIO
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HaunmenoBanune YcnoBus CBeneHus U JOKYMEHTHI,
H3MEHSIEMBIX CBEICHHI HEOOXOIMMEIE JJ11 BHECEHUS
N3MEHEHHH
JOKYMEHTAIUIO (TIpU
HE0OXO0IMMOCTH)

OIIMCh JOKYMCHTOB

* JIOKyMEeHTBI HpPEJICTABIAIOTCS C 00A3aTENbHBIM AyTEHTHYHBIM MEPEBOIOM Ha PYCCKHUil A3BIK,

3aBCPCHHBIM HOTApUAJIbHO.




I[MTPUJIOXEHHUE Ne 9

K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

QKCIHHEPTHOE 3AKJJIIOYEHHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BHECEHMsI M3MeHEeHM it
B PerucTpamuoOHHOE 10Che HA MeMIMHCKOE H31e1ue

1. HaumeHOBaHME MEULIMHCKOTO U3/IEIIHUS.

2. [IpousBoauTenb, CTpaHa.

3. [IpousBoicTBEHHAs TIIOLIAKA, CTPAHA.

4. O6acTh IPUMEHEHHUS U HA3HAUCHHUE.

5. Bug MemuuuHCKOro u3Meivs B COOTBETCTBUM C HOMEHKJIATypoOu
MEIUIVHCKUX W3JIEIINM, NPUMEHAEMOM B EBpasuiiCKOM 3KOHOMUYECKOM
COMO3€,

6. Kimacc noTeHUMaJIbHOTO pHUCKAa NPUMEHEHHUS  MEIUIIMHCKOTO
17631 (1768

/. Homep peructpaiiOHHOTO yI0CTOBEPEHUSI.

8. JlaTa BeIIauM PETHCTPALIMOHHOTO YAOCTOBEPEHU.

9. BHOCHUMBIE U3MEHEHMUS.

Tumn BHOCUMOTO U3MEHEHUS Janusie, Brocumsie O6ocHoBaHMe
BHECEHHBIE B W3MEHEHUs | 3asBUTENs AJs
JI0Che TIPU BHECCHUS
perucTpalnuu M3MEHEHUHN

1. 3Mmenenne HauMEHOBAaHUS
MIPOU3BOJUTEINS], MeCTa (MECT)
MIPOM3BOJICTBA ISl YACTH U/WITH BCETO
MIPOU3BOJICTBEHHOTO IIpolecca

2. I3MeHeHne HauMEHOBaHU S
MEIULIMHCKOTO U3IEIIUs

3. I3meHeHne cocTaBa
NPUHAAIEKHOCTEH, KOMIUIEKTYIOIUX U
(u5m) pacXoJHBIX MaTEPHAJIOB

4. VI3MeHeHue TT0Ka3aHu 110
MIPUMEHEHHUI0, 00JIACTH PUMEHEHHS,




2

Tun BHOCUMOTO U3MEHEHUS

JlaHHeble,
BHECCHHBIC B
JIOChE MpHU
perucTpainumn

Buocumrlie
N3MEHEHUI

OO0ocHoOBaHuE
3aABUTEIIS 1)1
BHECEHUSA
W3MCHEHHI

MIPOTUBOMOKA3AHHH; ITOOOYHBIX
s dexToB

5. 3amenenue cBeeHmii o
MIPOM3BOUTENIC METUIIMHCKOTO U3

6. MI3ameHeHue B crienuuKanum
IIPOU3BOAUTENS MIIM TEXHUUYECKUX
YCJIOBHM (MPU HATUYHH ), KOTOPHIM
COOTBETCTBYET MEIULIMHCKOE U3JIENIHE,
1 (MJIM) 3KCILTyaTalluOHHON
JOKYMEHTAIUU MEUIMHCKOTO U3J1eNIns

10. Agaimu3 u  OIlEHKa

NU3MEHEHUU.

MAHHBIX, OOOCHOBBIBAIOIINX

BHCCCHHC

11. AHanmu3 PUCKOB TIPU BHECEHHM W3MEHEHHU (3aKIIOUYEHHE O

BO3MOJKHBIX PUCKAX IMPU BHECCHUU U3MEHCHHIA).

12. 3akmoueHue O PEKOMEHJAIMU WJIM OTKa3e B PEKOMEHJIAINU

K PETUCTPAllM BHOCUMBIX U3MEHECHUN.

13. ®. U. O., nomKHOCTh, y4yeHas CTeNeHb (3BaHHE) (NIPU HAIUYUN),

IMOAIIUCh 3KCIICPTOB, IIPOBOJAMBIINUX 3KCIICPTU3Y.

14. Jlata cocTaBlIeHUS OTUYETA.

15. Ilonnuch pyKOBOAUTENS SKCIIEPTHON OpraHU3aLUU.

16. Tledats sKCHIEPTHOM OpPTaHU3AIINN.




I[MPHUJIOXXEHMUE Ne 10

k [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

OPOPMA
3asiBJIEHUA 00 OTMeHe JeHCTBHS (AHHYJIHMPOBAHHUH)
PErucTPAIMOHHOIO YI0CTOBEPEHUS MeIMIMHCKOT0 H3/1eJ U

(na bnanke opeanuzayuL)

B ynonHoMo4eHHBIN oprad peepeHTHOr0 rocy1apcTBa

3ASBJIEHUE
00 OTMeHE AeNCTBUA (aHHYJIMPOBAHUM ) PETUCTPALIMOHHOTO YAOCTOBEPEHUS
MEIUIUHCKOTO U3JEIUS

(monHOE U coKpanieHHoe (MPH HATUYUK) HAMMEHOBaHU S 3asiBUTEIIS,
B TOM YHKCJIC PUPMEHHOC HANMCHOBaHKE, OPraHU3alMOHHO-TIPABOBas (JopMa FOPUIUUCCKOTO JIHIIA)

[IpocuT  OTMEHHTH  AEHUCTBUE  PETUCTPALMOHHOIO  YJIOCTOBEPEHHMS

(aHHYJIMPOBATH PETUCTPAIMOHHOE YAOCTOBEPEHUE) MEIUITUHCKOTO U3ACIHS

(HauMeHOBaHME MEIUIIMTHCKOTO M3AeNHA (C YKa3aHHEeM IPHUHAICKHOCTEH, HEOOXOMMBIX JJIS IIPUMEHEHUS
MEIUIIMHCKOTO U3JICIIHSI 10 Ha3HAYCHHIO))

(mata peructpanuy MeIUIIMHCKOTO U3/IENINS M HOMEP PETUCTPAIIMOHHOTO YAOCTOBEPEHHS)

B CBA3HU C

(yka3bIBaeTcs IPUYHHA)

(®. U. O. pykoBOgHUTES IPOU3BOANUTEINS METUIIMHCKOTO W3NS (€r0 YIOTHOMOYEHHOTO MPEICTaBUTENS))

« » 20 T M.IL

(monnuce)




[MTPMJIOXEHMUE Ne 11

K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€301acHOCTH, KauecTBa U 3(PGHEKTUBHOCTH
MEIUIITHCKUX U3JICITUU

OPOPMA
3asiBJICHHUA O BbIJIAY€ z[yﬁ.m/ncaTa PEruCTPpAlMOHHOIO YIOCTOBCPCHUSA
MEANIHNHCKOC U3€C/1HC

(na bnanke opeanuzayuiL)

B ynonHoMoOYeHHBII oprad pe)epeHTHOro rocy1apcTBa

3AABJIIEHUE
O BbIJIa4ye NyOJIMKATa PETUCTPAIIMOHHOTO yI0CTOBEPEHUS
Ha MEJULIMHCKOE U3EIne

1. HaumeHoBaHNE MEAUIIMHCKOTO U3/IEIUS

(c ykazaHHeM NPUHAIISKHOCTEH, HEOOXOJUMBIX IS
NPUMEHEHHS MEIUITUTHCKOTO M3ETHs [0 Ha3HAYCHUIO, —
B BHJIE TPUIIOKEHUS K 3asBICHHIO, 3aBEPEHHOTO MEYaThIO
Y TIOJITUCHIO PYKOBOIUTEIS)

|. B oTHOIICHNH IMPOU3BOAUTCIIA MEAULIUHCKOTO U3CIINA

2. Opranu3anmoHHO-TIpaBoBas popMa U IMOITHOE
HalMEHOBaHUE IOPUIMUECKOTO JIHIIA

3. CokpamieHHOe HaUMEHOBAaHHE I0PHIUIECKOTO JIHIIA
(TIpu HAJTUYMH)

4. ®upMeHHOE HANMEHOBAHUE FOPUTUICCKOTO JIHIIA
(TIpu HAJTUYHH)

5. Mecro HaxoxaeHus (aapec) IPUANIECKOTo JIUIa
6. Homep Tenedona

7. Anpec 3eKTPOHHOM MOYTHI FOPUINYECKOTO JTUIA
(TIpu HAJTUYMH)

8. neHTH(UKAIMOHHBIA HOMEP HAIOTOTUIATENBIINKA

Il. B oTHOIICHUHM YIIOJTHOMOYCHHOTI'O IPCACTABUTCIIA ITPOU3BOAUTCIIA

9. OpraHu3anmoHHO-TIPaBoBas popMa U IMOITHOE
HalMEHOBAaHHE I0PUINYECKOTO JIHIIA
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10. CoxparnieHHOE HAMMEHOBAHUE IOPUIMIECKOTO JIMIIA
(mpu HAJIMYMN)

11. dupmeHHOEe HaUMEHOBaHKE IOPUINYECKOTO JIMIIA
(pu HAJIMYMM)

12. Mecro HaxoxaeHus (aapec) FOPUIHIECKOro JIHIa
13. Homep Tenedona

14. Anpec 3J1eKTPOHHOM TOYThI FOPUAUIECKOTO JIAIA
(rpu HAJTMYMN)

15. UnentrdukanmoHHBIH HOMEDP HAJIOTOIIaTE/IbIIINKA
16. MecTo pOU3BOJICTBA METUIIMHCKOTO U3/IEIHS

17. Haznauenue MCIUIHUHCKOI'O U3€JINA, YCTAaHOBJICHHOC
IMPOU3BOJUTCIICM

18. Bun MeAMIIMHCKOTO W3/IeHs B COOTBETCTBUHU C
HOMEHKJIATypO MEAUUMHCKUX U3ACIIHI, IPUMEHIEMON B
EBpazuiickoM 3KOHOMHYECKOM CO03€

19. Kitacc MEIUIIMHCKOTO U3EINS B COOTBETCTBUU C
MpaBHJIaMU KJIACCH(PUKAITUN METUITUHCKAX H3ICITUI B
3aBUCUMOCTH OT MTOTSHIIUAIBHOTO PUCKA IPUMEHEHUS

20. Cioco6 mosrydeHus nH(GOpMAaIUU, CBI3aHHOM ¢
IPOLIEAYPON PETHCTPAIIUH METUIIMHCKOTO M3IEIIHUs

21. Cnioco0 mosydeHus: perucTpanuoHHOTO
YIIOCTOBEPEHHSI MEIUIIUHCKOTO U3JICITUS

22. [lpuumnHa BbIIauM AyOJIUKaTa

23. CeneHust 00 yruiate rocyAapcTBEHHONW MOIUINHBI
(Yka3bIBaeTcsl IO MHULIMATUBE 3asBUTEIS):

JAaTa U HOMCD IUIaTCIKHOI'O ITIOPYUCHUA

Ha OYMa>KHOM HOCHUTEJIE TUIHO

Ha 6YM3)KHOM HOCHUTCJIC HAIIPABUTbH
3aKa3HbIM IMTOYTOBBIM OTIIPABJICHUCM
C YBEAOMJICHUEM O BPYYCHHUU

B (hopMe AIEKTPOHHOTO JOKYMEHTA

HHOC

(®. U. O. pykoBOIHTEINSI TPONU3BOIUTEIS MEIUIIMHCKOTO U3IEIHS (€r0 YIOITHOMOYCHHOTO PEACTABUTENS ))

« » 20 T M.IL

(moxmuce)



