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 paMKax EBpa3zmiickoro sKOHOMHYECKOTro coro3a oT 23 nekadps 2014 roxa,
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 ucnosHeHus Pemenust Bricmiero EBpasuilckoro 3KOHOMHYECKOTO
coBeta OoT 23 nekadbps 2014 r. Ne 109 «O peanmzanum CornameHusi o
€AUHBIX TPUHIUMIIAX W TMpaBUiIaX oOOpalieHUus MEIUIIMHCKUX W3eTui
(u3menuii MEAMIMHCKOTO Ha3HAYEHUS UM MEIUIIMHCKOM TEXHHKH) B paMKax
EBpasniickoro AKOHOMUYECKOTO COI03a» 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 mepexoaHbiit nepuoa 10 31 nekadps 2021 r.:

perucTpaiys MEIUIIMHCKOTO W3JeIus 10 BBIOOPY IPOM3BOIUTEIIS
MEAMIIMHCKOTO u3aeius (ero ymoJHOMOYCHHOTO IPEACTABUTEIIA) MOXKET
OCYILIECTBIATHCS B COOTBETCTBUU C [IpaBuiamMu n1uOO B COOTBETCTBHH C
3aKOHOJIATEILCTBOM 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 BBITIOJHIEMBIX PabOT, MPOBOANMBIX B pe)epEHTHOM TOCyAapCTBE
¥ TOCyAapCTBax MpU3HAHUS, B TOM YHCIIC TIPH:

pErucTpanuu MEAUIUHCKOTO 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
EBpa3uiicKkyro 3KOHOMHUYECKYIO KOMHUCCHIO.

4. Hacrosimee  PemieHue  BCTymaeT B CWIY 1O  HCTCUYEHUH
10 xameHmapHbIX JHEW ¢ JaTel BCTyluieHHss B cwiy [Iporokona,
noAnucanHoro 2 naexkadbps 2015 roma, o mnpucoenuHenuu PecnyOnuku
Apmenusi k CornameHuio O €IMHBIX MPUHLMMNAX W MpaBUiiax oOpalieHus
MEIUIMHCKUX  W3AeNud  (M3JeMuil  MEIUIMHCKOTO  Ha3HayeHus U
MEIUIIMHCKOM TEXHHUKH) B pamMKax EBpa3uiiCKOro 3KOHOMHYECKOTO COH03a
ot 23 nexadps 2014 roga, HO HE paHee YeM Mo uctedeHuu 10 KameHIapHBIX

JHEW ¢ aThl 0QUIMATBHOTO OMyOJIMKOBAHUS HAcTOsIIero Pemenus.

Yaennbl CoBera EBpa3uniickoil JKOHOMMYECKOM KOMUCCUM:

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

YTBEPKJIEHDBI

Pemreanem CoBera

EBpa3zuickor 53KOHOMHUYECKOH KOMUCCUU
ot 12 ¢eBpans 2016 r. Ne 46

IMPABUJA
perucTpanyu M IKCNepTU3bl 6€30MaACHOCTH, Ka4ecTBa 1 I(P(PEeKTUBHOCTH
METUIMHCKUX U31eTuil

|. O01ue monoxeHus

1. Hactosimue IlpaBuia pa3paboTaHbl B COOTBETCTBUHM C ITYHKTOM 2
ctatbu 31 [loroBopa o EBpa3uiickoM SKOHOMHMYECKOM COI03€ OT 29 Mas
2014 roma u myHkToM 2 ctatbu 4 CoryamieHus O €IWHBIX MPUHIUIIAX U
npaBwiIax oOpalieHuss MEIUUMHCKUX W3JeNuid (M3IeTuid MEIUIIMHCKOTO
Ha3HAUYCHHs] W MEIMIMHCKOM TEeXHUKM) B paMmkax EBpasuiickoro
PKOHOMHUYECKOTO coto3a oT 23 nekabps 2014 roma W ycTaHaBIMBAIOT
MOPSA0K MPOBEICHUS PETUCTPAINH M AKCTIEPTU3BI 0€30MaCHOCTH, KaUeCTBA U
3 PEKTUBHOCTH METUIIMHCKUX U3JIETUN (Jlajiee — perucTpaius u SKCrnepTusa
MEJIUIIMHCKOTO W3JIeJIUsl), BHECEHUS] U3MEHEHUIN B PETrUCTPALIMOHHOE J10CHE
MEIUIIMHCKOTO  W3JCJHs,  BbIJAYud  JTYyOJMKATOB  PETHCTPAIlMOHHBIX
YIOCTOBEPEHUM, a TAaK)KE€ OTKa3a B PErUCTpPAIlMd MEIMIIMHCKOTO H3JeNus,
MIPUOCTAHOBJICHUSI U OTMEHBI JICMCTBUS (AaHHYJIMPOBAHMS) PETUCTPAIMOHHOTO
YAOCTOBEpPEHUS  MEIUIIMHCKOrO UW3JAelus B pamMkax EBpasuiickoro
PKOHOMHYECKOT0 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(MEKIMOHHBIX  3a00JICBaHWM, OOpallleHHe  KOTOPBIX
PETYIMPYETCsl 3aKOHOIATEITLCTBOM TOCY/IapPCTB-WICHOB.

2. B mepexomHbIil MEpUO MO BBIOOPY MPOUZBOIUTEINS MEIUIIMHCKUX
u3Meuil (ero YIOJTHOMOYEHHOTO MPEACTaBUTENS) IKCIIEPTH3a U PETUCTPAITUs
MEAUIIMHCKUX ~ WM3ACIUA  OCYIISCTBIAIOTCS B COOTBETCTBHHU  C
3aKOHOJIAaTeIbCTBOM TocyaapcTBa — uieHa Coro3za (majee — TocygapcTBO-
4JieH) WK ¢ Hactosmmmu [IpaBuiamu.

3. [lonsarusi, wucmons3yemble B HacTtosmux [IpaBunax, o3HA4arOT
ClIeyIolIee:

«0e30IMacHOCTh MEAUITMHCKUX U3JICINI — OTCYTCTBHE HEAOIMYCTHMOTO
pHUCKa, CBSI3aHHOTO C TMPUYMHEHHWEM Bpela KU3HH, 3J0POBBIO UEJIOBEKA,
OKPY’KaIOIIEH CPELE;

«BAMMOALMS» — TOATBEPXKIEHHUE TOCPEACTBOM  IPEIACTaBICHUS
OOBEKTUBHBIX CBHUCTEIIHCTB BBHITIOJHECHHS TpeOOBaHMMA, MpeTHA3HAYCHHBIX
JUTSI KOHKPETHOTO MCITOIh30BaHMSI FUTH IPUMCHCHMS;

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

«BepudUKaIUI» — TOATBEPKIACHUE HAa OCHOBE IMPEACTaBICHUS
O00BEKTUBHBIX CBUICTEIIHCTB BHIMIOJHEHUS YCTAHOBJICHHBIX TPEOOBAHUI;

«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 TPHU3HAHUS» — TOCYAApCTBO-UYJICH, YMOJHOMOYCHHBIN
opran (dKCmepTHasi oOpraHu3amus) KOTOPOTO OCYIIECTBISECT MPOIEAYPY
COTJIaCOBaHUS SKCIICPTHOTO 3aKIIFOUCHHS pe(pepeHTHOT0 rOCy1apCcTBa;

«eIMHBIA peecTp MEIUIMHCKUX H3JCIHHA, 3aperduCTPUPOBAHHBIX
B paMKaxX EBpa3uiickoro »KOHOMHYECKOI'O CO03a» — JJICKTPOHHas Oa3a
JAHHBIX MEIUIMHCKUX W3JCIHM, 3apEeTUCTPUPOBAHHBIX W PA3PEIICHHBIX K
MEIUITMHCKOMY ITPUMEHEHHIO Ha Tepputopuu Coro3a;

«BasBHTEIIbY —  TPOU3BOAMUTCIb,  SBISIFONUNACS  PE3HICHTOM
rocyJapcTBa-uieHa, WK ero YIIOJHOMOYCHHBIN ITPEACTaBUTEb;

«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 MEIMIIMHCKOIO M3JICIUS» — CTENCHb COOTBETCTBUS
COBOKYITHOCTH CBOMCTB M XapaKTEPUCTHUK MEIUIIMHCKOTO M3ACIHS 1IEIISIM €0
IpeTHA3HAYEHHOTO UCITOIH30BaHNUS,

«KnaccupUKaIUs METUIIMHCKOTO W3JeNHs B  3aBHCHMOCTH  OT
MOTEHIIMAIPHOTO PHCKAa TPUMEHEHUS» — OTHECCHHE WM OIpeIelICHUE
MPUHAIICKHOCTH  MEAWIIMHCKOTO HM3ACHUs K OJHOMY HW3 KJacCOB
MOTEHIIMATHPHOTO PUCKA MPUMEHCHHS B MEIUITUHCKUX TETIAX;

CKOMIUICKTYIONEE K MEIWIMHCKUM H3JICTUsIM» — U3JeIue, He
SBIIAIOIICECS  MCIWIIMHCKUM  HW3JIeJMEeM WIH  NPHHALISKHOCTBIO K
MEIUIIMHCKOMY H3JEIUI0, B TOM YHCie OJIOKHM, YacTH, dJIEMCHTHI W3JICIIHs,
MaTepuaibl, 3alacHble YacTH, NpeAHA3HAYCHHBIE  MPOM3BOIUTEIICM
MEIUIMHCKOTO M3CIHS I IPUMEHEHHUS B COCTABE MEIAUITMHCKOTO H3ICIIHS
WJIA COBMECTHO C MEIUIMHCKUM H3EINEM;

CMEOUIMHCKUE W3AEHUs JUII OUArHOCTUKHU In  Vitroy — JII0ObIE

WHCTPYMEHTHI, allaparkl, IpuOOphl, 000pyAOBaHUE, MAaTEpPUAIbI, 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 [aTOJIOTUH,
IPEIPACHOI0KEHHOCTH K ONPEIEICHHOMY KIMHUYECKOMY COCTOSIHUIO WM
00J€e3HH, COBMECTUMOCTH TKaHEH C MOTEHUUAIbHBIM PELUIIUEHTOM,
NPOTHO3UPOBAHUS pEaKIMii Ha TEparneBTHUECKHE BO3ICHCTBUS, BBIOOpa
TEPANEeBTHUECKUX CPEICTB U (MIJIN) KOHTPOJIS JICUCHHUST,;

«MoAaupUKaLUg ~ MEAMLIMHCKOTO  M3JENUs» —  Pa3HOBUIHOCTH
MEAMIMHCKOTO H37AeNus, HMeronias OOIIMe € OCHOBHBIM MEIULHUHCKUM
U3JIeIMEM KOHCTPYKTHBHBIE NMPHU3HAKU, pa3pabOTaHHbIE Ha 0a3e OCHOBHOTO
U3JIeNsl C IEeJbI0 €ro YCOBEPIICHCTBOBAaHHWSA, pacIIUPEHUs JHOO
CTHeIHAIN3AINY IPUMEHEHUS B MEAUIIMHCKUX TIETISX;

«MYJbTUIIEHTPOBOE HCCIIEJOBAHUE MPOTrPaMMHOTO OOECIEeUeHUs» —
OJTHOBPEMEHHOE TECTUPOBAHHUE MPOTPAMMHOT0 00ECIIEYEHUS B YCIOBUIX €T
IUTAHUPYEMOI'0 MPUMEHEHHUSI Ha HECKOJbKUX BHEIIHUX 3KCIEPUMEHTAIbHBIX
wionaakax (BHE NPENNpusATHS — pa3paboTyvKa TaKOTO MPOTPAMMHOTO
obecrieueHus);

«Habo0p (KOMIUIEKT) MEAMIIMHCKUX U3IETUH» — COBOKYIHOCTH
MEAMIMHCKUX HU3JIEINM, UMEIONMX €ANHOE HAa3HAYeHHE U MapKHUPOBKY,
C YKa3aHHEM MepeyHs YKa3aHHBIX MEAUIIMHCKUX U3ACIUH;

(IPUHAIICKHOCT) — H3JACIUe, HE SIBISIIONICECS MEIUITUMHCKAM

HU3ACINCM, NMPpEAHA3HAYCHHOC IMPONU3BOJUTCIICM JJIIsA COBMCCTHOTI'O
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MPUMEHEHUS C OJHUM WJIM HECKOJbKUMHU MEAWIIMHCKUMH W3ACIUSIMH IS
WCITOJIb30BAHUS B COOTBETCTBUH C MX Ha3HAYCHHEM;

«MPOU3BOJIUTENH MEAUIIMHCKOTO U3JIETUS» — IOPUINYECKOE JIUIO WU
dbu3ndeckoe JUIO, 3aPETUCTPUPOBAHHOE B KAYECTBE WHIMBUYATHHOTO
NpeANpUHUMATENs, OTBETCTBEHHBIE 3a pa3pabOTKy U  H3TOTOBJICHUE
MEUITMHCKOTO M3/, ETAI0NINe €ro JOCTYITHBIM JJIS UCIIOIb30BaHMS OT
CBOEr0 HMMEHU HE3aBUCHUMO OT TOr0, pa3paboTaHO U (WJIM) HU3TOTOBJICHO
MEJUIIMHCKOE HW3JeNIMe ATHUM JIUMIOM WIA OT €ro MMEHHU APYTUM JIUIIOM
(luilaMu), ¥ HECyIIMEe OTBETCTBEHHOCTh 3a 0€30MacHOCTh, Ka4eCTBO U
3 PEKTUBHOCTh MEAUITMHCKOTO U3/EIHS;

«MPOU3BOJICTBEHHAS IUIOMIAJIKA» — TEPPUTOPUATIBLHO 000COOJIECHHBIN
KOMIUIEKC, TpETHA3HAYCHHBIM JI1  BBINIOJIHEHHWS  BCEro  Ipolecca
MIPOU3BOICTBA METUIIMHCKOTO U3/ UM €T0 ONPEeeICHHBIX CTaIuM;

«pacXoJHBIA MaTepuall K MEAUIMHCKAM U3JETUsIM» — H3JEHUS U
MaTepHuaibl, PAacXOAyeMble NPH HCIOIB30BAaHUU MEAUIMHCKUX HW3IEIUH,
oOecreuynBarONIMe MPOBEACHUE  MAHUIYJISIUA B  COOTBETCTBHU  C
(GyHKIIMOHALHBIM Ha3HAYCHUEM MEIUITMHCKOTO M3CIIHS;

«PETUCTPAIIMOHHOE JIOChE» — KOMIUIEKT JOKYMEHTOB M MaTepHUaliOB
YCTaHOBJICHHOM CTPYKTYPBI, MPEICTABIIEMbIN 3aIBUTEIIEM IIPU PETUCTPAIIUN
MEIUIIMHCKOTO W3NS, BHECEHWHW W3MEHEHWHW B PETHCTPAIMOHHOE
yJAOCTOBEpEHNE, a TaKKe KOIWHM PEIICHWH, MPUHATHIX YIOJTHOMOYCHHBIM
OpraHoM (9KCIEPTHOW OpraHu3alueil) B  OTHOIICHHWM KOHKPETHOIO
MEUIIMHCKOTO U3/IEIHS;

«PETUCTPAIIMOHHBIA HOMEP» — KOJI0BOE 0003HAYCHHE, MPUCBANBAEMOE
MEIUITMHCKUM HU3EIUSIM TIPU UX PETUCTPAIH, TI0]I KOTOPBIM OHH BHOCSITCS
B CIWHBIN peecTp MEIWIMHCKUX W3JICIUH, 3apETHCTPUPOBAHHBIX B PaMKax
Coro3a, W coxpaHseMOE HEHU3MECHHBIM IIPH OOpAIICHUH METUITMHCKOTO

u3nenus B pamkax Coro3a;
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«PETUCTPAIIMOHHOE YAOCTOBEPEHHE» — JOKYMEHT €IWHOH (HOPMBI,
IIOITBEP K TAOIINN (DAKT PETHCTPAIIU MEIUIIMHCKOTO U3JICIIHS;

«pEerHCTpalUsl MEIUIMHCKOIO HM3ACIus» — MpoLeAypa BblAauu
YIOJHOMOYCHHBIM OpPraHOM pa3pelieHUs Ha MEIUIMHCKOE NPUMEHEHUE
METUITMHCKOTO u3/ieus B pamkax Coro3a;

«pedepeHTHOE TOCYIapCTBO» — BHIOPAHHOE 3asABUTEICM T'OCYIapCTBO-
YJICH, YIOJIJHOMOYCHHBI OpraH KOTOPOTO OCYIIECTBISCT PETUCTPALHIO
MEAMIIMHCKOTO U3/CIINS;

«yIOJHOMOYCHHBIH MPEACTABUTENb MMPOM3BOAUTEIN) — IOPUIUIECKOE
JUI0  WiIKM  (U3WYecKoe JIMIO, 3aperdCTPUPOBAaHHOE B KayecTBE
UHAVUBUAYAJIBHOTO  TPEANPUHUMATEIA,  SBJSIONIMECS  PE3UJCHTaAMU
roCy/IapCcTBa-uicHa U YIOJHOMOYCHHBIC B COOTBETCTBUHU C JIOBEPECHHOCTHIO
IPOM3BOAUTEIISI MEIUIIMHCKOTO HM3ICIHS IPEACTABIATh €r0 HHTEPECHl H
HECTH OTBETCTBCHHOCTh B YacCTH OOpAICHUS MEIHIIMHCKOIO H3ICIHS B
pamkax Coro3a M HCIOJHEHUS 00s3aTCIbHBIX TPEOOBaHUM, MPEABIBIAEMBIX
K MEIUIMHCKAM H3CIHIM.

4. Peructpanus M OKCIEPTH3a MEAMIIMHCKOTO W3ICIUS  SBIISIOTCS
00s13aTeIPHBIMY YCIIOBHSIMH €TI0 BBIITyCKa B oOpareHue B pamkax Coroza u
OCYIISCTBJISAIOTCS YIOJHOMOYCHHBIM OpraHoM peepeHTHOI0 rocyIapCcTBa.
[Ipp 5>TOM mNPEaBABIAIOTCA OJMHAKOBHIC TpeOOBaHHWS B OTHOIICHUHU
MEAMIIMHCKUX HW3JCNIHIA, TPOU3BEACHHBIX Ha Tepputopun Coro3a
BBE3CHHBIX Ha TAMOXKCHHYIO TeppuTopHio Coro3a U3 TPEThUX roCyAapCTB.

5. Jlo mogaum B YIIOJIHOMOYEHHBIH OpraH peepeHTHOro rocyaapcTBa
3asBJICHUS. HA PETHCTPALMI0 M OKCHEPTHU3Y MEAUIMHCKOTO  HM3JCIHS
3aSBUTENIb  OCYIIECTBISACT cOOp  JOKa3aTeIbCTB  OE30MacHOCTH |
3¢ (HEKTUBHOCTH MEIUIMHCKOTO M3CINS M IMOATOTOBKY COOTBETCTBYIOIICTO

PETUCTPAIMOHHOTO JIOCHE.
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6. B mensx moAroToBKH PEruCTPAIMOHHOTO TIOChE 3asIBUTEb!

a) MoJIy4aeT MpeBApUTEIIbHBIC KOHCYJIbTAIINU AKCIEPTHOM
OpraHu3allMi IO BOMPOCAM PETUCTPAIMU M HKCIEPTU3Bl MEIUIIUHCKOTO
u3aenus (mpu He0OXOUMOCTH);

0) MPOBOJIUT TEXHUYECKUE WCIBITAHUS, WMCHBITAaHUSA (MCCIICIOBAHUS)
C IUEIbI0 OIICHKM OHOJOTUYECKOTO JEUCTBUS MEIUIIMHCKOTO W3JCIHus,
UCIIBITAHUS B LEJISIX YTBEPKACHUS THUMA CPEACTB U3MEPEHUH (B OTHOLICHUU
MEJUIIMHCKUX W3JIeJUH, OTHECEHHBIX K CpEACTBAM HM3MEpPEHUM, MepeyeHb
KOTOpBIX yTBepkaaerca Komuccuein) s MOATBEPKIECHUS COOTBETCTBUS
oOmuM TpeboBaHUsAM 0€30macHOCTH W A(PPEKTUBHOCTH MEAUIIMHCKUX
u3enuii, TpeOOBaHMSIM K WX MapPKUPOBKE U  AKCILTyaTallMOHHOM
JOKYMEHTAllMd Ha HUX B BbIOPAHHBIX 3asfBUTEIEM YUPEKICHUIX U
OpraHu3alMsaX, HWMEIIIMX TMpPaBO MPOBOJUTH Takue  (KCIBITAHUA)
WCCJICIOBAHMS B LEJAX PETUCTPALUNA MEIUIIMHCKUX U3JIETUN U BKIFOUCHHBIX
B E€IHUHBIM peecTp YIOJIHOMOYEHHbIX opranumzanuid Coroza (manee —
YIOJITHOMOYEHHBIE OpraHU3aI1un);

B) MPOBOJAUT  KJIMHUYECKHWE  UCIbITaHUs  (HUCClIeIOBaHUs) B
COOTBETCTBUM C TMPABWIAMH TIPOBEACHUS KIMHUYECKUX HUCIBITAHUN
(ucciemoBaHUii) MEAWIIMHCKUX M3JCNIUA B  BBIOPAHHBIX  3asiBUTEIEM
YIOJHOMOYEHHBIX OPTaHU3AIUAX JIUOO BKIIOYAET B PETHCTPAIIMOHHOE 10CHE
UMEIOITUECS KIIMHUYECKUE JJAHHbIC.

/.B umemsx peructpalud MEAUIMHCKOTO U3JCNIHS  IPOBOJAUTCS
BKCHEpPTU3a  MEAUIUHCKOTO U3eIus AKCIEPTHOMU OpTraHU3aIMEMH,
OMNpPE/ICICHHON YMOJHOMOYEHHBIM OpPraHoM TOCyJapcTBa-wiieHa (najiee —
AKCHEPTHAsE OPTaHU3ALIMS).

8. [Ipou3BoaUTEs MEAUITMHCKOTO U3JEIUsI 0O0ECIeunBacT BHEAPECHUE
U TOJJIEp’)KaHUE CHCTEMbl MEHE/DKMEHTa KauyecTBa JTOr0 W3JEeIUs B

COOTBETCTBHUM C YTBEPKIAECMbIMU EBpa3suiiCKO SJKOHOMUYECKOW KOMUCCUEN
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(manee — Komuccus) TpeOOBaHUSMH K BHEAPEHUIO, TTOACPKAHUIO U OLICHKE
CHCTEMBI MEHE/DKMEHTA KaueCTBa MEIUIIMHCKUX U3JCIINI B 3aBUCHMOCTH OT
MOTECHIIMAJIBHOTO PUCKA MPUMEHEHUSI.

O.llpu peructpanium ©  OKCIEPTHU3E MEIUIMHCKUX  HU3CITUN
YIIOJJTHOMOYEHHBIE OpraHbl B3aWMHO MPU3HAIOT PE3YIbTAaThl TEXHUUYECKUX
HCTIBITAaHUM, UCCIEIOBAaHUM (MCIIBITAHUN) C 10 OLICHKH OMOJIOTHYECKOTO
JICMCTBUS OATHUX MCAUIMHCKHAX M3JICJIMM, KIMHUYECKUX HCIBITaHUMH,
UCTIBITAHUM B LEJISIX YTBEPXKICHUS TUIA CPEJICTB U3MEPEHUM (B OTHOILLICHUU
MEIUIIMHCKUX HW3JCJINM, OTHOCSIIUXCA K CPEACTBaM H3MEpeHUi B cdepe
rOCYJIapCTBEHHOTO PETYJIUPOBAHHUSA OOCCIICUCHUS CAUHCTBA W3MEPCHHM,
nepeyeHb KOTOPBIX yTBepxkaaeTcs Komuccueil) mpu yclioBUM, 4YTO OHHU
BBITIOJTHEHBI B COOTBETCTBMM C  TpeOOBaHMSIMU U  MpaBUIIaMH,
ycTaHOBJIEHHbIMUA Komuccuen.

10. Perucrpanms MEIUITUHCKOTO W3JICIIHS OCYIIECTBIISETCS
peepeHTHBIM TOCYJapCTBOM Ha OCHOBAaHHMH PE3yJIbTATOB JKCIIEPTHU3bI
MEIUIMHCKOTO M3JIeJIUsl U  COIVIACOBAHUA JKCHEPTHOTO  3aKJIHOYCHUS
rocyJlapcTBaMu MpU3HAHUS.

11. JlokymeHTOM, MTOATBEPKAAO UM dakt perucrpanuu
MEIUIIMHCKOTO U3JICIINS, SIBJIICTCS PETUCTPAIMOHHOE yA0CTOBEpeHue, popma
Y MpaBuUJia 3aM0JHEHUS KOTOPOTO OIPE/IeNICHbI COTJIACHO MpuioxkeHuto Ne 1.

Perucrpanmonnoe yJ0CToOBEpEHUE BBIJAETCA OECCPOUHO U JEHCTBYET B
pamkax Coro3a.

12. 3apeructpupoBaHHOE MEIUIUHCKOE 15691 (N7 (S JTOJKHO
COOTBETCTBOBATh OOmMUM TpeOoBaHUAM Oe3omacHOCTH W 3(PGHEKTUBHOCTH
MEIMIIMHCKUX  HW3JeNui, TpeOOBaHUSIM K  HUX  MapKUpPOBKE U
AKCIUTYaTallMOHHON JOKYMEHTAIlMM Ha HHUX, YyTBepkaaembiM Kommuccuei.

OTBETCTBEHHOCTh 3a COOTBETCTBHE MCINITUHCKHUX I/I3I[€J'IHI>1 YKa3aHHbIM


consultantplus://offline/ref=822F9232C3FC815D6DEDAFCF139432E0BF50EB4264DC2064336F87F9DFF7402886E1EC46B6BAE1E9a7GEN
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0o0mMuM TpeOOBaHUSIM HECET IMPOM3BOJUTENh MEIUIIMHCKOTO H3ACHus (ero
YIOJTHOMOYEHHBIN IPEACTABUTEND ).

13. Pacxoibl Ha PEruCTPalMIO M KCIEPTU3Y MEAUIIMHCKOTO H3ICIIUS
HECET 3asiBUTEJIb B COOTBETCTBUU C 3aKOHOJIaTEILCTBOM IOCYIapCTBA-UJICHA.

14. IIpy OJHOBpPEMEHHOM IIOJja4€ HA PETUCTPAIMIO HECKOIbKUX
MoOAU(DUKAIIMI MEAUIMHCKOTO W3JIeNUs, OTHOCSIIUXCS K OJHOMY BHIY
MEJIUIIMHCKOTO W3JENHUsl B COOTBETCTBUU ¢ mnpumeHsemoil B Corose
HOMEHKJIATypOH  MEAMIIMHCKUX  M3JCNHM,  HW3rOTOBJICHHBIX  OJHUM
NPOU3BOAUTENIEM,  OTIWYAIOIIUXCA JAPYr OT Jpyra HM3MEHEHHUSIMU
KOMIUIEKTAllMM W (WJIM) TEXHUYECKUX MapamMeTpoB, HE BIUSIONIMMU Ha
NPUHLIMI pabOThl U (PYHKIIMOHAIBHOE Ha3HAUYEHHUE, OTHOCSIIUXCS K OJTHOMY
KJIaCCY TMOTEHIMAJbHOIO PHUCKA NPUMEHEHHMs, 3asBUTENIb MPEACTaBISACT
|l 3agBnenue u 1 peructpallMoOHHOE A0ChE. B ciiyuae eciiu mpeacTaBiICHHbIE
MoaudUKaIuu OyIyT OTHOCUTHCA K Pa3HBIM BUIAM MEIUIIMHCKOTO H3JETHS
B COOTBETCTBMM C YKa3aHHOW HOMEHKIATYypOW, Kaxkaas MOAH(HUKAIII
pErucTpupyeTcs OT/ICJIbHO C pe0CTaBICHUEM OT/ICJIHOTO
PErUCTPAIMOHHOTO JI0ChE.

15. B ciyyae ecnu MEAMIMHCKOE W3JAENIHE, 3apErUCTPUPOBAHHOE B
COOTBETCTBUU C HactoAmnmu [lpaBuinamu, 3asBiseTcs AJisl pETUCTPALIMU B
rocyJlapcTBax-uj€HaX, HE YKa3aHHbIX 3asBUTEJIIEM paHee B KayecTBE
roCcyJIapCTB TpPHU3HAHUSA, a TaKXE B TOCYJapCTBaX, MPUCOCAMHUBIIUXCS K
Coro3y, nporeaypa perucTpaindu MPOBOJAUTCS HAa OCHOBAHUHU SKCIEPTHOIO
3aKJIIOUYCHUSI  YIOJHOMOYEHHOTO OpraHa (3KCHEPTHOM  OpraHu3aliyf)
pedepentHoro rtocyaapctBa. Ilpy 3TOM  yHIOJHOMOYEHHBIM OPTaHOM
pedepeHTHOTO TOCyIapCTBa BBIIACTCS PETUCTPAIMOHHOE YAOCTOBEPEHHUE C

YKa3aHUCM BCCX IOCyIapCTB IIPHU3HAHUA.
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II. IIpouenypsl perucTpauuu U SKCIEPTU3bI MEAULIUHCKOTO U3

16. [Inst perucTpanud MEIWLMHCKOTO W3JENUs 3asBUTENb BbIOMpAET
pedepeHTHOE TOCYAapCTBO U FOCYIaPCTBA MIPU3HAHMUS.

17. 3asBuTEND MPEACTABIAECT B YIIOJHOMOYEHHBIA OpraH (3KCIEPTHYIO
OpraHu3alnio) peEepeHTHOrO rOCy1apcTBa CAEAYIOIINE TOKYMEHTHI:

a) 3asBJICHHE Ha  MPOBEJACHUE OJKCIEPTU3bl U  PErUcCTpaluu
MEJIUIIMHCKOTO u3/enusi (Ha OyMaXHOM U (WJIM) 3JIEKTPOHHOM HOCHUTEJSIX)
no (gopme coriacHo npuioxkeHussM Ne 2 u 3 (manee B HACTOSIIEM paszfeie —
3asIBJICHHUE);

0) perucTpaliOHHOE J0ChE€ Ha 3JEKTPOHHOM HOCHTENE, COJepKallee
JOKYMEHTBI II0 TEPEYHIO corjacHo npuioxkeHutro Ne 4. B ciydae ecnu
3aKOHOJIaTE€JIbCTBOM TOCYIapCTBA-UJI€HA HE MPEIyCMOTPEHA BO3MOXKHOCTH
opopMiieHHS ~ yKa3aHHBIX  JOKyYMEHTOB B  JJICKTPOHHOM  BHJIE,
YIOJHOMOYEHHBIH OpraH (9KcHepTHas oOpraHuszanusi) pepepeHTHOro
rocyJapcTBa BIpaBe 3alpPOCUTh TaKHE JOKYMEHTHI (UX KOMHUH) Ha OyMaKHOM
HocuTene. [Ipu 3ToM TOKYMEHTBI, IPECTABIECHHBIE HA MHOCTPAHHOM S3BIKE,
JOJDKHBI  MMETh 3aBEPEHHBbIA B  YCTAHOBJIEHHOM 3aKOHOJATEIhCTBOM
rocyJlapcTBa-ujieHa NOPsIIKEe ayTEHTUYHbIN MEPEBOJ HA PYCCKUM SI3bIK;

B) KOIMU JOKYMEHTOB, MOATBEPKIAIOMINX OIUIaTy 3KCIEPTU3bl U
perucTpanuy MeIUIUHCKOTO U3/IeNUsl B PePEPEHTHOM T'OCYIapCTBE.

18. YnonHOMOYEHHBIM ~ OpraHoM  (3KCIEPTHOM  OpraHu3alueil)
pedepeHTHOTO rocyapcTBa B TeUeHUE S5 pabouux JHEHW CO AHS MOCTYIUICHUS
3asBJICHUS U PETHCTPALMOHHOIO JI0ChE€ MPOBOJAUTCS MPOBEpPKA IMOJHOTHI U
JOCTOBEPHOCTU COJIEPKAIIMXCA B HUX CBEJACHUI, IPUHUMAETCS PELICHUE O
Hayajie MpOLEAYpPhl PErUCTPALMHM U SKCHEPTHU3bl MEIULMHCKOTO W3JEIUs U
pa3Melaercs  3asABJICHME M PETUCTPALlMOHHOE  JOChe B  CBOEH

uHpopmarmonHoit cucreme. Mudopmarus o0 MEIUIIMHCKUX HU3ACIHSIX,
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B OTHOIIEHUHU KOTOPBIX MMPOBOJUTCS MPOLETypa IKCIEPTU3BI U PETUCTPALUH,
U JOKYMEHTBI, COJEpKallhecss B PErUCTPALMOHHOM JIOChE, KpOME
WHCTPYKIIMM 110 NPUMEHEHUI0 MEJUIUHCKOTO H3HEIUS W MAapKUPOBKH
MEUIIMHCKOTO U3JIETHsl, OTHOCITCS K KOH(PUACHIMAILHON MHbOpMaAIUU U
JOCTYIHbI ~ TOJIBKO  3aMHTEPECOBAHHBIM  YIOJHOMOYEHHBIM  OpraHam
(3KCIIEPTHBIM OpPraHU3aLUsIM) IOCY/1apCTB-UJICHOB.

B ciyuae ecnu 3asBlIeHHE MPEICTABICHO C HApYyIIEHUEM TpeOOBaHMUIA,
YCTAHOBJICHHBIX  HactosimuMmu  [IpaBunamMu, B  3asBJICHHM  yKa3aHbI
HEJIOCTOBEPHBIEC CBEAECHUS WJIM PETHCTPALMOHHOE JIOChE MPEICTABICHO HE B
MOJIHOM OOBbeMe, YIOJTHOMOYEHHBI OpraH (dKCIepTHAs OpraHu3aIusl)
pedepeHTHOTO rocyaapcTBa B TeUEHUE S5 paboUYuX JHEW CO JHS MOCTYILICHUS
TaKUX 3asBJICHUS M PETUCTPAMOHHOTO JOChE€ YBEAOMIIAET 3asBUTENS O
HEOOXOAMMOCTH  YCTpPaHEHUs  BBISBICHHBIX  HapylmieHUH W (WUJIN)
NPEACTABICHUSI OTCYTCTBYIOIIMX JOKYMEHTOB B CPOK, HE MPEBBIIIAIONINIMA
30 paboumnx AHEW CO JTHA pa3MEILEHUs COOTBETCTBYIOIIETO YBEAOMJICHUS B
UH()OPMALIMOHHON  CHUCTEME  YNOJHOMOYEHHOrO0 opraHa (dKCHepTHOU
opraHu3zanuu) pedepeHTHOr0 rocyJapcTBa, MyTeM Iepe/ladyud YBEAOMIICHUS
3asiBUTEIIO0 JIMYHO TIOJ PACMUCKy, JHUOO HAMpaBICHUS YBEIOMIICHHS
3aKa3HBIM TOYTOBBIM OTHPABJICHUEM C YBEIOMJICHHEM O BPYy4Y€HUHU, JHOO
nepeaadyd B DIEKTPOHHON (opMe MO TEICKOMMYHHUKAIMOHHBIM KaHajaMm
CBSI3M WK B (hOpPME JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOMN
HOJMUCHIO.

B teuenue 3 pabouyux nAHEN CO JIHS TMPEICTABICHUS 3asBICHUS U
PErUCTPALIMOHHOTO JOChE, COOTBETCTBYIOIIMX TPEOOBAHUSAM HACTOSLIUX
[TpaBui, ynoTHOMOYEHHBIN OpraH (3KCIepTHasi opraHu3aius) peepeHTHoro
rocyapctBa INPUHUMAET pEIICHUWE O Haudajle MpOoleAyphl 3KCHEPTU3bl U

perucrpaimui MCAUIUHCKOTI'O U3JCIINA.
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19. YnonnomMo4eHHBIE OpTaHbl (IKCIIEPTHBIE OpTraHn3aIlii) TOCYAapCTB
MIPU3HAHMS BIIPABE 03HAKOMUTHCS C XOJI0OM MTPOBEACHUS IKCIIEPTHHIX padoT B
pedepeHTOM TOCYyAapCcTBE, B TOM YHCJIE C IMEPENUCKON 3asBUTENA U
YIOJHOMOYEHHOTO oOpraHa (9KCHEPTHOM OpraHu3alyyd) IO BOMpocaM
YCTpaHEHUS 3aMEUYaHU U C TOKYMEHTAaMHU, MPEACTaBICHHBIMU 3asBUTEIIEM B
MPOIECCE IKCIEPTU3BI U PETUCTPALIUA MEAUIIUHCKUX U3/ICIIHM.

20. OTBETCTBEHHOCTh 32 JOCTOBEPHOCTH  MPEIAOCTABICHHOTO B
YIOJHOMOYEHHBIM OpraH (9KCHEPTHYIO OPTraHMU3aIMI0) PErHCTPAllMOHHOTO
JIOChE HECET 3asBUTEIb.

21. Ilpu HEOOXOOMMOCTH YMOJHOMOYEHHBIA OpraH (dPKCIepTHas
OopraHu3alys) MPUBJICKAET K yYacTHIO B JKCIEPTU3E AKCIEPTOB, JUIl, HE
paboTaMMX B YIIOJTHOMOYEHHOM OpraHe (3KCIEpTHOM OpraHU3alliu), €cliv
UX CrelUalIbHbIC 3HAHUS HEOOXOIUMBI JIJIs1 TPOBEACHUS IKCIIEPTHU3HI.

[IpeacraBuTenn  yMOJMHOMOYEHHBIX  OpraHU3alMi, MPOBOJAMBIINX
TEXHUYECKUE WCIBITAHUS, HMCCIENOBAaHUS (UCHBITAHUS) C LETbI0 OILICHKHU
OMOJIOTUYECKOTO JCUCTBUS W KIWHWUYECKHE HCIBITAaHUS MEIUIIMHCKOTO
U3JIeNINsI, TPEACTAaBICHHOTO Ha JKCIEPTU3y, HE MOTYT IMPHUBJICKATHCS K
Y4acTHUIO B KCIIEPTHU3E.

[Ipu mpoBeAeHUU OHKCIEPTU3BI SKCHEPT HE MOXKET HAXOAUTHCS B
KaKkou-mu0O 3aBUCHMOCTH OT OpraHa WIM JUId, HA3HAYMBIIETO JTY
AKCTEPTU3Y, MPOU3BOIUTEINS MEJIUIIMHCKOTO u3J1eIusl, ero
YIOJIHOMOYCHHOTO TMPEACTaBUTENIS WM JAPYTHMX 3aWHTEPECOBAHHBIX B
pe3yibTaTax dKCIEPTHU3bI JIUIL.

B ciygae ecnm skcniepTy U3BECTHBI OOCTOSITENIBCTBA, TPETSTCTBYIOIINE
€ro MPUBIICUYEHUIO K TPOBEACHUIO SKCIEPTHU3bI MO0 HE MO3BOJISIONINE EMY
cOONIO/IaTh TMPUHLMUIIBI €€ MPOBEICHMS, OH JOJDKEH COOOUUTh 00 3TOM
PYKOBOJMTEIIO YIOJIHOMOYEHHOTO OpraHa (IKCIEePTHOM OpraHu3aluu)

pedepeHTHOTO rocyaapcTBa.
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22. YIIOTHOMOYCHHBIN opraH (axcniepTHas OpraHu3aIusl)
pedepeHTHOro rocyjapcTBa MPOBOAUT SKCIEPTU3Y MEAUIIMHCKOTO U3/CIIUS U
oopMJIIET SKCIIEPTHOE 3aKIIOUYEHHE COTJIACHO MPHUIoKeHUuI0 Ne 5 B CpoK, HE
npeBbImmaronmii 60 padounx aHEH CO AHS MPUHATHS UM PEIICHHUS O Hadaje
MPOLIEAYPhl PETUCTPALIUU U SKCHEPTU3BI MEIUIIMHCKOTO MU3/IEIIH.

BbiBoIBI, conepikammecs: B SKCIEPTHOM 3aKIIOYEHUHU, JOJKHBI ObITh
OJTHO3HAYHBIMU U TTOHSATHBIMHU.

B cnydae ecnu BBIBOJBI SKCHEPTHOTO 3aKIIOUEHUS OTHOCHUTEIIBHO
BO3MOKHOCTH PETHUCTpAIlMd MEAUIIMHCKOTO W3Aeius B pedepeHTHOM
roCcyJapcTBe  SIBIISIOTCS  TMOJIOKUTEIBHBIMH, YIOJHOMOYEHHBIH  OpraH
pedepeHTHOro rocyapcTBa B TeueHue 5 pabouux AHEH co qHs opopMieHus
HKCIEPTHOTO 3aKJIIOUYCHUS YBEJAOMIISIET 3asBUTENISI O HEOOXOIUMOCTH
MPEACTABICHUS KON JOKYMEHTOB 00 OIJIaTe SKCIEPTU3bI U PETUCTPALIUU B
rocyJapcTBax MpU3HAHUS B CPOK, HE mpeblmaromuid 10 pabounx gHEH co
JIHS Pa3MEILEeHUs] COOTBETCTBYIOIIETO YBEIOMJICHUS B HHGOPMAIIMOHHOM
CUCTEME  YIIOJHOMOYEHHOIO  OpraHa  (3KCHEPTHOM  OpraHHU3allHH)
pedepenTHOoro TocydapcTBa JMOO CO AHS TIONYYECHHS YBEIOMIICHUS
3asiBUTEJIEM JIMYHO TIOJI PACIHCKY, 3aKa3HBIM ITOYTOBBIM OTIIPABJICHUEM C
YBEOMJICHIEM O  BpPYYECHHH, B  DJJIGKTpOHHOM  ¢opme 1O
TEJICKOMMYHHUKAIIMOHHBIM KaHallaM CBSI3M WIH B (opMe 3IEKTPOHHOTO
JTOKYMEHTA, MOJAMUCAHHOTO 3JICKTPOHHOUN MOAMHUCHIO.

23. YIIOTHOMOYCHHBIM ~ opraH  (dKCIEepTHAas  OpraHu3amus) Wiu
OpraHu3aius, OIpeaeieHHas YIOJHOMOYEHHBIM OpPraHoM (dKCIEepTHOMN
opraHuzamnmei) peQepeHTHOro TOoCyAapCcTBa, MPOBOJUT  HHCIIEKIIHIO
IIPOM3BOCTBA MEAUIIMHCKUX H3JICTUH B COOTBETCTBHH C TPEOOBAHHSAMH,
ycTaHOBIeHHbIME Komuccueit. MHCneKus MPOW3BOJCTBA MEIMITMHCKHAX

HSHGHHﬁ mpoBOAUTCA A0 IIOATOTOBKH OJOKCIICPTHOT'O 3dKJIHOYCHUA. CpOK
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OpraHM3allii W TPOBEJACHHUS WHCICKIIMM HE BXOAUT B OOIMMHA CPOK
MPOBEACHUS OKCHEPTU3bI M HE JOHKEH B COBOKYIHOCTH IPEBBIIIATH
90 paboumx THEH.

24. IIpoBeieHNEe SKCIEPTH3bl MEIHMIIMHCKOIO H3JENUsS BKJIIOYACT B
ceOs:

a) aHAJIN3 JOKYMEHTOB M MaTEPHAJIOB, OMPEICIISIONUX OE30MaCHOCTD,
3G (PEeKTUBHOCTP M KauyeCTBO MEIWIIMHCKOTO W3JENHs, B TOM YHCIE

PacXOHBIX MaTEPHAIOB M KOMIUICKTYIOIMNX K MEIUIIMHCKOMY H3CIIHIO;
0) aHanmM3 JaHHBIX O pa3pabOTKe W MPOU3BOJCTBE MEIUIIMHCKOTO

u3nenust  (CXeMbl  TPOIIECCOB  MPOU3BOJACTBA,  OCHOBHBIX  CTaJHi
MIPOM3BOICTBA, YIMAKOBKH, WCIBITAHHK M TPOIETYPHl BBITYCKa KOHEYHOTO
MPOAYKTA);

B) aHAIM3 CTAHJIapTOB, KOTOPBIM COOTBETCTBYET MEAMUIIMHCKOE
171631 (S04 (K

') aHaJIU3 TIPOTOKOJIOB TEXHHYECKUX WCTIBITAHWA (B YaCTH TOJHOTHI
MPOBEJICHUSI W KOMIIETEHTHOCTH MCHBITATEILHON JIadopaToOpuu), a TaKXKe
MPU3HAHWE PE3YJIbTATOB UCIIBITAHUI HA OCHOBE 3TOT'0 aHAJIN3A;

1) aHaJIU3 OTYETOB IO pe3yjbTaTaM MHCIEKIMH POU3BOJICTBA
MEUIIMHCKOTO U3/IEIHS;

€) aHalu3  OTYETOB II0  OICHKE  OHMOJOTMYECKOr0  JICMCTBHS
MEIUITMHCKOTO W3AeNus (B YacTH TIOJHOTHI W KadecTBa IPOBEACHHBIX
UCCIICIOBAaHUI, Ha COOTBETCTBHUE IIpaBWJIaM TMIPOBEJCHUSI HCIBITAHUM
(uccnenoBaHWM) IO OILICGHKE OWOJOTHYECKOTO JICHCTBUS METUIIMHCKHX
u3enuii, yrepxaaeMbiM Komuccueil), a Takxe NpPU3HAHUE PE3YJbTATOB
WCIIBITAHUM (MCCJIEJOBAHUN ) HA OCHOBE 3TOT0 aHAJIU34;

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

MCIUIIMHCKOIO HU3ACIAHUA, B TOM YHCIC Ha COOTBCTCTBHC KIMHHYCCKHUX
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WCCJICIOBAaHUN  TMpaBWiaM  TNPOBEICHHWS  KIWHWUYECKUX  HUCIBITAaHUHN
MEIUIIMHCKUX  W3JeiNui,  yTBepkaaemMbiM  Komuccuel,  MOJTHOTHI
MPOBEACHHBIX HCCIIEIOBAHUM, JIOCTOBEPHOCTH pPE3yJbTAaTOB, CpaBHEHUE
KJIIMHUYECKUX JIAHHBIX C UMEIOIMMUCS aHAJIOraMu U IPU3HAHUE PE3YIbTATOB
HCCJIeIOBaHUI HAa OCHOBE 9TOT0 aHAJU34;

3) aHaIu3 PUCKOB (C YyKa3aHUEM WACHTU(ULIHUPOBAHHBIX PHUCKOB,
OOOOIIEHHBIX JIAHHBIX [0 BadUAalMd W BepU(PUKAIMUA UCIBITAHUM,
7a00paTOPHBIX TECTOB, MOATBEPXKIAIOIMIMX BO3MOXKHOCTh  pealii3alluu
HAyYHO-TEXHUYECKUX HJIeW B KOHEYHOM TMPOJYKTE, JaHHbIE HayYHOU
JUTEPATypPhI [0 aHAJIOTaM);

M) OIICHKA  COOTBETCTBUS  YKa3aHHOTO  3asBHTENIEM  KJiacca
MOTCHIIMAIBLHOTO  pHCKAa  TPUMEHEHUS MEIUITTHCKOTO 17163 (SIS |
B COOTBETCTBHM C MpaBWJIaMU KiIacCU(MUKAIMKA MEAUIIMHCKUX H3ACIUA B
3aBUCUMOCTH OT TOTEHIMAIBHOTO PHUCKAa MPUMEHEHUS, YTBEPKIAEMbIMU
Komuccuen

K) aHaJIu3 IPaBUILHOCTH onpeeeHuUs HOMEHKJIATyPHOU
NPUHAICKHOCTH ~ MEIUIIMHCKOTO  M3JENHMS  COTJacHO  HOMEHKJAType
MEIUIIMHCKUX U3Jeni, mpuMensemoit B Corose;

71) aHanu3 6e30macHOCTH U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA
B COCTaBE MEIUIIMHCKOTO W3JENHs, €ro BIUSHMUS Ha (YyHKIHOHATHLHOCTH
MEIUITMHCKOTO M3JENHsI, COBMECTHMOCTH JIEKAPCTBEHHOTO CpEICTBA C
MEIUITMHCKUM H3JeNIMeM (3a HCKIIOYCHUEM MEIWIMHCKUX W3ACIAA IS
TUArHOCTHKX 1n  vitro). JlekapcTBEHHOE CpPEIACTBO JIOJDKHO  OBITh
3apETrUCTPUPOBAHHBIM M PA3pPEIICHHBIM K MPUMEHEHUIO B TOCYIapCTBE —
IPOU3BOUTEIE JIEKAPCTBEHHOTO CPE/ICTBA;

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

MPOUCXOXKACHUA, BXOJAINUX B MCAUTTUHCKOC U3JCIINC, 4 TAKIKE I/IH(I)OpMaLII/II/I
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0 TOA0Ope HCTOYHHMKOB (JOHOPOB), OTOOpPE MaTepuaja, IPOIECCCUHTE,
XpaHCHUH, TECTUPOBAHWH, BAIWJAIUUA TIPOIETYP TECTUPOBAHUS, a TaKKe
oOpamieHusi ¢ TKaHSAMH, KJICTKaMH, CYOCTaHIUAMH >KUBOTHOTO WJIU
YeJIOBEUECKOT0 MPOUCXO0XKICHUSI, KyJIbTypaMu MUKPOOPTaHU3MOB U BUPYCOB;

H) aHAJIU3 TPOUEAYPHl M METOAOB CTEPUIIM3ALMH MEIUIIMHCKOTO
U3JIeNus, MaTepuaioB, OOOCHOBBIBAIOIIUX  CIOCOO  CTEpUIM3AlIUM,
IpeaiaraeMbIX METOJO0B KOHTPOJIA KadecTBa M ONPEACICHUS OCTAaTKOB
CTEpWIM3YIOIIETO BeIlecTBa NpPU NPUMEHEHUHM XUMHUYECKOro crocoba
CTEpUIIN3AIUY;

0) U3yY€HHE BAJIUJAHOCTU MPOrPAMMHOTO OOECTIEUYECHHs Ha OCHOBE
aHanMM3a JaHHBIX O ero Bepu(HWKaMW MW BalWJAlldA, B TOM YHCIE
uH(OpMaIlMA O €ro pa3paboTKe W TECTHPOBAHWHM HA MPEANPHUATAA U TIPHU
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 3(PPEKTUBHOCTH
MEIUIIMHCKOTO U3/ Ha TTOCTIPOJAKHOM ITarle;

¢) aHanu3 WHGPOPMAIIMU O MapKETUHTe (€CIM METUIIMHCKOE H3Jene
HAXOJIUTCS B OOpalleHnH Ha peIHKE Oosiee 2 nieT) (Ipu HATUYun );

T) aHAJIA3 TIPEACTABICHHBIX IPOW3BOIUTEICM CBEICHUN O HAJTUYHH
WM 00 OTCYTCTBHHM COOOIIEHWH O HECUACTHBIX CITydasiX W OT3bIBaX C PHIHKA
MEIUITMHCKOTO W3JENHUs, O HEeKEIATEIbHBIX COOBITHSX U (MJIM) HECHACTHBIX
ClIly4asiXx, CBSI3aHHBIX C  HCIOJb30BAaHUEM MEIUIIMHCKOTO  HW3JEIus,
YBEJOMJICHHM 1O O€30MacHOCTH MEAUIIMHCKOTO W3ACHusl, IOAXoaa K
PaCCMOTPEHHIO 3THUX MPOOJIEM M WX PEIICHHS MPOU3BOIUTEIAMU B KaXKIOM
U3 TaKUX CIy9acB, ONMMCAHUS KOPPEKTUPYIOMINX ACHCTBUMN, MPEINPUHSATHIX B

OTBCT HaA YKa3aHHBIC CJIy4dHd, a TaAKXKXC COOTHOIICHHUA YPOBHA IPOAaX H



20

KOJINYECTBA HECUACTHBIX CIIyYa€B U OT3BIBOB MEIAUIMHCKOTO M3JICNUS W3
oOpallieHus;

y) aHallu3  MPEJCTaBIECHHBIX  MPOU3BOJIUTEIIEM  CBEIAEHUU O
COOTBETCTBUU MEIUIIMHCKOTO M3ACIHSA OOIMM TpeOOBaHUSIM 0€30MacHOCTU
1 3(phHEeKTUBHOCTH MEIUIIMHCKUX U3/ICIIUM, TpeOOBAaHUAM K MX MAapKHUPOBKE U
HKCIUTYaTallMOHHON JOKYMEHTAIIUU HA HUX;

¢) olleHKka ~ PYKOBOJICTBA MOJIb30BaTENS (MHCTPYKLIUH o
MEIUIIMHCKOMY ITPUMEHEHUIO) U SKCIUTYaTallMOHHON JJOKYMEHTAIUH;

X) OlLIEHKa MapKUPOBKHU MEIUIIMHCKOTO U3/IEIHS;

) aHAJIW3 JIOKYMEHTOB, MOATBEPKAAIOIMINX PE3YIbTAaThl HCHBITAHUN
MEJIUIIMHCKUX HW3JCIUM B 1EISAX YTBEPXKICHUS THUIA CPEJCTB HM3MEPEHUM
(B OTHONICHWH MEAMIIMHCKUX H3JCIUH, OTHECCHHBIX K CpPEJICTBaM
U3MEPEHUN, NTIEPEUYCHb KOTOPBIX yTBepkKaaercs Komuccuein).

25. Ilpu mpoBeaeHUN JKCIEPTU3Bl MEIUIIMHCKOTO M3CNIUS B Cilydae
HEJIOCTATOYHOCTH JJIS MMOJTOTOBKH SKCIEPTHOIO 3aKIIOUEHUSI MAaTEPUAIIOB U
CBEJICHUI, COJIEpKAIIUXCSd B 3asBJICHUU O PErUCTpalldd U JOKYMEHTaxX
PErUCTPAllMOHHOTO  JOChE€,  YIOJHOMOYCHHBIM  opraH  (dKCHepTHas
OpraHu3anus) HampaBiIsieT 3asBUTENII0 COOTBETCTBYIOIIMI  3ampoc ¢
yKa3aHUEM XapakTepa 3aMeyaHuid M crmoco0a WX YyCTpaHeHUs (mamee —
3ampoc). 3ampoc HampaBisIeTCs OJAHOKPATHO M MOXET OBITh mMepelaH
3asIBUTEJIIO JIMYHO MOJI PACIUCKY, HAMPABJICH IO MOYTE 3aKa3HBIM MMOUYTOBBIM
OTIPABJICHUEM C YBEJOMJIEHHEM O BPYUYEHHH JIMOO Mepe/iaH B AJIECKTPOHHOU
dbopmMe 1O TEIEKOMMYHUKAIIMOHHBIM KaHallaM CBs3M WU B  (dopme
ANEKTPOHHOIO IOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOU MOIUCHIO.

3asBUTENb O0s3aH TMPEJICTaBUTh OTBET Ha 3ampoc B  CPOK,
He TpeBblnarIui 60 pabouynx THEW co JHA MOJydeHHs 3ampoca. B ciyuae

HCIIPCACTABJICHUA YKA3aHHOI'O OTBCTAa B CpPOK YHOJIHOMO‘IGHHBIfI opraH
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(3kcmepTHasi ~ opraHu3aius) MPUHUMAET PEIICHWE Ha  OCHOBAHUHU
JIOKYMEHTOB, UMEIOIIUXCSI B €r0 PaCHOPSIKEHUU.

26. Ilepuon co naHS HampaBlICHHWS 3ampoca 10 JHS TOJTYYCHHS
YIOJHOMOYEHHBIM OpraHOM (PKCIIEPTHOM OpraHM3aluell) OTBETa Ha 3ampoc
HE YYHUTBHIBAETCA TP HCUUCICHUU CpPOKa TMPOBEIACHUS DKCIEPTHU3DI
MEJIUIIMHCKOTO U3/IEIHS.

27. OCHOBaHUSAMHM i1 BBIHECEHUS YIOJHOMOYECHHBIM OPTaHOM
(9KCIIepTHOM OpraHu3anueil) 3akioueHuss 00 OTKa3e B PErucTparuu
MEUIIMHCKOTO U3JIENHS SIBIISIOTCS:

a) HEMOATBEPKICHHE COOTBETCTBYIOLTUMU MaTepHuaiaMmu u
CBEJICHUSIMU, COJICPKAITUMHUCS B PETUCTPALIMOHHOM JI0ChE, KauecTBa, U (WJIH)
a(hPekTUBHOCTH, U (UITK) OE30MACHOCTH MEUIIMHCKOTO U3/IEIHS;

0) mpeBbIlIIECHUE pPUCKA NPUUYMHEHHUS Bpela 3J0pPOBBIO TpPaXIaH U
MEJUIIMHCKUX pa0OTHUKOB BCIICICTBUE MMPUMEHEHUS MEIUIIMHCKOTO U3ETHS
HaJ 2P(HEKTUBHOCTHIO €T0 MPUMEHEHUS;

B) HEYCTPAHCHHE BBISIBJICHHBIX HAPYUICHUN U (WJIM) HENPE/ICTaBICHUE
JIOKYMEHTOB 10 3a1pocy.

28. Ilpu HEOOXOAUMOCTH YIOJIHOMOYEHHBIE OpTraHbl (dKCIEPTHHIE
OpraHu3allfK) TOCYAapCTB MPU3HAHKS MOTYT HAMPABIATH C UCIIOIh30BAHUEM
CPEIICTB WHTErpUPOBaHHOW cucTeMbl (CoOr03a B YMOJHOMOYEHHBIM OpraH
(3KCMEePTHYIO OpraHu3aliiio) pedepeHTHOro ToCyJapcTBa CBOM 3aMe4aHus U
NpEeUIOKEHUsT 10  OoQopMIIeHHsT 3TUM  YIHOJHOMOYEHHBIM  OPTraHOM
(3KCTIEpTHOM OpraHu3aluen) SKCIEPTHOTO 3aKIFOUCHUS.

B xone cornmacoBaHusi 3KCHEPTHOTO 3aKIHOYEHHS] YMOJHOMOYEHHbBIE
opranbl  (OKCHEPTHBIC  OpTaHHW3allMM)  TOCYJApPCTB-YJICHOB  MOTYT
B3aMMO/JICUCTBOBATh JIPYT C JAPYIOM [IJIs YPETyJIUPOBAHUSI BO3HUKAIOIIMX

BOITPOCOB.
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29. Tlocnie odopmieHUST YKCIIEPTHOTO 3aKIIOUCHUS YIIOJTHOMOYEHHBIN
opraH (3KCrepTHasi opraHusaius) pe()epeHTHOro TocyJjapcTBa pa3MeIlacT B
CBOEH uH(popMaImoHHON CHUCTEME AKCIIEPTHOE 3aKJIIOUYECHUE.
YHOIHOMOYEHHBIE  OpraHbl  (PKCIEPTHBIE  OpPraHU3alHdH) TOCYJapCTB
NpU3HAHUA B CpPOK, HE mpeBblmaromuid 30 KaleHOapHbIX AHEH €O JIHS
pa3MelieHrsT YIOJHOMOYEHHBIM OpPraHoM (IKCIEPTHOW OpraHu3alueil)
pedepeHTHOTO TOCyJapCTBa HKCIEPTHOTO 3aKIIOUCHHMS, HAMNpPaBisSIOT B
YIOJHOMOYEHHBIM OpraH (PKCIEPTHYIO OpraHu3ainuio) pedhepeHTHOTO
rocyJapcTBa MOJTBEPKIACHUE COTIacoBaHUs (HECOTIACOBAHHUA) IKCIIEPTHOTO
3akmrodeHus: (¢ oO0ocHOBaHHWeM) Mo (GopMme corjiacHO mnpuioxkenuro Ne 6
C UCIIOJIb30BAaHUEM CPEJICTB UHTErPUPOBAHHOM cucTeMbI COK03a, B TOM YHCIIE
MPaBWIBHOCTH TEPEeBOJA PYKOBOJICTBA TMOJIb30BaTeNsd (MHCTPYKIIMU TIO
MEJIUIIMHCKOMY MPHUMEHEHUIO), MapKUPOBKHA MEIUIIMHCKOTO W3MENIUs Ha
rOCyJJapCTBEHHbIE  SA3BIKH B COOTBETCTBUM €  TpeOOBaHUSIMU
3aKOHOJATEIhCTBA rOCYJaPCTB-YJICHOB.

B ciay4dae HEMPEACTABICHUS rocyJiapcTBaMu MPU3HAHUS
MOATBEPKICHUS COTJIACOBAaHUS (HECOTJIACOBAHUSI) SKCIIEPTHOIO 3aKIFOUEHUS
B TeueHHe 30 KaJeHAApHBIX JHEW CO JIHS Pa3MELICHUs YIIOJHOMOYECHHBIM
opraHoM  (PKCIIEPTHOM  oOpraHuzammei) pePepeHTHOro TocyAapcTBa
SKCHEPTHOTO  3AKIIOYEHUS  DKCIEPTHOE  3aKIOYEHHE  CUUTAETCS
COTJIACOBAHHBIM.

B teuenne 10 pabouux AHEN cO JHA COIVIACOBAHUSI SKCHEPTHOIO
3aKJIIOUYEHUS  TOCYJapCTBAaMHM  MNPU3HAHUS  YIIOJHOMOYEHHBIA  Opraf
pedepeHTHOTO TOCyJapcTBa NPHHUMAET PEIICHHE O PEeTUCTpaluu
MEJUIIMHCKOTO M3JIeNIMsd W pa3MEIlaeT B €AUHOM PEECTPE MEIUIIMHCKHUX
W3EIUN, 3apETUCTPUPOBAHHBIX B pamkax Coro3a, CBEICHUS O MEAULIMHCKOM

HU3ACIIMU, PYKOBOIACTBO II0Jb30BATCIIA (HHCTpYI(]_II/IIO no MCIAUIHNHCKOMY
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MPUMEHEHNI0) U M300pakKeHUE YTBEP)KISHHONW MapKUPOBKH MEIUIIMHCKOTO
U3JICIHSL.

30. YrosiHOMOYEHHBIN Opran pedepeHTHOTO TOCyAapcTBa B TEUEHHUE
10 pabGouux JHEW CO THS MPUHATHS PEIICHUS O PETUCTPALMH MEAUIIMHCKOTO
u3zienusi 0pOPMIISIET PETUCTPAIIMOHHOE YIOCTOBEPEHUE U TMPHUIIOKEHUE K
HEMY MO0 yBEIOMIISIET 3asiBUTENSI 00 OTKa3e B PErUCTPAIMN MEIUIIMHCKOTO
W3MIeTUs JIMYHO TI0J] PACIUCKy, HANpaBiseT YBEIOMJICHHE II0 TOYTe
3aKa3HBIM TIOYTOBBIM OTIIPABJICHUEM C YBEJOMIICHHEM O BPYUYEHUHU JHOO
NepeslaeT €ro B AJICKTPOHHOW GopMe MO TEICKOMMYHHUKAITMOHHBIM KaHajam
CBSI3M WU B (hOpPME DIEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO JIEKTPOHHOMN

IO IITUCHIO.

I11. TIpouienypa corsiacoBaHusi SKCIEPTHOTO 3aKJIFOUECHUS

31.[Ipu TpoBeAeHWH COTJACOBAHMS OSKCIEPTHOTO  3aKIIOUCHHS
rocyJlapcTBa IPU3HAHUS TIPOBOASAT OICHKY OKCIEPTHOTO 3aKIIFOUYCHUS
pedepeHTHOrO rocysapcTBa Ha MPEIMET MOJTHOTHI M IOCTATOYHOCTH JIAHHBIX,
NOATBEPKJAOIIMX  0€30MaCHOCTh,  KayecTBO M 3(P(PEKTUBHOCTH
MEIUIIMHCKOTO U3/IEJIHSL.

32. CormacoBaHue JKCIEPTHOTO 3aKIIOYEHUS SBISIETCS OCHOBAaHUEM
JUISL IPUHATHS PEIICHUS O PETUCTPAIINA MEIUITMHCKOTO U3CIHS.

33. OcHOBaHMEM [IJII HECOTJIACOBAHUS OAKCIEPTHOTO 3aKIIOYCHUS
pedepeHTHOTO TOCYAapCTBa SBISACTCS HAIMYHUE CBUACTCIBCTB O TOM, YTO
abpdexktTuBHOCT, W (WiaM) O€30MacHOCTh MEIUIIMHCKOTO U3JCNIHUS  HE
MOATBEPIKICHBI CBEACHUSIMH, MPEICTABACHHBIMHA B PETHCTPAITMOHHOM JI0ChHE,
WM O TOM, YTO PHUCK IPUIMHCHHS BpeJia 3I0POBBIO TPKIaH U MEIUIIMHCKUX
pabOTHHUKOB BCIIEACTBHE MPUMEHCHHS MEIMIIMHCKOTO H3JEIUsS MPEBBIIIACT

3 PEKTUBHOCTH €r0 TPUMECHECHMUSI.
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34.1lpu OTCYTCTBUM KOHCEHCyCa IO COTJIACOBAHHUIO HSKCHEPTHOTO
3aKJIIOYEHUSl  YPEryJIMpOBAaHUE PA3HOTJACHUU  OCYLIECTBISIETCA IyTEM
oOpamieHusi yIMOJHOMOYEHHOTO OpraHa peQepeHTHOro rocyJapcTBa B
KOHCYJIbTATUBHBIA KOMHUTET O MEIUUHUHCKUM u3aenusMm npu Komieruu
Komuccuu (nanee — KOHCYJIbTaTUBHBINA KOMUTET).

YIIONTHOMOYEHHBII OpraH (3KCHEepTHas opraHu3anusi) pedepeHTHOro
rocyJapcTBa HanpaBisieT B KOHCYJIbTaTUBHBIA KOMUTET 3asiBJICHUE Ha OJIAHKE
YIOJHOMOYEHHOTO OpraHa (SKCHEPTHOW OpraHu3aluv) O HEOOXOJMMOCTU
pPacCMOTpPEHHs] pa3HOTJIacuil C yKa3aHHEM OOIIUX CBEACHUN O MpeaMeTe
pasHoryiacuii W CBeACHHM 00 wWTOrax MPOBEACHUS IMIEPErOBOPOB U
KoHCynbTalui. K 3asBieHuio MOryT mpuwiaraTbCs JHOOblE MaTepHalbl,
OOOCHOBBIBAIOIIME TO3UIUI0 YIOJHOMOYEHHOTO oOpraHa (PKCIEepTHON
opranusaium) peepeHTHOro rocy1apcTBa Mo MPEAMETY Pa3HOTIACHIA.

[Tocne nosydeHus 3asBIACHUS U MPUJIATAEMbIX K HEMY MaTE€pUalOB OT
YIOJHOMOYEHHOTO0 OpraHa (PKCIEpPTHONW oOpraHu3aluu) peQepeHTHOro
rocyJapcTBa KOHCYJIbTATUBHBIA KOMHTET 3alpalllMBACT y YHOJHOMOYEHHBIX
OpraHoB (SKCHEPTHBIX OpraHu3aluil) rocyJapcTB MPU3HAHUSA MaTepHUalbl,
NOATBEPKIAOIINE UX MO3ULIMIO IO MPEAMETY Pa3HOTIACUH.

Ilocne momyuyeHus MarepuaioB OT YIOJIHOMOYEHHBIX OPIraHOB
(3KCMEpPTHBIX OpraHU3alUii) KOHCYJIbTATUBHBIM KOMHUTET HANpaBisieT
YBEJOMJICHHS] O MPOBEACHUHU 3aCEJaHusl MO0 YPEryJIUpPOBAHUIO pa3HOrIaCUi
YIOJIHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OPTaHU3ALUSAM).

KoHcynbTaTUBHBIH ~ KOMHTET  OOECNEUMBACT  OPraHU3alUI0 |
IPOBEACHUE 3acelaHusl MO YpEeryJMpoBaHUIO pa3Horiacuil. B 3acemanum
OPUHUMAIOT  y4acTUE  MPEACTAaBUTEIM  YNOJHOMOYEHHBIX  OpPraHOB
(3KCIEpPTHBIX OpraHu3aluil) peQepeHTHOro rocyAapcTBa M TOCYAapCTB

IMIPU3HAHWA.
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I[Io wroram 3acemaHus NOPUHUMACTCS 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 rocy1apcTBa COOTBETCTBYIOIIETO 3asBJICHUSA B
KOHCYJIbTATUBHBIN KOMUTET.

35. HecornmacoBanue  3KCIEPTHOTO  3aKIIOUYECHHS  pedepeHTHOTo
rocyJlapcTBa B OJHOM M3 FOCYyJAapCTB MPU3HAHUS SIBJSETCS OCHOBAHUEM IS
OTKa3a B OOpalleHWd MEIUIMHCKOTO W3JACIUs Ha TEPPUTOPUU HTOTO

rocyJIapcTBa.

IV. Dkcneptusa n3BMEHEHUH, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE

36. DkcnepTu3a U3MEHEHUM, BHOCUMBIX B PETHCTPALIMOHHOE J10ChE,
OCYILIECTBIISIETCS YIOJHOMOYEHHBIM OpPraHOM (3KCHEPTHOW OpraHU3aluei)
pedepeHTHOro ToCynapcTBa W BKJIIOYAaeT B C€e0s OLEHKY IOJHOTHI,
KOMIUIEKTHOCTH M TPABUJIBHOCTH O(OpPMIICHHS JOKYMEHTOB, BIIMSHUS
BHOCHMBIX HM3MEHEHUU Ha O€30MacHOCTh, KauecTBO U 3(DPEKTUBHOCTH
MEJIUIIMHCKUX U3JICITUH.

37. Ilpon3BoauTeNlb B TEUCHHUE 2 MECSIIEB CO JTHS BHECEHHUS M3MCHCHUM B
JOKYMEHTBI TIPEACTABICHHOIO B PaMKaX PErMCTPAlMU MEIUIIMHCKOTO W3MENUs
PETUCTPALMOHHOTO JIOCKE 00s13aH UHUITMUPOBATH NPOIICAYPY BHECEHHUST UI3MEHEHUI
B PETUCTPAIIMOHHOE JIOChE IyTeM HAIIPaBJICHUSI B YIOJHOMOYEHHBIN OpraH
(3KCIIEPTHYIO OpraHMU3aIIHIO) pedepenTHOTO rocyjaapcTaa
COOTBETCTBYIOIIETO 3asBIICHUs 1O (opMe COTJIacHO mNpuiokeHuro No 7
(masiee B HACTOSIIEM pa3liefie — 3asBJIICHUE) C MPUIIOKEHUEM JOKYMEHTOB,

MOATBCPIKAAOIUX U3MCHCHUS 110 IICPEUYHIO COTTIACHO IMPUITIOKCHUIO Ne 8.



26

38. 3asBneHMe W  JOKYMEHTHI, TOJTBEPXKIAIONINE HW3MECHEHHUS,
pa3MeIaTCs YIMOJTHOMOYCHHBIM OpPTraHoOM (IKCIIEPTHOW OpTraHHU3aIluei)
pedepeHTHOro rocyjapcTBa B CBoei MH(POPMAIIMOHHONW 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 pa3sMElICHUs
YIIOTHOMOYEHHBIM ~ OpPraHoM  (9KCHEpPTHOM  opraHuzauuer) pedepeHTHOro
rocy/lapcTBa B CBOE€W HWH(OPMAIIMOHHOM CHUCTEME 3asiBIICHHUS U JIOKYMEHTOB,
MOATBEPKIAIOIIMX ~ M3MEHEHHS, MOTYT C  HCIOJBb30BAHUEM  CPEJNCTB
UHTErpupoBaHHON cucTeMbl CoOr03a HaNpaBUTh B YIIOJHOMOYEHHBIM Opraf
(9KCHEpTHYIO OpraHu3aIyio) pedepeHTHOr0 TOCyAapcTBA CBOM 3aMEUaHus |
NpeIoKEeHUs JI0 TOJTOTOBKA ATUM OPraHoM (OpraHu3alieil) HKCIEPTHOTO
3aKJTFOYEHUS TI0 (POpME COTTIacHO MpuiiokeHHro Ne 9.

B Tewenme 5 pabGoumx pgHEH €O JHS TIOCTYIUICHUS 3asBICHUS
U JIOKYMEHTOB, ITOJATBEPXKIAIONINX HW3MEHEHUS, YIIOJTHOMOYEHHBIN OpraH
(3KcriepTHas opraHu3anms) pehepeHTHOTO TOCYAapCTBa MPOBOIUT MPOBEPKY
MOJIHOTHI ¥ IOCTOBEPHOCTH COJEPKAIINUXCS B HUX CBEJICHUM.

B cnydae ecnm 3asBieHue oGOpMIICHO C HapyIICHHEM TpeOOBaHUIA,
YCTaHOBJICHHBIX HacTosmumu [lpaBunamu, u (W) B 3asBICHUU YKa3aHbI
HEJIOCTOBEPHBIE CBEJCHUS JIMOO JOKYMEHTHI, TIOITBEPKIAIONINE N3MCHEHUS,
MIPEICTABJICHBI 3aIBUTEIEM HE B TOJHOM O0BEME, YITOJTHOMOYEHHBIN OpraH
(okcmepTHasi opraHuzamnus) pedepeHTHOro TocyJapcTBa HE MO3JHEE
30 paGouux nHEW CO MHS TOCTYIUICHUS TaKUX 3asSBICHUS U JOKYMEHTOB
YBEIOMIISIET 3asiBUTENSI O HEOOXOAWMOCTH YCTpPaHEHHUS BBISIBJICHHBIX
HapymeHnd W (WIHM) MPEACTaBICHUS OTCYTCTBYIOIIMX JTOKYMEHTOB ITyTEM
nepeaadyd  YBEAOMJICHUS  3asgBUTENIO JIMYHO TIOJ  PACIHCKYy, JHOO

HaIlpaBJICHUA  YBCAOMIJICHHA  3dKA3HbIM  IMOYTOBBIM  OTIIPABJIICHUCM C
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YBEJIOMJICHHEM O BpPYYEHHUH, JTUOO mepedadyd B JIIEKTPOHHOU GdopMme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHaJaM CBSI3M WKW B (OpME BJIECKTPOHHOTO
JIOKYMEHTA, MOJIMUCAHHOTO 3JIEKTPOHHOM MOJIIMUCHIO.

B Tteuenue 3 pabouux AHEH cO JHS MPENCTABICHUS 3asBICHUS U
JIOKYMEHTOB, TMOATBEPKIAIOIMINX H3MEHEHUs, O(OPMIICHHBIX HaJIeKaIUM
o0pazom, YIIOJJTHOMOYEHHBIA  OpraH (oKcriepTHAasT ~ OpraHU3aIus)
pedepeHTHOro rocyJapcTBa NPUHUMAET PEUICHUE O Hayale MNpPOLEeayphI
BHECEHMS U3MEHEHUH B PETUCTPALIMOHHOE JI0ChHE.

40. 3asBUTENb TPEACTABISIET OTBET Ha 3ampoc YMOJTHOMOUYEHHOTO
opraHa (SKCIEPTHOW OpraHu3aldh) B CPOK, HE MPEBBIIIAIOIIUN
60 kaneHmapHbIX AHEHM €O [JHA MOJy4YEHHs ITOro 3ampoca. B ciyuae
HETPEJICTaBJICHUs OTBETa B YKAa3aHHBIM CPOK YIMOJHOMOYEHHBIM OpraH
(3kcmepTHass ~ opraHu3alus) [PUHUMAET PEIICHWE Ha  OCHOBAHUU
JTOKYMEHTOB, UMEIOIIUXCS B €r0 PACHIOPSIKEHUU.

41. Ilepyon co JHA HaAOpaBlICHUS YHOJHOMOYEHHBIM OpPraHOM
(3KCIepTHOM opraHM3alMeil) 3ampoca 0 JHS MOJIYYEeHHUs OTBETa Ha 3alpoc
HEC YUYMTBIBAETCS TMPU HCUHUCICHUU CpPOKa IIPOBEJCHUS ODKCIEPTHU3BI
MEJIULIMHCKOTO U3/IEIHS.

42. BHecenue M3MEHEHUN B PETUCTPAIMOHHOE JOCHhE OCYIIECTBISETCSA
Ha OCHOBAaHMM PE3YJIbTATOB OSKCIEPTU3bl H3TUX M3MEHEHUW B CPOK,
He mpeBblmanuil 30 paboyux IHEW CO JHS MPENCTABJICHUS 3asBJICHUS U
JOKYMEHTOB, TOATBEPNKIAIOIMIMNX H3MEHEHUS, O(POPMIICHHBIX HaJICKAIIUM
obpazom.

43. OCHOBaHMSIMHU IS TIOATOTOBKH  YIOJHOMOYEHHBIM OPTaHOM
(3KCIepTHOM opraHu3amueil) pepepeHTHOro TOoCyaapcTBa AKCIEPTHOIO
3aKJTIOUCHUS O HEBO3MOKHOCTH BHECEHHS M3MEHEHUW B PETHCTPALIMOHHOE

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

0) OTCyTCTBHUE CBEJICHUH, MOATBEPKIAFOIIHNX HEU3MEHHOCTh
(GyHKIIMOHABHOTO Ha3HAuYCHUs U (WJIHM) MIPUHIUIIA ACHCTBUS MEIUIIMHCKOTO
U3JIeTUs B CBSI3U C BHOCUMBIMH U3MEHECHUSIMU;

B) HEYCTPAHCHHE BBISIBJICHHBIX HAPYUICHUN U (WJIM) HENPECTaBICHUE
OTCYTCTBYIOIIUX JJOKYMEHTOB.

44. DkcnepTHOE  3aKJIOYEHHE ©  PYKOBOJCTBO  IOJb30BATENS
(MHCTPYKLHS 10 METUIIMHCKOMY MPUMEHEHHIO), N300paKeHne MapKUPOBKH
MEJIUIIMHCKOTO U3JIENIHUS HA PYCCKOM SI3BIKE Pa3MENIAl0TCs YIIOJIHOMOYEHHBIM
OpraHoMm (3KCHEPTHOW opraHu3aiueil) peepeHTHOro rocyaapcrsa B CBOEH
MHPOPMAIMOHHON CHUCTEME U JIOCTYNHBI TOJBKO 3aMHTEPECOBAHHBIM
YIOJHOMOYEHHBIM OpraHaMm (KCIEPTHBIM OpraHu3alusiM) TOCyAapCTB-
YJICHOB.

45. T'ocynapctBa mpusHanus B TeueHwe 10 paGoumx gHEH co JHS
pa3MelieHusT YIOJTHOMOYEHHBIM OpPraHoM (DKCIEPTHOM OpraHu3alueil)
pedepeHTHOTO TocyAapcTBa B CBO€M  HMH(POPMAIIMOHHOW  CHUCTEME
OKCIIEPTHOTO 3aKJIIOYCHHS BIPABE HAMPaBUTh B YIOJHOMOYEHHBIN OpraH
(9KCIIEPTHYIO OpraHu3anuio) pedepeHTHOTO TOoCyJapcTBa 3aMEYaHus U
npeIokeHus (C 000CHOBaHUEM).

46. B ciyuae ecid BHOCHUMBIE HW3MEHEHHUSI KacarOTCS CBEICHUM,
COJICPKAIIIUXCSI B PErUCTPAIMOHHOM YJAOCTOBEPEHUU, YIOJHOMOYEHHBIN
opran pe(depeHTHOro ToCyJapcTBa BBIIAET HOBOE PETHCTPALIMOHHOE
YAOCTOBEPEHUE C COXPAaHEHHEM IMPEXKHEro Homepa (C yKa3aHUEM JaThl
BHECEHUS COOTBETCTBYIOIINX U3MEHEHUN).

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

a) ohopMIIsIeT perucTpalMOHHOE YOCTOBEPEHHUE;
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0) pa3MmemiaeT B €IMHOM  pEECTpe  MEAUIMHCKUX  W3JCINIUH,
3apErUCTPUPOBAHHBIX B paMmKkax Cor03a, CBEACHUSI O BHECEHUU WU3MEHEHUM B
PETUCTPAIMOHHOE JIOChE B MOPSJKE, YCTAaHOBICHHBIM Komuccuei, a Takxe
CKAaHUPOBAHHbBIE KOMTUU JOKYMEHTOB, B KOTOPbIE BHECEHBI H3MEHEHUS,

B) YBEJIOMJIIET 3asiBUTENIsI 00 OTKa3e BO BHECEHUM 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, MOJMUCAHHOTO 3JIEKTPOHHOM MOJIIUCHIO.

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

48. IlprocTaHOBJIEHUE JACUCTBUS PErUCTPALMOHHOTO YAOCTOBEPEHUS
OCYUIECTBIISICTCA YIOJTHOMOYEHHBIM OpPraHoOM pPeQEepeHTHOro TocyaapcTBa
B CIEAYIOIINUX CIy4dasx:

a) Mo pe3yjlbTaTaM MOHHUTOpHMHTa O€30MacCHOCTH, KadecTBa U
3 PEKTUBHOCTH MEAUITMHCKUX U3JICIUA B TOCTPETUCTPAIIMOHHBIN TIEPUO —
IIPU BBISIBJICHUU TMOTEHIIMAIBLHOTO CEPhE3HOT0 PHUCKA IS OOIIECTBEHHOTO
310POBbBS;

0) Mo pe3yabTaTaM TOCYJapCTBEHHOTO KOHTPOJS 3a oOpalieHueM
MEIUIIMHCKUX W3JENNi — TpU HAIWYUW CBEACHHH O (Qakrax u
00CTOSITENILCTBAX, CO3/AIONIMX YIPO3y JKU3HU U 3J0POBbIO TpaxiaH H
MEIUIMHCKUX PAOOTHUKOB MPU MPUMEHEHUH U SKCILTyaTallui MEIUIIMHCKUX
WU3JICIINH.

49. PemmieHne O TIPUOCTAHOBICHWHM JCHCTBUSI PETHCTPAIIMOHHOTO
YAOCTOBEpEHUs (C YKa3aHUEM MPUYMH, JAThl U CPOKA MPUOCTAHOBIICHHUS)
MPUHUMAETCA YMOJHOMOYEHHBIM OpPraHoM pedepeHTHOTO TrocyJapcTBa

B COOTBCTCTBUHU C 3dKOHOAATCIILCTBOM J3TOI'O I'oCyAapCTBA-YJICHA.
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50. Cpok MPUOCTAHOBJICHUS NEeNUCTBUS PETUCTPALIUOHHOTO
YAOCTOBEPEHUSI HE MOXET MPEBbIIATh 6 MECSIEB, IIPU 3TOM pealu3aius u
NPpUMEHEHUE TaKuX MEOUUMHCKMX m3genud B pamkax  Coroza
HE JIOITyCKAKTCS.

YOJIHOMOYEHHBIN opraH pedepeHTHOTO rocyJlapcTBa
HE3aMEJIJIUTEIbHO WHQPOPMUPYET YIOJIHOMOYEHHBIE OpraHbl TOCYJIapCTB
MPU3HAHUS, TPOU3ZBOAUTENS WJIM €ro YINOTHOMOYEHHOTO MPEACTABUTENS U
Komuccuro 0 MIPUOCTAHOBJICHUH JIEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS MU BHOCUT COOTBETCTBYIOIME CBEACHUS B E€AUHBIA PEECTP
MEJIUIIMHCKUX U3/IEIUH, 3apErTUCTPUPOBAHHBIX B pamkax Coro3a.

51. 3asBuUTENH B TEUCHHE YCTAHOBICHHOTO YIIOJIHOMOYEHHBIM OPraHOM
pedepeHTHOTO TrocynapcTBa Cpoka o00si3aH YCTPaHUTh OOCTOSITEILCTBA,
MOBJICKIIINE TPUOCTAHOBIICHHUE IEMCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUS,
YBEJIOMUTh 00 3TOM B MHUCHBMEHHOW (OpME ITOT YIOJTHOMOYEHHBINH OpraH
(c mpunoXeHueM MOATBEPKIAIIMNX JOKyMeHTOB). I[lo pesynbratam
pPacCMOTPEHHUSI TIPEJICTABICHHBIX 3asiBUTENIEM JOKYMEHTOB YIIOJITHOMOUYECHHBIM
opraH peepeHTHOr0 rocyJapcTBa MPUHUMAET PELICHHE O BO30OHOBJICHUU
6o 00 OTMEHe JeWCTBUS (QaHHYJIUPOBAHWUH) PETHCTPALIMOHHOTO
yAOCTOBepeHusa (C yka3zaHWeM JaThl BO30OHOBJICHHUS, OTMEHBI JCUCTBUS
(aHHYJIMPOBaHUA) PETUCTPALMOHHOTO YI0CTOBEPEHUS).

52. YNIOJTHOMOYEHHBIN opraH pedepeHTHOr0 ToCyIapcTBa YBEIOMIISET
3asIBUTEJISI O BO30OHOBJICHUU JICHCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUSI B
TeYeHue 5 padoumx AHEH CO HA MPHUHSATHS TAaKOTO PEIICHUS 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, ITOAIIMCAHHOTO BHGKTpOHHOfI IIOAITUCBIO.
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Pemmienne 0  BO30OHOBJIEHMM  JICCTBHUS ~ PETUCTPAIMOHHOIO
YIAOCTOBEPEHUSI TNPUHHUMAETCS B COOTBETCTBHM C 3aKOHOJATEIbLCTBOM
pedepeHTHOro rocy1apcTBa U BCTYNAET B CUJTY CO JHS €r0 MPUHATHS.

53. B ciiyyae HeycTpaHeHUs 3asBUTEIEM OOCTOSTENBCTB, MOBJICKIINX
MPUOCTAHOBJICHHE JENCTBUS PErucCTpaliMOHHOTO YA0CTOBEpPEHUS
YIOJIHOMOYEHHBIM OpraH pe)epeHTHOro ToCyAapcTBa MPUHUMAET PEUICHUE
00 OTMEHE ero JelCcTBUA (€ro aHHYJIMPOBAaHUU) (C 0OOCHOBAHUEM).

Y0JIHOMOYEHHBIN opraH pedepeHTHOTO rocyJlapcTBa
HE3aMEJINTEIbHO  yBEAOMJIAET  3asBUTENsA 00  OTMEHE  JIEWCTBUS
(aHHYJTUPOBAHUHU) PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS IMyTEM HAMpaBICHUS
YBEJOMJICHHSI 3asBUTENIO JIMYHO TIOJ PACHHUCKy, JUOO HaIpaBlIeHUs
YBEJOMJICHHSI 3aKa3HbIM IIOYTOBBIM OTIPAaBICHUEM C YBEIOMJICHUEM O
BPYYEHUH, 1160 nepenayu B AIEKTPOHHOU dbopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHallaM CBSI3M WIM B (OpME 3IEKTPOHHOTO
JOKYMEHTa, MOANHCAHHOTO  JJIEKTPOHHOM  MOJINUCHhIO, U  BHOCHUT
COOTBETCTBYIOIIIME CBEICHMS B EAUHBINM PEECTp MEAULMHCKUX W3JEIUH,
3aperucTpUpOBaHHBIX B pamkax Coro3a.

Pemenne 06 oTmeHe AeicTBUs (aHHYJIUPOBAHWUU) PETHCTPALIMOHHOTO
YAOCTOBEPEHUS TNPUHUMAETCS YMOJHOMOUYEHHBIM OPraHoM pedepeHTHOro
rocygapcrBa TakKe B Cllydya€ I[0Jauyd MPOU3BOJUTEIEM WM  €ro
YIOJHOMOYECHHBIM TPEICTABUTENIEM 3asBIEHUS 00 OTMEHE AEeUCTBUS
PErHCTPALIMOHHOTO YAOCTOBEpEHUs 10 (hopme cornacHo npuitoxeHuto Ne 10.

54. OcHOBaHUSIMU  JJISI  TPUHATUS ~ YIIOJHOMOYEHHBIM  OpPraHoOM
pedepeHTHOrO  rocygapcrBa  pemieHuss 00  OTMeHe  JAecTBUs
(aHHYJTMPOBAHUU ) PETUCTPALUMOHHOTO yI0CTOBEPEHUS SBIISIOTCS:

a) 3asBJICHHE  MPOU3BOJMUTENS  WIM  €r0  YIOJHOMOYEHHOTO
npejacTaBuTensi 00 OTMEHE JeWCTBUS (aHHYJIUPOBAHUHU) PETUCTPALMOHHOTO

YAOCTOBCPCHUA,
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0) BBISIBJICHHE CIIy4aeB NPEICTABJICHUS 3agBUTEIEM HEIOCTOBEPHBIX
CBEJICHUI, KOTOphIE HE MOIVIM OBITh YCTAHOBJIEHBI MPU PErUCTpalvu
MEIUIUHCKOTO WU3IEIus;

B) BCTYIUBIILIEE B 3aKOHHYIO CUJTy pEllIeHUE Cya TOCYIapCTBa-ujeHa;

I') IPEICTaBJICHUE YIOJHOMOYEHHBIM OPraHOM TOCYy/lapCTBa-ujieHa IO
pe3yibTaTaM TOCYJApCTBEHHOI'O KOHTPOJS 3a OOpalleHHEM METUIIMHCKUX
u3JIenui cBeIeHu 0 (hakTax U 00CTOATEIHCTBAX, CO3/IAIOIINX YIPO3Y KU3ZHU
U 3JI0POBBIO TpaxJaH M MEAUIMHCKUX PAOOTHUKOB TMPU MNPUMEHEHUH HU
DKCIUTyaTalluu MEIULUHCKOTO U3ENus;

1) yTpata MEIUIIMHCKUM H3JICJTMEM CTaTyca MEIUIIMHCKOTO B CBSI3U C

BHECCHHEM U3MEHCHMH B dKTbI, COCTABJIATOIINC IIPABO Coro3a.

VI. IIpouenypa Beliaun AyOauKara
PErUCTPALIMOHHOIO YAOCTOBEPEHHUS

55. B caydae ytparel (MOpYM) PErUCTPALMOHHOIO YIOCTOBEPECHUS
3asiBUTEJIb BIpaBe OOpPATUTHCS B YIOJHOMOYEHHBIM opraH pedepeHTHOTO
rocyJgapctBa C 3asBIEHHEM O BblJaue AyOJHMKaTa pPETrUCTPAlMOHHOTO
yAOCTOBEpeHUs 1o (popme coriacHo mpusoxkeHuto Ne 11.

56. B cimydyae mopuu perucTpaliMOHHOTO YJOCTOBEPEHHS K 3asBJICHHUIO
O BBIade ero AyOnaukara TpUiIaraeTcs HCIOPYCHHOE PETHCTPAMOHHOE
yJI0CTOBEpPEHHE.

57.B Tteuenme 7 pabouyumx HOHEH CO JHS TOJYYCHHUS 3asBICHUS
O BBIJIaue QyOJMKaTa PErHCTPAIMOHHOTO YAOCTOBEPEHHUS YITOJTHOMOUYCHHBIN
opraH pedepeHTHOT0 rocyaapcTBa 0PopMIIsIET TyOIMKAT PETHUCTPAIMOHHOTO
yAOCTOBEpEHHU Ha OJaHKE PETUCTPAIMOHHOTO YOCTOBEPEHHUS U BBIIAET €TO
3asBUTEII0 WJIM HAIMpaBIIET €ro 3aKa3HbIM TIOYTOBBIM OTIPABJICHHUEM C

YBEIOMJIEHUEM O BPYUYCHHH.




[TPMJIOXKEHUE Ne 1

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

OPOPMA
PErucTPAlMOHHOIO YA0CTOBEPECHUS MEeIMIMHCKOT0 U3/1eJIUs U IPABHJIA
ero opopmiieHUs

|. ®opma perucTpanioOHHOTO YAOCTOBEPEHUS MEAUIIMHCKOTO U3ICIIHUS

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

(TI0JTHOE HAMMEHOBAaHUE YIOJHOMOYCHHOTO OpraHa pe)epeHTHOTO TOCYAapCTBa) (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)

(TIoMHOE HaMMEHOBAHUE M CTPaHa MPOU3BOAUTENS, BKIIIOYAsi MECTO HAXOXACHUS (aApec) IOPUIMUECKOTO JINIA)

(mosTHBIE HAMMEHOBAHUS IPOU3BOACTBEHHBIX IUIOIIAI0K, BKIIOYAs MECTO HAXOKIAECHHS (apeC) IOPUIANYECKOTO JIMIIA)

(9)

(HaI/IMCHOBaHI/Ie YIIOJTHOMOYCHHOTO NPEACTABUTEIIA HPOU3BOAUTEIIA HA TCPPUTOPUAX IT'OCYAAPCTB — YJICHOB
EBpa31/1171c1<0r0 9KOHOMHUYECCKOT'O COKO3a, BKIJIIOYasA MECTO HAXOXKICHUA (a,upec) HOPUANICCKOTO J'II/IIIa)

B TOM, 4TO (10)
(HOHHOC HaAaMMEHOBaHHUE MECIULIUHCKOI'O I/IBHGHI/IX)

KJIACC MOTEHIIMAJIBHOTO PUCKA MPUMEHEHUS MEIUIITUHCKOTO U3AECITUSA: (11)




BUJI MEIUIMHCKOTO W3JEIUs B COOTBETCTBUU C IMPHUMEHAEMOU
B EBpasuiicCkoM 3KOHOMHYECKOM COKO3€ HOMEHKJIATYPOW MEIULMHCKHUX
11631 (011717 (12)

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

(13)

(moTHOE HAaMMEHOBaHUE TOCYJapCTBa — WieHa EBpasuiickoro 3JKOHOMHYECKOTO CO03a)

[lepeueHb  KOMIUIEKTYIOIIMX, NPUHAIJICKHOCTEM UM PACXOIHBIX
MaTepuaioB K MoOAU(GUKAIMU MEAUIMHCKOTO U3JIeIUsl TMPUBEICH
B MPWIOKEHUUA K HACTOAIIEMY PETUCTPALMOHHOMY YIAOCTOBEPEHUIO

HA __ L. (14)
[Ipunoxenune SIBIIIETCS HEOThEMIIEMOU YacTbIO HACTOSAIIErO
PETUCTPALMOHHOTO YI0OCTOBEPEHUS (15)
Cpox neicTBUS perUCTPAIIMOHHOTO YIOCTOBEPEHHS: OECCPOUHO (16)
JlaTa perucrparuu: « » 20 T (17)
JlaTa BHECEHHSI N3MEHEHU: « » 20 T (18)

(dD. . O. pyxoBoauTens (YHOTHOMOYEHHOTO JIMIA) YIIOJHOMOYEHHOI'O OpTraHa)

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. . O. pyxoBoauTens (YHOIHOMOYEHHOTO JIMIA) YIIOJHOMOYEHHOI'O OpraHa)

M. I1. 3)

(moamuce)

« » 20 T.




4

I1. TIpaBuna obopmiaeHus
PErUCTPALIMOHHOTO YAOCTOBEPEHUSI MEAUIIMHCKOTO U3CIIUS

1. PeructparimoHHOE yAOCTOBEPEHNE 3arOJHACTCS YITOJTHOMOYEHHBIM
OpraHOM TOCyJapcTBa — wWieHa EBpa3wiicKoro SKOHOMHUYECKOTO COH03a,
OCYIIECTBIISIONMIAM PETUCTPAMI0 METUIIMHCKOTO W3JeNHsI, Ha PYCCKOM
S3BIKE C MCTOJIb30BAHUEM JJIEKTPOHHBIX MEYaTAIOIUX YCTPOUCTB U B ClTydae
HaJIU4Msl ~ COOTBETCTBYIOIIETO  TpeOOBaHMS B 3aKOHOJATEJIbCTBE
pedepeHTHOTO TOCYyAapCcTBa Ha TOCYAAPCTBEHHOM SI3BIKE ATOTO TOCYAapCTRa.

2. 3amOJIHEHUE PETHUCTPAIMOHHOTO yJAOCTOBEPEHUS Ha PYCCKOM SI3BIKE
U TOCYJapCTBEHHOM SI3bIKE€ TOCYIapCTBa IPHU3HAHMS OCYIICCTBISETCS Ha
Pa3HBIX CTOPOHAX PETUCTPAIIMOHHOTO YIOCTOBEPECHHUSI.

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

[Ipyu HEOOXOOUMOCTH HAWMEHOBAHUE IPOU3BOJUTENSA, €r0 MECTO
HaxoXJAeHus (aapec MPUAMYECKOro muia), ¢akThuuyeckui 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
3alOJHEHBI (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:

«EBPA3UNCKNI DKOHOMWYECKHWI COIO3;

B)B moyie 3 — TMOJHOE€ HAaWMEHOBAaHWE YIOJHOMOYEHHOTO OpraHa

pedepeHTHOTO roCcy1apCTBa;



r)B moje 4 — HaINWCh, BHINOJIHEHHass B OJHY CTPOKY
«PerucrpanmoHHOE y10CTOBEPEHUEY;

N)B TMOJE€ S5 — PErucTpalldOHHBIA HOMEP PErUCTPAIMOHHOIO
YAOCTOBEPEHUS U J1aTa €ro BblIAYU.

PeructpauvoHHbli  HOMEP  PETUCTPALMOHHOTO  YAOCTOBEPEHUS
dbopmupyeTcs B CIEAYIONIEM TOPSIIKE:

MU - X X — XXXXXX
1 2 3 4

rac.

ANEMEHT 1— MEIUIMHCKOE U3/ENHNE;

ANIEMEHT 2 — 2-3Ha4HbI OYKBEHHBIN KOJ pePEepeHTHOT0 TOCyAapcTBa B
COOTBETCTBHUU C KIACCU(DHUKATOPOM CTPaH MHUPA;

aMeMeHT 3 — 2-3Ha4yHbli OYKBEHHBIM KOJ TOCYJAapCTB NMpU3HAHUS B
COOTBETCTBUHU C KJIacCU(UKATOPOM CTpaH MHpa (YKa3bIBAIOTCS KOJbl BCEX
rocyJlapCTB NPU3HAHUSA, TMOJTBEPAUBIINX COIVIACOBAHUE HSKCIEPTHOTO
3aKJTI0UCHUS Peh)ePEHTHOTO TOCY1apCTBRA);

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

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

) B 10JIe 7 — MOJHOE€ HAUMEHOBAHUE U CTpaHa MPOU3BOJUTENS, MECTO
HaXOXJeHus (agpec MOPUAMYECKOTo Juia), (axkThyeckuil ampec — s
IOPUMYECKOTO JIMIA U ero (hUiIrMagoB, KOTOPbIE MPOU3ZBOAST MPOAYKIIHIO,

Wi (GaMuIus, UM, OTYECTBO (MIPU HAIMYHUH), MECTO >KUTEIbCTBA — IS
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Gbu3MYeCcKOro JMlia, 3aperuCTPUPOBAHHOIO B KayeCTBE WHIMBUIYATbHOTO
pEAIPUHAMATENS;

3)B moje 8§ — HaUMEHOBAHUS MPOU3BOJCTBEHHBIX IUIOIIAJIOK,
BBIITYCKAIOINX MEAMUIMHCKOE U3JIeJIUe, MECTO HaxOXJIeHus (aapec
IOPUUYECKOTO JINIA), PAaKTUUECKUI aipec — JJIsl FOPUANYECKOTO JIUIA U €rO
¢buIuanoB, KOTOPbIE MPOU3BOAIT MPOAYKIIHIO, UK (GaMUITUS, UMS, OTYECTBO
(Ipy  HaMUYMUM), MECTO JKUTEIbCTBA — 11  (U3WYECKOTo JIMIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE UHAMBUIYAJTLHOTO MPEANPUHUMATEIIS;

M) B moJie 9 — HAaMMCEHOBAHHE YIOJIHOMOYCHHOIO IPEIACTaBUTEIIS
MPOU3BOJIUTEINSI HA TEPPUTOPUU TOCYJAPCTBA-WICHA, €M0 MECTO HAXOXKICHUS
(ampec rOpuAMYECKOrO JHUIA), (HaKTUYECKUU aapec — I FOPUAUYECKOTO
auna U ero (GuiIuaioB, KOTOPbIE MPOU3BOAST MPOAYKIUIO, WU (haMUIIU,
UMsl, OTYECTBO (IIPU HAJIMYUH ), MECTO KUTEJIbCTBA — JJIs1 (DU3UUECKOTO JIUIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE UHAUBUIYAJILHOTO MPEANPUHUMATEIIS;

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 H3JIeTIMU, 00ECTICUMBAIOIIUE €T0 UACHTUDUKAIINIO
(Tun, Mapka, MOJI€Jib, APTUKYJI U JIP.);

n)B mnoine 11 — xjacc NOTEHUHAIBHOTO pPHUCKA MPUMEHEHUS
MEJIULIMHCKOTO H3JENUs, MOJATBEPKICHHBIM MPU MPOBEACHUU SKCIIEPTU3BI
MEJIUIIMHCKOTO U3/ieNvs B peepeHTOM roCya1apCTRBe;

M) B monie 12 — BUJ MEIUIMHCKOTO W3JEIUS, B COOTBETCTBHHM C
puMeHAeMO B EBpa3uiCKOM H>KOHOMHYECKOM COKO3€ HOMEHKJIATYpOU
MEJIUIIMHCKUX U3JIETTUN;

H)B mone 13 — HaummeHOBaHUA pe(EepeHTHOro 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 BHECEHUS HM3MEHEHWM B PETHCTPAIIMOHHOE
yAOCTOBEPEHUE, KOTOpPAasl YKa3bIBAE€TCS CIIOBECHO-UU(PPOBBIM CIIOCOOOM:
YUCJIO — JBYMs apaOCKUMM HUdpamu (B KaBbIYKAX), MECSAIL] — CIIOBOM, T'OJ] —
YEeThIPbMS apaOCKuMU IudpaMu (C yKazaHUEM COKPAIIEHHOTO 0003HAYCHUS
roga «r.»). JlaHHoe moyie 3amojHAETCS MPU  BHECEHHS W3MEHEHHUN 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 YacTel MEIUIIMHCKOTO U3eTus,
BKJIIOYAIOIIMX OCHOBHBIE OJIOKM (YacTH) MEAUIIMHCKOTO  M3JIEIIHS,
KOMIUICKTYIOIIMX, MPUHAJICKHOCTEH M  PACXOJHBIX 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 MpHII0KEHUN K PETUCTPAIMIOHHOMY YOCTOBEPEHUIO
YKa3bIBAKOTCA:

a)B mojie 1 — pEerucTpallMOHHbIH 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 CBUJIETEIILCTBO, 3aBEPEHHBIE IEYATBIO  3TOTO
YIOJHOMOYEHHOT0 oprana. VMcnonb3oBanue ¢hakcuMuiIe BMECTO TOAMUCH HE
JOTTyCKAETCHl.

6. [Ipu 3amonHEHUM PETUCTPALMOHHOTO YJOCTOBEpPEHUS U (UJIN)
NPUJIOKEHUSI K HEMy VyKa3aHHE€ CBEICHHI, HE MPEayCMOTPEHHBIX
HACTOAIIMMU ITPABUIIAMH, & TAK)KE UCIIOIb30BaHUE COKPAIICHUH CIIOB (KpOMe
OOIIENMPUHSATHIX) U UCIIPABIEHUE TEKCTA HE JIOMYCKAIOTCSI.

/. B cnydae yTparbl WM TOPYM PETUCTPAIMOHHOIO YJIOCTOBEPEHMUS
YIOJTHOMOYEHHBIM OPTaHOM peepEeHTHOr0 TOCYyIapCTBa BhIAETCs NyOIuKaT
3TOTO PErMCTPAlMOHHOTO yaocToBepeHud. [Ipu »ToM B mpaBoM BepxHEM
yIIIy  PETUCTPALMOHHOTO  YJIOCTOBEPEHHSI  MPOCTABIISIIOTCS  [MOMETKH:
«dyOnmukaT BbIAAH «_ » 20 r.» u «OpuruHan perucTpalroHHOTO

YAOCTOBEPEHUS MPU3HACTCS HEJCHCTBYIOIIUM.




[TPMJIOXEHUE Ne 2

K [IpaBuiiam perucTpaiuu u 3KCIepPTU3bI
0€30MacHOCTH, KauecTBa 1 3P(HEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

POPMA
3asiBJICHUSA O IIPOBEACHUM IKCIEPTU3BI MEAUIMHCKOTO M31e/ U

B ynonHOMOYEHHBIN Opra (3KCHEPTHYIO
OpraHMU3allfio) TOCY/IapCTBa — YJiCHa
EBpa3zuickoro 3KOHOMHUYECKOTO COKO3a

(HanMeHOBaHUE pepepeHTHOTO TOCYAAPCTBA)

(HauMeHOBaHHE roCyJapCcTBa MPU3HAHNUA)

3AABJIIEHUE
O NMPOBEACHUN IKCIIEPTU3BI MEAULIUHCKOTO U3ICINA

(mostHOE M COKpallieHHOE (ITPU HAIMYKH), B TOM Yuciie GUPMEHHOE, HAMMEHOBAHUS OPraHU3aIlUH, OT UMEHU
KOTOPOU MPOU3BOIUTCS perucTpanust (Mpou3BOAUTEND (YIIOTHOMOUYEHHBINH MPEICTABUTEND MPOU3BOIUTENS ),
OpraHU3aIMOHHO-TIPaBOBas (OpMa IOPUIAMIECKOTO JIUIIA)

HAaCTOAIMMUM IIPOCHUT MPOU3BECTH OISKCIICPTH3Y MCIUINHUHCKOIO H3ACIIHA B
Ka4y€CTBC

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

1. HaumMmeHoBaHMEe METUIIMHCKOTO U3 ETIHUS

2. Ha3nauenue MEeTUITMHCKOTO U30EINS

3. | O6nacTh NPUMEHEHUS MEAUIIMHCKOTO U3ICITHS

4, Knacc NMOTCHIHUAJIIbHOTO PUCKA MPUMCHCHU A
MCIHUIIMHCKOI'O U3ACITUA

5. | Kox Buia MeTMIIMHCKOTO U3/1eHsl (COTJIacCHO
npuMeHseMor B Cor3e HOMEHKIIATYPE MEIUIIMHCKHAX
W3JIeIni)

6. B cocTaBe MEIUIIMHCKOTrO U3IEIUS UMEETCS o Jla

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




7. | KoMmuiekranuss MeTMIIMHCKOTO U3AeNIus
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. | Cpok xpaHeHHUs / rapaHTUHHBIN
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, aata | opuau- | ¢pakTu- | HOMepa ®.1.0.u ®.1.0.u
HUE, CTpaHa U CPOK 4ecKUi | 4eckwid | TenedoHa | JOIDKHOCTh | JOJDKHOCTH
JIeicTBUS | ajpec azapec u dakca,| pyKOBOJIUTENSI| KOHTAKTHOTO
paspernm- azpec auna
TEJILHOTO JJIETPOH-
JIOKyYMEHTa HOU
MOYTHI
(pu
HaJTUIHH )
13. | CBexenust o MPOM3BOJCTBEHHOM (BIX) IUIOMIAAKE (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
JIOKyMeHTa (Tpu 3JIETPOH-
HaJIUYHH) HOM
TTOYTHI
(mpu
HaJINYUN)
14. | Ceenenus o0 ynoJHOMOUYEHHOM IpejcTaBuTeNe (IpyU HAJTMYKN)




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 o JOKYMEHTE, MOATBEPHKAAIOIIEM OILIATy 33 IPOBEIECHUE SKCIIEPTU3bI
MEIHUIIMHCKOTO U3/IEITHUs
apanTupyro  JOCTOBEPHOCTh M HWACHTHYHOCTH  HMH(POpMAIMH, COJAEpXKameiics B

PErUCTPpaiiOHHOM JOCHC M 3asIBJICHUU.

[[aTa nogadyu 3asaBJICHUA

®. 1. O 1 10JKHOCTH PYKOBOIUTES
pou3BouTENA (YIIOJIHOMOYEHHOTO
IIpEJICTaBUTEIS)

[Tonnuck, neyaTh NPOU3BOAUTEIS
(YOJIHOMOYEHHOTO ITPE/ICTAaBUTENS])




[TPJIOXEHUE Ne 3

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

OPOPMA
3asiBJIEHUS O MIPOBEAEHUM PeruCcTPAIMU MeTUIIMHCKOT0 H3/1eTUus

B ynosiHOMO4YeHHBIN OpraH rocy1apcraa —
yjeHa EBpa3zuicKoro 3KOHOMHUYECKOTO
coro3a

(HanMeHOBaHUE pepepeHTHOTO TOCYAAPCTBA)

(HauMeHOBaHHE rOCyJapCcTBa MPU3HAHNUA)

3AABJIIEHUE
0 IIPOBEJICHUN PETUCTPALMHA MEAULIMHCKOTO U3IEIINS

(monHOE M COKpaleHHOE (TIPY HAIWYKH), B TOM YHcie GUPMEHHOE, HANMEHOBAHUS OPraHU3aLIH, OT UMEHU
KOTOPOH NMPOM3BOANUTCS PErUCTpanys (IPON3BOIUTENb (YIIOTHOMOYEHHBIH IIPEICTaBUTENb IPOU3BOIUTEINS),
OpTaHHU3aIOHHO-TIPaBOBas (popMa IOPUIMIECKOTO JIUIIA)

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

(pedepenTHOTO TOCYIAPCTBA, TOCYIAPCTBA MPU3HAHUS — YKa3aTh HY>KHOE)

1. | HauMmeHOBaHME MEOUIIMHCKOTIO U3 AEIHS

2. | Ha3zHaueHHne MEeTMIIMHCKOTO U3ETHUs

3. | OGnacTe NpUMEHEHUST METUIIMHCKOTO M3/1ETHS

4. | Knace norennuanssoro pHUCKa IPUMEHEHUs ©
MEIUIIMHCKOTO U3EIHUs

5 Kox Bua MeaAMIIMHCKOTO U3/1enus (COrIacHoO
npuMensieMoii B Coro3e HOMEHKIAType MEAUIIMHCKUX
W3IeIni)

6. | B cocrase MEIUIIMHCKOTO U3/IeTUS UMeeTCs o Ma
JIEKapCTBEHHOE CPEJICTBO (BBIIEIUTH HY)KHOE) 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 MpOM3BOACTBEHHOM (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. | CBenenus 006 yOJTHOMOYEHHOM MpeAcTaBUTENE (IPU HATTUYHUHN)
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, TTOATBEPKIAAIOIEM OTIATy TOCYIapCTBEHHOMN MOILINHEI 32
MIPOBEACHUE PETUCTPAIIMN MEAUIIMHCKOTO U3/1eIUs
lapantupyro  OCTOBEpPHOCTH M HUACHTUYHOCTH  HHGOPMAIMH,  COJEpKalleicss B

PEruCcTpaiiOHHOM JOCHE U 3asABJICHUH.

Z[aTa nogadyu 3asaBJICHUA

®. 1. O 1 10KHOCTH PYKOBOIUTEIS
npou3BoauTEN (YIIOJIHOMOYEHHOTO

MIpe/ICTaBUTEIS)

[Toanuce, nevars NPOU3BOAUTENS
(YnOJIHOMOYEHHOTO MTPEICTaBUTENSI)




I[MTPHUJIOXXEHUE Ne 4

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

IIEPEYEHD
TOKYMEHTOB, HE00XO0AUMBIX /IJIsl perucTPalu MeIMINHCKOT0 U3/1e/ U,
U ¢popmMa cipaBKU HA MeIMIMHCKOE H31e1He

No | HaumeHnoBaHue qoKyMeHTa Memunuackoe Memununackoe [Ipumeuanue
/i n3JIeI1e Kilacca U3JIeNne JUIs
1 | 2a |20 | 3 | IMAarHOCTUKH
in vitro
(HE3aBHCHMO OT
KJjlacca
[OTEHI[UAIBHOTO
pucKa
MIPUMEHEHUS )
1. 3asgBnenue +  + o+ 4+ + o hopmawm,
MPeAYyCMOTPEHHBIM
MIPUIIOKEHUSIMU
Neo 2 u 3 x [IpaBunam

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

COOTBETCTBHUU C
3aKOHO/IaTE€IbCTBOM
rocyzapcTBa — 4wieHa
EBpasuiickoro
SKOHOMHUYECKOTO COI03a
(manee — rocynapcTBo-
YJIEH)

3. Komus pa3pemurensHoro + + + + + B COOTBETCTBHUHU C
JIOKYMEHTAa Ha MPaBo MEXIyHApOAHBIMU
MIPOU3BOJICTBA B CTpaHe- HOPMaMH 3aBEpEHUS UITU
MIPOU3BOJUTEIE C HOpMaMH 3aBEpEHUs,
MpuJIoKeHueM (pu 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 u3Jienne Kiacca U3JIene IS
1 | 2a |20 | 3 | AMarHOCTUKH
in vitro
(HEe3aBHCUMO OT
KJ1acca
MOTEHIATIHLHOTO
pHuCKa
IIPUMEHEHHS])
(MCO 13485 nubo YCTaHOBJICHHBIMH B
COOTBETCTBYIOIINN COOTBETCTBHH C
pEruoHaNbHbIN WU 3aKOHOJATEIHCTBOM
HAIMOHAJILHBINA CTaHIapT rocyiapcrBa-ujieHa
rocy/1apcTBa-uieHa)
(npu HAIMYMM)

5. Jexmapanus o cootBerctBuu  +  +  +  + +
TpeOoBaHUSM O€3011aCHOCTH
1 3¢ (hekTHBHOCTH
MEJIUIMHCKHUX U3IeNUN 1IN
HKBUBAJICHTHBIN JIOKYMEHT
(Tpu HAJTMYKH)

6. Komus perucTpairoHHOTO + + + + + B COOTBETCTBHUHU C
YAOCTOBEPEHUS MEXTyHAPOHBIMA
(cepTudukara cBOOOTHON HOPMaMH 3aBEpEHUS WU
NpoJaXxu, ceprudukara Ha HOpMaMH 3aBEPEHUS,
JKCIIOPT (32 UCKIIIOYCHHEM YCTaHOBJICHHBIMU B
MEIUIITHCKUX H3JIEINH, COOTBETCTBHH C
BIIEPBbIE TPOU3BECHHBIX Ha 3aKOHOJATeIbCTBOM
TEPPUTOPUH TOCYIapCTBa- rocy/ilapcTBa-ujieHa
4JIeHa)), BBIAHHOTO B
CTpaHe MPOU3BOAUTENS (TIpU
HAJIMYMU) C IIPECTABICHUEM
MepeBoa Ha PYCCKUM SI3bIK

7. Komust nokymeHTa, + + + + + 3aBepsAeTCs
YZIOCTOBEPSIOLIETO MIPOU3BOIUTENEM (€70
PETUCTPAIHIO B IPYTUX YIIOJTHOMOYEHHBIM
cTpaHax (MpH HATUYHH) MPEJICTaBUTENIEM)

8. CmpaBka Ha MEAMLIMHCKOE + + + + + 3aBEPACTCA
U3JIENINE C ONUCAaHUEM MIPOU3BOIUTENEM (€T0
00JIacTH MIPUMEHEHHUS, YIIOJIHOMOYEHHBIM
Ha3HAYCHHS, KPATKOH MIPEICTABUTEIIEM )

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 FOCY1apCTBEHHBIX
A3BIKaX TOCYapCTB-YJICHOB)
10. Uudopmamus o pazpaborke + + + + + 3aBepsIeTCS
U TIPOU3BOJICTBE: CXEMBI IIPOU3BOIUTENIEM (€70
MIPOLIECCOB MPOU3BOJICTBA, YIOJTHOMOYEHHBIM
OCHOBHBIE CTaAUH IIPEJICTAaBUTEIIEM)
MIPOU3BOJICTBA, YIIAKOBKA,
UCIBITaHUS U Ipolenypa
BBIIYCKa KOHEYHOT'O
IPOJYKTA
11. Csenenus o npousBogurene: + + +  + + 3aBepseTcs
HAaUMEHOBaHHE, BUJ MIPOU3BOIUTENIEM (€T
JeSITENIbHOCTH, YIOJTHOMOYEHHBIM
IOpUIMYECKUi asipec, popma MPEJICTaBUTEIIEM)
COOCTBEHHOCTH, COCTaB
PYKOBOJICTBa, [IEPEUEHB
MOApa3IeICHUN U TOUYEPHUX
KOMITAHUM C yKa3aHUEM HX
cTaryca v MoJHOMOYUI
12. Undopmanus o mapkeruare — — +  + + 3aBepsieTcs
(uctopus MpH YCIOBUU (kpome MIPOU3BOIUTENEM (€70
oOpallieHus u3/1enust Ha 1 1 2a KJ1accoB) YIOJIHOMOYEHHBIM
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

MEAUIIMHCKUX U3EIHUIN):

CIIMCOK HEXeJaTelbHbIX
COOBITHIA UM HECYACTHBIX
CIIy4aeB, CBA3aHHBIX C
UCIIOJIb30BaHUEM U3JIENUs, U
yKa3zaHue Nepuojia BpeMEHH,
Ha MPOTSHKEHUU KOTOPOTO
IPOUCXOMIN yKa3aHHbIE
clIy4au

€CJIN HEeKeJaTeJIbHbIX
COOBITHIA CIHMILIKOM MHOTO,
HE00XO0IUMO IPEIOCTaBUTh
KpaTKue 00305l MO
Ka)KJOMY U3 TUIIOB COOBITHI
U yKa3aTb o01ee
KOJIMYECTBO COOBITHI
Ka)KIOro TUIA, O KOTOPBIX
MOCTyNaJId OTYETHI

CIMCOK OT3bIBOB C PhIHKA
MEAMIMHCKUX U3JIENUH U
(MK TTOSICHUTENBbHBIX
YBEIOMJICHUI U ONTMCAaHHUE
MOJIX0/J1a K PACCMOTPEHUIO
ATUX MPOOIIEM U UX
PELIEHUIO TPOU3BOIUTENSIMH
B KQ)KJIOM U3 TaKHUX CIIy4yaeB

OTMCaHue aHaNn3a U (W)
KOPPEKTUPYIOIITUX
JEHUCTBUM, IPEATIPUHATHIX B
OTBET Ha yKa3aHHbIE CIIy4au

14. Tlepedenn CTaHIAPTOB, + + + o+ + 3aBepseTCs
KOTOPBIM COOTBETCTBYET MIPOU3BOJUTENEM (€TI0
MEAUIIMHCKOE U3JIEIHe YIOJIHOMOYEHHBIM
(c ykazaHueM CBEICHHI 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
o01M TpeOOBaHUAM YIOJIHOMOYEHHBIM
0€30MacHOCTH U IIPEJICTAaBUTEIIEM)
a3 exTuBHOCTH

MEIUITUHCKUX H3ACINM,
TpeOOBAHUAM K HX
MapKUPOBKE U
3KCILTyaTalMOHHOU
JIOKYMEHTAllUX Ha HUX
(manee — oOme

TpeOOBaHUS)

16. JloxymeHT, +  +  + 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 O0IIUM HaboOpoB
TpeOOBaHUSAM peareHToB)

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

JI0Ka3aTeabCTBa
COOTBETCTBUS 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
CPEICTBAX B COCTABE IIPOU3BOJIUTENIEM (€T0
MEIULUHCKOTO U3/IeNHUs YIOJTHOMOYEHHBIM
(cocTaB JIEKapCTBEHHOT'O IIPEJICTAaBUTEIIEM)
CpeCTBa, KOJIUYECTBO,

JTaHHBIE O COBMECTUMOCTH
JIEKapCTBEHHOT'O CPEJICTBA C
MEAMLIMHCKUM U3JEIIUEM,
perucrpanuu
JIEKapCTBEHHOI'O CPEJICTBA B
CTpaHe-IIPOU3BOIUTEIIE)

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(OPMALINIO O BaTHIAINA | 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 MPOTPaMMHOM MIPOU3BOIUTENEM (€T
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 JIS
W31EUI, UMEIOLIUX CPOK
XpaHeHUs

26. DKcIuTyaTalmOHHbBIN + + + + + 3aBepsIeTCS
JIOKYMEHT WJIH WHCTPYKITUS MIPOU3BOIUTEINEM (€TO0
10 MPUMEHEHUIO YIOJTHOMOYEHHBIM
MEIUIIUHCKOTO U3CIHs Ha MIPEJICTAaBUTEIIEM )
rOCy/IapCTBEHHOM $SI3bIKE
roCyIapCTB MPU3HAHUS
(pu HEOOXOTUMOCTH) U
PYCCKOM SI3BIKax

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

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

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

29. Ilnan cbopa u aHanM3a +  +  + o+ + 3aBepseTCs
JTAHHBIX TI0 0€30I1aCHOCTH MIPOU3BOIUTEINIEM (€0
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
yrBepxaaercsa Komuccueit)
(mpu HEOOXOAMMOCTH)
(opma)
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
(mpu HATTMYVIH)

3. Pacxonnsble
MaTepHUabl
(npu HaNTMYWIH)

4. Komriek-
TyIOIIKE
(mpm HANTMYWIM)

KOT'0 M3JEJINS




[MTPMJIOXXEHUE Ne 5
K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€30MmacHOCTH, KauecTBa 1 3PHEKTUBHOCTH
MEIUIIMHCKAX U3JICITUU

QKCIIEPTHOE 3AKIIOYEHUE
00 oneHKe 0€30MaCHOCTH, YPPEKTUBHOCTH M KA4eCTBA MEeAMIMNHCKNX
U3/1eJIMI IPU PerucTpauuu

1. Cnenudukarus Ha MEIUITMHCKOE U3JICIIHE:

a) HAMMEHOBAHUE,

0) Npou3BOUTENb, CTPAHA,

B) IIPOU3BOJICTBEHHAS IJIOIIA/IKA, CTPAHA;

') 00J1aCTh MPUMEHEHUS U HA3HAUYCHHE,

1) BUJL MEIMIIMHCKOTO W3AENHS B COOTBETCTBHUM C HOMEHKJIATYpOU
MEIUIVHCKUX W3JICIINM, NPUMEHAEMOM B EBpasuiiCKOM 3KOHOMUYECKOM
COHO3€;

€) KJ1acC MOTEHIIMAIBLHOIO PUCKA MTPUMEHEHUS MEAUIIMHCKOTO U3JICIHS;

) OMMCAHUE KOMILIEKTYIOIIUX U PACXOIHBIX MAaTEPHUAJIOB;

3) OMUCAHWE WU CITUCOK MOAU(MUKAIIUN MEIUITMHCKOTO U3/IEIHS;

1) COCTaB MEAUIMHCKOTO WU3EIHS;

K) MaTepHalibl, U3 KOTOPBIX U3TOTOBJIICHO MEAUIIMHCKOE U3JICIINE;

J1) OCHOBHBIE TEXHUYECKUE XapPAKTEPUCTUKH.

2. JlanHbpie 0 cepTUUKAIMK CUCTEMbl MEHEHKMEHTa KaudecTBa (TIpH
HaJIM4Yun):

CUCTEMa MEHEDKMEHTa KauecTBa MPOU3BOAUTENS CepTHUHUIIMPOBAHA

Ha COOTBCTCTBHC Tpe60BaHI/I$IMI

(HepC‘H/ICHCHI/Ie CCpTI/I(l)I/IKaTOB C OIMMCAaHUEM I/I,HGHTI/I(l)I/IKaIII/IOHHI)IX JAaHHBIX: HOMEpaA, AaThl BblJIa41, CPOKa
HeﬁCTBHH, HaMMCHOBAHUA OpraHa mno CepTI/I(i)I/IKaIII/II/I)



3. Pa3paboTka u mpou3BOJICTBO:

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

0) 3aKTIOYEHHE O COOTBETCTBUM Pa3pabOTKH, TEXHOJIOTHYECKOTO
mpoliiecca U KOHTPOJIA KauecTBa MPOU3BOJCTBY O€30MAaCHON M KaYeCTBEHHOU
TIPOTYKITHH.

4. Viconp3yemble CTaHIAPThI, KOTOPBhIC TPUMEHSIOT MPOWU3BOJAUTEIN
MEIUIIMHCKUX W3JIeTUH, B TOM 4YHCJIE Ha MaTepHUalibl H3TOTOBJICHUS,
KOMIUIGKTYIOIIIME, PACXOJHbIE MaTepuaabl, METOJbl  TECTUPOBAHUS,
CTaHAApPThI, UCIOJIH30BAHHBIE TPHU MPOBEACHUU TEXHUYECKUX HCIBITAHUM,
HCCIIeIOBaHMI  (MCIBITAaHUM) MO OICHKE OHOJOTMYECKOTO JICMCTBUS,
KJIIMHAYECKUX UCTIBITAHUHA MEIUIIMHCKOTO WU3ICITH.

5. O00OCHOBaHHOE 3aKJIOUYEHHE O COOTBETCTBUU HCIOJIb3yEMBbIX
CTaHJApTOB OO0mMM TpeOoBaHUsAM Oe3omacHOCTH H 3G (PEKTHBHOCTH
MEIUIIMHCKUX  W3AeNui, TpeOOBaHMSIM K  HMX  MapKUpOBKE U
AKCIUTYaTallMOHHOM JOKYMEHTAIIMU Ha HUX (Janee — oluiue TpeboBaHms ).

6. JIOKyMeHT, yCTaHABIWBAIOIIMK TpPeOOBaHUS K TEXHHYCCKUM
XapaKTePUCTUKAM METUIIMHCKOTO U3/ICITHUS:

a) aHaJIU3 TOKYMEHTa Ha COOTBETCTBHE OOITUM TPEOOBAHMSIM;

0) 3aKITI0OYEHHE O COOTBETCTBHM TEXHUYECKUX  XaPaKTEPUCTHUK
MEJIUIIMHCKOTO U3/IeJIUs OOIIUM TPpeOOBaHUSIM.

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

a) aHAJIU3 TPOTOKOJIOB TEXHUYECKUX HCIBITAHUN W WCCICI0BAHUN
(MCTIBITaHMI) C TENBI0 OIEHKH OMOJIOTHYECKOTO ACHCTBUS C TOYKHU 3PEHUS

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

0) 3aKII0OYEHHE O TIOJIHOTE U JIOCTOBEPHOCTH  IPOBEAECHHBIX
TEXHUYECKUX MCIBITAHUN M HCCICAOBAHUMN (MCIBITAHUN) C IE€JIbI0 OIICHKHU
OHOJIOTHYECKOTO JICUCTBUA.

8. AHa)IM3 pe3yJIbTaTOB KIMHUYECKUX UCTIBITAaHUHN (MCCIIeIOBaHMN) UITH
KIMHUYECKNUX TAHHBIX:

a) aHaJIu3 COOTBETCTBUS KIMHUYECKUX HCHBITAHUM (MCCICIOBAHUMN)
NpaBWIaM  MPOBEACHUSA  KIMHUYECKUX  UCHOBITAaHUW  (MCCIEIOBaHUI)
MECAULIMHCKUX  M3JCIUKA, yTBEpKaaeMbiM  KoMmuccuen, TIOJHOTBI U
JIOCTOBEPHOCTHU PE3yJIbTATOB IIPOBEICHHBIX UCIIBITAHUN;

0) 3aKJIFOYEHHE O  COOTBETCTBHUM  KJIMHMYECKUX  HMCHBITAaHUU
(uccnenoBaHuUii) MpaBWwiIaM  MOPOBEACHUS  KIMHUYECKUX  HCIBITAaHUU
(uccnenoBaHuii), yTBepkaaeMbiM KomMuccuei, MoaHOTBI U JIOCTOBEPHOCTH
UX Pe3yIbTaTOB, 000CHOBAHHOCTH BBIBOIOB,;

B) aHAIM3 OTYETa O KIMHUYECKOM J0Ka3aTeNbCcTBE 3(()EKTUBHOCTU U
0€3011aCHOCTH MEIUIIMHCKOTO U3JICIIHS

0. AHaIM3 PHUCKOB: 3aKJIIOYEHUE O TIOJHOTE U JOCTOBEPHOCTH
MIPOBEJICHHOTO aHAJINU3a PUCKOB.

10. MeauuuHCKHE HW3ACIHS, COACP)KAIUe JIEKapCTBEHHBIE CPEACTBA:
3aKTI0OUCHUE O O€30MacHOCTH W A(PGHEKTUBHOCTH MEIUIMHCKOTO H3CIIHS,
coAepKallero JeKapCTBEHHOE CPEJICTBO, BIUSHUU JICKAPCTBEHHOTO CPECTBA
Ha (QPYHKIMOHAIBHOCTh MEAUIIMHCKOTO M3JIEJUSI U  COBMECTUMOCTH
JIEKApPCTBEHHOT'O CPEACTBA C MEIUITUHCKUM U3JICITHUEM.

11. buosornueckas 0e301aCcHOCTh MEIUIIMHCKOTO U3JICTINA:
3aKJIIOUEHHE O OMOJIOTMYECKON O€30MacHOCTH MEIMIIMHCKOIOo W3JENIHs Ha
OCHOBE aHaJIu3a MEPEYHsl BCEX MATEPHaIOB JKMBOTHOTO WJIM YEJIOBEUYECKOIO

MMPONUCXOKIACHUA, a TaK¥XeE HaHO4YaCTHII, FGHHO-MOI[I/I(I)I/IHI/IPOBEIHHBIX
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OpraHU3MOB M JIPYTUX BHOBb pa3padaThbIBA€MbIX MaTEPHAIOB, BKIIOUCHHBIX B
uznenue, wuHPopmaruu o TO0A0Ope MCTOYHHMKOB (JIOHOPOB), OTOOpa
Marepualia, MpOLECCUHTa, XpPAHEHUs, TECTUPOBAHUS, BAIUJAIMU MPOLETYP
TECTUPOBaHUs U OOpallleHUs C TKaHSAMH, KIE€TKaMu, CYOCTaHIUAMU
>KHBOTHOT'O WIH YeJIOBEUYECKOTI'O MIPOUCXOXKJICHUS, KyJbTypaMH
MUKPOOPTaHNW3MOB U BUPYCOB.

12. Crepwimsanusi: aHajau3 MPOLEAYPhl CTEPIIIM3AlMM Ha OCHOBE
U3YUYCHHS JTaHHBIX O pPa3pabOTKE METOJOB CTEPUIM3ALUU MEIUIMHCKOTO
U3JIeNIUsI W MaTepuajoB, OOOCHOBBIBAIOIIMX CIOCOOBI CTEPHIIM3ALINH,
Mpe/ijlaraéMbIX METOJ0B KOHTPOJISI KayecTBa M OMNPEACICHUS OCTaTKOB
CTEPHIM3YIOIIECTO BEIIECTBA NMPU MPUMEHEHUH CII0C00a CTEPHIIM3aIINH.

13. MeaumnuHCKUEe W3JEINs, BKIIOYAOINME B ceOd cHemuajbHOe
NporpaMMHOE OO0ECIEUCHHE: 3aKJIIOYEHUE O BAIMJAHOCTH CIEIUATBLHOTO
NporpaMMHOTIO oOecredYeHuss Ha OCHOBE aHajiu3a JaHHBIX O €ro
BepuUKaIMd U BaJuJallik, B TOM YuciIe WHGOPMAIMK O €ro pa3padoTke,
TECTUPOBAHUN BHYTPH MPEANPHUATHS U MPU KIMHUYECKUX MHOTOIIEHTPOBBIX
WCCIICIOBAHMSAX, JAHHBIX 00 WICHTHU(GUKAIIMA U MAapKHUPOBKE OMEPAIIMOHHOM
CHCTEMBI.

14. Ananus v 3aKJIF0YEHHE MO0 JAHHBIM O CTA0OMIBHOCTH MEIUIIMHCKOTO
W3JICITHS.

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

16. Ananu3 uHpopMalUuK U 3aKITIOYEHUE O MAPKETUHTE METUIIMHCKOTO
u3aenus (MCTOPUs MPU YCIOBUM OOpaIlleHHs U3/CNIHS Ha phIHKE Oosiee 2 JieT)
(Tpu HATUYKHN).

17. AHanu3 CcOOOIIEHHT O HECYaCTHBIX Cilydasx M OT3bIBaX O
HEXKEJIATEIbHBIX  COOBITUSX  (HECYACTHBIX  CiIydasix), CBSI3aHHBIX C

HUCIIOJIB30BAHUCM  MCIAUIMHCKOI'O HU3ACIHA, aHAJIMU3 CIIy4dacB HUIBATUA
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MEIUIIMHCKUX M3AeNUd W3 oOpameHuss W (WIK) TOSCHUTEIbHBIX
YBEJIOMJICHUM, MUCbMEHHBIE JOKa3aTeIbCTBA 00 YCTPAaHEHUH OOCTOSTEIHCTB
U3BATUA  MEAUIMHCKUX  M3JeIuid U3 oOpalleHus,  OMNHUCaHUs
KOPPEKTUPYIOIIUX JEHCTBUHM, MPEANPUHSITHIX MPOU3BOJUTEIEM B OTBET Ha
yKa3aHHbIC CJIy4yaW, COOTHOIICHHUS YPOBHS TMPOJAX K KOJIMYECTBY
HECUYACTHBIX CJIy4aeB M OT3BIBOB (MH(OpMaIus HE MPEaOCTaBISCTCS s
BHOBB pa3pa00TaHHBIX U CIIPOCKTUPOBAHHBIX MEAUITMHCKUX WU3CIHI).

18. Aranu3  TOpENCTaBICHHBIX  MPOW3BOJAWTENIEM  CBEICHUHA O
COOTBETCTBUHU MEIUIIMHCKOTO U3JIeJIUs OOIIUM TPeOOBAHUSIM:

a) 3aKJIIOYEHHE O  MPaBWIBHOCTUH  OMNpeeieHuss  TpeOOoBaHUM,
OTHOCSIIIUXCS K JAaHHOMY MEIULUHMHCKOMY H3JEIUI0, IOJHOTE U
JIOCTOBEPHOCTH JJOKA3aTEIbCTB COOTBETCTBUS OOIIUM TPEOOBAHUSIM.

19. AHanu3 oT4eTOB 00 MHCIEKIIMU TPOU3BOICTBA (IIPU HATTUYUN).

20. AHaiIM3 JIOKYMEHTOB, MOJATBEPKAAIOIIUX PE3YJIbTaThl UCIBITAHUN
MEJIUIIMHCKUX HW3JCIUN B UEISAX YTBEPKICHUS THIA CPEICTB W3MEPEHUM
(B OTHOIIEHWH MEIUUHUHCKUX W3JEIUN, OTHECEHHBIX K CpEICTBaM
U3MEPEHU, MepedYeHb KOTOpbIX yTBepxkaaercss Kowmmuccueit) (mpu
HEOOXOUMOCTH).

21. O0miee 3akJIFOYEHHUE O TMOATBEPXKACHUU (HE TOATBEPKICHUU)
Oe3omacHOCTH, KadecTBa W J(P(EKTUBHOCTH MEIUIIUHCKOTO U3JEIus,
pEeKOMEHJaluusi O  BO3MOXHOCTH  (HEBO3MOXHOCTH)  PETUCTpPALUU
MEJIULIMHCKOTO U3JIEIHS.

22. ®. W. O., N0KHOCTh, y4eHas CTerneHb (3BaHuE) (NIPU HAJTUYUN),
MOIHUCH SKCIIEPTOB, MTPOBOJUBIINX SKCIIEPTHU3Y.

23. Jlara cocTaBiieHus OTUYETA.

24. Tloamuchk pyKOBOIUTENS IKCIIEPTHON OpraHU3aIIHH.

25. Tleyath SKCTIEPTHOM OpraHU3aIINH.




IMTPHUJIOXXEHME Ne 6

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

DOPOPMA
3aKJIIOYEHNS O MOATBEPAKACHNE COTIACOBAHMS (HECOTIACOBAHMS)
JIKCIEPTHOIO 3aKJII0YEHHS M0 Pe3yJIbTaTaM 3KCHEePTH3bI 0€30IACHOCTH,
3¢ (PeKTUBHOCTH U KAYeCTBA MEAMIUHCKOI0 U31eJTUs
rocyiapcrasa — 4wieHa EBpa3uiickoro 3JkOHOMHU4€eCKOro cox3a,
OCYIIECTBJIAIOIIETr0 PErMCTPALMIO MEIUIUHCKOT0 U3XeTUs

(HauMeHOBaHME YNOJHOMOUYEHHOT0 OpraHa (3KCIepTHOW OpraHU3aliK) rocy1apcTBa PU3HAHNA)
YTBEPXKIAIO

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

3AKJIFOUEHUE
O TMOATBEPKACHUH COTIacOoBaHUs (HECOTIACOBAHMS ) IKCIIEPTHOTO
3aKJTFOYEHUS TI0 Pe3yJIbTaTaM dKCIEePTU3bl 0€30macHOCTH, YPGHEKTUBHOCTH U
KauecTBa MEAUIIMHCKOTO U3/ENUsI TOCy1apcTBa — wieHa EBpasuiickoro
HYKOHOMHYECKOT'O COI03a, OCYIIECTBIISIONIETO PETUCTPAIUIO
MEUITUHCKOTO U3/ICITHS

No OT « » 20 T.

1. HaumeHOBaHME YITOJITHOMOYEHHOTO OpraHa (3KCIIEPTHOM 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. YIIOJTHOMOYECHHBIN MPEACTaBUTEIh POU3BOAUTENS (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 YIIOJTHOMOUYEHHBIM OPraHOM (IKCIIEPTHON OpraHU3aIuei )
pedepeHTHOTO ToCcyAapCTBa SKCIEPTHOTO 3aKIIOUCHHUS 110 PE3YJIbTaTaM dKCIIEPTH3bI
0e30MmacHOCTH, KauecTBa M 9(H(PEKTUBHOCTH MEIUIIMHCKOTO U3/IEIIHS HA TIPESIMET ITOTHOTHI,
KauecTBa SKCIEPTU3HI TOKYMEHTOB, OLIEHKH 00beMa U TOJTHOTHI MPOBEACHHBIX UCTIBITAHUN U
HcclieJOBaHUHI

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

12. BriBox (yka3bIBaeTcs OOIIMIA BHIBOJ, @ B CITy4ae BRIHECEHUS OTPUIIATEILHOTO
BaKIIOUYEHUS — C 000OCHOBAHUEM 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
MEJIUILIUHCKOTO 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
EBpa3uiickoro 3KOHOMHUYECKOTO COK03a

(HauMeHOBaHUE PedepPEeHTHOTO FOCyJapCTBa)

(HaI/IMCHOBaHI/Ie rocyaapcrBa HpI/ISHaHI/IH)

3ASABJTEHHUE
0 BHECEHNH M3MEHEHHH B PErucTPaAliMOHHOE J0Che MeIMIIHHCKOI0
H3aeans

(ToJTHOE M COKpaleHHOe (TIpH HAJIWYHUHN), B TOM Yuciie (PUpMEHHOE, HAMMEHOBAaHHUS OpraHU3alny, OT UIMEHU
KOTOpOH TMPOU3BOAMTCS BHECEHHE N3MEHEHUH (IIPON3BOUTEINH (YIIOTHOMOYEHHBIN MPEJICTaBUTENh
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 Cor03e HOMEHKIIAType MEIUIIMHCKUX
W3eIui)
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HACTOSAILIMUM 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 CBC,Z[eHI/Iﬁ 0 3a4BHUTCIIC, BKIIKOYas CBCACHUA O pCOpraHu3aliiu
HOPHUINYCCKOIO JIMIA, 00 M3MEHCHUN €r0 HAaUMEHOBAHUS WIIH d)aMI/IJII/II/I, HMCHHU U aJipeca
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 (MITH) KOMIUICKTYIOLINX, U (MJIN) PACXOTHBIX

MaTepHajioB
Penaknus 10 BHECceHUs N3MEHEHUH BraocuMble n3aMeHeHns
4, N3menenne nmoka3aHuii o MPUMEHEHHIO, 00JIaCTH MPUMEHEHHUS, IPOTUBOIIOKA3aHUH;
00O0YHBIX AP (PEKTOB
Penmakius 10 BHeCeHUS M3MEHESHUH BHocuMEbIe H3MeHEHUS
5. N3Menenue cBeieHU 0 TPOU3BOAUTENE MEAULIMHCKOTO U3ETUs
Penaknus 10 BHECceHUs M3MEHEHUH BraocuMble m3MeHeHns

6. H3MeHeHre B TEXHUYECKOM U (MJIN) IKCIUTyaTallMOHHOW JOKYMEHTAIIMH METUIIUTHCKOTO
HA3JIEIUS

Penakius 10 BHeCEHUS U3MEHEHUM Bnocumble naMeHeHus

BHecenune n3aMeHeHUH B pErUCTPAlMOHHOE J0ChE HE BIICUET U3MCHEHUS
CBOMCTB M XapaKTEPUCTHK, BIMSAIOMHKX Ha OE30MacHOCTh, KayeCTBO U
3 PEKTUBHOCTh MEAUITMHCKOTO W3/SIIHSI.

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

["apanTHpy10 JOCTOBEPHOCTH MPEACTABICHHON HH(POpMAITUH.

["apa"Tupyr0 COXpaHEHHE 3asBJIICHHBIX XapaKTEPUCTHUK OE30MaCHOCTH H
3 PEKTUBHOCTH MEAUIIMHCKOTO M3/IETUs B TEYECHHUE BCEr0 CpOKa CIYKObI MpHU
COOJIFOZICHUU YCIIOBUIM 3KCIUTyaTalldyd, TPAHCHOPTUPOBAHUS M XPaHCHUS
MEIUIIMHCKOTO W3JENUs B COOTBETCTBUM C TPEOOBaHHMSIMHU  3aBOja-
MPOU3BOINATEIS.

Jlata ro1aum 3asBICHUSA



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

[Toamuce, medath MPOU3BOAUTEIS
(YIIOJTHOMOYEHHOTO MPEICTABUTEIS)
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K [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€301acHOCTH, KauecTBa U 3PHEKTUBHOCTHU
MEIUIIMHCKAX U3JICITUU

HEPEYEHD,

U3MeHEeHM i, BHOCUMBIX B PerMCTPALIMOHHOE 10Che MeTUIIUHCKOTO0
U3/1eMsl B IePUOJ 1eliCTBUS PErHCTPAIIMOHHOIO YI0CTOBEPEHUS
U He TPeOYIIIMX HOBOM perucTpannu

HanmenoBanne VcaoBus CBeneHust U1 JOKYMEHTHI,
HU3MEHSIEMBIX CBEIEHHI HEe0O0XO0IUMBIE IS BHECEHUS
U3MEHEHUH
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
O061muMu TpeGoBaHUSIMU
0e30MacHOCTH 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 pCruCTpaiioOHHOTIO
J0OChEC

JIOKYMEHTBI, TTOITBEP K IA0II1E
A3MEHEHUSA

OIMIUCh JOKYMCHTOB

3asIBJICHHE O BHECEHUU
U3MEHEeHuH 1o opme,
IPENYCMOTPEHHOM
npuitokeHueM Ne 7 k
[IpaBunam

JOKYMEHT™, yJ10CTOBEPAIOLIHIA
PETUCTPAIHIO MEIUIIMHCKOTO
U3JIeNUs B CTpaHe
MPOU3BOIUTENE (IEKIapanus
COOTBETCTBHUS;
peTUCTpaIIMOHHOE
yJI0OCTOBEpEHHE, CepTH(PUKAT
CBOOOJTHOM TIPOJIAXKH,
cepTH(UKAT Ha SKCIIOPT U Jp.)
C BHECEHHBIMH M3MEHEHUSIMH

KOTIHS PErUCTPAIMOHHOTO
yIOCTOBEpEHHH,
oopmienHoro o Gopme,
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

MIPEyCMOTPEHHON
npuiioxxeHueM Ne 1
[IpaBunam

MUCHMO TIPOU3BOTUTEIIS,
coJieprKaIiee MOTHBUPOBAHHOE
000CHOBaHKE HEOOXOAUMOCTHU
M3MEHEHHUST HaUMEHOBAHMS
MEIMIMHCKOTO U3ENIHNS, HE
BJIMSIIOILIETO Ha
(YHKITMOHATTLHBIC U
TEXHHYECKHE XapaKTEPUCTHKHU
MEIMIMHCKOTO U3IEIHS

MPOEKTHl HHCTPYKLIUMN 1O
MPUMEHEHHUIO (PYKOBOJICTBO
MOJIb30BATENs) MEAUIIMTHCKOTO
U3

MaKCT MapKUPOBKH

JOKYMEHT, YCTaHaBIMBAIOIIHIA
TpeOOBaHMS K TEXHUYECKUM
XapaKTEePUCTUKAM
MEIUIMHCKOTr0 U3IEIIN,
KOTOPBIM COOTBETCTBYET
MEIUIMHCKOE U3AEIHE,
MPUBEJCHHBIN B COOTBETCTBHE
C HOBBIM HAMMEHOBaHUEM
MEIUIIMHCKOTO U3IETUS

9KCILTyaTallMOHHAS
JOKYMEHTaIUs TIPOU3BOAUTENS
Ha MEJUIMHCKOE U3JIENHE,

B TOM YMCJI€ HHCTPYKIUS 110
MIPUMEHEHHIO (PYKOBOJCTBO IO
IKCIITyaTalui) MEJULIUHCKOTO
nusacivs, npuBCACHHAas B
COOTBETCTBHE C HOBBIM
HanMMCHOBAaHUEM
MEAMIMHCKOTO U3JIEIHS

dboTorpaduueckue
n300paXkeHus 00IIero BUaa
MEIMIIMHCKOTO U3ENHS BMECTE
C MPUHAICKHOCTSAMH,
HEOOXOINMBIMH IS
MIPUMEHEHUS] METUITTHCKOTO
M3 110 Ha3HAYEHUTO
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HaunmenoBanune YcnoBus CBezeHus U JOKYMEHTHI,
H3MEHSIEMBIX CBEICHHI HEOOXOIMMEIE JJI1 BHECEHUS
N3MEHECHUH
(pa3mepoM HE MEHeEe
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
npuiioxenueM 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 HHCTPYKLUHN 11O
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>KIECHHOM

dhopme
OTHCH TOKYMEHTOB

B cirydae 100aBIICHHS
KOMIUIEKTYIOIIETO,
SABJIAOIICTOCA MECOIUITNHCKUM
u3JeareM, — 00pasibl TAaKOTo
KOMIUIEKTYIOIIETO (B clTydae
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 MPUMEHECHHSI
MEJUIMHCKOr0 U3
JTIOJDKHA COXPAHATHCS U
MOATBEPKIATHCS TAHHBIMU
HCCIICIOBAaHNM, KITMHUYECKOM
0€30IaCHOCTY U Ka4yecTBa

OTCYTCTBYIOT U3MEHEHUS B
MIPOU3BOJICTBEHHOM IIpoLiecce
WU crienu(DUKaIUsX,
BKJIIOYass METOAbI UCIIBITAHUS

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

3asiBJICHHE O BHECEHUU
M3MEHEeHUH 1o popme,
PeyCMOTPEHHOM
npunoxenueM Ne 7 k
[IpaBunam

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

IIMCBMO HpOI/I3BOI[I/ITCJI$I,
coJieprKaIiee MOTHBUPOBAHHOE
000ocHOBaHHE HEOOXOIUMOCTH
M3MEHEHHS ITOKa3aHMi 110
HpI/IMeHCHI/IIO MCIOAUITUHCKOI'O
U3/

IIPOEKTHI HHCTPYKLUH 10
NPUMEHEHHUIO (PYKOBO/ICTBO
I10JIb30BATENS) MEAUIIMHCKOTO
U3IENHS

paHee yTBep)KIeHHast
MHCTPYKLUS 110 TPUMEHEHHUIO
(PyKOBOJICTBO MOJIH30BATENs)
MEAMIMHCKOTO U3JETHS

MTOJIHOIIBETHBIE MaKEThI
YIIaKOBOK, 3TUKETOK, CTUKEPOB
(npu HEeoOxoaUMOCTH) (Ha
aeKTpoHHOM Hocurene CD B
dbopmate JPEG)

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

OIMUCh JOKYMCHTOB

3asiBJIEHHE O BHECEHUU
U3MEHEeHMH 1o opme,
NpelyCMOTPEHHOM
npuiioxeHneM Ne 7 k
[IpaBunam
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

JTOKYMEHT™*, yTOCTOBEPSIOMINI
PETUCTPAINIO MEUIIMHCKOTO
W3/IENHS B CTpaHe
MIPOU3BOAUTEIIS
(perucTpanmoHHOE
yJIOCTOBEpEHHE, CEPTH(PHKAT
CBOOOIHOM TPOIaXKH,
cepTH(UKAT Ha FKCIIOPT U Ap.)
C BHECEHHBIMH N3MEHEHHSIMU

JOKYMEHT*, TIOATBEPIK IAFOIIIHHA
BHECEHHUE U3MEHEHUM (C
yKa3aHUEM JaThl BHECCHUS
U3MEHEHUH)

JOKYMEHT™, TIOJITBEP K IAIOIHIA
COOTBETCTBHUE YCIOBUHI
IIPOM3BOJICTBA HAIIMOHAILHBIM
W/WITH MEKITYHAPOTHBIM
crannaptam (GMP, ISO EN)

JOKYMEHT®, TOATBEP K 1at01U I
COOTBETCTBUE MEIUIIUHCKOTO
U3a€JIns HalUOHAJIBHBIM UJIN
MEXyHAPOIHBIM

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

KOIUSI PETUCTPALIMIOHHOTO
yI0CTOBepeHus 1o ¢hopme,
IIPENYCMOTPEHHOU
npuinoxkenneM Ne 1 k
[IpaBunam

MUCHMO TIPOU3BOTUTEIIS,
YIOCTOBEPSIOLIEE, UTO
IIPOU3BOJICTBEHHBIN IIPOLIECC U
KOHTPOJIb 32 KAU€CTBOM U
0€30MacCHOCTHIO0 TOTOBOTO
MPOAYKTa OcTarTcs 6e3
W3MEHEHHH, C YKa3aHUEM JaThl
BHECEHUS U3MEHEHUN

MIPOEKTHI HHCTPYKINHN 1O
MIPUMEHEHHUIO U3
(PyKOBOZICTBO IOJI30BATENS)
MEIULIMHCKOTO U3EIUs
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HaunmenoBanune
U3MEHSIEMBIX CBEIECHUN

YcaoBus

CBeneHus M 10KyMEHTHI,
HE00XOUMBIE /17151 BHECEHUS
U3MEHEHUN

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

1 (WK SKCIUTyaTaldOHHAs
JOKYMEHTAIUsI
MEIUIITHCKOTO W3ICIIHS

OTCYTCTBYIOT U3MEHEHUS B
MIPOU3BOJICTBEHHOM TIpolLiecce
WU crienuQUKaIusX,
BKJIFOYAast METOIbI UCIILITAHUS

MAaKE€T MapKHUPOBKHU
OIMUCb JOKYMCHTOB

3asiBJICHHE HA BHECCHHE
W3MEHEeHUH 1o popme,
PEyCMOTPEHHOM
npunoxxenueM Ne 7 k
[IpaBunam

KOIUSl PETUCTPALIMOHHOTO
yIIOCTOBEpeHus 1o hopme,
IPEAYCMOTPEHHOMN
npuioxxeHueM Ne 1 k
[IpaBunam

MHCHEMO-000CHOBAaHHE
IMPOU3BOAUTECIIA O BHOCUMBIX
HN3MCHCHUAX

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

MPOEKT UHCTPYKIUH 110
MIPUMEHEHUIO (PYKOBO/ICTBA
HOJIB30BATENST) METUIIUHCKOTO
n3aenus (mpu HeoOXOAUMOCTH)

MOJTHOIIBETHBIE MAKEThI
YITAKOBOK, dTUKETOK, CTUKEPOB
(Tipu HEOOXOMMOCTH)

HOpMAaTHBHAs JTOKYMEHTAIHs

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

IMPOTOKOJ TEXHUYCCKHUX

UCHBITAaHUN WM UCTIBITAHUMN
(uccremoBaHuii) ¢ IENBIO
OILIEHKHY OHOJIOTHYECKOTO
JIEUCTBUA C YYETOM U3MEHEHHI,
BHECEHHBIX B HOPMATUBHYIO
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HaunmenoBanune YcnoBus CBezeHus U JOKYMEHTHI,
H3MEHSIEMBIX CBEICHHI HEOOXOIMMEIE JJI1 BHECEHUS
N3MEHECHUH
JOKYMEHTAIUIO (TIpH
HE0OXO0IMMOCTH)

OIIMCh JOKYMCHTOB

* JIOKyMEeHTBI HpPEICTABIAIOTCS C 00S3aTeNbHBIM ayTEHTHUHBIM IIEPEBOOM Ha PYCCKHil SA3BIK,

3aBCPCHHBIM HOTApUAJIbHO.




[TPMJIOXEHUE Ne 9

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

QKCIHHEPTHOE 3AKJJIIOYEHHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BHECEHMsI M3MeHEeHM it
B PErucTPAIMOHHOE 10Che HA MeITMIIUHCKOoE U3/1esIne

1. HaumeHOBaHNE MEULIMHCKOTO U3/IEIIHS.

2. [IponzBoauTENH, CTPAHA.

3. [Ipou3BoicTBEHHAs TIOLIAKA, CTPAHA.

4. O0nacTh MPUMEHEHHS U Ha3HAYEHUE.

5. Bua MenMuMHCKOro wu3ienus B COOTBETCTBHM C HOMEHKIIATYPOU
MEIUIWHCKUX W3JICIINN, NPUMEHAEMONM B EBpasuiiCKOM 3KOHOMUYECKOM
COHO3€.

6. Kmacc nmoTeHUuaabHOTO pHCKAa NPUMEHEHUS MEIULHUHCKOTO
W3JICIIHS.

/. Homep peructpaiinOHHOTO yJIOCTOBEPEHMUS.

8. JlaTta BbIauM pEruCTPaIMIOHHOTO YIOCTOBEPEHUSI.

9. BHOCHUMBIE U3MEHEHMUS.

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

1. 3Mmenenne HauMEHOBaHUS
MIPOU3BOUTENS, MeCTa (MECT)
MIPOM3BOJICTBA JIJIST YaCTH W/WIIA BCETO
MIPOM3BOJICTBEHHOTO Tpoliecca

2. I3MeHeHne HauMEHOBaHU S
MEIULIMHCKOTO U3IEIIUs

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

4. VI3MeHeHue TT0Ka3aHu 110
MPUMEHEHHUI0, 00JIaCTH TPUMEHEHNS,
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Tun BHOCHUMOTrO U3BMEHEHUS

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. M3meHeHue B crienuuKanum
IIPOU3BOAUTENS MIIM TEXHUUYECKUX
YCJIOBHM (MPU HATUYHH ), KOTOPHIM
COOTBETCTBYET MEIULIMHCKOE U3JIENIHE,
1 (MJIM) 3KCILTyaTalluOHHON
JOKYMEHTAIUU MEUIMHCKOTO U3J1eNIns

10. Agaimu3 u  OIlEHKa

NU3MEHEHUU.

JaHHBIX, O6OCHOBI>IBaIOH_II/IX

BHCCCHHC

11. AHanu3 PpPUCKOB TMIPM BHECEHHM UW3MEHEHHUU (3aKIIOYEHHE O

BO3MOYKHBIX pUCKaX MPU BHECEHUH U3MEHEHUM ).

12. 3akmoueHue O PEKOMEHJAIMU WJIM OTKa3e B PEKOMEHJIAINU

K PETUCTPAllM BHOCUMBIX U3MEHEHUM.

13. ®. U. O., nomKHOCTh, y4eHasl CTeNeHb (3BaHuEe) (IIPU HAIUYHUH),

IMOAIIUCh 3KCIICPTOB, IIPOBOJAMBIINUX 3KCIICPTU3Y.

14. Jlata cocTaBlIeHUS OTUYETA.

15. Ilonnuch pyKOBOAUTENS SKCIIEPTHON OpraHU3alH.

16. Tledats sKCHIEPTHOM OpPTaHU3AIINN.




I[MPHUJIOXXEHMUE Ne 10

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

OPOPMA
3asiBJIEHUA 00 OTMeHe el CTBHS (AHHYJIHMPOBAHUH)
PErucTPaAlHOHHOI0 YA0CTOBEPECHUSA MEAMINHCKOT0 M3/1e s

(Ha O11auKe opeanu3ayu)

B ynonHoMo4eHHBIN oprad peepeHTHOro rocy/1apcTBa

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

(monHOE U coKpanieHHoe (MPU HaTUYUK) HAMMEHOBAHUS 3asBUTEII,
B TOM YHKCJIC PUPMEHHOC HANMCHOBaHKE, OPraHU3alMOHHO-TIPABOBas (JopMa FOPUIUUCCKOTO JIHIIA)

[IpocuT  OTMEHHTH  AEHUCTBUE  PETHCTPALMOHHOTO  YAOCTOBEPEHUS

(aHHYJIMPOBATH PETUCTPAIMOHHOE YAOCTOBEPEHUE) METUIIMHCKOTO U3IEIIUS

(HauMeHOBaHME MEIUIIMHCKOTO M3AeHA (C YKa3aHHEeM IPUHAIICKHOCTEH, HEOOXOIUMBIX [UIS IPUMEHEHUS
MEIUIIMHCKOTO U3JICIIHSI 10 Ha3HAYCHHIO))

(maTa peructpanuy MeIUIIMHCKOTO U3/ICJINS M HOMEP PETUCTPAIIMOHHOTO YIOCTOBEPEHHS)

B CBA3HU C

(yka3bIBaeTcs IPUYHHA)

(®. U. O. pykoBOgUTESI TPOU3BOANUTEINS METUIIMHCKOTO N3N (€T0 YIIOTHOMOYEHHOTO MIPEACTaBUTEI))

« » 20 T M.IL

(monnuce)




I[MTPAJIOXXEHME Ne 11

k [IpaBuiiam perucTpaiuu u 3KCIepTU3bI
0€301acHOCTH, KauecTBa U 3(PGHEKTUBHOCTH
MEIUIITHCKUX U3IEITUN

OPOPMA
3asiBJICHHUA O BbIJIA4Y€ nyﬁ.mmaTa PEruCTPAIMOHHOIO YIOCTOBCPCHUSA
MEANIHNHCKOC U3€C/1HC

(Ha O11anKe opeanuzayuu)

B ynonHoMo4eHHBI oprad peepeHTHOro rocy/1apcTBa

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 BHJIC TPUIIOKEHUS K 3asIBIICHHIO, 3aBEPEHHOTO MEYaThio
Y TIOJITUCHIO PYKOBOIUTEIS)

|. B oTHOIICHNH MMPOU3BOAUTECIIA MEAULTUHCKOTO U3ACIINA

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 YIIOJITHOMOYCHHOT'O IPCACTABUTCIIA MPOU3BOAUTCIIA

9. OpraHu3anmoHHO-TIPaBoBas popMa U IMOITHOE
HalMEHOBAaHHE IOPUIMUECKOTO JIHIIA
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10. CoxparnieHHOE HAMMEHOBAHUE IOPUIMIECKOTO JIMIIA
(npu HaNMUYMN)

11. dupmeHHOEe HaUMEHOBaHKE IOPUINYECKOTO JIMIIA
(pu HAJIMYMM)

12. Mecto Haxox1eHUs (aapec) PUIAIECKOro Ul
13. Homep Tenedona

14. Anpec 351€KTpOHHON OYTHI FOPUAUYECKOTO JINLA
(pu HAJIMYMM)

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

17. Haznauenue MCIUIHUHCKOI'O U3€JI1A, YCTAaHOBJICHHOC
IMPOU3BOJUTCIICM

18. Bun MeAMIIMHCKOTO W3/IeHs B COOTBETCTBUHU C
HOMEHKJIATypO MEAUUMHCKUX WU3CIIHI, IPUMEHIEMON B
EBpazniickoM 3KOHOMHYECKOM COI03€

19. Kitacc MEIUIIMHCKOTO U3EINS B COOTBETCTBUU C
MpaBHJIaMU KJIACCH(PUKAIIUU MEIUIIMHCKUAX H3/CIINN B
3aBUCUMOCTH OT MOTEHIIMATBHOTO PUCKA IPUMEHEHUS

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

21. Cnioco0 mosydeHus: perucTpanuoHHOTO
YIIOCTOBEPEHHSI MEIUIIUHCKOTO U3CITUS

22. [lpuumnHa BbIIauM AyOJIUKaTa

23. CeneHust 00 yruiaTe rocy1apcTBEHHONW MOLIUINHBI
(Yka3bIBaeTcsl IO MHULMATUBE 3asBUTENS):

JaTta U HOMEP IIATCKHOI'O MMOPYUYCHHUA

Ha OYMa>KHOM HOCHUTEJIE TUIHO

Ha 6YMa)KHOM HOCHUTCJIC HAIIpABHUTb
3aKa3HbIM IMOYTOBBLIM OTIIPABJICHUCM
C YBEAOMJICHUEM O BPYYCHHUU

B (hopMe AIEKTPOHHOTO JOKYMEHTA

HHOC

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

« » 20 T M.IL

(moxmuce)



