COBET EBPABUMCKON DKOHOMUYECKOHN
KOMUCCHUHA

PEIIEHUE
ot 12 deBpans 2016 r. N 46

O MIPABWJIAX PETMCTPAIIAU U DKCIIEPTU3BI
BE30IACHOCTH, KAYECTBA H SOPEKTUBHOCTH
MEJUIMHCKUX W3AEJUI

B cootBercTBUU ¢ myHKTOM 2 cTaThu 31 JloroBopa o EBpazuiickoM 3KOHOMHUYECKOM COr03€ OT 29
masi 2014 rona, mynkrtamu 2 u 4 crarbu 4 CorjameHus O €IMHBIX MPHUHIMIAX U MpaBHIIAX
oOpaleHusi MEIUIUHCKUX W3IeIuid (M3AeUid MEIMIMHCKOTO Ha3HAYeHUS W MEIULUHCKOU
TEXHUKH) B pamKkax EBpa3uiickoro s5KOoHOMHU4ecKoro coro3a ot 23 aekabpst 2014 roma, myHKTOM
92 mpunoxenuss N 1 k Permamenty pabotel EBpa3miickoii SKOHOMHUYECKOW KOMHCCHH,
yTBep)keHHoMy PemenneM Bricmero EBpasuiickoro skoHOMHYEcKoro coBera oT 23 mekalps
2014 r. N 98, u B nensax ucnonHeHust Pemenus Bwicmiero EBpazuiickoro 3KOHOMHUYECKOTO
coBeta ot 23 nekabps 2014 r. N 109 "O peanuzanuu CornameHuss 0 €IUHBIX MPUHIUINAX U
npaBuiax oOpameHuss MEIUIMHCKUX M3AeNuil (M31enuid MEeAMLMHCKOTO Ha3HAYeHHs U
MEIUITMHCKON TeXHUKH) B paMkax EBpaszuiickoro skoHomuueckoro coro3a" Coset EBpasuiickoii
SKOHOMHUYECKON KOMHCCUU PEIINIL:

1. YTBepauts mpunaraemeie [IpaBuna perucrpanuu M 3KCIEPTH3BI O€30MACHOCTH, KauyecTBa H
3¢ PeKTUBHOCTH MEIUIIMHCKUX n3aenui (nanee - [IpaBuna).

2. YcTaHoOBHTB, YTO:
a) B nepexoHblil nepuon 1o 31 nexadbps 2021 r.:

perucTpanus MEAUIUHCKOTO U3ENUs 0 BHIOOPY MPOU3BOAUTENSI METUILIMHCKOTO M3Jenus (ero
YIOJHOMOYEHHOT'O MIPEICTABUTENS) MOXKET OCYIIECTBIISATHCS B COOTBETCTBUM ¢ [IpaBunamu 1100
B COOTBETCTBUM C 3aKOHOJATEIbCTBOM TOCYyJIapcTBa - ujieHa EBpazuiickoro 3KOHOMHUYECKOI'O
cor03a (Jasee - rocy1apcTBa-4jaeHsl);

MEIUIMHCKUAE W3JIeNus, 3aperUCTPHPOBAHHBIE B COOTBETCTBHH C 3aKOHOJATEIbCTBOM
rocyJapcTBa-4jieHa, 00pamaroTcs Ha TEPPUTOPHH ATOTO FOCYIapCTBa-UIICHA;

0) TOKYMEHTHI, MOATBEp)KIAIOMME (AKT PETHUCTPAIMH MEIWIUHCKUX H3ACTUNl U BbIJIaHHBIC
YIOJIHOMOYEHHBIM OPTaHOM TOCYJIapCTBa-4jieHa B OOJIACTH 3/[paBOOXPAHEHHSI B COOTBETCTBUU C
3aKOHO/IaTEIbCTBOM 3TOI0 TOCYyJapCTBa-wieHa, JCHCTBUTEIbHBI JI0 OKOHYaHMS CpOKa HX
nercTBus, HO He To3aHee 31 nekadbps 2021 r.

3. l'ocynapcrBam-wienam 1o 31 nexabps 2016 1.:



a) YTBEpIUTH pazMep cOOpoB (MTOIUIMH) WIIM UHBIX 0053aTeNbHBIX MJIATEKEH, MPEyCMOTPEHHBIX
[TpaBunaMu, ¢ y4eToM CI0KHOCTH IMpPOIEIyp U 00beMa BBINOIHIEMBIX PadoOT, MPOBOJUMEIX B
pedepeHTHOM TocyAapCcTBe B TOCYAapCTBaX MPU3HAHUS, B TOM YHUCIIE TIPH:

perucTpauuy MEAULIMHCKOTO U3ENHS;
JKCIIEepTU3e OE30MacHOCTH, KauecTBa U () (HEKTUBHOCTH MEAUIIMHCKOTO H3CITHS;
BHECEHUU U3MEHEHHH B PErUCTPALlMOHHOE JOChE METUIIMHCKOTO U3/IETHS;
BbIj1aye TyOIMKATOB PETUCTPAIIMOHHBIX YAOCTOBEPEHHIA;

0) ompenenuTh OpraHbl (OpraHU3allMU), OTBETCTBEHHBIC 33 OCYIIECTBICHHE PETUCTPAIUH,
BHECEHHE M3MEHEHUH B PETUCTPALMOHHOE JOCh€ W HHbIE CBA3aHHBIE C perucrpauuen
MEIUIMHCKUX U3JENUN MPoLeaypsl, pexycMoTpeHHsie [IpaBuiamu, u nponHPOpMHPOBATH 00
sToM EBpazuiickyro 3KOHOMHUYECKYIO KOMUCCHIO.

4. Hacrosimee Pemienuwe BcTymaeT B cuily o ucTedeHnd 10 KajlleHOapHbIX JHEW C AaThl
BCTymuieHUs: B cwiny IIporokona, moamucanHoro 2 paekabps 2015 roma, o mpucoeanHEHUH
PecnyOnmuku Apmenuss k CornameHui0 O €IUHBIX NPUHIUIAX W TpaBWIaX oOpamieHus
MEIWIMHCKUX W3ACTUH (M3eNuii MEIUIIMHCKOTO HA3HAUYEeHHS W METUIIMHCKOW TEXHUKH) B
pamkax EBpasniickoro s5KOHOMHUYECKOTO coro3a oT 23 nekabps 2014 roma, HO He paHee YeM TI0
ucteueHnu 10 KaneHZapHBIX JHEH C JaThl O(QUIHAIBHOTO OIyOJMKOBAHHUS HACTOSIIETO
Pemenus.

Unenst CoBera EBpazuiickoil 3KOHOMUYECKO KOMUCCHUU:

Ot Pecniybnuku OT Pecny0Onuku Ot Pecniyomuku Ot Keipreizckoit Ot Poccuiickoit
ApMeHnus bemapyce . Kazaxcrtan PecnyGnuku Qenepauuun
B.I'ABPUEJISIH B.MATIOIHIEBCKNUN b.CATUHTAEB O.ITAHKPATOB HN.INYBAJIOB

VTBEP)K/IEHBI
Pewenuem Cosema Eepasuiickou

IKOHOMUUECKOU KOMUCCUU

om 12 pespans 2016 2. N 46

MPABWJIA PETUCTPALIMM U DKCIEPTU3bI
BE3OIACHOCTH, KAYECTBA 1 D®@®EKTUBHOCTH
MEAULUHCKUX U3JEJUI

1. O0uIne moj10:KeHus

1. Hacrosimue IlpaBmia pa3paboTaHbl B COOTBETCTBHHM C IYHKTOM 2 ctatbu 31 JloroBopa o
EBpasuiickom sxoHOMHUYECKOM coro3e oT 29 Mas 2014 roga u nyHkToM 2 ctatbu 4 CornameHus



0 €IMHBIX MPUHLHUIIAX U MpaBUiIax 0OpaIleHuss MEJUIMHCKUX U3J1eIUN (M3/1eIUi METUIIMHCKOTO
Ha3HAYeHUs] U MEIUIIMHCKOW TeXHUKH) B paMkax EBpa3miickoro 3KOHOMHYECKOTO COr03a oT 23
nexkabps 2014 roma W ycTaHABIMBAIOT TOPSAIOK TPOBEACHHS PETUCTPAIMM U SKCIEPTU3BI
0e30macHOCTH, KayecTBa W 3(PPEKTUBHOCTH MEIUIIMHCKUX H3ACTHH (Janee - perucTpanus u
JKCIEPTU3a MEAUIIMHCKOTO MW3/ens), BHECEHHs] H3MEHEHHH B PEruCTPAlMOHHOE JI0Che
MEIUIIMHCKOTO HW3JeNus, BbIAauu TyOJIMKAaTOB PETUCTPAIIMOHHBIX YIOCTOBEPEHHM, a Takxke
OTKa3a B pErucTpaldd MEIHMIMHCKOTO W3JeNusl, MPUOCTAHOBIEHUS M OTMEHbl JIEUCTBUSA
(aHHYJTUPOBAHUSI) PETUCTPALMOHHOTO YAOCTOBEPEHHUS] MEIUIMHCKOIO M3JENHs B paMKax
EBpa3suiickoro s3kOHOMHUYECKOTO coro3a (nanee - Coro3).

Tpe6OBaHI/IH HaCTOAIIUX HpaBI/IJ'I HC TMPUMCHAKOTCA B OTHOLICHUU MCIUIIMHCKUX HSHGHHﬁ,
HOTpe6HOCTI> B KOTOPBIX BO3HHUKACT B llpe?yBI)ILIaI\/JIHI)IX CUTyalludX WKW JJI1 TUAarHOCTUKH HOBBIX,
OpUPOIHO-0YArOBBIX HJIA 0c000 OIMacHBIX I/IH(i)eKL[I/IOHHBIX 3a60J’I€BaHHﬁ, 06paH_[€HI/Ie KOTOPBIX
PEryjampyeTrcsda 3aKOHOAATCIIbCTBOM IoCy 1apCTB-YICHOB.

2. B nepexonHslii nepuox 1O BbBIOOPY MPOU3BOAUTENS MEAUIMHCKMX u3aenuil  (ero
YIOJIHOMOYEHHOI'O IPEJICTaBUTENs) OHKCHEpTHU3a W PETUCTpAlUs MEIULUHCKUX W3/AeIuil
OCYILIECTBIISIOTCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM rocynapcrsa - wieHa Corosa (nanee -
roCy1apCcTBO-4JIEH) WK ¢ HacTosAmuMu [IpaBunamu.

3. IlonsTusi, ucnonb3lyemMble B HacTosux [IpaBuiiax, 03HavaroT cieayrolee:

"0e30MacHOCTh MEAMIIMHCKUX H3JENUA" - OTCYTCTBHE HEIOIMYCTUMOTO PHCKA, CBS3aHHOTO C
NPUYMHEHHUEM BpeJla )KU3HHU, 37J0POBbIO YEJIOBEKA, OKPY KaIOIIeH cpee;

"Baymmarusa" - TOATBEPXKACHHWE ITOCPEICTBOM TIPEACTABICHUS OOBEKTHBHBIX CBHUICTCIIHCTB
BBITIOJTHEHUSI TpeOOBaHWM, TIPEIHA3HAUYEHHBIX I KOHKPETHOTO HCIOJIb30BAHUS WM
PUMEHEHHUS;

"Balmanys  MPOTpaMMHOTO  oOecmedeHws!" - TPOIecC TMOATBEPXKACHHUS IPUTOTHOCTH
MporpaMMHOTro o0ecredeHust A penIeHrs KOHKPETHBIX MPUKIIAIHbIX 3a]1a4;

”BepI/I(l)I/IKaI_II/ISI” - HNOATBCPKIACHUC Ha OCHOBC IIPCACTABIICHUSA 00BEKTUBHBIX CBUACTCIBCTB
BBIIIOJIHCHUS YCTaHOBJICHHBIX Tpe60BaHHI71;

"BepuduKanys MNporpaMMHOro obecreueHuss" - Tpolecc MOATBEPKICHUS COOTBETCTBUS
IPOrpaMMHOT0 00ECTIeYeHHUsI YCTAaHOBJIEHHBIM TpeOOBaHUAM (B TOM UYHUCIIE COOTBETCTBYIOIIEMY
TEXHUYECKOMY 3aJJaHHIO, CTICIIU(HUKALINHU, OTPACTIEBBIM CTaHIapTaM);

"rocymapcTBO MpHU3HaHUA" - TOCYIapCTBO-WIEH, YMOJTHOMOYEHHBIH oOpraH (9KCIHepTHas
OpraHu3alys) KOTOPOro OCYIIECTBISET IMPOLEAYPY COIJIacOBAaHUS SKCHEPTHOTO 3aKIIOYEHUS
pedepeHTHOr0 rocy1apCTBa;

"eNUHBIA PEeecTp MEIMIIMHCKUX W3JeNINi, 3aperucTpUpPOBaHHBIX B paMmkax EBpasuiickoro
SKOHOMHYECKOTO  coro3a" - 9JeKTpoHHas 0Oa3a  JaHHBIX  MEIUIMHCKUX  W3JEIuH,
3apEruCTPUPOBAHHBIX U pa3peleHHbIX K METUIIMHCKOMY NPUMEHEHHUI0 Ha Tepputopuu Coro3a;

"3asBUTENB" - TPOU3BOJWTEINb, SBISIONMNACA PE3UJACHTOM TOCyAapCTBa-wieHa, WU €ro
YHOJTHOMOYEHHBIN TPEICTABUTENb;,

"uneHtudukanus W MapKUPOBKA OINEPANMOHHON cucTeMbl" - aHanmu3 uHpopMamuu 00
WCTIOJIb30BAaHHOMN TPU pa3pabOTKe MPOTPaAMMHOTO 00ECTICUEHHsI ONIEPAIMOHHON CUCTEME C LENBIO
OLICHKH BO3MOXHOCTEH 3alIMTHl MPOTPAMMHOTIO OOECIeYeHHs OT HECAHKIMOHUPOBAHHOTO



JIOCTYTIA;

"Ka4ecTBO MCIAUIIMHCKOI'O I/ISILGJ'II/ISI" - CTCHCHb COOTBCTCTBHUA COBOKYIIHOCTH CBOMCTB U
XapaKTCPUCTUK MEAUIIMHCKOTI'O U3ACIIUA HEIAM €ro IpEeAHa3HaUCHHOI0 UCII0JIb30BaHMs;

"KJ'IaCCI/I(I)I/IKaIII/ISI MCIUIUHCKOIO H3JACJIMd B 3aBUCHUMOCTH OT IIOTCHLIHUAJIBHOI'O pPUCKA
HpI/IMCHCHI/IH" - OTHCCCHHUC HWJIKU OIIPCACICHHUC IPHUHAMIIC)KHOCTH MCIAUMOHUHCKOIO H3JACIHUA K
OAHOMY U3 KJIACCOB IIOTCHIUAJIBHOI'O pUCKa IMPUMCHCHHUA B MCAUTTMHCKUX LCIIAX]

"KOMILIEKTYIOIEE K MEAUIMHCKUM H3AeNusIM" - H3Jelne, HE SBISIOUICECS METUIUHCKUM
U3JIeJIMEeM WIA MPUHAIIEKHOCTbIO K MEIUIMHCKOMY H3JEJHMI0, B TOM 4YHUCie OJOKH, 4YacTw,
SJIEMEHTHl UW3JIeNIMs, MaTepHallbl, 3alacHble 4YacTH, NPEeAHA3HAUYCHHBIC MPOU3BOJIUTEIICM
MEIUIIMHCKOTO W3JIeTUs 11 MPUMEHEHUS B COCTABE MEAUIIMHCKOTO W3JCNIHSI UM COBMECTHO C
MEJHUITTHCKUM U3JIEITUEM;

"MEIUIIMHCKHE W3MeNHs JUIS JUArHOCTHKH in Vitro" - JtoOble WHCTPYMEHTHI, alaparhbl,
npuOOpel, 00OPYJIOBaHUE, MAaTepUalbl, PearcHThl, KAIMOPATOPbl, KOHTPOJIbHBIE MaTepUANbl U
MpoYne M3JENHsI, MPUMEHSIEMbIE B MEIUUMHCKUX ILENIX OTIACIbHO WJIM B COYETAaHUU MEXKIY
co00if, a TaKke BMECTE C NPUHAIICIKHOCTIMH, HEOOXOJUMBIMHU Il IPUMEHEHUS YKa3aHHBIX
W3IeUH 0 Ha3HA4YeHWIO (BKJIOYAs CHENHAbHOE MPOrpaMMHOE OOCCICUeHue), |
MpeTHa3HAYCHHBIC MPOW3BOAMTENIEM I MPUMEHEHHUS IMPH HCCIISNOBAaHUAX in Vvitro oOpas3ioB
OMOJIOTUYECKUX  MaTepuajoB YeJOBeKa JUIA TMOJydeHHs HWHPOpMAlUU  OTHOCHUTEIHHO
(hM3HOTIOTHYECKOTO WA IMaTOIOTUYECKOTO COCTOSIHHS, BPOKJIEHHOM [IaTOJIOTHH,
MPEIPACIONIOKEHHOCTH K  ONpPENEeJICHHOMY  KJIMHHUYECKOMY COCTOSHUIO WM  OO0JIe3HH,
COBMECTUMOCTH TKaHEHl C MOTEHIUAIbHBIM PEIUIUEHTOM, IPOTHO3UPOBAHUS pEaKIUi Ha
TeparneBTUYECKUE BO3ACHCTBUS, BBIOOpA TEPArieBTUUECKUX CPEACTB U (MIIM) KOHTPOJIS JICUCHHS;

"MoauuUKaIMS METUITUHCKOTO U3JeNus" - pa3HOBUAHOCTh MEIUIIMHCKOTO W3JEIHUs, UMEIOIIast
o0II1e C OCHOBHBIM MEIMIIMHCKUM H3/J€JIMEM KOHCTPYKTHBHBIE NMPHU3HAKH, pa3pabOTaHHbIE HA
0a3e OCHOBHOT'O U3/I€NUs C 1IEJIbI0 €r0 YCOBEPLICHCTBOBAHUS, PAaCIIUPEHHs MO0 clienuanu3anuu
MPUMEHEHHS B MEAUIIMHCKUX LIEJISX;

"MyJIBTHIICHTPOBOE  HCCJIEIOBAaHHWE MpOTpaMMHOrO  obecreueHuss" -  OJHOBPEMEHHOE
TECTHUPOBAHHWE MIPOTPAMMHOI0 OOecleyeHHs] B YCIOBHSX €ro IUIaHUPYEMOro NPUMEHEHUs Ha
HECKOJIbKUX BHEIIHUX AKCIEPUMEHTAIBHBIX IUIOMIa/Kax (BHE MPENNpHsTUs - pa3paboTyrka
TaKOro MPOrpaMMHOTr0 0OecrieueHus);

"Habop (KOMIUIEKT) MEIUIIMHCKUX H3CIHNA" - COBOKYITHOCTh MEAMIIMHCKUX U3JIEITHIA, TMEIOITUX
eMHOE HA3HAUYEHHE U MapKUPOBKY, C YKa3aHUEM IMePEUHs YKa3aHHBIX MEAUIIMHCKUX U3/ICINH;

”HpI/IHaI[J'Ie)KHOCTB" - H3ACINC, HC ABIAIOIICCCA MCIAUIHUHCKHUM H3ACIIHNEM, IMPCIHA3HAYCHHOC
IMPOU3BOAUTCIIEM I COBMCCTHOI'O INPHUMEHCHUA C OAHHUM HIIM HECKOJbBKHMHW MCEIMIHWHCKHUMH
U3ACIIUAMUA AJIA UCIIOJIB30BaHUA B COOTBECTCTBHUHU C UX HA3HAYCHHUEM,

"MPOU3BOAUTENh MEIUIUHCKOTO W3JeNHs" - FOPUIUYECKOEe MO0 WiIH (PHU3UYECKOe JIUIIO,
3apETUCTPUPOBAHHOE B KA4Ye€CTBE HHIWBUAYAIbHOTO MPEANPUHUMATENS, OTBETCTBEHHBIE 3a
pa3paboTKy W W3TOTOBJIICHUE MEAMIUHCKOTO W3JCIHS, JCNAIONIHe ero JOCTYIHBIM JIIs
WCITOJIB30BaHUSI OT CBOETO MMEHH HE3aBHCHMO OT TOTO, pa3paboTaHO W (WJIM) HM3TOTOBJICHO
MEIUIIMHCKOE U3ZEe 3TUM JIMIOM HIM OT €r0 MMEHH APYTHM JUMIOM (JIM[aMH), ¥ HEeCyIIne
OTBETCTBEHHOCTH 332 0€30MaCHOCTh, KauecTBO U 3(PPEKTUBHOCTH MEUIIMHCKOTO M3/ICIHS;

"MNpOU3BOACTBEHHAs]  IUIOMIAKA" - TEPPUTOPUATIEHO 000COOJICHHBII ~ KOMILIEKC,



NpeJHa3HauYEeHHBIN IS BBIMOJIHEHUS BCETO MPOIECcca MPOU3BO/ICTBA MEUIIMHCKOTO U3/Us WIIN
€ro OIpeeICHHBIX CTaIul;

"pacxoAHBIM MaTepuall K MEIUIIMHCKUM H3JETUsIM" - U3ACNHs U MaTepHallbl, pacXoAyeMbie MPU
WCIIOJIb30BAaHUM MEJTUIIMHCKAX W3JCeTuH, 00eCIeYynBalInue MPOBEACHUE MAHUIYIAIWA B
COOTBETCTBHH ¢ (DYHKIIMOHATHHBIM Ha3HAYCHUEM METUITMHCKOTO U3/ICTIHUS;

"perucTpaMoHHOE JO0Che" - KOMIUIEKT JOKYMEHTOB U MaTEPHAJIOB YCTAHOBJIEHHOW CTPYKTYpHI,
MPEACTABIIIEMbIN 3aBUTENIEM IIPH PETUCTPALMM MEIULMUHCKOTO W3/1E€Nusl, BHECEHUN U3MEHEHUMN
B PETUCTPALlMOHHOE YJOCTOBEPEHHUE, a TaKKe€ KOIUU PEIICHHH, NMPUHATHIX YIIOJHOMOYEHHBIM
OpraHoM (3KCIEPTHOM OpraHu3anyell) B OTHOIICHUH KOHKPETHOTO MEIUIIMHCKOTO U3/IeIHs;

"perucTpanmoHHbIi HOMEP" - KOJIOBOe 0003HAYCHHUE, TIPUCBAMBAEMOE MEAUIIMHCKAM H3CIUIM
MPU UX PETUCTPAIlMU, MO KOTOPHIM OHHM BHOCSTCS B €IUHBIA PEECTP MEAUIIMHCKUX H3CIHM,
3aperucTpUpPOBaHHBIX B pamkax Coro3a, W COXpaHSIeMOE HEW3MEHHBIM IIpH OOpaIlIeHUuN
MEIUIIMHCKOTro u3/enus B pamkax Coro3a;

"pEeTUCTPallMOHHOE YJOCTOBEpeHHE" - JOKYMEHT enuHOW (OpMBI, MOATBEPKAAOMUN (HaKT
PETUCTPALIMU METUIITHCKOTO W3]IEIIHS;

"peructpanusi MEAMIIMHCKOTO H3Aenusa" - MpoleAypa BblJaud YHOJTHOMOYEHHBIM OpPraHOM
paspenieHus Ha MeIMIUHCKOE MTPUMEHEHHE MEIMIIMHCKOTO n31enus B pamkax Coro3a;

"pedepeHTHOE TOCYNapcTBO" - BHIOpAHHOE 3asBUTENIEM TOCYAAPCTBO-UJICH, YHNOIHOMOYEHHBIN
OpraH KOTOPOTO OCYIIECTBIISET PETUCTPALINIO METUIIMHCKOTO U3EIIHS;

"YIIOJTHOMOYEHHBIM TPE/ICTABUTEh MPOU3BOAMUTENSA" - IOPUIMYECKOE JIMIO WIH (PU3UYECKOEe
JIUIIO0, 3aperMCTPUPOBAHHOE B KAaueCTBE WHIAMBHIYAJILHOTO MpPEINPUHUMATENS, SBISIOIINECS
pe3uZeHTaMi TOCYJapCTBa-ujeHa W YIOJHOMOYEHHbIE B COOTBETCTBHM C JOBEPEHHOCTHIO
MIPOM3BOUTENS MEIULIIMHCKOTO U3/ MPEACTABISATh €r0 UHTEPEChl U HECTH OTBETCTBEHHOCTD
B 4acTU OOpalleHus: MEAMIIMHCKOTO u3aenus B pamkax Coro3a M HCIOJHEHUS 00s3aTeIbHBIX
TpeOOBaHUM, TPEIBABIAEMbIX K MEIULIUHCKUM U3IIEIIHUSIM.

4. Peructpanust U 3KCHEpTU3a MEAULUHCKOTO W3JIENHs SBISIOTCS 00S3aTENbHBIMH YCIOBUSIMHU
€ro BbllIycka B oOpaieHue B pamkax Coro3a M OCYIIECTBISIOTCS YHNOJIHOMOUYEHHBIM OPraHOM
pedepenTHOrO TocyaapceTBa. [Ipu 3TOM NpeabsABISIOTCS OJMHAKOBBIC TPEOOBAHUSI B OTHOIICHUHT
MEIUIMHCKUX M3JIENNM, MPOU3BEAeHHBIX Ha TeppuTopuu Coro3a M BBE3CHHBIX Ha TaAMOKEHHYIO
tepputopuio Coro3a U3 TPeTbUX roCyAapCTB.

5. Jlo momaum B yNOJHOMOYEHHBIM oOpraH pedepeHTHOro rocyaapcTBa 3asBICHUS Ha
PETUCTPALMI0O M SKCIEPTU3Y MEAMIMHCKOIO W3JENUs 3asBUTEIb OCYIIECTBISET cOop
JI0Ka3aTeIbCTB 0€30MmacHOCTH M A(P(EKTUBHOCTH MEAMIIMHCKOTO W3ACIUS M IOATOTOBKY
COOTBETCTBYIOIIETO PETUCTPALIMOHHOTO J10ChE.

6. B 11enmsix moAroToBKu PErUCTPAIMOHHOT'O JOCHE 3adBUTCIIb:

a) TONlydaeT TMpeaBapUTEIbHBIE KOHCYIbTAMM OJKCIIEPTHOW OpraHU3allMd [0 BOIPOCAM
pETHCTpaIy M 3KCIEPTU3BI METUITMHCKOTO U31eus (TP HE0OXOIUMOCTH);

0) TPOBOIUT TEXHUYECKUE WCHBITAHUS, HUCHBITAaHUS (UCCIEAOBaHUSI) C IENBI0 OLEHKU
OHMOJIOTHYECKOTO JCHCTBUS MEIUIIMHCKOTO W3CNUsl, UCIBITAHUS B IIENSAX YTBEPXKICHHS THIA
CPEeICTB H3MEpPeHHl (B OTHOLICHUMM MEAUIMHCKUX W3JIEeINi, OTHECEHHBIX K CpeAcTBam
M3MEpEeHHI, IepeYeHb KOTOPBIX yTBepkaaeTcss Komuccueil) A moaTBEp>KACHUS COOTBETCTBHS



oOmuM TpeboBaHUsIM 06€30macHOCTH M 3()PEKTUBHOCTH MEIUIIMHCKUX W3JIETINi, TpeOOBaHUAM K
X MapKHpPOBKE M OKCIUIyaTallMOHHOM JOKyMEHTAllMM Ha HHUX B BBIOPAHHBIX 3asBUTEIEM
YUPEKIECHHUSIX U OpTaHU3aINIX, UMEIOIIUX MPAaBO MMPOBOIUTH TaKHe (MCIIBITAHUS) HCCIIEOBAHMS
B IENAX PETUCTpAllMM MEAMIMHCKUX W3JIENMA W BKIIOYEHHBIX B CIUHBIA  PEecTp
YIOJIHOMOYEHHBIX opranu3anuii Corosa (anee - ynoJHOMOYEeHHbIE OpTraHU3aIuH);

B) NPOBOJUT KIMHUYECKHE HCIBITAaHUS (MCCIENIOBaHUS) B COOTBETCTBHUM C IpaBUIAMHU
NPOBEACHUS KIMHUYECKUX MCIIBITAHUN (MCCIeOBaHMM) MEIUIMHCKUX W3JIeIUNA B BBIOPAHHBIX
3asBUTEJIEM YIIOJHOMOYEHHBIX OpraHM3alUsAX JIMOO BKIIOYAET B PErHCTPALMOHHOE J0ChE
UMEIOIIUECs KIIMHUYECKUE JaHHbIE.

7. B memsx peructpany MEIUIIMHCKOTO H3IENUs MPOBOIUTCS SKCIEPTH3a METUIIMHCKOTO
U3JIeNIUsl  DKCIEPTHOW  OpraHu3alue,  ONpe/eleHHONW  yIOJIHOMOYEHHBIM  OpPTraHoOM
rocyJapcTBa-uieHa (fajee - 9KCriepTHast OpraHu3aIiysl).

8. [Ipou3BoIUTETH MEIUIIMHCKOTO U3/ICHS 00CeCIIeYnBaeT BHEJPCHUE U MOACPKAHUE CHCTEMBI
MEHE/DKMEHTa KadecTBa JTOTO H3JENIMS B COOTBETCTBHH C YyTBEp)KAaeMbIMU EBpa3suiickoit
PKOHOMHUYECKOW Komuccuei (namee - Komuccns) TpeboBaHUSAMEU K BHEIPECHHIO, TTOIICPKAHAIO U
OLIEHKE CHCTeMbl MEHEDKMEHTa KauyecTBa MEIUIMHCKUX U3JeNUi B 3aBHCUMOCTH OT
NOTEHIIMAILHOTO PUCKA MPHUMEHEHHSI.

9. IIpu perucTpanuu 1 SKCIEPTU3EC MEIUIIMHCKUX W3JICTUN YIIOTHOMOYEHHbIE OpTaHbl B3aUMHO
MPU3HAIOT PE3yJIbTaThl TEXHUYECKUX MCIBITAHUMA, UCCIIEIOBAaHUHN (MCTIBITAHUIN) C TIEIbIO OLIEHKH
OMOJIOTHYECKOI0 JNEHCTBUS dTUX MEIUIMHCKUX MU3AEINH, KIMHUYECKUX UCHBITAHUN, UCIIBITAHUN
B IIEJISIX YTBEPXKACHHUS THUIA CPEIACTB HM3MEpPEHH (B OTHOIICHUM MEAUIMHCKUX HW3EIuH,
OTHOCSIIIIUXCS K CPEJICTBAM M3MEPEHUH B cpepe rocyJapCTBEHHOTO PeryIMpOBaHMs 00eCTICUCHUS
eMHCTBa M3MEpPEHUH, MepedeHb KOTOPBIX yTBepkaaeTcss Komuccueit) nmpu yclioBUH, YTO OHH
BBITIOJTHEHBI B COOTBETCTBUH C TPEOOBAHUSMU U MPABUIIAMHU, YCTAaHOBICHHBIMU KoMuccueii.

10. PCFI/ICTpaHI/Ifl MCIUIUHCKOI'0 HU3ACJIHA OCYHICCTBIIACTCA pe(l)epeHTHbIM rocygapCTBOM Ha
OCHOBAHUHU PE3YJIbTATOB ISKCHCPTU3bI MCIUIIMHCKOIO HU3JACIHA W COINIAaCOBAHUSA JSKCICPTHOIO
3AKIIIOYCHUS TOCyAapCTBAMU IIPpHU3HAHUA.

11. JlokymMeHTOM, HOATBEPXAAOMUM (AKT PETUCTPALUU MEJAULUHCKOTO HU3JeNusi, SBIseTCS
PETUCTPALIMOHHOE YIOCTOBEepeHHe, ¢opmMa M MpaBUia 3alOJIHEHUS KOTOPOIrO OIpe/ieieHbI
coryacHo npuiaoxeHuto N 1.

Perucrpanmonsoe yocToBepeHHe BbIIACTCS OECCPOTHO U ACHCTBYET B paMkax Corosa.

12. 3aperucTpupoBaHHOE MEIUITUHCKOE U3JIEITHE TOJDKHO COOTBETCTBOBATh OOIIMM TPEOOBAHMSIM
0e3omacHOCTH M A(H(HEKTUBHOCTH METUITMHCKHUX H3JCIIHA, TPeOOBAaHUSAM K WX MapKHUPOBKE H
AKCIUTYaTallMOHHOW JIOKYMEHTAIlMu Ha HUX, yTBepxkaaembiM Komuccueit. OTBETCTBEHHOCTh 3a
COOTBETCTBHE MEIUITMHCKUX W3JICTUH yKa3aHHBIM OOIMMM TpeOOBAHMSIM HECET MPOU3BOIUTEIb
MEIUITTHCKOTO U3/IeTTHs (€TO YITOJTHOMOYCHHBIN TIPEICTaBUTENh ).

13. Pacxonm Ha PETUCTpAlUIO W SKCHCPTU3Y MCECAUIMUHCKOrO M3ACIUA HCCECT 3asdABUTCIIb B
COOTBETCTBHHU C 3aKOHOJATCJILCTBOM I'OCyJapCTBa-4JICHA.

14. HpI/I O)lHOBpeMeHHOﬁ noagavde Ha pEerucTpanuro HECKOJIbKUX MOI[I/I(i)I/IKaHI/Iﬁ MCAULIMHCKOT'O
HU3JaCJIMsA, OTHOCAIIUXCSI K OAHOMY BUAY MCIUITUHCKOTO U3JCJINA B COOTBETCTBUU C HpI/IMeHﬂeMOﬁ
B Coroze HOMCHKHaTypOfI MCIAHUIMHCKHNX PI3I[€J'IHI>1, HU3IroTOBJICHHBIX OJHHUM IIPOU3BOJUTCIICEM,
OTJIMYAOMUXCA APYT OT Apyra UBMCHCHHUAMU KOMIUJICKTAlUU U (I/IJ'II/I) TCXHUYCCKHUX IMapaMCTpPOB,



HE BJIMSIOUIMMH Ha MPUHIMI PaboThl U (GYHKIMOHAIBHOE HA3HAYEHUE, OTHOCSIIMXCS K OJHOMY
KJIACCy MOTEHIMAJIBHOIO PHUCKAa NIPHUMEHEHMs, 3asBUTENb IpeacTaBisger | 3asBinenue u |
perucTpalMoHHoe Jocke. B ciydae ecnu mpeacraBieHHble MOIUGUKAIUN OYIyT OTHOCUTHCS K
Pa3HBIM BUJIaM METUIIMHCKOTO M3/IENUsl B COOTBETCTBUU C YKAa3aHHOW HOMEHKJIATYpOM, Kaxkias
MoU(pUKALIUST PETHCTPUPYETCS OTACIBHO C TMPEAOCTABICHUEM OTACIHHOTO PErHCTPAIIHOHHOTO
JOCBE.

15. B ciyuae eciii MEAUIIMHCKOE U3JIENNe, 3aPETUCTPUPOBAHHOE B COOTBETCTBUHU C HACTOSIIIUMU
[IpaBunamu, 3asBisieTCs ISl PETUCTPALMHM B TOCY/IapCTBAX-WICHAX, HE YKa3aHHBIX 3asBUTENIEM
paHee B KauecTBE TrOCyJapCTB MPU3HAHMS, a TAaKKe€ B TOCYJapCcTBaxX, MPUCOCIWHUBIIUXCS K
Coro3y, mpouenypa perucTpalMd IPOBOAMUTCS HA OCHOBAHMM SKCIEPTHOTO 3aKIIOYECHUS
YIOJIHOMOYEHHOI'0 OpraHa (3KCIepTHOW opraHuzanuu) pedepeHTHoro rocyaapcrsa. Ilpu stom
YIOJTHOMOYEHHBIM ~ OpraHOM  pe(epeHTHOr0 TOCyNapcTBa  BBIAACTCS  PETUCTPALMOHHOE
YAOCTOBEPEHHE C YKA3aHUEM BCEX TOCYAapCTB MPU3HAHUS.

I1. ITIpouenypsl perucTpanuu M IKCIEPTH3bI MEIULHUHCKOT0 U31e/IUs

16. Jlnst peructpaniuu MEIUIUHCKOTO U3/IEIHA 3asiBUTENb BIOMPAET pe)epeHTHOE rOCy1apCTBO U
rocyapcTBa MpU3HAHMS.

17. 3asBuUTEns TMpEACTABISICT B YIOJHOMOYEHHBIH OpraH (SKCIEPTHYIO OpTaHHU3aIUIo)
pedepeHTHOro rocy/1apcTBa CIEAYIOIUE JOKYMEHTHI:

a) 3asBIICHHEC HA MPOBEICHHE OSKCIEPTHU3bl W PETUCTPAMU MEIUIIMHCKOTO w3aenus (Ha
OyMa)KHOM U (WJIH) 3JIEKTPOHHOM HOCHUTENIX) 1Mo (hopme coriacHo npuiiokeHusM N 2 u 3(manee
B HACTOSIIEM pa3Jieie - 3asBJICHNUE);

0) perucTpalnMoHHOE JOChE Ha AJIEKTPOHHOM HOCHUTEINE, COJAEpIKallee JOKYMEHTHI 0 MEePEUHIO
cormacHo npuioxeHnro N 4. B cimyuae ecnu 3aKOHOJATEIBCTBOM TOCYJAapCTBA-4iIeHA HE
MPeIyCMOTPEHa BO3MOXHOCTH O(OPMIICHHS YKa3aHHBIX JOKYMEHTOB B 3JEKTPOHHOM BHJIE,
YIOJHOMOYEHHBIM OpraH (dKCIepTHAas oOpraHu3anus) pedepeHTHOrO0 TocyaapcTBa BIIpaBe
3allPOCHTh TaKHe JOKYMEHTHl (WX KONHMH) Ha OyMa)XHOM HocHTene. [Ipu 3TOM JOKYMEHTHI,
Ipe/ICTaBICHHBIE HAa WHOCTPAaHHOM SI3bIKE, JIOJDKHBI HMMETh 3aBEPEHHBIH B YCTaHOBICHHOM
3aKOHOJATEbCTBOM T'OCY/IapCTBA-UICHA MOPSAKE ayTEHTUYHBIN MEPEeBO]] Ha PYCCKHI S3BIK;

B) KONIUU JIOKyMEHTOB, TOJTBEPKIAOIINX OIIATy AKCIEPTH3bI U PETUCTPAINHA MEAUIITHCKOTO
n3enus B peepeHTHOM TOCY1apCTRE.

18. YnoaHOMOuYeHHBIM OpraHOM (IKCHEPTHOW oOpraHu3aluell) peepeHTHOro TrocynapcTBa B
TeueHue S5 paboumx JHEH cO JHS TOCTYIUICHHS 3asBJICHUS M PETUCTPALMOHHOTO JIOChE
MIPOBOJUTCSL TPOBEPKA IOJHOTHI U JIOCTOBEPHOCTH COJEpPKAUIMXCS B HUX CBEJICHUH,
MPUHUMAETCSl PEIICHHE O Hayajae OPOUEAYphl PETUCTPALMH M HKCIEPTH3bl MEAUIIMHCKOTO
W3JIeNUd M pa3MelaeTcs 3asBICHHE M PErHCTPAllMOHHOE J0Che B CBOEW HMH(OPMAMOHHOM
cucreme. MubpopManmuss 0 MEIUUMHCKUX H3AENTUSAX, B OTHOLIEHHUM KOTOPBIX IPOBOJUTCS
IpoLeaypa 3KCHEPTU3bl U PETUCTPALMM, U JOKYMEHTBI, COAEPKALIUECS B PETrUCTPALMOHHOM
JI0CbE, KpPOME MHCTPYKIMHM IO MPUMEHEHUID MEIHWLHMHCKOIO W3JEIUs M MapKUPOBKHU
MEIUIUHCKOTO H3CIHUsl, OTHOCATCS K KOH(MUIACHIMATHHOH WH(POPMAIMU U JOCTYIHBI TOJBKO
3aMHTEPECOBAHHBIM YIOJIHOMOYEHHBIM opraHam (9KCIIEPTHBIM OpraHu3alUsIM)
rocyJapCTB-4JICHOB.

B caywae ecnu 3asBieHHE TMPENCTaBICHO C HapylIeHHEM TpeOOBaHMM, YCTaHOBIIEHHBIX



HacrosmuMu  [IpaBuimamu, B 3asBJICHMU  yKa3aHbl HEJIOCTOBEPHBIE CBEACHUS  WIH
PETUCTPAIMOHHOE [I0Che NPEACTaBICHO HE B IOJHOM OO0bEeMe, YNOJHOMOYEHHBIH OpraH
(’xcnepTHas opraHuzanms) pedepeHTHOro rocyaapcrBa B TeUEeHHE 5 pabouux JHEW cO JIHS
NOCTYIUICHUSI TaKWX 3asBJIICHUS M PETUCTPAIMOHHOTO JOChE YBEAOMIISICT 3asBUTENS O
HEOOXOMMOCTH YCTPaHEHHSI BBISIBICHHBIX HAPYIICHUH ¥ (UJIH) MPEICTABICHUS OTCYTCTBYIOIIUX
JOKYMEHTOB B CpOK, He mnpeBbimarommii 30 paGounmx JHEH CO JHS pa3MeElIeHHs
COOTBETCTBYIOLIETO YBEIOMJICHUS B HH(OPMAIMOHHOW CHCTEME YIOJTHOMOYEHHOTO OpraHa
(9kcriepTHON opraHu3anuu) pePepeHTHOr0 TroCcyAapcTBa, MyTEM MEepeJavyd YBEJOMIICHHS
3asBUTENIO JIMYHO TIOJ] PACIHUCKYy, JIMOO HAIMpPABJICHUS YBEAOMJICHHS 3aKa3HBIM TOYTOBBIM
OTHpAaBICHUEM C YBEJIOMIICHHEM O BPYYCHHUH, JHOO Tepeiadd B DICKTPOHHOW ¢opme o
TEICKOMMYHUKAIIMOHHBIM ~ KaHalaM CBsi3MW Wi B (OpME DIIEKTPOHHOTO JOKYMCHTA,
MOJIITUCAHHOTO JICKTPOHHOH ITOAIHUCHIO.

B Teuenme 3 paboumx qHEH CO JHSA MPEACTABICHHS 3asBICHHS U PETUCTPAIMOHHOTO JIOCHE,
COOTBETCTBYIOIIMX TpPeOOBaHUSAM HacTOSMMX [IpaBui, ymOJTHOMOYEHHBIH OpraH (dKCIepTHAs
opramzanus) peQepeHTHOr0 TocyAapcTBa MPHHAMAET pelIeHue O Hadale IPOLeayphI
AKCHEPTH3BI H PETHCTPALUN MEAUIIUHCKOTO H3ICIIHSI.

19. YnosHOMOuY€HHbIE OpraHbl (IKCHEPTHBIE OpPraHU3allMK) TOCYAapCTB NPU3HAHMS BIIpaBe
O3HAKOMHUTBHCSI C XOJOM IPOBENEHUS SKCIEPTHBIX paboT B pedepeHTOM TOCyIapcTBE, B TOM
qHclie C MEPEeNnuCKON 3asBUTENS] U YMOJIHOMOYEHHOTO OpraHa (IKCIEePTHON OpraHM3aiuu) Io
BOIIPOCAM YCTPAHEHUS 3aMEUaHUM U C TOKYMEHTaMHU, IPEICTaBICHHBIMU 3asIBUTEIEM B IIPOLIECCE
9KCIIEPTU3bI U PErUCTPALUN MEIULUHCKUX U3IEIHUMN.

20. OTBETCTBEHHOCTh 3a JOCTOBEPHOCTb MPEJOCTABIECHHOIO B YIOJIHOMOYEHHBIH OpraH
(3KCTIEPTHYIO OPTaHU3AIINIO) PETUCTPAIIMOHHOTO JJOChE HECET 3asBUTEINb.

21. IIpu HEOOXOAMMOCTH YMOJHOMOUYEHHBIA OpraH (PKCIEepTHas OpPraHM3allvs) MPHUBIEKAET K
YY4aCTHIO B OKCIIEPTH3E OKCIEPTOB, JIMI, HE palOTAIOUIMX B YIOJIHOMOYEHHOM OpraHe
(9KCTIEpTHON OpraHW3alliu), €CIM WX CIHEIHalbHble 3HAHUS HEOOXOAWMBI JUIS TPOBEICHHS
SKCIIEPTHU3BI.

HpeI[CTaBI/ITeHI/I YIOJIHOMOYCHHBIX OpFaHHBaHHﬁ, OpOBOAMBIINX TEXHUYCCKUC MCIIBITAHUA,
HCCIICAO0BaHUA (I/ICHBITaHI/ISI) C IDIOCJIbIO OICHKHN OMOJOTMYECKOTO ﬂeﬁCTBHH 1 KIHMHHUYCCKHUC
HUCIBbITAHUA MCAUITUHCKOI'O U3JACIINA, TPCACTABJICHHOIO HA OKCIICPTU3Y, HC MOT'YT IIPUBJICKATHLCS
K Y4aCTHUIO B S3KCTICPTHU3C.

HpI/I MPOBCACHUU DKCICPTU3BI 3KCIICPT HEC MOXET HAXOJUTHLCSA B KaKOM-IM0O 3aBHCUMOCTH OT
OpraHa Wid Jinla, HA3HAYUBIICTO 3TY 3KCHEPTU3Y, TPOU3BOAUTEIA MCAUIHUHCKOI'O0 U3JCIIHA, €TO
YHOOJHOMOYCHHOT'0 MPEACTABUTCIIA WIIN APYTUX 3aMHTCPCCOBAHHBIX B PE3YJIbTATAX JKCIICPTU3bI
JINII.

B cnyuae ecnu skcmepTy M3BECTHBI OOCTOATENHCTBA, MPEMATCTBYIOIIME €Tr0 MPUBICYCHHUIO K
TIPOBEACHUIO SKCIIEPTU3BI JINOO HE TIO3BOJISIONIME MY COOJI0IaTh MPUHIIUIIBI €€ TPOBECHHUS, OH
JOJDKEH COOOMUTH 00 95TOM PYKOBOJUTENIO YHOJTHOMOUYEHHOTO oOpraHa (9KCIEePTHOM
Opranuzanuu) peepeHTHOTO roCyAapCTBa.

22. YONHOMOYEHHBII opraH (3KCHepTHasi OpraHu3aius) peepeHTHOTO TOCyapCcTBa MPOBOAUT
9KCIEPTU3Y MEIULMHCKOTO U3AeIHsd U O(OpMIAET DSKCIEPTHOE 3aKIIOUEHHE COIJIACHO
npusnoxenuto N 5 B cpok, He npeBblaronui 60 pabounx qHEH co AHS NPUHIATHSA UM PELIEHUs O
Hayajie Mpoueaypsl PETUCTPALIMM U SKCIEPTU3bl MEJUIIMHCKOTO U3/EIHs.



BBIBOI[BI, CoZCpIKAIIHECA B OKCIICPTHOM 3aKJIIOUYCHUH, JOJIKHBI OBITH OJHO3HAYHbBIMHU H
ITOHATHBIMU.

B ciywae ecnm BBIBOJBI SKCHEPTHOTO 3aKIIFOUEHHUS] OTHOCHUTEIBHO BO3MOXKHOCTH PETHUCTPALIUN
MEIMIMHCKOTO H3JeTHsi B pPePEepeHTHOM TOCyAapCTBE SBISIOTCS  IOJIOKHUTEIHHBIMH,
YIOJTHOMOYEHHBIM OpraH peQepeHTHOTO TOCyJapCcTBa B TedeHHUE S5 pabodymx JHEH co JHS
oopmIIeHUsT  BKCIIEPTHOTO  3aKIIOYEHHMs  yBEAOMIIIET 3asBUTENsI O  HEOOXOAMMOCTU
NPEJCTaBIICHUs] KOMUN JTIOKyMEHTOB 00 OIulaTe 3KCIEePTH3bl M PErucTpalld B TOCyJapcTBax
Npu3HAaHUS B CpPOK, He TmpeBblmaromuid 10 pabounmx gHEH co JHA  pa3MelICHHS
COOTBETCTBYIOLIETO YBEIOMJICHUS B HMH(OPMAIMOHHOW CHCTEME YIOJTHOMOYEHHOTO OpraHa
(9KCIIepTHOM opraHu3alui) pedepeHTHOTO rocyIapcTBa 00 o AHS MOTYYECHHUS YBEAOMIICHHS
3asBUTEJIEM JIMYHO TOJi PACHHCKY, 3aKa3HbIM IMOYTOBBIM OTIPABICHHEM C YBEIOMJIEHHEM O
BpPYUYEHHUH, B DJIEKTPOHHOU (hOpMe MO TEICKOMMYHHKAIIMOHHBIM KaHaJaM CBSI3M WK B Qopme
AJEKTPOHHOTO JJOKYMEHTA, IIOJIMMCAHHOTO 3JIEKTPOHHOU MOAMHKCHIO.

23. YNoJHOMOYCHHBIH opraH (dKCHEpTHAs OpraHu3alus) WM OpraHW3alus, OmpeiciicHHAs
YIIOJTHOMOYEHHBIM OPTaHOM (IKCIIEPTHOM opraHu3alyeii) peepeHTHOTO ToCy1apCTBa, MPOBOIUT
WHCIICKIIMIO TPOU3BOACTBA MEJMIMHCKAX W3JEIUA B COOTBETCTBUU C TpPEOOBaHUSIMH,
ycraHoBieHHbIME Komuccuend. MHceKnus npou3BOACTBA MEIULMHCKUAX H3JIEITHNA TPOBOIUTCS
JI0 TIOATOTOBKU SKCIIEPTHOTO 3akitoueHus. CpoKk OpraHW3allii M TPOBEACHUS HWHCIEKIUU HE
BXOIHT B OOIINI CPOK MPOBEICHUS IKCIIEPTU3HI H HE JIOJDKEH B COBOKYITHOCTH TpeBBIIIaTh 90
pabouux JTHEH.

24. HpOBeZ[eHI/Ie SKCIICPTU3BI MCAULIUHCKOI'O U3J1CJINA BKIIIOYACT B ceos:

a) aHaIM3 JOKYMEHTOB M MAaTEpUajOB, OINPEICISIOMUX 0e30macHOCTh, 3(PPEKTUBHOCTh H
Ka4eCTBO MEIMIIMHCKOTO W3/IENIUs, B TOM YUCJIC PACXOJHBIX MATCPUAIOB U KOMIUICKTYIOIIMX K
MEIUIIMHCKOMY U3JIEINHUIO;

0) aHa)M3 JaHHBIX O Pa3pabOTKe M MPOU3BOACTBE MEAMLUUHCKOIO M3Jeius (CXEMbI IPOLIECCOB
IPOU3BO/ICTBA, OCHOBHBIX CTAJUM MPOU3BO/ICTBA, YIAKOBKH, UCIIBITAHUNA U MIPOLEAYPHI BBITYCKA
KOHEYHOT0 MPOJYKTa);

B) aHAJIM3 CTaHJapTOB, KOTOPHIM COOTBETCTBYET METUIIMHCKOE U3/IeInE;

I) aHajgu3 MPOTOKOJOB TEXHUYECKUX WCIBITAHUNA (B 4YaCTH TOJHOTHI MPOBEIACHHUS H
KOMIIETEHTHOCTH HCIIBITATENBHOMN JTabopaTopun), a TaKKe MpPU3HAHUE PE3YyJbTAaTOB HUCIBITAHUI
Ha OCHOBE 3TOr0 aHAJIN3a;

Z[) AHAJIN3 OTUCTOB IO PE3yJIbTaTaM MHCIICKIUU ITPOU3BOACTBA MCAUITUHCKOT'O U3ACIINA;

€) aHaJIU3 OTYETOB MO OILIEHKE OMOJIOTMYECKOTO ICHCTBHS MEIUIMHCKOTO u3Nenus (B YacTH
MOJIHOTHl M KadecTBa IMPOBEICHHBIX HCCIIEIOBAaHUN, Ha COOTBETCTBHE IMpaBMiIaM IMPOBEACHUS
UCIBITAaHUH (MCCIEIOBaHMIA) MO OIEHKE OWOJIOTUYECKOTO NEHCTBHUS MEIUIIMHCKUX H3ACIUi,
yTBepkIaeMbiM Komuccueil), a Takke MpU3HaHUE Pe3yJIbTaTOB UCIBITAaHUNA (MCCIeI0BaHUN) Ha
OCHOBE 3TOT'0 aHAJIN3a;

}K) AHAJIM3 M ONCHKAa KIMHUYCCKHUX MHOAaHHBIX, COACPIKAIIUXCA B OTUYCTC O KIMHHYCCKOM
J0Ka3aTCJIbCTBC 3(1)(I)CKTI/IBHOCTI/I 1 0e30MacHOCTH MCOUIIMHCKOIO H3ACIHUs1, B TOM YHCJIC HaA
COOTBCTCTBUEC KIIMHHYCCKHX I/ICCJ'IGI[OB&HI/Iﬁ npaBujiaM IPOBCACHUA KIMHHUYCCKUX HUCIBITAHUM
MCOAUIIMHCKHNX I/IS,Z[CJ'IHfI, YTBCPKIAACMbBIM KOMHCCHeﬁ, IMMOJIHOTBI IMPOBCACHHBIX HCCHCﬂOBaHHﬁ,
AOCTOBCPHOCTHU PE3YJIbTATOB, CPABHCHHUC KIMHHUYCCKUX HAHHBIX C UMCIOHNIMMHUCAI aHAJIOraMUu U



IIPU3HAHUEC PE3YJIbTATOB HCCJIEIOBAaHNM HA OCHOBE 3TOTO aHajIu3a,

3) aHanM3 PHUCKOB (C yKa3zaHHEM HJICHTU(PUIMPOBAHHBIX PUCKOB, OOOOIIEHHBIX JAaHHBIX IIO
BAIMJAIMA W BEpUPHUKANNM HCHBITAHWH, J1a0OPATOPHBIX TECTOB, IOATBEPIKIAIOIIHX
BO3MOXXHOCTP pealIM3allii HAy9IHO-TEXHUYECKUX HJCH B KOHCYHOM TPOJYKTE, JaHHBIC HAYYHOMH
JUTEPATYPHI TIO aHAJIOTaM);

1) OLIEHKAa COOTBETCTBUS YKa3aHHOT'O 3asBUTEJIEM KJacca MOTEHIUAIbHOIO pUCKA MPUMEHEHUS
MEIHMIIMHCKOTO U3/IeNIUsl B COOTBETCTBHHU C MPABHIIAMH KIacCU(DUKALNN MEIULUHCKUX U3/ICITHIA B
3aBUCUMOCTH OT MOTEHLMAIBHOIO pUCKa IPUMEHEHUs, yTBepKaaeMbiMu Komuccueii;

K) aHaJIn3 IIPaBUJIBHOCTH OIIPCACICHUA HOMGHKHaTypHOﬁ NPpUHAJIC)KHOCTH MCAULHUHCKOI'O
nu3acisd COriIaCHO HOMCHKIIATYPE MEAUIIUHCKUX I/IB,HCHI/Ifl, HpHMeHXCMOﬁ B COIOSC;

) aHaU3 0e30MacHOCTH U 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEJCTBA B COCTABE MEIUIIMHCKOTO
U3JIeNNs, €ro BIMSHUS Ha (PYHKIUMOHAIBHOCTh MEAMIIMHCKOTO W3JENHsS, COBMECTUMOCTH
JIEKapCTBEHHOT'O CPEICTBA C MEAUIIMHCKUM H3/eNIMeM (32 UCKIIIOUEHUEM MEAUIIMHCKUX W3IeTui
JUI TMATHOCTHKH in Vvitro). JIekapCTBEHHOE CPEICTBO JIOJDKHO OBITH 3aperuCTPUPOBAHHBIM U
pa3peuieHHbIM K IPUMEHEHHUIO B TOCYapCTBE - IPOU3BOIUTENE JIEKAPCTBEHHOTO CPEJICTBA;

M) aHanu3 OuoJOrMyYeckoil 0e30macHOCTH MEAWIIMHCKOTO M3JIeNIMs Ha OCHOBE aHajH3a BCeX
MaTepHAJIOB JKUBOTHOTO WM YEJOBEYECKOTO MPOUCXOXKICHHUS, BXOISAIIMX B MEIMIIMHCKOE
u3zenue, a Takke HHPOpMAanMM O MOA0Ope MCTOYHUKOB (IOHOPOB), OTOOpE Marepuana,
MPOLIECCUHIE, XPAaHEHUH, TECTUPOBAHMM, BAIMJALMU MPOLEAYpP TECTUPOBAHUA, a TaKKe
oOpamieHust C TKaHSAMH, KJIETKaMH, CyOCTaHIMSIMHM J>KMBOTHOTO WM  YEJIOBEYECKOTO
MIPOUCXO0XKJIEHUS, KyJIbTYypaMiU MUKPOOPTaHU3MOB 1 BUPYCOB;

H) aHAJIM3 TIpoHeaAypbl U MCETOAOB CTCPWIM3ALIUA MCEAULIUHCKOTO HU3ACIUA, MaATCPpHAJIOB,
O6OCHOBBIB3IOH_II/IX CIIoco0 CTCpUIn3aluu, MnOpcajiaraCMbiX METOAOB KOHTPOJIAA KadeCTBa H
OIpPEACICHUA OCTAaTKOB CTCPHUIMIYIOMIETO BCIIECCTBA IIPH NPHUMCHCHHUU XHMUYCCKOI'O crocoba
CTCPUIIU3AlUN;

0) HW3y4YCHHE BAIHMIHOCTH IMPOTPAMMHOTO OOECHEeYeHHsi Ha OCHOBE aHaJM3a JAaHHBIX O €ro
BepU(PUKAIMK ¥ BAIAJAINH, B TOM YHCIE UHPOPMAIMU O €ro pa3padOTKe W TECTUPOBAHUH HA
HOPEANPUITAN ¥ TPH MYJIbTHIICHTPOBBIX HCCICIOBAHUAX, MAHHBIX 00 HICHTU(DUKAIMUA U
MapKHPOBKE OIEPAIMOHHON CHCTEMBI,

1'[) aHaJIM3 OTYETa O CTAOMILHOCTH MCIAUIIMHCKOI'O U3CIINA, 000CHOBAaHHOCTH 3asBJICHHOTO CpOKa
XpaHCHUA,

p) aHanu3 MmiaHa coopa JaHHBIX MO 0€30MacHOCTU U APPEKTUBHOCTU MEIUIIMHCKOTO U3/IeNUs Ha
HOCTIPOJA’KHOM JTarle;

¢) aHayu3 MHGOPMAIIMKA O MAPKETUHTE (€CIIM METUITMHCKOE M3IeJINe HaXOUTCs B 0OpalieHuu Ha
peIHKE O0Jee 2 siet) (Tpu HaIH4YnHn);

T) aHaJW3 TMPEACTABICHHBIX MPOU3BOANUTENIEM CBEICHHA O HAIMYUU HIM 00 OTCYTCTBHH
COOOIIEHN O HECYACTHBIX CIy4asX M OT3bIBaX C pBIHKA MEIUIUHCKOTO W3AETHs, O
HEXXENaTeNbHBIX COOBITUAX W (WIM) HECYACTHBIX CIy4yasX, CBS3aHHBIX C HCIOJIb30BAaHHEM
MEJIULUHCKOTO M3/eHsl, YBEJIOMIIEHUH MO 0€30MacCHOCTH MEIUIIMHCKOTO W3JeNUs, MOAX0/Aa K
PacCMOTPEHHUIO 3TUX MPOOJIEM M MX PelIeHUs] MPOU3BOAUTENIAMU B KaXJIOM M3 TaKUX CIIy4daes,
ONMCAHMs KOPPEKTUPYIOIUX AEHCTBUM, NPEANPUHATHIX B OTBET HA YKa3aHHBIEC CIIy4aH, a TAKXKe
COOTHOIIIEHUS YPOBHS MPOJaX M KOJUYECTBA HECUACTHBIX CIIy4aeB U OT3bIBOB MEIUIIMHCKOTO



U3z U3 oOpaIieHus;

y) aHaJIN3 MPEICTABICHHBIX MTPOU3BOAUTEIEM CBEJICHHI O COOTBETCTBUU MEIUIIMHCKOTO M3/IEIIHS
o0muM TpeboBaHUSAM 0€30macHOCTH M d()PEKTUBHOCTH MEIUIIMHCKUX W3MIETNi, TpeOOBaHUAM K
HUX MapKUPOBKE U AKCIUTyaTallMOHHOMN IOKyMEHTAI[UH Ha HUX;

(1)) OIICHKAa PYKOBOJACTBA IIOJIb30BATCIIA (I/IHCTp}IKL[I/II/I nmo MCEIUIUHCKOMY HpI/IMeHeHI/IIO) )51
BKCHHyaTaHHOHHOﬁ JAOKYMCHTAIIUU,

X) OLICHKA MapKUPOBKHU MCIUITUHCKOI'O U3JCIIHA;

1) aHaIM3 JIOKYMEHTOB, MOATBEP)KJIAIONIMX PE3YJIbTaThl UCIBITAHUN MEIUIUHCKUX H3JIENUN B
HEeJAX YTBEP)KICHHsS TUIA CPEACTB M3MEpeHHl (B OTHOUIEHMH MEAMLIMHCKUX H3eNuil,
OTHECEHHBIX K CPEJICTBaM U3MEpPEHUH, IepeueHb KOTOPhIX yTBepkaaeTcss Komuccueit).

25. Tlpu mpoBeleHUH SKCHEPTH3Bl METUIIMHCKOTO H3JENUS B clydae HEIOCTATOYHOCTH JIJIS
MOJITOTOBKHU JKCIEPTHOTO 3aKIFOYCHUS MATEPUAIOB M CBEJICHUA, CO/ICPIKAIINXCS B 3asBICHUU O
perucTpany U JOKyMEHTaX PErHCTPallMOHHOTO J10Che, YIOJTHOMOYEHHBIH OpraH (dKCIepTHas
OpraHu3alys) HaNpaBISIEeT 3asBUTENIO0 COOTBETCTBYIOIIWM 3alpoc C yKa3aHWEM XapakTepa
3aMeYaHuil ¥ crmocoba uX yCTpaHeHHWs (zajee - 3ampoc). 3ampoc HampaBlAeTCs OJHOKPATHO U
MOXET OBITh TEpelaH 3asBUTENI0 JIMYHO TIOJ PACHUCKy, HalpaBlieH MO IO4YTe 3aKa3HbIM
TIOYTOBBIM OTIPABJICHUEM C YBEIOMJICHHEM O BPYUEHUH JTUOO TMEepe/IaH B JICKTPOHHOM (hopmMe 1o
TEJICEKOMMYHHUKAIIMOHHBIM ~ KaHalaM CBS3M WIM B (OpMe DIEKTPOHHOTO JOKYMEHTa,
MOIITUCAHHOTO JIEKTPOHHOH ITOAIHUCHIO.

3asBuTENb 00513aH MPEACTaBUTh OTBET Ha 3aIllpOC B CPOK, HE MpeBbliaronuii 60 pabouux 1Hen co
JHS TOdy4YyeHus 3ampoca. B cilyyae HempeacTaBieHMs yKa3aHHONO OTBETa B CPOK
YIOJHOMOYEHHBIM OpraH (dKCIepTHasi OpraHu3alus) NPUHUMAET pelIeHHe Ha OCHOBAaHUU
JIOKYMEHTOB, UMEIOIIUXCS B €r0 PaCOPSHKEHUH.

26. HepI/IOI[ CO JIHA HaIpaBJICHUA 3alpoCa A0 AHA IHOJYUCHHUSA YIOJIHOMOYCHHBIM OPraHOM
(SKCHCpTHOﬁ OpFaHH3aHHeﬁ) OTBE€TA Ha 3allpOoC HC YUYUTBIBACTCA IIPpU HCYUCIICHUHU CpOKa
OPOBECACHUSA SKCIICPTUZBI MEAUITUHCKOI'O U3ACIINUA.

27. OcHOBaHUSIMHU ISl BBIHECEHHs YIIOJHOMOYEHHBIM OpPraHOM (3KCIIEPTHOM oOpraHu3aiueil)
3aKJIIOUEHUS] 00 0TKa3€e B perucTpalii MEAUIIMHCKOTO U3AEIUS SBIISIOTCS:

a) HENOATBEP)KIACHHUE COOTBETCTBYIOIIMMH MaTepHallaMH U CBEISHHSIMH, COJACp)KAIlUMHUCS B
perucTpalliOHHOM JIOChe, KadecTBa, H (Wiau) d(dexktuBHOCTH, W (WIKM) OE30MaCHOCTH
MEIUIIMHCKOTO U3IIETIHS;

0) mpeBBIICHHE PUCKAa MPUYMHEHUS BpeAa 3A0POBBIO TPaKJaH M MEAMIIMHCKUX PaOOTHHUKOB
BCJIE/ICTBUE MPUMEHEHHS MEIUIIMHCKOTO U3Aenus Hall 3(PPEKTUBHOCTHIO €r0 MPUMEHEHHS,

B) HEYCTPAaHEHUE BBISIBJICHHBIX HAPYIICHUH U (WIIM) HENPEICTaBIEHUE JOKYMEHTOB 10 3alpocy.

28. Ilpn HEoOXOAMMOCTH YMOJHOMOYEHHBIE OpraHbl (PKCIEPTHBIE OpraHU3allMu) TOCYIapCTB
MpU3HAHUS MOTYT HaIlpaBJIsATh C UCIOIb30BAaHUEM CPEACTB MHTErpUpoBaHHOU cucTeMbl Coro3a B
YIOJTHOMOYEHHBI OpraH (PKCHEPTHYI0 OpraHM3anuio) pedepeHTHOro TOCyIapcTBa CBOHU
3aMeYaHus W TPEAJIOKEHUS 10 OGOPMIICHHUS 3TUM YIOJHOMOYECHHBIM OpPraHOM (9KCIEPTHOM
OpraHM3aIliel ) SKCIIEPTHOTO 3aKITIOUYEHUS.

B X0J¢€ COorjIaCoBaHUsA OSKCHECPTHOTO 3aKIOYCHHA YIOJHOMOUYCHHBIC OpPraHbl (SKCHCpTHBIe
OpFaHI/ISaHI/II/I) TroCcy1apCTB-4wICHOB  MOTYT BSaHMOILCﬁCTBOBaTB Apyr C Jgpyrom i



ypEryJINPOBaHMs BO3HUKAIOIIUX BOIIPOCOB.

29. Tlocne odopmileHUS SKCHEPTHOTO 3aKIFOUEHHS] YMOJHOMOYEHHBIM OpraH (dKCHepTHas
opraHu3anus) pePepeHTHOTO TOCyAapCTBa pa3MemaeT B CBoed WH(OPMAIMOHHON CHCTEMe
9KCIIEPTHOE 3aKIIOYCHHE. YIIOJIHOMOYEHHBIE OpPTaHbl (IKCIEPTHHIE OPraHMU3AIMK) TOCYAapCTB
NpU3HAaHUA B CpOK, He mnpeBbimaromuii 30 KaleHJapHBIX JHEW CcO JHS pa3MeIlCHHs
YIOJTHOMOYEHHBIM  OpPraHoM  (IKCIIEPTHOW  OpraHu3amueii) pedepeHTHOro rocynapcTBa
9KCIIEPTHOTO 3aKJIIOYEHHUS, HANIPABISAIOT B YIIOJHOMOYEHHBIM OpraH (3KCIEPTHYIO OpraHU3aIHio)
pedepeHTHOro0 ToCyJapcTBa IOATBEP)KJIEHUE COTJIaCOBAaHUS (HECOIJIACOBAHMSA) SKCIIEPTHOTO
3aKoueHus (¢ oOocHOBaHHMEM) MO (opMme corinacHo MpUIoKeHHI0 N 6 ¢ HCIOIb30BaHUEM
CPEICTB MHTETPUPOBaHHOM cucTeMbl CO103a, B TOM YUCIIC MTPABHIILHOCTHU TIEPEBOa PYKOBOCTBA
NOJIb30BaTeNsl (MHCTPYKIUU IO MEIUIIMHCKOMY TPUMEHEHHIO), MApKHUPOBKH MEIUIIMTHCKOTO
U3JIeNHUs Ha TOCYJApCTBEHHBIC SI3BIKM B COOTBETCTBHM C TPEOOBAaHUSIMU 3aKOHOAATEIHCTBA
rOCy/1apCTB-YJICHOB.

B cnywae wHenpencraBieHuss rocygapcTBaMH IPHU3HAHUS TMOATBEPKICHHUS COTJIACOBAHUS
(HecormacoBaHMs) JKCIEPTHOTO 3akitoueHus B TeueHue 30 KaleHAapHBIX AHEH co JHS
pa3MelIeHUs  YIMOJIHOMOYCHHBIM  OpraHoM  (9KCIEPTHOM  opraHu3amueii) pedepeHTHOTro
rocyJapcTBa SKCIEPTHOTO 3aKJIFOUEHUS SKCIIEPTHOE 3aKI0YEHUE CUUTAETCS COTJIACOBAHHBIM.

B Teuenue 10 paboumx gHEH CO JHS COTJIACOBAHMS IKCIIEPTHOTO 3aKIIOYCHUS TOCYIapCTBAMHU
MpU3HAHKUSA YIOJHOMOYCHHBI OpraH pe(epeHTHOro rocyAdapcTBa NPUHUMAET pEHICHHE O
PETUCTPALIMU MEIUIIMHCKOTO M3/CHS M pa3MellaeT B €IMHOM PEecTpe MEIUIIMHCKUX W3JICIHH,
3apErUCTPUPOBAHHBIX B pamkax (Coro3a, CBENEHUS O METUIIMHCKOM H3ICITUH, PYKOBOJCTBO
MOJIb30BaTENS (MHCTPYKIUIO 10 MEAULIMHCKOMY NMPHUMEHEHHUIO) U M300paKeHHe YTBEP>KICHHOMN
MapKUPOBKU MEIULIMHCKOTO U3/IEIHS.

30. YnonHOMOYEHHBIH OopraH pedepeHTHOro rocyaapcTBa B Teuenue 10 pabouux aHel co AHA
MPUHATUS PEUICHUST O PErHCTPalMd MEAMIMHCKOTO H3AENus O(GOpMIISIET PEruCTPalMuOHHOE
YIOCTOBEPEHUE U MPUJIOKEHHE K HeMY JIMOO YBEIOMIISIET 3asBUTENsl 00 OTKa3e B PETUCTPALIUU
MEIUIUHCKOIO M3JIEIHs JIMYHO IOJ PACcHHUCKy, HAlpaBiseT YBEIOMIIEHHE IO IOYTE 3aKa3HBIM
MOYTOBBIM OTIPABICHHEM C YBEIOMJICHHEM O BpPyYEHHUH JHOO TepedaeT ero B AIEKTPOHHOMN
(dbopMe Mo TENEeKOMMYHHUKAIIMOHHBIM KaHajaM CBA3H WM B (pOpMe 3IIEKTPOHHOTO JOKYMEHTa,
IOJANHACAHHOTO AIEKTPOHHOU MOAHUCHIO.

II1. ITpoueaypa coriacoBaHus IKCMEPTHOIO 3aKJIIOYEHMS

31. HpI/I MMPOBCACHHUU COTJIACOBAHUA DOKCICPTHOIO 3aKIIIOUYCHUSA TOCYAapCTBa IPHU3HAHUSA
MIPOBOJAT OLCHKY 3KCIICPTHOTO 3aKIIFOUCHUA pe(I)epeHTHoro rocyaapcrBa Ha IMpeaAMET IIOJHOTHI U
A0CTAaTOYHOCTH AAHHBIX, ITOATBCPIKAAIOIINX 6C3OH3.CHOCTB, KadyeCTBO H B(bq)eKTI/IBHOCTB
MCIULIMHCKOI'O U3CIHA.

32. CormacoBaHue OKCHCPTHOI'O 3aKIIIOUYCHUS ABJIACTCSA OCHOBAHUCM U NPHUHATHA PCIICHUSA O
peructpanuu MEAUIMUHCKOTI0 U3ACIINA.

33. OcHOBaHHEM JJIsi HECOTJIACOBAHUS SKCIEPTHOTO 3aKIIOYeHHUS pPedEepeHTHOrO TocyapcTBa
SIBIIIETCS HAJM4YUE CBHJETEILCTB O TOM, 4YTO d(pdekTuBHOCTP W (WiaM) O0€30MacHOCTh
MEIUIIMHCKOTO  W3JENUsi  HE  MOATBEPXKICHBI  CBEACHUSAMH,  MPEJACTaBICHHBIMU B
pPErucTpalliOHHOM JOCh€, WM O TOM, YTO PHUCK NPUYMHEHUS Bpela 3J0pPOBbIO TpaKIaH U
MEIWIIMHCKUX PAOOTHUKOB BCJICJCTBHE NPUMEHEHHS] MEAMIMHCKOTO W3JENHUS TPEBbIIMIACT



3(PEeKTUBHOCTH €T0 MPUMEHEHHUS.

34. IIpu OTCYTCTBHM KOHCEHCYCa IO COTJIACOBAHMIO HKCIIEPTHOTO 3aKIIIOUEHUS YPeryJIHpOBaHHE
pasHoriIacHil OCYIIECTBIISIETCS MyTeM OOpalIeHUs YIOJHOMOYEHHOTO opraHa pedepeHTHOro
roCcyJapcTBa B KOHCYJIBTATUBHBIA KOMHTET MO MEIWIMHCKMM wm3ienusaM mpu Kommernn
Komuccnn (nanee - KOHCYIbTaTUBHBIA KOMHTET).

YTIOTHOMOYEHHBIN OpraH (9KCIEpPTHAsI OpraHu3alus) pe)epeHTHOrO roCyapcTBa HAIMPABIISET B
KOHCYJIbTATUBHBI KOMHTET 3asBJICHHE Ha OJIaHKE YHNOJHOMOYEHHOTO OpraHa (dKCIEepPTHOM
OpraHu3aluN) 0 HEOOXOIUMOCTH PACCMOTPEHHUS Pa3HOTIIACHH C yKa3aHWEM OOIIMX CBEICHUH O
TIpeIMETe pa3HOTIACUH W CBEICHHWU 00 MTOraxX INMPOBEICHUS MEPETOBOPOB M KOHCYJbTarmi. K
3asBIIGHUI0 MOTYT TMpWiaratbcs JIIOObIe  MaTepuaibl, OOOCHOBBIBAIOIIME  MO3HIIHIO
YIOJIHOMOYEHHOI'O OpraHa (3KCIepTHON OpraHu3anun) peepeHTHOro rocyAapcTna 1o npeamery
pa3HOTJIaCHM.

[Tocne momy4yeHus 3asBICHUS U MPUIIATaeMbIX K HEMY MaTepHalIOB OT YIOJIHOMOYEHHOTO OpraHa
(3KcmepTHOM  opraHu3amuu) pedepeHTHOTr0 TOCYyAapCTBa  KOHCYJIHTATUBHBIA ~ KOMHUTET
3alpanifBaeT y YIOJTHOMOYEHHBIX OPTaHOB (3KCIIEPTHBIX OPTaHU3AIHii) TOCYIAPCTB MPH3HAHUS
MaTepHabl, MOATBEP)KIAIOIINE UX MO3HIUIO 110 TPEIMETY pa3HOTTIaCHH.

[Tocne momyuyeHHWss MaTepHaIoB OT YIOJIHOMOYEHHBIX OpPraHOB (IKCHEPTHBIX OPTaHU3AIINN)
KOHCYJIbTaTUBHBI KOMMTET HANpaBJIIeT YBEAOMJIEHUS O MPOBEIACHUM 3acelaHus 110
YPEeryJIMpOBaHUIO PA3HOTIIACUN YIIOJIHOMOYEHHBIM OpraHaM (3KCHEPTHBIM OPraHU3ALUSAM).

KoHcynbTaTuBHBI KOMHUTET OOECIeYrBaeT OpPraHW3alMI0 W MPOBEICHHE 3aceJaHds 10
ypEeTyIUPOBAHUIO  pa3HOTIacuii. B  3acegaHMu NPUHUMAIOT — y4acTHE IPEICTaBUTEIN
YIOJHOMOYEHHBIX OpraHoB (PKCHEPTHBIX OpraHu3aiui) pedepeHTHOro TrocynapcTBa U
TOCYJapCTB MPHU3HAHUSL.

[1o utoram 3acenaHus NPUHUMAETCA PEIICHUE, KOTOPOE HOCUT PEKOMEHIATEIbHBIN XapaKTep.

Cpox yperyiupoBaHHUsl pa3HOTJIacHMil B OTHOLIEHWU COTJACOBAHMUS HKCIEPTHOrO OTYEeTa He
JOJDKeH mpeBbimath 30 paboymx JgHEH CO JTHS HaAmpaBlIEHHs YIOJHOMOYEHHBIM OPTaHOM
(9KcTIepTHOM oOpraHu3anueii) peepeHTHOT0 TrocyAapcTBa COOTBETCTBYIOIIETO 3asBJICHHUS B
KOHCYJIbTATUBHBIA KOMUTET.

35. HecormacoBanue 5KCIEPTHOTO 3aKIIOYEHUs] PEe(EepeHTHOro ToCyAapcTBa B OJHOM M3
TOCYJapCTB NMPHU3HAHUS SBISETCS OCHOBAaHHEM JJISl OTKa3a B 0OPAIEHUH MEIUIIMHCKOTO U3eIIHs
Ha TePPUTOPUH ITOTO rOCyIapCTBa.

IV. Okcnepru3a u3aMeHeHH, BHOCMMBIX B PerHCTPALHOHHOE 10Che

36. DOkcmeptu3a HM3MEHEHUH, BHOCHUMBIX B PETUCTPALMOHHOE JIOChE, OCYLIECTBIISIETCS
YIOJHOMOYEHHBIM OpTaHOM (PKCHEpTHOM opraHu3anueil) pedepeHTHOro TrocyaapcTBa U
BKJIFOYAET B ce€0s1 OLIEHKY MOJHOTHI, KOMIUIEKTHOCTH M MPABUIBHOCTH O(OPMIICHHS IOKYMEHTOB,
BJIMSIHUS BHOCHMBIX M3MEHEHUH Ha 0€30MacHOCTb, KayecTBO U 3(PPEKTUBHOCTh MEIULUHCKUX
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37. IlpousBoauTenb B TeYeHHUE 2 MECSALIEB CO JIHS BHECEHHUS] HU3MEHEHUN B JIOKYMEHTHI
NPEJCTABIIEHHOTO0 B PAaMKaX PErucTpaluyd MEAULUHCKOTO M3JEIHsl PEruCTPAaLMOHHOTO JI0ChE
00s13aH MHULMUPOBATH IPOLEAYPY BHECEHUS HM3MEHEHHUN B PETrUCTPALMOHHOE J0ChE IyTEeM
HANpaBJICHWsI B  YIIOJHOMOYEHHBI OpraH (IKCIEPTHYIO OpraHu3anuio) pedepeHTHOro



rocy/ilapcTBa COOTBETCTBYIOLIETO 3asiBJICHHs 10 ¢GopMme corjiacHo npuioxkeHuto N 7 (manee B
HACTOSIIEM pa3jiesie - 3asBJICHHE) C NMPUIOKEHUEM JIOKYMEHTOB, MOJTBEP)KIAIOIINX U3MEHEHHUS
0 TIEPEYHIO COTJIACHO MpuiIokeHuio N 8.

38. 3asiBIeHHE U JOKYMEHTHI, TTOJITBEPKAAIOIINE U3MEHEHHS, PA3MEIIA0TCS YITOTHOMOYEHHBIM
opraHoM (PKCIIEPTHOM OpraHu3anmei) peepeHTHOTO TOCyAapCcTBa B CBOeH WH(MOPMAIIMOHHON
CHCTEME M JOCTYIHBI TOJBKO 3aHHTEPECOBAHHBIM YIIOJHOMOYEHHBIM OpraHaM (dKCHEPTHBIM
OpTaHHU3aIHsIM) TOCYJapCTB-YIICHOB.

39. YnonHOMOYeHHbIE OpTaHbl (IKCHEPTHBIE OPraHU3aIMN) TOCYIapCTB Mpu3HaHus B Tederue 30
pabouux JHEW CO ITHSA pa3MEIICHUs YIIOJHOMOYECHHBIM OPraHoOM (IKCIEPTHONW OpraHU3aIfei)
pedepeHTHOro rocyaapcTBa B CBoeW HMH(OPMAIMOHHON CHCTEME 3asBICHUS U JOKYMEHTOB,
HOJTBEPKAAIOIUX U3MEHEHUS, MOTYT C HCIOJIb30BaHUEM CPEACTB MHTEIPUPOBAHHOW CUCTEMBI
Coro3a HampaBuUTh B YIOJHOMOYEHHBIM OpraH (IKCHEPTHYIO OpraHu3alnioo) pedepeHTHOTro
rocy/iapcTBa CBOM 3aMEUaHUsl M NPEJIOKEHUsS 10 MOJTOTOBKM 3TUM OpraHoM (opraHusanuei)
HKCIEPTHOTO 3aKI0UeHUs 1o opMme cormacHo nmpuiokeHuo N 9.

B Teuenne 5 pabounx gHEH co THS MOCTYIUICHUS 3asBICHUS M JOKYMEHTOB, TTOATBEPIKIAIONIHX
W3MEHEHHMsI, YTOJTHOMOYCHHBIM OpraH (dKCIEpTHas OopraHu3anus) peQepeHTHOTrO rocynapcTBa
IPOBOAMT MPOBEPKY MOJTHOTHI M JOCTOBEPHOCTH COJIEPIKAIIMXCS B HUX CBEICHHIA.

B ciydae ecnu 3asBieHwe OQOpPMICHO ¢ HapylmieHHeM TpeOOBaHWM, YCTAaHOBJICHHBIX
HacrosmMu [lpaBunmamu, u (WaM) B 3asBICHHM YKa3aHbl HEIOCTOBEPHBIE CBEACHUS JHOO
JOKYMEHTBI, MOJITBEPKIAIOIINEe N3MEHEHHUS, IPEACTaBICHBI 3asiBUTEIEM HE B TIOJHOM O0OBeMe,
YIIOJTHOMOYEHHBIN OpraH (IKCIepPTHAsE OpraHu3aius) pedepeHTHOro rocyaapersa He nosaHee 30
paboumx JHEW CO JHS MOCTYIUICHUS TaKWUX 3asBJICHHUS M JIOKYMEHTOB YBEIOMJISIET 3asBUTEINS O
HEOOXOMMOCTH YCTPaHEHHSI BBISIBICHHBIX HAPYIICHUH ¥ (M) MPEICTABICHUS OTCYTCTBYIOIIUX
JOKYMEHTOB TIyTEM TiepeJaud YBEJAOMIICHUS 3asBUTENO0 JIMYHO TOJI PACIHCKY, JHOO
HaINpPaBJICHUs] YBEAOMIICHUS 3aKa3HBIM IOYTOBBIM OTIIPABJICHUEM C YBEJIOMIICHHEM O BPYYCHUH,
00 mepenayn B AIEKTPOHHOH (GopMe MO TEICKOMMYHHKAIIMOHHBIM KaHajaM CBS3U WU B
(hopMe AIIEKTPOHHOTO JOKYMEHTA, IOITHCAHHOTO JIEKTPOHHOH ITOAMUCHIO.

B teuenne 3 pa60‘II/IX ,Z[Hefl CO IHA INPpEACTABJICHUSA 3asBJICHUA U NOKYMCHTOB, IIOATBCPKAAOIINX
HN3MCHCHHU, O(bOpMJ'IeHHBIX HaJJICKallum 06p3.30M, ynOJ’IHOMO‘-IGHHLIﬁ oprad (BKCHepTHaSI
OpFaHI/I3aLII/I$[) pe(bepeHTHoro rocyaapcCTBa MMPpUHUMACT PCIICHUEC O HavdaJICe NPpOUCAYpPbl BHCCCHUA
U3MCHCHUI B PEruCTpannOHHOC JOChE.

40. 3asBuTeNb MpPEACTABIAECT OTBET HA 3alpoc YINOJIHOMOYEHHOI'O OpraHa (3KCIEepTHOMN
OpraHu3allii) B CpOK, He mpeBblmaromuii 60 KaleHJapHbIX JHEW CO JHS MOJY4YEHHUS ITOTO
3anpoca. B ciiydae HempeacTaBieHHs OTBETa B YKa3aHHBIM CPOK YIOJHOMOYEHHBIA OpraH
(3KcnepTHAast OpraHu3alys) NPUHUMAET PEIICHUE HA OCHOBAaHUU JTOKYMEHTOB, UMEIOUIUXCS B €T0
pacnopsKEHUN.

41. Tlepuoa co AHS HaANpaBJICHHs YMOJHOMOYEHHBIM OpPraHOM (SKCIEPTHOH opraHu3aluein)
3ampoca J0 [HA TOJY4YEHHs OTBETa Ha 3alpoC HE YUYUTHIBACTCS MpPU HUCUMCIECHUU CpOKa
MIPOBEICHUS SKCIEPTU3bI MEAULIMHCKOTO U3EIIHS.

42. BHeceHHWe HW3MEHEHHH B PETHCTPAI[MOHHOE JOChE OCYIICCTBISIETCS HA OCHOBAHUHU
Pe3yJIbTaTOB IKCIIEPTU3bI ITUX M3MEHEHHI B CPOK, HE TpeBbiiatonuii 30 pabodnx aHe# co THS
NpE/ICTABICHUS] 3asBJICHUS W JOKYMEHTOB, MOJTBEPIKIAIONIUX H3MEHEHHUs, O(OPMIIEHHBIX
HaJIe)KAIIM 00pa3oMm.



43. OcHOBaHUMAMU [JISl TOATOTOBKH YIIOJITHOMOYEHHBIM OPTaHOM (SKCIIEPTHOW OpraHu3anuei)
pedepeHTHOro rocy1apcTBa SKCIEPTHOTO 3aKIIIOYEHHS] O HEBO3ZMOXKHOCTH BHECEHUSI H3MEHEHUHN
B PETrHCTPAIIMOHHOE J0ChE SIBJISIOTCS:

a) HEIOCTOBEPHOCTH MPEJICTABICHHBIX CBEACHH, 000CHOBBIBAIONTNX BHECCHHE N3MEHEHUIA;

6) OTCYTCTBHUC CBG,Z[CHHI;‘I, MNOATBCPKAAOIIUX HCU3MCHHOCTD q)YHKI_II/IOHaJ'IBHOFO HaszHa4YCHUA N
(I/IJ'II/I) IpUHLOUIIA I[eﬁCTBHH MCIUIIMHCKOI'O U3CIHNA B CBA3UM C BHOCMMBIMH U3MCHCHHUAMMU,

B) HCYCTPAHCHUC BbIABJIICHHBIX HapynleHI/Iﬁ )51 (I/IJII/I) HCIIPEACTABIICHUC OTCYTCTBYIOIIUX
JOKYMCHTOB.

44. DKcrepTHOE 3aKIIIOUYEHHE M PYKOBOJCTBO IOJIb30BATelNs (MHCTPYKIUS 1O MEIUIMHCKOMY
NPUMEHEHHIO), HU300pakeHWe MApPKUPOBKM MEIMIIMHCKOIO M3/EIUsl Ha pPYCCKOM S3bIKE
pa3MeIalTcsi  YIOJHOMOYEHHBIM OpPTraHoM  (9KCHEpTHOM opraHusaiueil) pedepeHTHOro
rocygapctsa B cBoed WH(MOPMAIIMOHHON CHCTEME€ M JOCTYIHBI TOJBKO 3aWHTEPECOBAHHBIM
YIOJHOMOYEHHBIM OpraHaM (3KCIEePTHBIM OpTraHU3aLMSIM) FOCYJapCTB-YJICHOB.

45. TocymapctBa mnpusHanuss B TedueHne 10 pabGounx nHEH cO JHS pa3MenieHHUs
YIOJHOMOYEHHBIM OPTraHoOM (SKCIEpPTHOM OpraHu3aimeil) pedepeHTHOro rocyJapcTBa B CBOEH
UH(POPMAIIMOHHON CHCTEME SKCIIEPTHOTO 3aKJIIOYCHHUs BIIPABE HANPABUTh B YMOJTHOMOYCHHBIN
opraH (9KCIEPTHYIO OpraHH3alNI0) peepeHTHOro rocyIapcTBa 3aMeuaHus U MpeioKeHus (¢
000CHOBaHUEM).

46. B ciaywae ecauM BHOCHMMBIE H3MEHEHHUS KacalOTCsi CBEACHUH, coJepxkaliuxcs B
PETUCTPALlMOHHOM  y/IOCTOBEPEHMH, YIOJHOMOUYEHHBIH OpraH peQepeHTHOro rocyJapcTBa
BBIJIa€T HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE C COXPAaHEHUEM IIPEKHEro HoMmepa (c
YKa3aHUEM JIaThl BHECEHHsI COOTBETCTBYIOIIUX U3MEHEHUI).

47. Y1onHOMOYEeHHBIH opran pedepeHTHOro rocyaapctsa B Teuenue 10 pabounx nHen co aHS
MPUHSTHS] COOTBETCTBYIOIIETO PEIICHUSI:

a) ohopMIIIET PETUCTPAIIMOHHOE YIOCTOBEPEHUE;

0) pa3MemniaeT B €IUHOM pEeCTpe MEAWIIMHCKUX W3ICIINNA, 3apeTHCTPUPOBAHHBIX B paMKax
Coro3a, cBelleHMsI O BHECEHMM W3MEHEHMM B PETHCTPAIMOHHOE JOChe B MOPSIKE,
ycTaHoBIIeHHBIM Komuccuen, a Takke CKaHUPOBaHHBIE KOMMUK JOKYMEHTOB, B KOTOPbIE BHECEHBI
M3MCHCHUS,

B) YBEJIOMJISIET 3asBUTENSI 00 OTKa3e BO BHECCHUU M3MEHEHHUU B PETUCTPALMOHHOE JIOChE IMyTeM
nepesayd  yBEIOMJICHUS JMYHO IO PACHUCKy, JHOO HAmpaBiICHUS COOTBETCTBYIOLIETO
YBEJIOMJICHUSI 3aKa3HbIM TOYTOBBIM OTIPABIECHUEM C YBEJIOMIIEHHEM O BpYYECHHH, JITHOO
nepesavyd B 3JCKTPOHHOH (opMe MO TeIeKOMMYHHKAI[MOHHBIM KaHajaM CBSI3W WIH B (opme
3JIEKTPOHHOTO JOKYMEHTA, IIOMMCAHHOTO 3JIEKTPOHHON MOAIHKCHIO.

V. Ilopsiaok NpUOCTAHOBJICHHUS UJIM OTMEHBI IeHCTBUA (AHHYJIMPOBAHUSA)
PErUCTPAIMOHHOTO Y10CTOBEPEHMS

48. IlpuocraHoBieHHE JEHCTBHS  PETUCTPALMOHHOTO  YAOCTOBEPEHHS  OCYLIECTBISETCS
YIIOJIHOMOYEHHBIM OPraHOM pe(epeHTHOTO roCy1apCTBa B CIEAYIOIIUX CIydasx:

a) Mo pe3yJibTaTaM MOHHTOPHHTra O€30MacHOCTH, KayecTBa W I(PPEKTUBHOCTH MEIUIIUHCKUX



U3JIEJIUI B IOCTPErUCTPALMOHHBIN [TEPUOJT - IIPU BBISBICHUU NOTEHIIMAJIBHOTO CEPHE3HOTO PHUCKa
JUIs OOLIECTBEHHOTO 3/10POBBS;

0) 1Mo pe3yabTaTaM TOCYIapCTBEHHOTO KOHTPOJIA 3a OOpaleHneM METUITMHCKUX U3MIEIUH - TIPH
HaJUYAHA CBEACHUN O (akTax W OOCTOSATEIHCTBAX, CO3MAIOIINX YTpo3y JKU3HU U 3I0POBBIO
TpaKIaH W MEAWIMHCKAX PaOOTHUKOB TPH TMPUMEHEHWH U OKCIUTyaTallud METUITHHCKHUX
W3EIINHN.

49. Pemenrie 0 MPUOCTAHOBIICHUU JCHCTBUS PETHCTPAIIMOHHOTO YIOCTOBEpEHUS (C yKa3aHUEM
NpPUYUH, JAAaThl W CPOKAa TPUOCTAHOBIICHUS) NPUHUMACTCS YIOJIHOMOYEHHBIM OPTaHOM
pedepeHTHOro rocy1apcTBa B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM 3TOTO TOCYJapCTBa-UICHA.

50. CpOK IMPHUOCTAHOBJICHUA ﬂeﬁCTBHﬂ PErUCTpaiMOHHOTO YAOCTOBCPCHHA HEC MOXKET IIPCBLIIIATD
6 MECALCB, ITPH 3TOM pCain3aliad U IPUMCHCHHUC TaKNX MCIAUIUHCKUX I/IB,HCJ'II/Iﬁ B paMKax Coroza
HE JOITYCKarOTCs.

YTHONMHOMOYEHHBI OpraH pegepeHTHOro ToCyJapcTBa HE3aMeIIMTENbHO HHGOPMHPYET
YIOJIHOMOUYEHHBIE OPIaHbl TOCYJAPCTB INPU3HAHUS, IIPOM3BOAUTENS UM €r0 YIOJHOMOYEHHOIO
npenacraBuTens 1 KoMuccuio 0 IpUOCTaHOBIECHUH AEUCTBUS PErHCTPALIMOHHOIO Y OCTOBEPEHUS
U BHOCUT COOTBETCTBYIOILME CBEJIEHUS B E€OUHBIA pEecTp MEIULUHCKUX U3Zenull,
3apEruCTPUPOBAHHBIX B paMkax Coro3a.

51. 3asgBuTens B TEUYCHHE YCTAHOBJIICHHOTO YIOJHOMOYEHHBIM OPTraHOM peepeHTHOrOo
roCyJapcTBa cpoka 00s3aH YCTPaHUTh 0OCTOSATENBCTBA, MOBIICKIINE TIPHOCTAHOBIICHHUE JICHCTBUS
PETUCTPAIIMOHHOTO yJOCTOBEPECHUS, YBEIOMHTH OO0 OSTOM B MHCBMEHHOW (opMe OTOT
YIIOJITHOMOYEHHBIH OpraH (C MPHJIOKEHUEM IOJTBEPKIAIOIINX NOKyMeHToB). [lo pe3ympraram
paccMOTpEeHHUs]  MPEJCTABICHHBIX  3asBUTENIEM  JOKYMEHTOB  yIIOJIHOMOYEHHBI  OpraH
pedepeHTHOro rocyapcTBa MPUHUMAET PEIIeHne O BO30OHOBJICHHUH MO0 00 OTMEHE JCHCTBUS
(aHHYJTUPOBAHMM) PETUCTPAIIMOHHOTO YJIOCTOBEpEHHUs (C yKa3aHMEeM JaThl BO300OHOBJICHUS,
OTMEHBI JICHCTBUS (aHHYJIMPOBAHUS) PETUCTPAIIHOHHOTO yIOCTOBEPEHUS).

52. VYHomHOMOYEHHBIH OpraH pedepeHTHOro TOCyNapcTBa YBEIOMIISET 3asBUTENS O
BO300HOBJIEHUH JIEHCTBUS PErHCTPAIMOHHOIO YJIOCTOBEPEHUS B TeUeHUe 5 pabounx JHEH co 1Hs
NPUHATUS TaKOTO PEIICHUs JMYHO IO PAacHUCKy, JTUOO HampapiseT yBEJOMJICHHE 3aKa3HbIM
MIOYTOBBIM OTIIPABJICHUEM C YBEIOMIIEHHEM O BPYUYEHHH, JINOO TMepeaaeT B IEKTPOHHOH (popme
N0 TEJICKOMMYHHKAIIMOHHBIM KaHajaM CBSI3W WIH B (OpME DJIEKTPOHHOTO JOKYMEHTa,
MOJMHUCAHHOTO AJIEKTPOHHOU MOAMHUCHIO.

Pemenne o BO30OHOBJIEHHMM JEHCTBHUSI PETUCTPALMOHHOTO YJIOCTOBEPEHHUS NPUHUMAETCS B
COOTBETCTBHUHU C 3aKOHOJIATENILCTBOM pe(epeHTHOT0 rocy1apcTBa U BCTYMAeT B CUIIy CO JTHS €ro
IPUHATHSL.

53. B ciydae HeycTpaHCHHs 3asBHTEIEM OOCTOSITENBCTB, MOBICKIIUX IPUOCTAHOBIICHHE
JNCWCTBUSL  PETHCTPAIIIOHHOTO  YJIOCTOBEPEHUsI  YIOJIHOMOYEHHBIH oOpraH pedepeHTHOTo
rocyJapcTtBa TMPUHUMAET peEIIeHHne 00 OTMEHE ero JAeWcTBHs (ero aHHYJUpOBaHHH) (C
000CHOBaHHUEM).

YTIoTHOMOYEHHBIN OpraH peepeHTHOr0 roCyAapcTBa HE3aMEeITUTENILHO YBEIOMIISET 3asiBUTEIS
00 oTMeHe eHCTBUS (aHHYJIHMPOBAHUN) PETUCTPAIMOHHOTO yIOCTOBEPEHHUS IyTeM HalpaBICHUS
YBEIOMJICHHUS 3asBUTEINIO JIMYHO TIOJ] PACIHCKY, JTUOO HampaBlieHUs YBEAOMIICHHUS 3aKa3HBIM
MIOYTOBBIM OTIIPABJICHUEM C YBEJIOMJIEHHEM O BpYUEHHUH, JINOO Mepeayn B 3JIeKTPOHHOU (popme
0 TEJIeKOMMYHHMKAI[MOHHBIM KaHajaM CBSI3W WIM B (opMe 3JIEKTPOHHOIO JOKYMEHTa,



HOJMKCAHHOTO DJIEKTPOHHOW IIOAMUCHI0, ¥ BHOCUT COOTBETCTBYIOIIME CBEICHUS B EIMHBIN
peecTp MeIUIMHCKUX U3/IeTUi, 3aperuCTPUPOBAaHHBIX B paMkax Coro3a.

Pemenne 00 oTmeHe nelicTBHS (QaHHYJIHMPOBAHWH) PETHUCTPAIMOHHOTO  YIOCTOBEPEHUS
MIPUHUMAETCS YIIOJTHOMOYEHHBIM OPraHOM pe(epeHTHOTO TOCYJapCTBa TaKKe B CIydae MoAayu
MIPOM3BOJUTENIEM HIIM €r0 YIOJIHOMOYEHHBIM NPEJCTaBUTEIEM 3asBJICHUA 00 OTMEHE IEHCTBHS
pEerucTpalmoHHOTr0 yA0CTOBEepeHus 10 (hopme cornacHo npuioxkennto N 10.

54. OcHOBaHUSIMH MJIsi TIPUHSTHS YIOJHOMOYEHHBIM OPraHoM pe(epeHTHOTO TOCyIapcTBa
pemienust 00 OTMEHe AeiCTBHS (aHHYIMPOBAHUN) PETHCTPAIIMOHHOTO YIOCTOBEPEHUS SIBISIFOTCS:

a) 3asBJICHUE MPOU3BOAMTENS WM €r0 YIOJIHOMOYEHHOTO MPEACTaBUTENsT 00 OTMEHE JNeiCTBUS
(aHHYJIMPOBAHWM) PETUCTPALIMOHHOTO YAOCTOBEPEHHS,

6) BBIABJICHUE CIIYYaCB IPCACTABIICHUSA 3asABUTCIIEM HCIOCTOBCPHBIX CBGHCHHﬁ, KOTOpBIC HEC
MOTJIH OBITh YCTaHOBJICHBI IIPU PETUCTPALIUN MCIUIITUHCKOT'O U3ACIINA

B) BCTYIHUBILIEE B 3aKOHHYIO CHIIy pElIeHHE Cy/la TOCyAapCTBa-YICHa;

I) TMpeACTaBICHHE YIOJTHOMOYEHHBIM OpPraHOM TOCYJapCTBa-wieHa IO  pe3ysibTaTam
rOCy/IapCTBEHHOTO KOHTPOJIA 3a OOpalleHHeM METUIMHCKUX H3ACNUil CBeIeHHW O (akTax u
00CTOATENBCTBAX, CO3JAIOIINX YIPO3Y KU3HU U 3I0POBBIO TPaX/J1aH U METUIIUTHCKUX PAaOOTHUKOB
IIPU NPUMEHEHNUHU U IKCIUTYyaTallud MEJULUHCKOTO U3IEIHS;

I[) yTpata MEAULIUHCKUM HU3ACIHUEM CTaTyCa MECAUIIMHCKOTO B CBA3M C BHCCCHUCM W3MCHEHUM B
AKTbI, COCTABJIAIOIINUEC IIPaBO Coro3a.

VI. IIponenypa Bbiauu Qy0/IUKATa PErUCTPALMOHHOTO YI0CTOBEPEHHUS

55. B cnyuae yTpathl (IOpYM) PETUCTPAIMOHHOTO YAOCTOBEPEHHS 3aIBUTEIb BIPAaBe 0OPATUTHCS
B YIOJIHOMOYCHHBIH OpraH pedepeHTHOro TOCyIapcTBa C 3asBJICHHEM O Bbliadye IyOsimkara
PETUCTPALIMOHHOTO YJOCTOBEpEHUs 10 hopMe coriacHo npuinoxernto N 11.

56. B ciydae mop4M perucTpanioHHOTO yJIOCTOBEPEHHUS K 3asBJICHHUIO O BbIJaye ero ayOiukara
HpUIIaraeTcsi UCTIOPYSHHOE PETUCTPALIMOHHOE YJOCTOBEPEHHE.

57. B Tteuenne 7 pabouyux AHEW CO JHA TIOJy4YeHHUs 3asiBIEHUS O BbIJade AyOJIMKaTa
PETUCTPALIMOHHOTO YAOCTOBEPEHHsI YIOJIHOMOYEHHBIH oOpraH peQepeHTHOro rocyiapcTBa
opopmisieT ayOJIMKaT PErucCTPAllMOHHOTO YJIOCTOBEpEHHUST Ha OJaHKe perucTpalioOHHOTO
YIOCTOBEPEHUST M BBIIAET €ro 3asBUTENI0 WM HANpPaBIsET €ro 3aKa3HbIM TOYTOBBIM
OTIIPABJICHUEM C YBEJIOMIICHUEM O BPYUCHHUHU.

Ipunoowcenue N 1
k Ilpasunam pecucmpayuu u sKcnepmusol
besonacnocmu, Kawecmea u d¢hghexmusnocmu

MeOUYUHCKUX U30eaUll

OOPMA PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA



MEAUIHUHCKOI'O U3JAEJINUA U ITIPABUJIA ET'O
O®OPMJIEHUA

I. ®opma perncTpanMOHHOIO YA0CTOBEPEHUS MEIUIIMHCKOTO U3/1e U

Omobnema EBpasuiickoro 5KOHOMHYECKOTO COr032 (1)

EBPA3NNMCKNN S KOHOMNWYECKHNU COKO3 (2)

(TToTHO€ HAMMEHOBAHWE YIIOJTHOMOYEHHOTO OpraHa pe)epeHTHOTO 3)
rocyJapcTBa)

PETUCTPALIMOHHOE Y IOCTOBEPEHUME 4)

MU-XX-N (5)

B cooTBercTBUU € (6)

(HOMep U jaTa MpHKas3a yImoJHOMOYEHHOTO OpraHa
pedepeHTHOro TOCy1apCTBa)
HACTOSAIIEE PETUCTPAIHOHHOE
yJIOCTOBEPECHHUE BBIJAHO:

(7)
(ToTHOE HAaMMEHOBAHKE M CTPaHa MPOU3BOAUTEINS, BKIIFOYAsi MECTO
HaxOXJeHUS (aapec) IPUINISCKOTO JINIIA)
(8)
(ToTHBIE HAMMEHOBAHUS IPOU3BOICTBEHHBIX TUIOMIAI0K, BKIIOYast MECTO
HaxOXKJeHUS (aapec) IPUINISCKOTO JIUIIA)
)
(HauMeHOBaHME YTIOJIHOMOYEHHOT'O MPEICTABUTENS IPOU3BOIUTENS HA
TEPPUTOPUSIX TOCYIAPCTB - WIEHOB EBpazniickoro 3KOHOMHUYECKOTO
COI03a, BKJIIOYAsi MECTO HaXOXKJICHHS (apec) IOPHINIECKOTO JINIA)
B TOM, YTO (10)
(ToTHOE HAMMEHOBAHUE METULIMHCKOTO M3/ICIIHSI)
KJIACC MOTEHIIUAIBHOTO PUCKA (11)
NPUMEHEHUS] METUITTHCKOTO
1763 (Sh 78
BH/JT MEWIIMHCKOTO M3JICIIHS B (12)
COOTBETCTBHHU C IPUMEHIEMOH B
EBpazuiickom

SKOHOMHYECKOM COIO3€
HOMEHKJIaTYPO METUIIMHCKHIX
U3 Ieni




3apEerUCTPUPOBAHO U PA3PELICHO K
BBIITYCKY B OOpalleHue B paMKax
EBpazuiickoro 3k0HOMHUYECKOTr0
cor3a

(13)

(HOJ'IHOG HAaMMCHOBAHHUEC IOCyAapCTBa - YICHA EBpaBHﬁCKOF (6}
9KOHOMHUYCCKOI'O c0103a)

[TepedyeHb KOMIUIEKTYIOMINX, PUHAICKHOCTEH U pacXOAHBIX MaTepraioB(14)
K MOJU(MKALINN MEIUIIUHCKOTO U3/IEHS IPUBEICH B PUIIOKESHUN K
HACTOSIIEMY PErHCTPAIIMOHHOMY YAOCTOBEPEHHIO HAa L.

[Tpunoxenue sIBISIETCS HEOTHEMIIEMON YacThIO0 HACTOSIIIECTO (15)
PETrUCTPALMOHHOTO Y0CTOBEPEHUS
Cpox aeicTBus (16)
PETrUCTPaLlMOHHOTO
yI0CTOBEPEHUS:
OeccpovyHo
Hara peructpauuu: " " (17)
20 T
[ara BHeceHus uaMenenui: " " (18)
20 r.
(®. U. O. pyxoBoauTens (yHOTHOMOUYEHHOTO JIMIA) YIIOJIHOMOYEHHOTO
oprasa)
M.IL. (19)
(moamnuce)

N (20)

[IpuioxeHue Kk perucTpalMOHHOMY yYAOCTOBEPEHHIO

MH-XX-N (1)

N o/ HaumenoBaHue cOCTaBHBIX YacTEW MEIULIMHCKOIO U3EIN
OcHoBHbIE 0JIOKH (YaCTH) MEAUIIMHCKOTO M3AETUS
[MpunaanexHoCcTH (TIPU HATTUYHH )

Pacxonnbie MaTepuabl (TIpU HAJTUYHH)
Komrmnekrytomue (nmpu HAIUYUN)

el .

)




(®. U. O. pyxkoBoautens (YIIOTHOMOYEHHOTO JIUIA) YIOJIHOMOUYEHHOTO OpraHa)

MLIL. 3)

(momucs)

I1. IIpaBuia oopMiIeHUsI PErHCTPALIMOHHOIO YA0CTOBEPEHUS MEAUIUHCKOI0
U3/AeHsA

1. PerucrpanmoHHOE yAOCTOBEPEHME 3aAIIOJIHAETCS YIOJIHOMOYEHHBIM OPraHOM TOCYJapCTBa -
yieHa EBpa3uiickoro 3KOHOMHYECKOTO COK03a, OCYLIECTBISIOUIMM PETUCTPALIUI0 MEIULIMHCKOTO
U3JIeTNs,, HA PYCCKOM $I3bIKE C HMCIIOJIb30BAaHMEM 3JIEKTPOHHBIX IMEYaTaroNIMX YCTPOMCTB U B
cllyyae HaJM4Yusl COOTBETCTBYIOIIETO TpeOOBaHHMS B 3aKOHOAATENBCTBE peepeHTHOrO
rocyJapcTBa Ha rocyJapCTBEHHOM SI3bIKE 3TOT0 TOCY1apCTBa.

2. 3anoJHEHUE PErucTpalOHHOIO YAOCTOBEPEHMSI HAa PYCCKOM SI3bIKE M TOCYAApCTBEHHOM
SI3bIKE TOCYJlapCTBa MPU3HAHMS OCYIIECTBISETCS Ha pPa3HbIX CTOPOHAX PErUCTPAIMOHHOTO
YIOCTOBEPEHHUS.

3. PerucrpamnrioHHOe yJIOCTOBEpEHHE OTHOCUTCSA K JOKYMEHTaM CTPOTOM OTYETHOCTH, OJIAHKH
M3TOTABJIMBAIOTCS TUIOTPAPCKAM CITOCOOOM.

[Ipy HEOOXOIUMOCTH HAaWMCHOBAaHHE IPOM3BOJUTENS, €r0 MECTO HaxOXJIEHHs (aapec
FOPUIUIECKOTO JIHIA), (pakTHIecKuit aapec (KpoMe HaMMEHOBaHHWS TOCYJIapCTBA) M CBEICHUS O
MPOAYKIUU (TUI, MapKa, MOJIEIb, apTUKYJ U JP.) MOTYT OBITh yKa3aHbl C UCIOJIb30BaHUEM OYKB
JATUHCKOTO ayndaBuTa.

4. Bce mons peruCTPAIMOHHOTO YIOCTOBEPEHHS JIOJDKHBI OBITh 3alOJIHEHbI (B OpUTHHAJE
PETUCTPALIMOHHOTO YJOCTOBEPEHUS HyMEpalus MOJIei OTCYyTCTBYET).

5. B peructpaiiluOHHOM yJIOCTOBEPEHUHU YKa3bIBAIOTCS:

a) B moje 1 - smOnema EBpasuiickoro s3KOHOMHYECKOTO COI03a;

0) B 1oJie 2 - HaJIUCh, BHITTIOJTHEHHAS B 1 CTPOKY:

"EBPA3UIICKNN DKOHOMHUYECKHI COIO3";

B) B 1oJie 3 - OJIHOE HAMMEHOBAHKE YIIOJTHOMOYEHHOTO Oprana pe)epeHTHOr0 rocyAapCTBa;

T) B 1oJie 4 - HaJIIMCh, BHITIOJTHEHHAS B OJIHY CTPOKY "Perucrpamnmonnoe yaocroBepeHue";

1) B TIOJIE 5 - PETUCTPALMOHHBII HOMEP PEerHCTPAIIMOHHOTO YIOCTOBEPEHUS U JIaTa €ro BbIIaYH.

PeructpaniioHHbIi HOMEp PETHUCTPAIMIOHHOTO YAOCTOBEPEHHS (OPMHUPYETCS B CIEAYIOLIEM
MOpsJIKE:

M -3 X - 3000EN
1 23 4



rue:
9JIEMEHT 1 - MeJUIIMHCKOE N3CINE;

9JIeMeHT 2 - 2-3HauHbBId OYKBEHHBIH KOJA peepeHTHOro TrocynapcTBa B COOTBETCTBHH C
KJ1accu(UKaTOpPOM CTpaH MUPA;

MeMEHT 3 - 2-3HauHbld OYKBEHHBIH KOJ TOCYJapCTB TMPU3HAHUS B COOTBETCTBHU C
ki1accuukaropoM cTpaH MHUpa (YKasbIBAIOTCS KOJBl BCEX TOCYIapCTB  IMPU3HAHMUS,
HOATBEPAMBIINX COTJIACOBAHUE FKCIIEPTHOTO 3aKII0YECHUS peepeHTHOTO TOCYAapPCTBA);

3JIeMEeHT 4 - 6-3Ha4YHBIM MOPSJKOBBIM HOMEpP PErHMCTPAIMOHHOTO YJIOCTOBEPEHUSI, TPUCBOCHHBIM
YIOJTHOMOYEHHBIM OpPraHOM peQepeHTHOro rocyAapcTBa (IpUCBAaUBaeTCs aBTOMATHUECKU W3
€MHOTO peecTpa MEAMIIMHCKUX U3JCNINi, 3aperucTpUpOBaHHBIX B paMkax EBpasumiickoro
SKOHOMHUYECKOI'0 CO03a);

€) B TIoJIe 6 - HOMep U J1aTa MpHUKa3a yIoJHOMOYEHHOTO OpraHa pe)epeHTHOTO TOCYAapCTBa;

) B ToJie 7 - TMOJIHOE HAMMEHOBAHHE M CTpPaHA MPOHM3BOJUTEIS, MECTO HAXOXJICHUs (aapec
FOPUIMYECKOTO JUIIA), (PaKTUIECKHA aJpec - ISl FOPUINIECKOTO JIUIA U eTo (PHIINAIOB, KOTOpPbIE
MIPOU3BOJIAT MPOTYKIUIO, UM (PaMHUITUS, UMS, OTYECTBO (TIPU HAJIMYIHMH), MECTO JKUTENbCTBA - [T
(U3UYECKOTO JIHIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHAMBHIyAJIbHOTO MIPEATPHHUMATEIIS;

3) B mosie 8 - HaMMEHOBAHMS IPOU3BOJCTBCHHBIX ILIOMIAOK, BBITYCKAIOIIMX MEIUIUHCKOES
W3JIeNue, MECTO HaxXxOXJIeHHs (aapec IOPUAMYECKOro JuIia), (aKTHUYEeCKH aapec - s
IOPUINYECKOTO JIUIAa U ero (DUIHalioB, KOTOPhIC TMPOU3BOAAT MPOIYKIUIO, WA (aMUIIHs, UMS,
0TYeCTBO (IIPH HAJIMYKMH), MECTO JKUTEIIbCTBA - JUIsl (PU3MUYECKOTO JIMIIA, 3aPETUCTPUPOBAHHOTO B
Ka4eCTBE WHIMBHIyaJIbHOTO MPEIIPUHAMATEIIS;

1) B mojie 9 - HaMMEHOBaHUE YIIOJTHOMOYCHHOTO MPEICTABUTEIS IPOU3BOIUTENSI HA TEPPUTOPUHU
roCyJapCcTBa-4jeHa, ero MeCTO HaXOKACHUS (aapec I0pUIMYECcKOro JInia), (hakTHUECKUil aapec -
JUIsl FOPUAMYECKOTO JIMIA M ero (puianajoB, KOTOPBIE MPOM3BOIAT MPOAYKIHIO, WM (haMuIus,
UMs, OT4YeCcTBO (MpU HAIWYUH), MECTO JKUTEIhCTBA - M  (PU3UYECKOTO JIWIIA,
3apETUCTPUPOBAHHOTO B KAUYECTBE MHIUBUIAYAIBHOTO MPEANPUHIUMATEIIS;

K) B moie 10 - monHOE HAMMEHOBAaHUE MEIUIIUHCKOTO W3AETHs, KOTOPOE JOJKHO
COOTBETCTBOBAaTh HAWMEHOBAHMIO, YKa3aHHOMY B SKCIEPTHOM 3aKJIIOUEHUH YIOJIHOMOUYEHHOI'O
opraHa peepeHTHOro ToCy/1apCcTBa, TOPrOBOE Ha3BaHUE METUITMHCKOTO U3Ieus (MPU HATMYWN),
CBEJIEHUS O MEIMIMHCKOM HW3JENUU, OOeCreynBalonue ero WiaeHTHu(ukanuioo (TUI, Mapka,
MO/IeJIb, APTUKYJI U JIP.);

A1) B mome 11 - Kjacc MOTEHIMANIBHOTO pPUCKAa MPUMEHEHUS MEIUIUHCKOTO H3AeTHs,
HNOJTBEPKACHHBIM MpPU NPOBEACHUU OSKCHEPTU3bl MEIMIIMHCKOTO H3AeNus B pedepeHTHOM
rocyAapcTBe;

M) B mojie 12 - B MEAWIIMHCKOTO W3JIEJIHs, B COOTBETCTBUU C NMPUMEHseMOi B EBpa3uiickom
SKOHOMHUYECKOM CO03€ HOMEHKIJIATYPOH MEIUITMHCKUX H3ICITHIA;

H) B ioJie 13 - HaumeHoBaHus pe(hepeHTHOTO rOCyAapCTBa U TOCYIapCTB MPU3HAHMS,

O) B moie 14 - KOJHMYECTBO JHCTOB IMPUIIOXKCHUA K PEruCTpalfuOHHOMY YIOCTOBCPCHUIO
(SaHOHHHeTCH IIpy HAJIMIUU HpI/IJ'IO)KCHI/IH);



n) B moje 17 - jata perucTpandyd  METUIIMHCKOTO HW3JeNus, KOTOpas yKa3bIBaeTcs
CJIOBECHO-IIM(POBBIM CIIOCOOOM: YHCIIO - AByMs apaOCkumu mudpamu (B KaBbIYKaX), MECSI -
CJIOBOM, TOJI - YETHIpbMA apabckumu nmudpamu (C ykazaHHEM COKpaIIeHHOro 0003HaueHus roja
n n
r.)";

p) B mone 18 - nata BHECEHHS W3MEHCHHWW B PETHCTPAIMOHHOE YIIOCTOBEpEHHE, KOTOpas
YKa3bIBa€TCA CIOBECHO-IIM(POBBIM CIOCOOOM: YHCIO - JByMsi apabckumu 1udpamu (B
KaBBIYKAaX ), MECSII] - CIIOBOM, TOJI - YETBIPbMs apaOCKuMu 1udpamu (C yKazaHHEM COKPAIEHHOTO
o0o3Hauenuss roxa 'r."). [laHHoe ToOJIle 3amoJHAETCS TPU BHECEHUS M3MEHEHUH B
PETUCTPALIMOHHOE JIOChE C BBIAYCii HOBOTO PETUCTPALMOHHOTO YAOCTOBEPEHHS C MPEKHUM
HOMEPOM;

¢) B mosie 19 - MOKHOCTH, OANUCH, (aMUIIHsI, UMS, OTYECTBO (TIPU HAJIUYUHU) PYKOBOIUTEIS
(YNOJTHOMOYEHHOTO JIMIa) YIOJTHOMOYEHHOTO OpraHa, BHIIABIIEr0 CBHIETEIHCTBO, 3aBEPEHHBIC
HeyaThi0 ATOTO YIOJHOMOYEHHOTO opraHa. lcmonb3oBaHME (akCHMUIIE BMECTO IOJAIMUCH HE
JIOTyCKaeTCs;

T) B osie 20 - Tunorpadckuii HOMEp, Cepus U MOPSAKOBBIA HOMEp OJIaHKa PETUCTPAIIMOHHOTO
yIIOCTOBEPEHUSI, POCTABIISIEMBIH IIPU €r0 W3TOTOBJICHUH.

5. Ilpm HamUYUM COCTaBHBIX YACTEW MEAMLMHCKOTO W3JENHs, BKIIOYAIOIIUNX OCHOBHBIE OJIOKU
(yacTM) MEAMIMHCKOTO M3AENUs, KOMIUIEKTYIOIUX, NPUHAAICKHOCTEH U  PacXOAHBIX
MaTEPUAIOB K MEIUIMHCKOMY W3JEIUI0 3alOHAETCS IPWIOKEHUE K PETHCTPALMOHHOMY
YAOCTOBEPEHUIO, KOTOPOE SIBIISIETCSI HEOTHEMIIEMOM YaCThIO PETUCTPALMOHHOTO YIOCTOBEPEHUSI.
Kaxxapiit mucT nmpuioKeHus! T0JDKeH ObITh MPOHYMEPOBaH. B NpuiIokeHnH K perucTparioHHOMY
YAOCTOBEPEHUIO YKA3bIBAIOTCS:

B sanexmponnom 0oKymenme Hymepayus nyHKmoeg coomeemcmeyem ouyuaibHomy
UCMOYHUKY.

a) B moJie 1 - perucTpalnoHHbI HOMEpP PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS U /1aTa €ro BBIAAYH;

6) B mone 2 - InepeUCHb COCTABHBIX yacTei MCAUIMHCKOI'O HM3ACIHA, BKIIOYAOIIUX OCHOBHBIC
O0KH (qaCTH) MCIUIMHCKOTO H3JACJINA, KOMIUICKTYIONIUX, HpHHaL[He)I(HOCTGfI n pacxoaHbIX
MaTepuraJIOB K MCAUITUHCKOMY HU3JCIINIO, YKa3aHUEC MOCIIN (HpI/I HaJ'II/I‘II/II/I);

B) B mosie 3 - JOJIDKHOCTB, IIOAIIUCH, (baMI/IJ'II/IH, UM, OTYCCTBO (HpI/I HaJ'II/I‘II/II/I) PYKOBOJUTEIIA
(ynOHHOMOquHOFO J'II/IHa) YHOOJHOMOYCHHOI'0 OpraHa, BbIIaBIICTO CBUACTECILCTBO, 3aBECPCHHLIC
Nne4aTbr0 3TOr0 YIOJHOMOYCHHOI'O OpraHa. Hcnonp3oBanue q)aKCI/IMI/IJ'Ie BMCCTO IIOAIIMCH HEC
AOITyCKacCTCH.

6. HpI/I 3aIMOJIHCHUH PErUCTPAIITUOHHOI'0 YAOCTOBCPCHUA U (I/IJ'II/I) IMPUIIOKCHUA K HEMY YKAa3aHUC
CBeﬂeHHﬁ, HEC TMPCAYCMOTPCHHLIX HACTOAIIMMH TIIpaBHUJIaMH, a TaKKC HCIIOJIb30BAHUEC
COKpaH_IeHI/Iﬁ CJIOB (KpOMe O6H_IerI/IH$ITBIX) 1 UCIIPABJICHUC TCKCTA HEC JOITyCKAarOTCA.

7. B ciyuae yTpaTsl WK IOPYM PETUCTPALIMOHHOIO YAOCTOBEPEHHSI YIIOJTHOMOYEHHBIM OPraHOM
pedepeHTHOro rocyAapcTBa BbIIaeTCs AyOJIMKAT 3TOTO PErMCTpallMOHHOIO yaocToBepeHus. [lpu
5TOM B IIPaBOM BEPXHEM YINIy PErUCTPALMOHHOIO YAOCTOBEPEHMS MPOCTABISIOTCS MOMETKH:
"yonukar Beigan " " 20 r." n "OpuruHaj perucTpaioOHHOTO yJI0CTOBEPEHHUS
MPU3HAETCS HEACHCTBYIOIMIMM'".

Ipunooswcenue N 2



k Ilpasunam pecucmpayuu u sKcnepmuszol
besonacnocmu, kawecmea u d¢hghexmusrnocmu

MeOUYUHCKUX U30eaUlL

DOOPMA 3ASABJIEHHUSA O NIPOBEJIEHUNU
IKCIIEPTU3bI MEAUIIUHCKOI'O U3JAEJUA

B ynonnomodeHHbBIM oprad
(3KCIIEPTHYIO OPTaHU3AIIHIO)
rocy/1apcTBa - 4ieHa

EBpazuiickoro 3koHOMHUYECKOTO COr03a

(HauMeHoBaHue pe)epeHTHOro rocyJapcTBa)

(HaI/IMeHOBaHI/Ie rocyaapcraa HpI/ISHaHI/ISI)

3AABJEHHUE O IPOBEAEHUU JKCIIEPTU3bI
MEAUINWHCKOI'O U3JAEJIUA

(TmosHOE U COoKpalleHHoe (MPY HAIMYKHK), B TOM 4YHciie GUpMEHHOE, HAMMEHOBAHUS
OpraHu3aluu, 0T UMEHU KOTOPOU MPOU3BOUTCS perucTpanus (Mpou3BOAUTEND
(YITOJTHOMOYEHHBIH MPEICTABUTEIh IPOU3BOIUTEIIS), OPraHU3AIOHHO-TIPaBOBast (hopMa
FOPUIUYECKOTO JINLA)
HACTOSIIIMM MPOCHUT MPOU3BECTU IKCIIEPTUIY MEAULIMHCKOTO U3EIINs

B Ka4CCTBC

(pedepeHTHOrO roCyapCcTBa, TOCYIapCTBA MPU3HAHUS - YKa3aTh HY)KHOE)

IHanMmeHoBaHue MCIOAULMHCKOI'O U30CTINA

IHaznauenue MCIUIIMHCKOI'O U3CINA

O061acTh IMPUMCHCHHA MCIUIIMHCKOI'O U3ACIIUSA

IKimacc IOTCHIHAJIBHOTO pUCKAa MPUMCHCHUS MCANIIMHCKOI'O U31CIINUs

OB I I e

Kox Buaa Mmeauimackoro usaenus (cormacHo npunstoi B Corose

HOMEHKJIAType MEIMIIMHCKUX HU3/1ETIUI)




6. [B cocraBe MEIUIIMHCKOTO U3/IENIUsI UMEETCS JIEKapCTBEHHOE CPEICTBO | _[la
(BBLIICTTUTH HYXKHOE) Her
7. [KomIuieKTauss MEAUIIMHCKOTO U3EIIHs
IN |[HaumeHOBaHME Moaens [TponsBoaUTEIND CrtpaHna
1) OcHoBHOI1 010K
(mpu HAJIMYUK)
2) Kommekryromue
(TIpy HAJTMYWN)
3) PacxoaHblie
MaTepHraibl
(TIpy HAJTMYWN)
4) TlprHaIEKHOCTH
(TIpy HAJTMYWN)
8. |Cpok XpaHeHUs/TapaHTHIHBIN CPOK
PKCILTyaTaluU
9. [YcnoBus xpaHeHus
10.[Peructpanus B cTpaHe-IpOU3BOAUTENE U APYTUX CTPAHAX
1. | HaumeHoBaHue ctpanbl | N perucTpaiiMOHHOTO YJIOCTOBEPEHUS Hara Beriaun | Cpoxk gerctBust
(Ipy HAJTMYUN)
2.
11.[[IpousBoacTso [TOJIHOCTBIO HA JJAHHOM IIPOU3BOZCTBE
YaCTUYHO Ha JaHHOM MPOU3BOJICTBE
[TOJIHOCTBIO Ha APYIOM ITPOU3BOJICTBE
12.[(CBeneHust 0 MPOU3BOJIUTEIIC
N [HaumenoBanue, HOMep, laTa U [fOpUAMYECKUH|paKTHUECKUH|  HOMEp O.1N.O.u | P.MN.O.un
CTpaHa CPOK JIEHCTBHUS azapec azapec TenedoHa v | TOIDKHOCT | IOJDKHOCTh
[Pa3pELINTENBHOTO, daxkca, anpec|pyKOBOIUTEIAKOHTAKTHOTO
JIOKyMEHTa PIEKTPOHHOM] auna
MOYTHI (TIpH
HAJIMYUN)
13..CBerenust 0 mpoOM3BOACTBEHHOM(BIX) MIIomaaKe(ax)
N [HaumenoBanue, HOMEp, 1aTa U CPOK | (aKTUYECKUH aapec HOMEpa O®N.0.u O®.N.0.u
CTpaHa JIENCTBUSA TenedoHa v | JOIKHOCTD | IOJKHOCTh
pa3peiuTeIbHOrO (akca, aapec|pyKOBOAUTENSAKOHTAKTHOTO,
JIOKyMeHTa (IIpu PIIEKTPOHHOM auna
HaJIUYUN) MOYTHI (TIpU
HAJTMYHHN)
14.|CeieHust 00 YIIOJIHOMOYCHHOM MpEICTaBUTENE (TIPU HATUYHUU
N [HaumenoBanue, HOMep, 1aTa v [fopuandeckuifpakTiuueckuiil HOMepa O®.1N.O.u | P.MN.O.u
CTpaHa CPOK JIeHCTBHUS azapec aapec TenedoHa v | JTOIDKHOCTh | IOJDKHOCTh
[Pa3pELINTENBLHOTO, ¢axkca, apec|pyKOBOIUTEIAKOHTAKTHOTO
JIOKyMeHTa (Tipu PIEKTPOHHOM] auna
HaJTU9IHH ) MOYTHI (TIpH
HAJIYUN)
15/CBeieHust 0 TOKYMEHTE, MOATBEPKAAIOIIEM OILIATY 3a MPOBEACHUE SKCIEPTU3bI MEIUIIMHCKOTO




|I/I3I[6JII/IH

["apaHTHPYIO JOCTOBEPHOCTh U UIEHTUYHOCTb MH(POPMAINH, COJIEPKAIIENCs B PErHCTPAlIMOHHOM J0ChE U
3asIBJICHUM.

JlaTa momauu 3asgBICHUS

®. 1. O u 101KHOCTh PYKOBOJAUTEISI IPOU3BOAUTEINS
(YIOJIHOMOUYEHHOTO ITPEJICTaBUTEIIs)

[loanuch, neyaTh NPOU3BOAUTEINS (YHIOJTHOMOYEHHOTO
[IpeICTaBUTEIs)

Tlpunooicenue N 3
k Ilpasunam pecucmpayuu u sKcnepmu3sol
besonacrHocmu, kawecmea u d¢hghexmusrHocmu

MeOUYUHCKUX U30eaUl

DOOPMA 3ASABJIIEHUA O TIPOBEAEHUUAU
PEIT'UCTPAIIUU MEAUIIUHCKOI'O U3AEJIUA

B ynonHomoueHHbI# oprad
rocyJlapcTBa - 4ieHa
EBpa3uiickoro 3k0HOMHUYECKOTO COK03a

(HauMeHOBaHue pe)epeHTHOro rocy1apcTBa)

(HaMEeHOBaHKE roCyJapCTBa MPU3HAHUSA )

3AABJIEHUE O MNPOBEJAEHUUAU PETUCTPAIIUU
MEAUIHWHCKOI'O U3JAEJIUA

(moHOE ¥ COKpaIeHHOE (IIPH HAJTHMYWH), B TOM YHCciie PUpMEHHOE, HAUMEHOBAHHUS
OpraHM3alli, OT IMEHU KOTOPOH MPOU3BOIUTCS peructpanus (IpOU3BOAUTENb
(YITOJTHOMOYEHHBIH MPEICTABUTEh IPOU3BOIUTEIIS ), OPraHU3AIMOHHO-TIPaBOBast (hopMa
FOPUIUIECKOTO JINTIA)

HACTOAIINM IIPOCUT ITPOU3BECTU PETUCTPALIUIO MCIUITUHCKOI'O U3CIINA



B Ka4YCCTBEC

(peepenTHOTO TOCYIAPCTBA, TOCYIAPCTBA MPU3HAHMS - YKA3aTh HYKHOE)

1. [HaumeHoBaHne MEIUIIMHCKOT'O U3IEINS
2. [Ha3zHaueHne MEIULIMHCKOTO U3AEIINS
3. |O61acTh NPUMEHEHHSI METUIIMHCKOTO M3CIHS
4. [Kiacc moTeHIMAIbHOTO PUCKA IPUMEHEHHS MEUIIMHCKOTO M3AeI s
5. |[Kox BuIa MEIUITMHCKOTO M3Ieius (coryiacHo npuMenseMmoi B Corose
HOMEHKJIAType MEIUIIMHCKUX H3eIHil)
6. [B cocraBe MEAMIIMHCKOTO U3EIUsI UMEETCS JIEKAPCTBEHHOE CPEACTBO | Jla
(BBLOCJIUTH HYXKHOE) [ JHer
7. [[lepeyeHb KOMIUIEKTYIOLIUX
8. |CBelieHHs O IPOM3BOAUTEIIE
N [HaumenoBanue,| HoMmep, 1aTa U [fopuaAnYecKUipakTHuecKuli| Homepa O®.1N.O.nu | ®.N.O.n
CTpaHa CPOK AeHcTBUsA azapec azapec TesnedoHa U | TOJKHOCTD | IOJKHOCTh
[pa3pelUTEIbHOIO daxkca, axpec|pyKOBOAUTEIAKOHTAKTHOTO
JOKYMEHTa PIIEKTPOHHOM hizic|
MOYTHI (TIpU
HAJIMYWN)
0. |CBenenust o mpon3BOACTBEHHOM(BIX) MIIomaake(ax)
N [HaumenoBanue, Homep, natau | axtudeckuit anpec |Homep Tenedona| . N. O.u | ®. U. O.u
CTpaHa CPOK AeWcTBUs u Qaxca, agpec | JODKHOCTb | JOJKHOCTh
[pa3peluTenbHOrO 3JIEKTPOHHOM  [pyKOBOJUTENAKOHTAKTHOTO
JOKyMeHTa (Tipu HOYTHI (TIpU auua
HaJIMYHUH) HAJIMYUH)
10./(CBenenus 00 yIOIHOMOUEHHOM MPEACTaBUTeNE (IPU HATTMYUH
N [HaumenoBanue,| HOMep, 1aTa U [fopuandeckuifpakTiuueckuiil HOMepa O®.1N.O0O.nu | P.1N.O.u
CTpaHa CPOK AeHCTBUSA azapec aapec TeneoHa U | JTOJDKHOCTh | JOJDKHOCTD
[pa3pelUTEIbHOIO daxkca, apec|pyKOBOAUTEIAKOHTAKTHOTO
JIOKyMeHTa (Tipu PIIEKTPOHHOM hizic|
HaJTUIHH ) MOYTHI (TIpU
HaJTNIHH )
11/CBenenus 0 1OKyMeHTE, MOATBEPKIAIOIIEM OIUIAaTy rOCY1apCTBEHHOM MOIIMHEI 32 IPOBEACHUE
€TUCTPALIMU MEIUIIMHCKOTO H3/ICIHS

3asIBJICHHUMH.

["apaHTHPYIO JOCTOBEPHOCTh U MJIEHTUYHOCTb MH(POPMAINH, COJIEPKAIIENCs B PETUCTPAlIMOHHOM J0ChE U

aTa 110aa4u 3asABJICHUA

®. 1. O u 101KHOCTb pyKOBOJUTEIISI IPOU3BOAUTEIS
(YIOJIHOMOUYEHHOTO ITPEICTaBUTEIs)

HOILHI/ICB, Ie4aThb IMPOU3BOJUTCIIA (yHOJ’IHOMO‘{eHHOFO
HpeI[CTaBI/ITCJ'ISI)

Ilpunoocenue N 4

K HPGGMJZCIM pecucmpayuu u IKCnepnusol



besonacHocmu, kawecmea u d¢hghekmusHocmu

MeOUYUHCKUX U30eaUl

HEPEYEHD JOKYMEHTOB, HEOBXOANUMbIX JJISA
PET'HCTPAIIUU MEIUIIUHCKOI'O U3AEJIUA, U
®OPMA CITPABKH HA MEJULIUHCKOE U3JAEJ/IUE

N /i HaumenoBanue MenuuuHckoe n3aenne | MenunuHcKoe [Ipumeuanue
JIOKyMEHTa KJlacca u3Jeane s
1 2a 20 3 JTIMAarHOCTUKH
in vitro
(HEe3aBUCHMO OT
KJlacca
MMOTEHIIHAIEHOTO
pucka
IPUMEHEHUST)
3asBieHue + + + o ¢opMam,
peyCMOTPEHHBIM
npunoxeHussmMu N 2
u 3 x [IpaBunam
JloBEepeHHOCTH OT + + + B COOTBETCTBHH C
MIPOU3BOIUTENS HA MEXTyHapOTHBIMU
MPaBo MPEACTABICHUS HOpMaMH
HUHTEPECOB MPHU 3aBEpEeHMSI WU
peructpanuu (ipu HOpMaMH
HEO0OXO0IMMOCTH ) 3aBEpCHMUS,
YCTaHOBJICHHBIMH B
COOTBETCTBUHU C
3aKOHO/IaTeJIbCTBOM
rocyiapcTaa -
YJIeHa
EBpasuiickoro
HKOHOMHYECKOTO
coro3a (nasee -
roCyJ1apCTBO-UJICH)
Kormus + + + B COOTBETCTBHH C
Pa3pemunTeNbHOTO MEXTyHapOTHBIMU
JOKYMEHTa Ha IIPaBo HOpMaMH
MIPOU3BOJICTBA B 3aBEepEHUS HITH
CTpaHe-TPOU3BOIUTEIES HOpMaMH
C IpUJIO’KeHUEM (TIpH 3aBEpEHMUS,

HAJTMYUN)

YCTaHOBJICHHBIMU B
COOTBETCTBHHU C



Komuu ceprudukaro +

Ha CUCTEMY

MCHCIP>KMCHTA Ka4ycCTBa

IMPOU3BOAUTECIIA

MCIUIIMHCKHUX I/ISI[CJ'IPIFI

(UCO 13485 nubo
COOTBETCTBYIOLIUN
peTHOHAILHBIN UITN
HaIMOHAJIbHBIN
CTaHIapT
rocyJapcTBa-4jicHa)
(TIpu HATTUYHH)
Hexmnapanus o
COOTBETCTBUHU
TpeOOBaHUSIM
0e30MmacHOCTH U

3 (HEKTUBHOCTH

MEIUIMHCKUX U3AEIINI

WJTU DKBUBAJIEHTHBIN
JIOKYMEHT (TIpu
HAJTMYUN)

Komnus
PEruCTPaLMOHHOTO
YAOCTOBEPEHHUS
(ceptudukata

cBOOO/IHOM NpOJaXH,

ceptudukara Ha
AKCIIOPT (3a
UCKJTIOYCHUEM

MEIUITUTHCKUX W3JCIIHH,

BIIEPBBIE
MPOU3BEICHHBIX HA
TEPPUTOPHUHU

rocyJapcTBa-4jieHa)),

BBIJIaHHOTO B CTpaHe
MpOU3BOAUTENS (TIpU
HaJIMYUU) C
IPEJCTABICHUEM

NepeBo/ia Ha PyCCKUA

SA3BIK
Komus noxymenra,
YI0CTOBEPSIIOIIETO

pPETUCTPALINIO B IPYTUX
cTpaHax (Mpy HAJTHYNHN)

CnpaBka Ha

+

+

+

3aKOHOAATEILCTBOM
rocyJapcTBa-uieHa
B COOTBETCTBHHU C
MEXTyHapOTHBIMU
HOpMaMH
3aBEpEHUS HITH
HOpMaMH
3aBepeHMs,
YCTaHOBJICHHBIMH B
COOTBETCTBHH C
3aKOHOJATEIILCTBOM
roCcyIapcTBa-4icHa

B COOTBETCTBUHU C
MEXTyHapOIHBIMU
HOpMaMH
3aBEpEeHUSI WU
HOpMaMH
3aBepeHMsI,
YCTaHOBJICHHBIMHU B
COOTBETCTBHH C
3aKOHOJIaTeJIbCTBOM
rocy/lapcTBa-ujieHa

3aBepsieTcs
MPOM3BOIUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MPEICTaBUTEIIEM )
3aBepsieTCs



MCIUIIMHCKOC U3JCIINC IIPOU3BOAUTECIIEM

C ONMMCaHUEeM 00J1acTh (ero

NpUMEHEHUS, YIIOJIHOMOYEHHBIM
HA3HAYCHUS, KPATKOH MPEJICTABUTEIIEM )
XapaKTEePUCTUKU

MEIHUIUHCKOTO

HU3CJIUs, BapuaHTaMHU
HUCIIOJIHCHUA N
KOMIUICKTYIOIIUMHA (HO

dbopme)

JlaHHBIE O MApPKUPOBKE + + + + + 3aBeEpIETCS

1 YIIaKOBKE IIPOU3BOIUTEIEM
(TIOJTHOTIBETHBIC (ero

MaKeThI YIIaKOBOK U YHOJIHOMOYEHHBIM
OTHKETOK, TEKCT NpEJICTABUTEIIEM)

MapKHPOBKHU Ha
PYCCKOM SI3BbIKE U

roCy/1apCTBEHHBIX
SI3BIKAX

TOCyapCTB-YICHOB)

HNudopmarus o + + + + + 3aBepseTCs
pa3paboTke u MPOM3BOIUTEIIEM
MIPOU3BOJICTBE: CXEMBI (ero

IPOIIECCOB YIIOJIHOMOYEHHBIM
TIPOM3BO/ICTBA, IpeACTaBUTEIIEM)
OCHOBHBIC CTaJIUU

NIPOU3BOJICTBA,

YIIakKOBKa, UCHIBITAHUA U
nmpoueaypa BbIITyCKa
KOHCYHOI'O TPpOAYKTa

CBenenus o + + + + + 3aBepsACTCS
MIPOU3BOJIUTEIIE: MIPOU3BOAMTEIICM
HauMEHOBAaHHE, BHI (ero
EATENBHOCTH, YHOJTHOMOYEHHBIM
IOPUINYECKH ajpec, MPEJICTABUTEIIEM )

dbopma cOOCTBEHHOCTH,
COCTaB PyKOBOJICTBA,
nepeyeHb
noApa3aeieHui u
JIOYEPHUX KOMITaHUH €
yKa3aHUEM HX CTaTyca
Y MOJITHOMOYHI

Nudopmanus o - - + + + 3aBepseTCs
MapKeTUHTE (UCTOPHUS (kpome 1 m2a  TPOM3BOIUTEIIEM
MIPY YCIIOBHH KJIACCOB) (ero

oOparteHus u3eus Ha YHOJTHOMOYEHHBIM
pBIHKE OoJiee 2 jeT) MPEICTaBUTEIIEM )

(TIpu HATTUYHH )



13.

CooO1ienus o
HECYACTHBIX CIydasx U
oT3bIBax (MH(pOpMAIIHS
HE MPEI0CTABIISCTCS
JI7Is1 BHOBB
pa3paboTaHHBIX U
CIIPOCKTHPOBAHHBIX
MeIULMHCKHIX

173 (SR

CITMCOK
HEKenaTeabHBIX
COOBITUH HIIH
HECYACTHBIX CITyJacsB,
CBSI3aHHBIX C
KCIIOJIb30BaHUEM
U3JIETINS, ¥ YKa3aHue
nepuo/ia BpeMEHHU, Ha
MPOTSHKEHUN KOTOPOTO
TTPOUCXOJTATH
yKa3aHHBIC CITy4au
€CJIM He)KeIaTeIbHBIX
COOBITHUH CIIMIIIKOM
MHOTI'0, HeOOXO0 MO
MPEIOCTaBUTh KpaTKUe
0030pBI 10 KaXJA0OMY U3
THUITOB COOBITHH U
yKa3aTb o01ee
KOJIMYECTBO COOBITHH
Ka)KJI0ro THIIA, O
KOTOPBIX MMOCTYHAIIN
OTYETHI

CITMCOK OT3BIBOB C
PBIHKA MEAUITMHCKUAX
U3 v (MJIH)
MOSICHUTEIIbHBIX
YBEJIOMJICHUI U
OIIMCaHue MOaAX0Ja K
PacCMOTPEHUIO ITUX
npo0sieM U ux
peIIeHUIO
MIPOU3BOIUTEIISIMU B
Ka)KJIOM M3 TaKHX
CIIly4aeB

oIcaHue aHajau3a u
(wm)
KOPPEKTHPYIOIIHX
JIEWCTBUM,
MPEANPUHSATHIX B OTBET

+
(xpome 1
KJ1acca)

3aBepseTCs
MPOHU3BOIUTEIIEM
(ero
YHOJTHOMOYEHHBIM
MPEICTaBUTEIIEM )



14.

15.

16.

17.

18.

19.

Ha yKa3aHHbIE CIy4yau
Ilepeuens crangapros, +
KOTOPBIM

COOTBETCTBYET
MEIUIIMHCKOE U3/IeNHe

(c ykazaHueM cBeJCHUI
0 HUX)

Csenenus o +
COOTBETCTBHHU
MEIULIUHCKOTO U3/IEIHS
00muM TpeOoBaHUAM
0e301acHOCTH U

3¢ pexTHBHOCTH
MEIHUIIMHCKUX H3CIIHH,
TpeOOBAHMSIM K MX
MapKHPOBKE U
AKCIUTYaTallMOHHOM
JOKYMEHTAIIMX Ha HUX
(manee - oOmme
TpeOOBaHMS)

JlOKyMeHT, +
yCTaHaBJIMBAIOIIIUMA
TpeOOBaHUA K
TEXHUYECKUM
XapaKkTepUCTUKAM
MEIUIIUHCKOTO M3ICIIHSI
IIpoTokoisl +
TEXHUYECKUX
HUCIBITAaHUM,
MPOBEACHHBIX B IEIIAX
JI0Ka3aTeNbCTBA
COOTBETCTBHUS OOILITNM
TpeOOBaHUIM
IIpoToko:s +
HCClIeJ0BaHNuN
(ucpiTaHuit) MO

OLIEHKE

OMOJIOTUYECKOTO
JEACTBUS

MEIHUIUHCKOTO

U3JIENNS, TIPOBEICHHBIX

B IEJIAX

JI0Ka3aTeNbCTBA
COOTBETCTBHUS OOIINM
TpeOOBaHUIM

OTtuer 0 KIIMHUYECKOM +
JI0Ka3aTeNbCTBE

3 PEeKTUBHOCTH U

+ 3aBepsIETC
IIPOU3BOANUTEIIEM
(ero
YIOJTHOMOYEHHBIM
Mpe/ICTaBUTEIIEM )

+ 3aBePAECTCS
MIPOU3BOAUTEIIEM
(ero
YHOJTHOMOYEHHBIM
MIPE/ICTaBUTEIIEM )

+ 3aBepeTCs
MIPOU3BOAUTEIIEM
(ero
YHOJIHOMOYEHHBIM
MIPEICTaBUTEIIEM )

+

(3a

UCKITIOYCHHEM

peareHToB,

HabOpOB

peareHToB)

+ 3aBepseTcs

(kpome 1 MIPOU3BOIUTEIIEM

KJ1acca) (ero



20.

21.

22.

23.

0€e3011aCHOCTH
MEAULIMHCKOTO U3

Otyet 00 aHanuze - + + + +
PHUCKOB (xpome 1

KJ1acca)
Jlanubie o + + + + -
JICKapCTBEHHBIX

CPEICTBax B COCTaBe
MEIULIUHCKOTO U3/IEIHS

(cocraB

JIEKapCTBEHHOTO

CpeICTBa, KOJIMYECTBO,

JTaHHBIE O

COBMECTUMOCTHU

JICKapCTBEHHOTO

CpezcTBa ¢

MEIUIIUHCKUM

U3JICIINEM,

perucrpanuu

JIEKapCTBEHHOTO

Cpe/ICTBa B

CTpaHEe-TIPOU3BOIUTETIE)

JlaaHbIE O + + + + +
OMOJIOTUYECKON

6e3omnacHocTH (Ipu

HaJIUYUN)

[anHble 0 pouenype + + + + +
CTepUIIH3AIIHH, (xpome 1
BKJTFOYast HHPOPMAITHTO KJ1acca)
0 BaJIW/IallMU TpoIIecca,

pe3yIbTaThl

TECTHUPOBaHMs Ha

coJiep>KaHue

MHUKPOOPTaHU3MOB

(cTereHb

OMOJIOTUYECKOMN

Harpysku),

MUPOTEHHOCTH,

CTepUIBHOCTH (TIpH

HEO0OXOIMMOCTH) C

yKa3aHHEM METO/I0B

NPOBEACHUS

UCTIBITAHUH U JaHHBIE O

BaJIMJIAIIUH YIIAKOBKHU

(715 cTEpPUITBHBIX

YTIOJIHOMOYEHHBIM
MPE/ICTaBUTEIIEM )
3aBepseTCs
MIPOU3BOAUTEIIEM
(ero
YHOJTHOMOYEHHBIM
MPEJICTABUTEIIEM )
3aBepsieTcs
MIPOU3BOAUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MIPE/ICTaBUTEIIEM )

3aBepseTCs
MIPOU3BOAUTEIIEM
(ero
YIOJTHOMOYEHHBIM
MPEJICTABUTEIIEM )
3aBepseTCs
MIPOU3BOAUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MIPE/ICTaBUTEIIEM )



24.

25.

26.

27.

28.

29.

U3IeTTNiN)
HNudopmarus o
CTeHaILHOM
IPOrpaMMHOM
oOecnieueHuu (IIpu
HAJIMYKH): CBEACHUS
MIPOU3BOAUTES O
BaJIUIAINU
IPOrPaMMHOTO
obecrieueHus
Otuer 06
UCCIICIOBAHUSX
CTaOMIIBHOCTH - C
Ay TeHTUYHBIM

MEPEBOJIOM Ha PYCCKUM

SI3bIK PE3YJIbTATOB U
BBIBOJIOB UCIIBITAHUN
JUISL M3ACTINI,
MMEIOITUX CPOK
XpaHEHUS
OKCIUTyaTallMOHHBIN
JIOKYMEHT WUJIN
UHCTPYKIIUS 110
MIPUMEHEHUIO

MCIUIIMHCKOI'O U3JCIINA

Ha roCyJapCTBEHHOM
SI3bIKE TOCYIapCTB
NpU3HaHUSA (IpU
HEOOXOAMMOCTH) U
PYCCKOM SI3bIKaxX
PykoBozacTso 1o
CEpBUCHOMY
obcmyxuBaHuio (B

YaCTH KOMILUICKTYIOIIUX

MEIULIUHCKOTO
U3JIeTNs) - B CITy4ae
OTCYTCTBHS JaHHBIX B
AKCIUTYaTallMOHHOM
JIOKyMEHTaIH (IIpU
HAJTUYUN)

Ot4er 00 MHCTIEKIIUU
POU3BOICTBA (TIPU
HAJTMYHHN)

[Inan cObopa u aHanm3a +

JIAHHBIX 10
0€30I1aCHOCTH 1
3¢ pexTUBHOCTH

MEIUIMHCKNUX U3EIINN

3aBepseTCs
MPOH3BOJUTEIEM
(ero
YIOJTHOMOYEHHBIM
Mpe/ICTaBUTEIIEM )

3aBepseTcs
MPOM3BOIUTEIIEM
(ero
YIOJIHOMOYEHHBIM
MIPEICTaBUTEIIEM )

3aBepseTcs
MPOM3BOIUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MIPEICTaBUTEIIEM )

3aBepsieTcs
MPOH3BOIUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MIPE/ICTaBUTEIIEM )

3aBepsieTcs
MPOM3BOIUTEIIEM
(ero
YIIOJIHOMOYEHHBIM
MpPEICTaBUTEIIEM )



30.

Ha MOCTIPOIAXKHOM
JTane

JloKyMeHT®bI, + + + + +
HOJTBEPKAAIOIIIE

pe3yJIbTaThl UCTIBITAHUN

MEIUIUHCKUX H3ICITHH

B IEJIAX YTBEPKICHUS

THUTIA CPEJICTB

U3MepeHui (B

OTHOILIEHUH

MEJIULNHCKUX U3JICITHH,

OTHECEHHBIX K

Cpe/ICTBaM U3MEPEHHU,

nepeyeHb KOTOPBIX

yTBEpXKIaeTcst

Komuccueii) (pu

HEOOXOAMMOCTH )

CnpaBKa Ha MCIUIMHCKOC U3ACIHUC

(popma)

HanmenoBanuell [pon3BoIUTEND|

KoMIuiektHOCTE

O06macTb

(cTpana) HanMMEHOBAHUE [MOJICTHIPOU3BOUTENH
COCTaBHBIX

qacTel

CTpaHa[llPUMEHEHHH,
Ha3HAYCHHE

1. OcHOBHEBIC
0J10KM (JacTH)
MeTUIITHCKOTO
M3 1CITHS

2.
[IpuHayiexKHOCTH
(Tpy HATTMYHIN)

3. Pacxonnbie
MaTepUabl
(Tpy HATMYHH)

4.
Kommekrytomme
(TIpy HATTMYHH)

Kpartkas

XapaKTepPUCTUKA|

MEIUIIUHCKOTO
U3

Tlpunoscenue N 5
K IIpasunam pecucmpayuu u 5Kcnepmus3vl
bezonacnocmu, kavecmea u d¢ghgexmuernocmu

MeOUYUHCKUX U30eaUlL



IKCIIEPTHOE 3AK/TIOYEHUE Ob OLIEHKE
BE3OITACHOCTH, DPPEKTUBHOCTH U KAYECTBA
MEAUIUWHCKUX U3AEJIAUA ITPU PETUCTPAIIUU

1. Cnendukanus Ha METUITTHCKOE U3JIEIHE:
a) HANMECHOBAHNC;

0) MPOU3BOAUTEND, CTPAHA;

B) MPOU3BOJICTBEHHAsI IIJIOIIA/IKA, CTPAHa;

T) 00J1acTh IPUMECHEHHS ¥ HA3HAYCHHC;

J1) BHJ MEIHMIMHCKOTO H3IEIUS B COOTBETCTBHHM C HOMEHKIATYpOW MEIMIIMHCKHUX H3ICIUH,
NpUMEHsIeEMOM B EBpa3niickoM 3KOHOMHUYECKOM COO3€E;

€) KJ1acc MOTEHIIMAIIbHOTO PUCKA MTPUMEHEHHSI MEIUIIMHCKOTO U3/eIINS;

) OTIMCAaHNE KOMILIEKTYIOIIUX U PACXOJHBIX MAaTEPUAJIOB;

3) OMHCAHUE U CIIUCOK MOAM(PHUKAINA MEAUIIMHCKOTO H3CIHS;

M) COCTaB MEJIUIIMHCKOTO U3JIEIHS;

K) MaTepHabl, U3 KOTOPBIX U3TOTOBJICHO MEIUIIMHCKOE U3/IeIHE;

J) OCHOBHBIE TEXHUYECKHE XapaKTEPUCTUKH.

2. la"HbIE O CEPTU(PUKAIIHI CUCTEMbl MEHEPKMEHTAa KadecTBa (MPU HAJTUYUN )

cUcTeMa MEHEI)KMEHTa KayecTBa IPOU3BOAMTENS cepTH(UIUpOBaHa Ha COOTBETCTBHE
TpeOOBaHUSM:

(mepeuncienue cepTu(UKATOB C ONMMCAHUEM HIICHTH(PHUKAIIMOHHBIX TaHHBIX: HOMEPA, 1aThI
BbIJIa4H, CPOKa ACHCTBUS, HAUMEHOBAHHS OpraHa Mo cepTudukanmun)
3. Pa3paboTka u mpou3BOJCTBO:
a) OLIEHKa IMpEeACTaBJICHHBIX 3asBUTEJIEM JaHHBIX O pa3paboTKe M MPOU3BOJACTBE, BKIIOYAs
aHaJlu3 OTYETa MHCIEKTUPOBAHUS IPOU3BOJICTBA (IIPU HAITUYHH);

0) 3aKIIF0OUYEHHE O COOTBETCTBHH Pa3pabOTKH, TEXHOJIOTHIECKOTO TIPOIIecca U KOHTPOJIA KadecTBa
MIPOM3BOJICTBY 0€30MaCHON M Ka4eCTBEHHOM MPOTYKIIHH.

4. Vicnonbe3yeMble CTaHAAPThI, KOTOPbIE MPUMEHSIOT MPOU3BOAUTENN MEIUIMHCKUX U3JEIUM, B
TOM YHCJIC HAa MaTepHalibl M3TOTOBJICHUS, KOMIUICKTYIOIINE, PACXOJHBIE MaTepHUaIbl, METOIbI
TECTUPOBAHMS, CTAaHJAPThI, HCIOJIL30BAHHBIE TP TPOBEACHUU TEXHUYECKUX HWCIBITAHHM,
WCCIeIOBaHUN (MCIIBITAHUN) TIO OIICHKE OMOJOTHYECKOTO NEWCTBHS, KIMHUYCCKUX HMCITBITAHUN
MEIUIMHCKOTO U3HEINS.

5. OOOCHOBaHHO€ 3aKIIYEHHE O COOTBETCTBUHU HUCIIOJIb3YEMbBIX  CTAaHOAPTOB 06H_II/IM
Tpe60BaHI/I$IM 0€e30I1aCHOCTH H Bq)(l)eKTI/IBHOCTI/I MCAUIIMHCKHX I/I3,Z[CHI/II>'I, Tp€6OBaHI/I$IM K HX



MapKHUPOBKE U SKCIUTyaTallMOHHOW JJOKYMEHTAIIMH Ha HUX (1anee - o0iue TpeOoBaHms ).

6. JIokyMeHT, yCTaHaBJIMBAIONIUI TPeOOBAaHUS K TEXHUYECKUM XapaKTEPUCTUKAM MEIUIITHCKOTO
U3CIIHA:

a) aHaJIM3 JOKYMEHTa Ha COOTBETCTBHE OOIUM TpeOOBaHUIM;

0) 3aKJIIOYEHUE O COOTBETCTBHU TEXHHUUYECKUX XaPAaKTEPUCTUK MEIMIIMHCKOTO H3IENUs O0IIUM
TpeOOBaHUSAM.

7. OreHKa TEXHWYECKMX HWCIBITAHUH W WCCIeNOBaHWN (MCIBITAHWA) C IIE€IBI0  OICHKH
OHOJIOTHYECKOTO JEHCTBUA:

a) aHaJIM3 MPOTOKOJIOB TEXHUYECKUX UCTIBITAHUIA U UCCIICIOBAHUN (MCTIBITAHUN) C IIETBI0 OLICHKH
OHMOJIOTHYECKOTO JISHCTBUS C TOYKU 3PEHHUS IMOTHOTHI M IOCTOBEPHOCTH MPOBEICHUS UCTIBITAHUHA
B CPaBHCHHU C TPEOOBAHUSAMU CHeIM(DUKAIMI TPOU3BOAUTEINS WU TEXHUIECKUX YCIOBUH (TIpU
HaJMYHHN);

6) 3aKJIFOYCHUC O IIOJIHOTEC MW JOCTOBCPHOCTH IMPOBCACHHBIX TCXHUYCCKHX UCHBITAHUN U
I/ICCJ'IC,I[OBaHI/Iﬁ (HCHBITaHHﬁ) C LOCJIBIO OLICHKHU OMOJOTMYECKOTO HeﬁCTBHH.

8. AHanu3 pe3yJIbTaTOB KIMHUYECKUX UCTIBITAaHUH (MCCIeI0BAHMI) MM KIMHUYECKUX JaHHbBIX:

a) aHaJIW3 COOTBETCTBUS KIMHUYECKHX HCIBITAHUN (MCCIEeIOBaHUM) MpaBUiIaM MpPOBEACHUS
KJIMHUYECKUX UCTIBITAHUN (MCCIIeI0BaHMI) METUITMHCKUX U3/IeTUH, yTBepKaaeMbiM Komuccuei,
MOJIHOTHI U JIOCTOBEPHOCTH PE3yJIbTaTOB MPOBEIECHHBIX UCTIBITAHUM;

0) 3aKiIOYeHHWE O COOTBETCTBHM KJIMHUYECKUX WCIBITAHUN (MCCIIeNOBaHUN) TMpaBUIaM
NIPOBEACHUS KIIMHUYECKUX UCTBITAHUH (MCCIIeIOBaHMI), YTBEpKIaeMbIM KoMuCcHe!, OTHOTHI
Y JIOCTOBEPHOCTH UX PE3yJIbTAaTOB, 000CHOBAaHHOCTH BBIBOJIOB;

B) aHalu3 OT4YeTa O KJIMHUYECKOM JIOKa3aTelbcTBe A(M(EKTUBHOCTH U 0€30MaCHOCTH
MEIUITMHCKOTO U3eITHSL.

9. AHaJH3 PHCKOB: 3aKJIIOYCHHE O TIOJTHOTE M JOCTOBEPHOCTH MPOBEJACHHOTO aHAJIH3a PHCKOB.

10. MCI[I/II_II/IHCKI/IC n3aciivsg, COACpKAIIHUC JICKAPCTBCHHBLIC CpPCACTBA: 3aKIIIOUCHHUE O
0€e30IacCHOCTH H 3(1)(1)CKTI/IBHOCTI/I MCAWLHUHCKOTO HU3ACIINA, COACPIKALICTO JICKAPCTBCHHOC
CpE€aACTBO, BJIUAHUU JICKAPCTBCHHOI'O CPEACTBA HA q)YHKI_II/IOHaJ'IBHOCTB MCIHUIMHCKOI'O U3JCINA U
COBMECCTUMOCTH JICKAPCTBCHHOI'O CPEACTBA C MCAUIIMHCKUM U3ACTTUCM.

11. Buonormueckast 0e30MaCHOCTb MEIUIIMHCKOTO H3IETHs: 3aKII0YeHHE O OHOJIOTHYECKOH
0€30MacHOCTH MEAMIMHCKOTO U3JIeNIMs Ha OCHOBE aHaiW3a INepevyHs BCEX MaTepHuasoB
KUBOTHOTO WA YeJI0OBEYECKOTO MIPOUCXOXKICHUS, a TaKKe HAHOYACTHII,
TeHHO-MOAM(DHUIIMPOBAHHBIX OPraHU3MOB W JPYTUX BHOBb pa3padaThIBa€MBIX MAaTEpPHAJIOB,
BKJIFOUCHHBIX B HM37ele, HH()OpMaIMu 0 1oa00pe UCTOYHUKOB (JOHOPOB), OTOOpa MaTepHaa,
MIPOIIECCUHTA, XPAHEHUS, TECTUPOBAHUS, BAJMIAIMHA TPOLEAYP TECTUPOBAHUS M OOpamICHUS C
TKAHSIMH, KJICTKAaMH, CYOCTaHIMSMH JKABOTHOTO WJIM YEIIOBEYECKOTO IPOUCXOXKIACHUS,
KyJIBTYPaMU MUKPOOPTaHU3MOB U BHPYCOB.

12. Crepunuzauus: aHaau3 NOPOUEAYpPbl CTEPWIM3AlMM HAa OCHOBE H3yYEHHsS JaHHBIX O
pa3pabOTKe METOJOB CTEPUIIU3ANNNA METUITMHCKOTO W3NS U MaTEPHaIOB, 000CHOBBIBAIOIINX
CIOCOOBI CTEPMIIA3AINH, TTPEIaraeMbIX METOJIOB KOHTPOJIS KadecTBa M OMPEICIICHUSI OCTaTKOB
CTEPHWJIN3YIOIIETO BEIIECTBA IPH MPUMEHEHUH CII0C00a CTePUITH3AIIH.



13. MenuuuHckue M3aeNHsi, BKIIOYAOIMNUE B ce0s CHenHalbHOE MPOrpaMMHOE OOecrieYeHHeE:
3aKJIIOYEHHE O BAJIMIHOCTH CIELHAIbHOIO MPOrpaMMHOIO OOecredeHusi Ha OCHOBE aHaiMu3a
JAHHBIX O €ro BepudUKAIMU W BalWAallMd, B TOM 4Hcie HHOpMammu o ero paspaboTke,
TECTHPOBAHHM BHYTPHU MPEANPHUITHS W TPU KIMHUYCCKUX MHOTOIEHTPOBBIX HCCIICIOBAHMSX,
JAHHBIX 00 WICHTU(PUKAIIMU 1 MAPKUPOBKE OTIEPAIIHOHHON CUCTEMBI.

14. Ananus ¥ 3aKII0UYEHNE 110 JAaHHBIM O CTA0MIBHOCTA MEIUIIMHCKOTO U3IEIIN.

15. Ananm3 nnaHa c6opa M aHaJIn3a JaHHBIX I10 0€30IaCHOCTH U B(b(l)eKTI/IBHOCTI/I MCAUIIMHCKOI'O
HU3ACJIMA Ha IOCTIPOJAXKHOM JTalle.

16. Ananu3 uHbOpMaIMU U 3aKITIOYCHHE O MAPKETUHT€ MEIUIIMHCKOTO HM3/eHs (UCTOpUS MpH
YCIIOBHH OOpaIIeHust U3eus Ha peIHKe Oojee 2 neT) (py HATUYHHN).

17. AHanu3 cooOIICHWI O HECYACTHBIX CIydasX W OT3bIBAX O HEXKEJIATEIBHBIX COOBITUSIX
(HEecUacTHBIX ClTydasix), CBA3aHHBIX C UCIOJIb30BAHUEM MEIUIIMHCKOTO M3/eJUs, aHaJu3 CITy4yaeB
U3BATHA MEAMIMHCKUX U3JeNui U3 oOpaimieHus ¢ (WIM) MOSCHUTENbHBIX YBEIOMIICHUH,
MMMCHbMEHHBIE JIOKA3aTeNbCTBA 00 YCTpaHEHUH 00CTOSITEILCTB U3bSITUN MEAUIIMHCKUAX H3ACTUI 13
oOpaleHust, ONMUCaHusi KOPPEKTUPYIOIINX JEHCTBHUMA, MPEANPUHATHIX MPOU3BOJUTEIEM B OTBET
Ha yKa3aHHbIE Clly4ad, COOTHOILIEHUS YPOBHS NPOJaX K KOJUYECTBY HECUACTHBIX CIIy4aeB U
OT3BIBOB (MH(OpMAIHSI HE MPEIOCTABISAETCS AJIsi BHOBb pa3pabOTaHHBIX M CHPOCKTHPOBAHHBIX
MEIUIMHCKUX U3/IEITH).

18. AHanu3 NpenCTaBICHHBIX MPOU3BOJUTEIIEM CBEACHHUH O COOTBETCTBUU MEIUIIMHCKOTO
n3Ienust o0IMM TpeOOBaHUSIM:

a) 3aKIOYCHHWE O TMPABWIBHOCTU OIpEJeNicHHs TPeOOBAaHUM, OTHOCAIIMXCS K JaHHOMY
MEJUIUHCKOMY W3J/ICIHIO, TOJIHOTE U JIOCTOBEPHOCTH JOKA3aTEeNbCTB COOTBETCTBHS OOIIUM
TpeOOBAHUSM.

19. AHanu3 oT4eTOB 00 MHCIIEKIIMY IPOU3BO/ICTBA (TIPH HAJIUUUN).

20. AHanu3 1OKYMEHTOB, MOATBEPKAAIOUIUX PE3YIbTAThl UCIIBITAHUNA MEJAUIIMHCKUX U3JIETTUN B
HeJAX YTBEP)KICHHsS TUIA CPEACTB M3MEpeHUl (B OTHOUIEHMH MEAMIMHCKUX H3eNuil,
OTHECEHHBIX K CpEJCTBaM HM3MEpEHUH, NepeueHb KOTOpbIX yTBepxkaaerca Kommccueit) (mpu
HEOOXOIMMOCTH).

21. OOmee 3akioueHUE O TIOATBEPXKICHWU (HE TOJATBEPKICHHH) OE30MacHOCTH, KadyecTBa U
3 (PEeKTUBHOCTH MEIUIIMHCKOTO H3JIETHUs, PEKOMEHAAIMS O BO3MOXKHOCTH (HEBO3MOMXHOCTH)
perucTpanuy MEAUIUHCKOTO U3/ICIHS.

22. ®. U. O., AOMWKHOCTb, ydeHas CTEeNeHb (3BaHHE) (IpU HAIMYUH), MOJAMUCH HKCIEPTOB,
MIPOBOJIMBIIINX IKCIIEPTHU3Y.

23. JlaTta cocTaBlIeHHS OTUETA.
24. Tloanuch pyKOBOAUTENS IKCIIEPTHON OpraHU3alUu.

25. Iledath 3KCIIEPTHON OpraHU3AIUU.

Tlpunooicenue N 6

K HPGGMJZCIM pecucmpayuu u IKCnepmusol



besonacHocmu, kawecmea u d¢hghekmusHocmu

MeOUYUHCKUX U30eaUl

®OPMA 3AKJIOUYEHMS O MOJATBEPXKIEHUU
COTJIACOBAHUSI (HECOTJIACOBAHMUS)
IKCNEPTHOI'O 3AKJIIOYEHUS MO PE3YJLTATAM
IKCNEPTU3bLI BE3ONMACHOCTH, DOPEKTUBHOCTH
U KAYECTBA MEJIUIIMHCKOTO U3AEJUS
TOCYJAPCTBA - WIEHA EBPA3UIICKOTO
YKOHOMUYECKOI'O COIO3A,
OCYUIECTBJISIIOIIETO PETUCTPALIMIO
MEJULIMHCKOT O U3IEJIUS

(HauMeHOBaHMeE YIIOJJHOMOYECHHOI 0 OpPraHa (3KCIepTHoOMI
OpPraHu3auu)

rocyAapcrBa NpU3HAHMSA)

YTBEPXIAIO
(pyKOBOAMTENH YIIOJTHOMOYEHHOTO OpraHa
(3KCTIepTHOM OpraHU3aIlN)
®. U. O., noanucek, mevartp)

" 20 T

3AKJIIOYEHUE O MOATBEPXKIEHAN
COTJIACOBAHUSI (HECOTJIACOBAHMUS)
YKCNEPTHOI'O 3AKJIIOYEHUS MO PE3YJLTATAM
YKCNEPTU3bI BE3ONMACHOCTH, DOPEKTUBHOCTH
U KAYECTBA MEJULIMHCKOTO U3JEJIUS
T'OCYJAPCTBA - WIEHA EBPA3UIICKOIO
YKOHOMUYECKOI'O COIO3A,



OCYUECTBJSIOIEIO PETUCTPALIUIO
MEJULUHCKOTO U3IEJINS

N or" " 20 1.

1. HaumMeHOBaHKE yHOJTHOMOYEHHOTO OpraHa (3KCIEepTHON OpraHU3alii) TOCy1apcTBa - YieHa
EBpa3niickoro 5KOHOMHUYECKOTO COK03a, OCYIIECTBIISIOMIET0 PErUCTPALUI0 MEIULIUHCKOTO
m3nenus (nanee - peepeHTHOE rOCy1apCTBO)

2. Jlata pa3MemnieHus SKCIePTHOTO 3aKII0YCHHS B MH(OPMAIIMOHHOW CUCTEME
TIOJITHOMOYEHHOTO OpraHa (9KCIEPTHOM OpraHu3aiuu) peepeHTHOro rocyaapcTBa

3. Homep 3KciepTHOTO 3aKII0UEHUS

4. HammeHoBaHEe METUIIMHCKOTO U3/IETTHs (C YKa3aHUEM MPHUHAIJICKHOCTEH, HEOOXOIMMBIX
7151 TIPUMEHEHHUST METUITMHCKOTO W3JICITUS TI0 HA3HAYCHHUIO)

5. IIpon3BoANTENE MEUIIMHCKOTO M3/eHs (TI0JIHOE ¥ COKpAIleHHOE HANMEHOBAHHMS,
OpraHN3alMOHHO-IPaBOBast hopMa FOPUINIECKOT0 JIHIA, MECTOHAXOXICHHE, aJIpec)

6. YIIOJTHOMOYEHHBIH NMPEACTaBUTENb TPOU3BOAUTENS (ITOJIHOE U COKpAIlEHHOE HAUMEHOBaHUs,
OpraHM3allMOHHO-TIPaBoBas (hopMa FOPHINUECKOT0 JIUIA, MECTOHAX0XKICHHUE, aapec) (Ipu
HaJIMYHMH)

7. 3aABUTEID

8. Ceenenus 00 sxcneprax (. U. O., ciennanbHOCTh, yueHas CTeNeHb (3BaHue) (pu
HAIMYNH), MECTO PAOOTHI U JIOJDKHOCTH )

0. AHanmu3 npeaCTaBIEHHOTO YIIOJTHOMOYEHHBIM OpPraHOM (3KCIEpTHOW OpraHu3aInei)
pePEpEeHTHOrO TOCYIapCTBA IKCIEPTHOTO 3aKIIFOUYEHHS 110 PE3yJIbTaTaM dKCIIEPTU3BI
0e30MacHOCTH, KadecTBa ¥ 3(PPEKTUBHOCTH MEAMITMHCKOTO U3JICIIHSI Ha IIPEAMET ITOJTHOTHI,
KauecTBa IKCIIEPTU3HI JIOKYMEHTOB, OIICHKH 00heMa U MOTHOTHI MPOBEACHHBIX HCTIHITAHUN U
FICCIIEJOBAHUMI

11. Pe3yabTathl 3KCIIepTH3bI (YKa3bIBAIOTCS BBIBOIBI IO OT/ICIBHBIM aCIIEKTaM 3KCIIEPTHOTO
3aKJTIOUCHHS)

B 3J1eKTpOHHOM JIOKYMEHTE HyMepallusi IyHKTOB COOTBETCTBYET O(HUIIMATILHOMY HCTOUHHUKY.

12. BeiBoa (yka3biBaeTcst OOIIMI BBIBOJI, @ B CIIydae BHIHECEHHUS OTPUIIATEIILHOTO 3aKIFOUCHUS
- ¢ 000CHOBaHHEM ITPUYMH)

JlaTa HanpaBJIeHUs 3aKIFOUYEHUS O MOJITBEPKICHUN
COTJIaCOBaHMSI (HECOTIIACOBAHUS ) HKCIIEPTHOTO 3aKIIOUECHUS
pedepeHTHOro rocyAapcTBa Mo pe3yabTaTaM dKCIePTH3HI
Oe3onacHOCTH, 3 (HEKTUBHOCTH U Ka4eCTBa MEAMIIMHCKOTO
W3NS

(O0 OTBETCTBEHHOCTH 32 JOCTOBEPHOCTH CBE/ICHUH, U3JI0KEHHBIX B 3aKJIFOYCHUU O
[TOITBEPIKICHUH COTJIACOBAaHUS (HECOTIIACOBAHMSI ) SKCIIEPTHOTO 3aKIFOUEHUS PePEPEHTHOTO
rocyaapcTBa Mo pe3yabTaTaM 3KCIEpTU3bl 0e30macHOCTH, 3P(HEKTUBHOCTH U KauecTBa
METUIIITHCKOTO U3/IEIUS, TPEIYIPEKICH.

(®. U. O. sxcnepra) (moamucey)




Ipunoowcenue N 7
k Ilpasunam pecucmpayuu u s3Kcnepmu3zol
bezonacnocmu, kavecmea u d¢ghgexmuernocmu

MeOUYUHCKUX U30eaUll

®OPMA 3ASIBJEHUS O BHECEHUU U3MEHEHMIA B
PETMCTPALIMOHHOE JJOCBE MEJULIMHCKOT' O
W3JEJUS

B ynonHomMo4eHHBII Oprad
rocyJapcTBa - 4ieHa
EBpazuiickoro 3K0HOMHUYECKOTO COr03a

(HammeHoBaHMe pedepeHTHOTO roCy1apCcTBa)

(HaI/IMeHOBaHI/Ie rocyaapcraa HpI/ISHaHI/ISI)

3ASIBJJEHUE O BHECEHUW U3MEHEHHW B
PETMCTPALIMOHHOE JJOCBE MEJULMHCKOT' O
U3JEJUSA

(TmosHOE U COoKpallleHHoe (MPY HAIMYKHK), B TOM 4YHciie GUPMEHHOE, HAMMEHOBAHUS
OopraHu3allyiy, OT UMEHU KOTOPOH MPOU3BOIUTCS BHECEHNUE U3MEHEHU (ITPOU3BOIUTEID
(YITOTHOMOYEHHBIH MPEICTABUTENh IPOU3BOIUTEIIS), OPraHU3AIMOHHO-TIPaBOBast (hopMa

FOPUIUYECKOrO JINLA)

1. HanmeHnoBaHue
MeTUIIMHCKOTO M3ETHs

2. [TpousBoauTENDH
MeTUIIMHCKOTO M3ETHs

3. CtpaHa IpOU3BOJICTBA
METUITTHCKOTO W3SV




4. 'Y TIOJTHOMOYEHHBIN
[peICTaBUTEIh
[pOU3BOAUTENS (TIpU
HaJIMYHH)

5. IKitacc MoTeHIMalIbHOro
pPUCKA MPUMEHEHUS
MeTUITMHCKOTO H3JICIIHS
5. Ko Buaa MEIUIIMHCKOTO U3AeNus (COrIacHO
npumeHsiemMoil B Coro3e HOMEHKIIAType MEAULIMHCKUX
M3 I1eTTNiN)

B 2JIeKTPOHHOM JTOKYMEHTE HyMepalusi IIyHKTOB COOTBETCTBYET OPHUIIHATLHOMY
I/ICTO‘IHI|/IKy. | |

HACTOSIIMM IPOCHUT IMPON3BECTH BHECCHHE N3MEHEHUH B PETUCTPAIIMOHHOE JIOChE MEAUITMHCKOTO
W3JICTUS B CBSI3U CO CIICIYIONUMH U3MCHCHHUSIMHU:

W3meHeHus, BHOCHMBIE B PETUCTPAIIMOHHOE JIOChE
1. W3Menenue cBe/ieHHi O 3asiBUTEIIE, BKIIIOYAs CBEACHUS O PEOpraHU3auu
IOPUINYECKOTO JIUIA, 00 N3MEHEHNUHU €r0 HAauMEHOBAHUs WK (paMIINKA, UMEHU U
aJpeca MecTa >KUTEJIbCTBA MHINBUIYAJILHOTO PEITPUHIMATEIIS
Peakius 10 BHECEHMS U3MEHEHUM IBHOCI/IMLIG W3MEHCHHS
2. M3MmeHeHne HAaMMEHOBAHMS MEIUITUHCKOTO M3ICITHUS
Peakius 10 BHECEHHS U3MEHEHUM IBHOCI/IMLIG W3MEHCHHS
3. N3menenue coctaBa NpuHAAJICKHOCTEH, U (MIJIM) KOMIUIEKTYIOMIMX, U (UITN)
pacXoJIHBIX MaTEPHAJIOB
Pegaxius 10 BHECEHHS U3MCHEHUM HOCHMEIC U3MCHEHUS
4. 3MeHeHue noka3zaHui o MPUMEHEHHUI0, 00J1aCTH MPUMEHEHHUSI, POTUBOIIOKA3aHUIA;
000YHBIX 3P PeKTOB
Pegaxius 10 BHECEHHS U3MCHEHUM IBHOCI/IMI)IG W3MEHCHHUS
5. N3MeHenne cBeICHU O TPOU3BOJINTEIIC METUIIMHCKOTO U3CIIHS
Pegakius 10 BHECEHHS N3MCHEHUH IBHOCI/IMBIG M3MCHEHHS
6. N3meHeHne B TEXHUYECKOM M (WJIM) SKCIUTyaTallMOHHON JOKYMEHTaluu
MEIUIIMHCKOTO U3IEIHs
Pegakius 10 BHECEHHS U3MCHEHUH IBHOCI/IMBIG M3MCHEHHS
BHecenne w3MeHEHHMII B PErUCTpPalMOHHOE JIOCh€ HE BJIEUET HW3MEHEHUSI CBOWCTB H
XapaKTePUCTUK, BIHSIONIMX Ha OE30MacHOCTh, Ka4ecTBO M A(P(HEKTHBHOCTh MEIUITMHCKOTO
W3ACu.

(IpoU3BOIUTENE MEUIIMHCKOTO U3/1EHs (€r0 YITOJIHOMOYECHHBIH MPEICTAaBUTENb))
["apaHTHPYIO TOCTOBEPHOCTH MPEACTaBICHHONW HH(OPMAITHH.

lapanTupyro coxpaHeHHe 3asBIICHHBIX XapaKTepUCTUK Oe30macHOCTH U 3(PPEeKTUBHOCTH
MEIUIMHCKOTO W3JelHs B TEUYCHHE BCEro CpoKa CHIyXObl TNpH COOMIOACHUHM YCIOBHM
AKCIUTyaTallMH, TPAHCIOPTHPOBAHHMS W XPAaHEHHS MEIUIIMHCKOTO H3JCIHsI B COOTBETCTBUU C



TpeOOBaHUSAMHM 3aBO/Ia-ITPOU3BOIUTEIIS.
Jlata momaum 3asBICHUS

®. U. O 1 10IKHOCTh PYKOBOJAUTEIS
IpOU3BOAUTENS (YIIOJTHOMOYEHHOTO

TIPEICTABUTEIIS)

HOI[HI/ICI), nevaTthb IMpoOru3BOAUTEIIA

(YTOJTHOMOYEHHOTO MPEICTABUTEIS)

Ilpunooscenue N 8
k Ilpasunam pecucmpayuu u sKcnepmusol
besonacnocmu, kawecmea u d¢hghexmusrnocmu

MeOUYUHCKUX U30eaUlL

MEPEYEHH U3MEHEHUWIA, BHOCUMBIX B
PETMCTPALIMOHHOE JJOCBE MEJUIIMHCKOI'O
WU3/IEJIS B IEPUO,I JEVICTBUS
PETMCTPALIMOHHOI'O YAOCTOBEPEHMS U HE
TPEBYIOLIUX HOBOI PETUCTPALIU

HanMeHnoBaHue n3MeHsIEMBIX YcnoBus CBenieHHs U JOKYMEHTBHI,
CBEJIEHUH HEOOXOQUMEIE I BHECEHUS
W3MEHEHUN

1. CBeneHus 0 3assBUTEIIE, BHECEHHE U3MEHEHU B KOIIMSI JOKYMEHTA,

BKJIIOYasl CBEJICHUS O PETUCTPAIIUOHHOE MOJITBEPAKIAOIIETO

peopranu3anuu YIOCTOBEPEHHUE HE BIIUAET HA TOJTHOMOYHS

FOPUIAYECKOTO JINIA, O 3¢ PEKTUBHOCTD U YIIOJTHOMOYEHHOTO

H3MEHEHUH €T0 0€30MacHOCTh MEIUITMHCKOTO TPEACTABUTEIIS

HaMEHOBAHUS WM (paMUIAH, U3/CIHS B COOTBETCTBUH C MIPOU3BOIUTEIIS

HMEHH, aJIpeca MecTa OO6mmMu TpeOOBaHUSIMHU HOMEP PETUCTPALHOHHOTO

JKUTEIbCTBA 0€30I1aCHOCTH U Jochbe

WHIMBUAYJIBHOTO 3¢ (HEKTUBHOCTH MEIUIIMHCKUX TOKYMEHTHI,

npeanpuHUMATENS W3JIeNui, TPEOOBAHMAMU K UX TOATBEPKIA0NINE N3MEHECHUS

MapKUPOBKE U OIUCH IOKYMEHTOB

3KCIUTYaTallMOHHOU



2. HanmeHoBanue
MEIUIIMHCKOTO M3IEIIH

JOKYMEHTAIlUK Ha HUX

MOTHBHPOBAHHOE 3asBJIEHUE O BHECECHUU

000CHOBaHME HEOOXOUMOCTH U3MEHEHHH 10 hopme,

W3MCHEHUS HAUMEHOBAHUS  TPEAYCMOTPEHHON

MEIMIIMHCKOTO U3/IeTHs, He  mpuiokeHueM N 7 K

BITUSIOIIETO Ha [TpaBunam

(GYHKIIMOHAIBHBIE U JOKYMEHT <*>,

TEXHHUUYECKUE XaPAKTEPUCTHKH yIOCTOBEPSIOIINI
PETUCTPALIUIO METUIIUHCKOTO
U3JIENNs B CTPaHE
MPOU3BOANTENE (ACKIapaus
COOTBETCTBHS,
PETUCTPALIMOHHOE
yI0CTOBEpEHHE, CepTUUKAT
CBOOOTHOM MPOIAXKH,
cepTudUKaT HA IKCIIOPT U Jp.)
C BHECCHHBIMH M3MCHEHUSIMU
KOIUS PETUCTPALIMOHHOTO
YAOCTOBEPEHHUS,
odopMIIeHHOTO 10 hopMme,
MpeyCMOTPEHHOM
npunoxeauem N 1 k
[TpaBunam
MUCHMO IIPOU3BOAUTENS,
coJieprkaliiee MOTUBHPOBAHHOE
000CcHOBaHUE HEOOXOIUMOCTH
W3MEHEHUS] HAUMEHOBAHUS
MEIMIIMHCKOTO U3/CIus, He
BIIMSIIOIIETO Ha
(bYHKIIMOHAIBHBIE U
TEXHUYECKUE XaPAKTEPUCTHKHI
MEAUIMHCKOTO M3AETHUs
MPOEKTHI MHCTPYKITHH 110
MIPUMEHEHUIO (PYKOBOICTBO
M10JIb30BATEIs1) MEIULIUHCKOTO
U3
MakeT MapKHUPOBKHU
JIOKYMEHT, YCTaHaBIUBAIOIIHIA
TpeOOBaHMS K TEXHHYECKUM
XapaKTepPUCTUKAM
MEIUIIMHCKOTO H3/IETHs,
KOTOPBIM COOTBETCTBYET
MEIHMIIMHCKOE H3JIeTHE,
MIPUBEJICHHBI B COOTBETCTBUE
C HOBBIM HaUMEHOBAaHHEM
MEAUIIUHCKOTO M3AETHUs
HKCIUTyaTallMOHHAS
JIOKYMEHTAIHs



3. CocraB NpUHALIEKHOCTEW, OTCYTCTBHE BIUSHUSA Ha

KOMIUIEKTYIOIINX | (HJIH)
PacXOHBIX MaTEepPHAIOB

(yHKIIMOHATBHBIC
XapaKTEPUCTUKHU
MEIUIIMHCKOTrO U3eIni

MPOU3BOAUTENS HA
MEAMIIMHCKOE U3/IeTIUe, B TOM
qHciie MHCTPYKLHUS 1O
NPUMEHEHUIO (PYKOBOJICTBO
O KCIUTyaTaI1H)
MEIMIIMHCKOTO M3/IETIHS,
MpHUBEJICHHAs B COOTBETCTBUE
C HOBBIM HaUMEHOBAaHUEM
MEIUIIMHCKOTO M3AETHUs
doTorpaduaeckue
M300pakeHUs 001Iero BUIa
MEAUIMHCKOTO M3AETUs
BMECTE C MTPUHAICKHOCTSIMH,
HEO0OXOIUMBIMU JJIS
NPUMEHEHUS] METUIITHCKOTO
U3JIeNINsS IO HA3HAYECHHUIO
(pa3mepom He meHee 18 x 24
cM)

OTHCH JOKYMEHTOB

3asBIIEHUE O BHECECHUU
W3MEHEHHH 110 hopMme,
MpeyCMOTPEHHOM
npunoxenuem N 7 k
[IpaBunam

KON pErUCTPALIMOHHOTO
YAOCTOBEPEHUS,
0(OPMIIEHHOTO IO STUHOU
dopme, IpeTyCMOTPEHHOM
npuinoxenuem N 1 k
[TpaBumam

MUCHMO TTPOU3BOAUTEIS,
coJieprkaliee MOTUBUPOBAHHOE
000CHOBaHUE HEOOXOTUMOCTH
M3MEHEHHS B COCTaBe
KOMIUIEKTYIOIINX, C
yKa3aHHEeM HOBOTO IepeyHs
KOMIUIEKTYIOLIHX,
MOJITBEPKIAFOIINX OTCYTCTBHE
BIUSIHYSI Ha ()YHKITHOHAJIbHBIC
XapaKTEPUCTUKU
MEIMIIMHCKOTO M3ETHUs
MPOEKTHI MHCTPYKITHH 110
MPUMEHEHUIO (PYKOBOJICTBO
MOJIB30BATENIS) MEIUIIUHCKOTO
U3JIENNS HA TOCYJapCTBEHHOM
A3BIKE TOCYIapCTBA - YICHA
EBpazuiickoro
HKOHOMHYECKOI'0 COI03a U



PYCCKOM SI3bIKE
0OHOBIIEHHAs crierupUKaIIsI
C YKa3aHUeM MepedHs
KOMIUICKTYIOIINX U
PacXOIHBIX MaTEPUAIIOB TIO
YTBEP)KICHHOM (hopme

OTIHCH JJOKYMEHTOB

B CJIy4ae J0OaBJICHUS
KOMILUIEKTYIOIIETO,
SIBIISIFOIIIETOCSI METUITTHCKAM
W3JIeTueM, - 00pasIbl TAaKOTO
KOMITJIEKTYIOIIETO (B CIydae
CTEpPHIILHOTO
KOMITJICKTYIOIIIEr 0
NPEOCTABISETCS BECH
KOMILJIEKT TaKUX 00pas3IioB) U
HOpMaTHBHASI JOKYMEHTAITHS

Ha Hero
4. IlokazaHus 1o 0€30MacHOCTh IPUMEHEHHST  3asIBJICHHUE O BHECCHHUH
MIPUMEHEHUIO, 00TIacTh MEIUIUHCKOTO U3/IeITUS U3MeHEeHui 1mo opme,
MIPUMEHCHUS, JOJDKHA COXPaHATHCS U IpeayCMOTPEHHOMN
MIPOTHBOTIOKA3aHUS, MOJTBEPKIATHCS TaHHBIMH  TIpHiIokeHueM N 7 k
no6ovHbIe AP HEKTHI vccieI0BaHni, kKmuHudeckoil [IpaBuiam

0€3011aCHOCTH U Ka4ecTBa KOTIHS PETHCTPAHOHHOTO

yI0CTOBEPEHUS,

0(OPMIIEHHOTO TI0 STUHOU
dopme, IpeTyCMOTPEHHOM
npunoxxenueM N 1 k
[TpaBunam

MUCBMO TTPOU3BOAUTEIS,
coJieprKaliee MOTUBUPOBAHHOE
000CHOBaHUE HEOOXOTUMOCTH
W3MEHEHMS MOKa3aHUuM 1o
MPUMEHEHHUIO MEIUITUTHCKOTO
u3eNus

MPOEKTHl MHCTPYKIIMM O
MPUMEHEHUIO (PYKOBOICTBO
M0JIb30BATEIs) MEAUIIMHCKOTO
U3ETIHS

paHee yTBEpXKJICHHAs
WHCTPYKIUS 110 TPUMEHEHHIO
(PyKOBOZICTBO MOJIH30BATEIIS)
MEIUIIMHCKOTO M3AETHUs
MOJTHOLIBETHBIE MAKETHI
YHaKOBOK, STHKETOK, CTHKEPOB
(pu HEOOXOIMMOCTH) (Ha
31eKTpoHHOM HocuTese CD B
dbopmare JPEG)



5. CBeneHust 0 MPOU3BOIUTEINE OTCYTCTBYIOT U3MEHEHUS B

MCIOULIMHCKOI'O U30CINA

MMPOU3BOJICTBEHHOM TPOIIECCE
WM CTICIIM(UKAIINSX,
BKJIIOYAast METOAbI HCIILITAHUS

pe3yNbTaThl KITMHUYECKUX
(MEIUIIMHCKUX ) UCTIBITAHUH,
OTpa)karoll[ie BHECCHHBIE
WU3MCHEHUS

OTIHChH JJOKYMEHTOB

3asBJICHUE O BHECCHUU
W3MEHEHHH 110 opMme,
MPENyCMOTPEHHOU
npuioxenueM N 7 k
[TpaBmiam

JIOKyMEHT <*>,
YIOCTOBEPSIOIINMA
PETUCTPALINIO MEAULIUHCKOTO
U3JIeNINs B CTpaHe
MIPOU3BOAUTENS
(perucTpanoHHOE
YAOCTOBEpPEHHE, CEPTUDHUKAT
CBOOO/IHO# MPOJaXKH,
cepTuduKaT Ha SKCIOPT U JIp.)
C BHECCHHBIMH N3MEHEHUSIMU
JIOKyMEHT <*>,
MOTBEPKJAIOIINN BHECEHNE
M3MEHEHHH (C yKa3aHHeM
JIaThl BHECEHUS U3MEHEHUI)
JIOKyMEHT <*>,

MO ITBEP K IAFOIINN
COOTBETCTBHE yCIIOBUM
MIPOU3BOICTBA HAIIMOHAIBHBIM
W/WITH MEXTyHapOTHBIM
crannapram (GMP, ISO EN)
JOKYMEHT <*>,
MOTBEPKAAIOIINNA
COOTBETCTBHE MEAUIIMHCKOTO
W3JIENNS HAIIMOHAIBHBIM UITH
MEXIyHApOJIHBIM CTaHAapTaM,
KJIacC MOTEHLUAIBHOTO pUCKa
(mexaparusi COOTBETCTBHUS,
cepTu(dUKaT COOTBETCTBHS)
KOIHUS PETHCTPALIMOHHOTO
yAOCTOBEpeHHUs 1Mo popme,
MPENyCMOTPEHHOM
npuinoxenuem N 1 k
[TpaBunam

MUCHMO TTPOU3BOAUTEINS,
YAOCTOBEPSIOIIEE, YTO
MIPOU3BOACTBEHHBIN MPOIECC U
KOHTPOJIb 32 Ka4YECTBOM U
0€30I1aCHOCTHIO0 TOTOBOTO



6. Cieniudukanus
TIPOM3BOIUTEISI WITH
TEXHUYECKUE yCIOBHUS (TIPH
HaJIM9HH ), KOTOPBIM
COOTBETCTBYET MEJIUIIUHCKOE
uznenue, u (Uim)
AKCIUTyaTallMOHHAs
JOKYMEHTAIHUS MEIUIIMHCKOTO
U3JIeNHs

OTCYTCTBYIOT H3MCHCHUS B
MIPOM3BOCTBEHHOM IIPOIIECCE
WU CTICI(PUKATINSX,
BKJIFOYast METOIBI UCIBLITAaHUS

MPOJIyKTa OCTar0TCs 6e3
W3MEHEHUM, C yKa3aHueM
JIaThl BHECEHUS U3MEHEHU
MPOEKTHI MHCTPYKITHH 110
MPUMEHEHUIO U3JIeITNi
(PyKOBOJCTBO TIOJIH30BATEIIS)
MEAMIIMHCKOTO U3AETHUs
MaKeT MapKHPOBKHU

OTIHChH JOKYMEHTOB

3asBIICHUE HAa BHECCHHE
W3MEHEHHH 110 popMe,
MpeyCMOTPEHHOM
npuioxenueM N 7 K
[IpaBunam

KOIHS pErUCTPALIMOHHOTO
ya0CTOBEpeHus 1o hopme,
IIPENyCMOTPEHHON
npuinoxenuem N 1 k
[TpaBunam
MUCHMO-000CHOBaHHE
MPOU3BOAMTENS O BHOCUMBIX
M3MEHEHUSIX

JTaHHBIE 110 CTAOUIBLHOCTH (1S
MEJMIMHCKOTO U3/eNusi) He
MEeHee 4ueM Ha 3 cepusix
(otuet, 00OCHOBBIBAIOITUI
CPOK T'OJTHOCTH METUIIMHCKOTO
uznenus) (mpu
HEOOXOIMMOCTH)

MPOEKT UHCTPYKITHH T10
MPUMEHEHUIO (PYKOBOJICTBA
MOJIB30BATEIIS) MEIUIIUHCKOTO
u3nenus (mpu
HEO0OXOIMMOCTH)
MOJIHOLIBETHBIE MAKETHI
YHaKOBOK, STUKETOK, CTUKEPOB
(pu HEOOXOTUMOCTH)
HOpMaTHBHASI TOKYMEHTAITHS
<*> Cc BHECEHHBIMHU
WU3MCHEHUSIMH,
perJamMeHTUpYoLIasi KaueCTBO
KOHEYHOTO MPOJIyKTa,
cepTu(uUKaT aHaIu3a U
METOJUKH KOHTPOJIS
KOHEYHOTO MPOAyKTa (TIpH
HEO0OXOIMMOCTH )

IPOTOKOJ TEXHUUECKUX
WCTIBITAHUM UJTA UCTIBITAHUM



(uccnenoBaHmil) ¢ 1EIBIO
OIICHKH OMOJIOTHYECKOT0
JICUCTBUS C yUETOM
W3MEHEHH, BHECCHHBIX B
HOPMATHBHYIO JOKYMEHTAIIHIO
(pu HE0OXOIUMOCTH)

OTHChH JOKYMEHTOB

<*F> I[OKyMeHTBI MPEACTABIIAAKOTCA C 00s13aTEILHBIM AYTCHTUYHbIM IICPEBOJOM Ha pyCCKI/Iﬁ SA3BIK,
3aBCPCHHBIM HOTApUAJIbHO.

Ipunooscenue N 9

K IIpasunam pecucmpayuu u sxcnepmus3vi

bezonacnocmu, Kawecmea u d¢hghexmusHocmu

MeOUYUHCKUX U30eaUll

YKCMNEPTHOE 3AKJIOYEHME O BO3MOKHOCTU
(HEBO3MOKHOCTH) BHECEHUS U3MEHEHMUIA B
PETUCTPAIIMOHHOE JOCHE HA MEJIUIIMHCKOE
U3AEJME

1. HaumenoBanue MCIHUIIMHCKOT'O U3CIIN.

2. ITpousBouTenb, CTpaHa.

3. IlpousBoACTBEHHAS TUIOIIA/KA, CTPAHA.

4. OGnacTh MPUMEHEHHUS U Ha3HaYEHUE.

5. Bua MeIUMIMHCKOTO H3JIeJusi B COOTBETCTBUU C HOMEHKJIATYPOM MEAMIIMHCKUX W3JIENUH,
npuMeHsiemoil B EBpa3uiickoM 3KOHOMHUYECKOM COIO3€.

6. Knacc moreHImmaIsHOTO PpUCKa IPUMEHCHUA MEAUINHCKOI'O U3ACJIHA.

7. Homep perucTpaimOHHOTO yAOCTOBEPEHHS.

8. I[aTa BblIa4YU PCTUCTPALIUOHHOI'O YAOCTOBECPCHUS.

9. BHocuMbIEe H3MEHEHUS.

Tun BHOCUMOTO
W3MEHEHUS

JlaHHbIE, BHECEHHBIC B
JI0ChE MpHU
perucTpanuu

BurocuMmblie n3MeHEeHU

O0ocHOBaHuE
3asBUTENA IS
BHECEHHUS U3MEHEHUI

1. U3menenue




HaMMEHOBaHMS
[TPOU3BOIUTENIS, MECTA
(MecT) mpou3BOACTBA
IUISL YaCTH W/ WX BCErO
[TPOU3BOICTBEHHOTO
porecca

2. IsMeHenne
HAaNMEHOBAHUS

Me TUITHHCKOTO

3 0SS

3. I3MeHenne cocraBa
[MPUHAJJICKHOCTEMH,
KOMITJIEKTYIOITUX U
(WJI) pacxXoIHBIX
MaTepraioB

4. 3meHenne
[MOKa3aHUM 110
[PUMEHEHUI0, 00IaCTH
[IPUMCHEHUS,
MMPOTUBOIOKA3aHHUIA;
M000YHBIX 2P PEeKTOB
5. I3MeHeHue
CBEJICHUI O
[TPOU3BOIUTEIIC
MeTUIIMHCKOTO

3 aeaus

6. I3meHenue B
crienuuxanuu
[TPOU3BOAUTENS WIH
TeXHUYECKUX YCIOBHM
(py HANUYUK),
KOTOPBIM
COOTBETCTBYET
METUITHHCKOE
n3nenue, u (Mim)
PKCIUTYaTallMOHHOU
ITOKyMEHTAITIH
MeTUIIMHCKOTO

3 aeaus

10. AHanau3 ¥ Oll€HKA JaHHBIX, 00OOCHOBBLIBAIOIIMX BHECEHNE N3MEHEHH.

11. AHanu3 pHUCKOB TpPH BHECEHWHW H3MEHEHUW (3aKII0YCHHE O BO3MOXKHBIX PHCKax MpH
BHECCHUU U3MCHEHHUH ).

12. 3akiroyeHue O PEKOMEHJAIMM WIM OTKa3e B PEKOMEHJAIMM K PErucTpaldd BHOCUMBIX
VU3MEHEHHM.

13. @. N. O., AomWKHOCTh, yueHas CTemneHb (3BaHME) (IpU HAIMYUH), MOJAIMUCH IKCHEPTOB,
MIPOBOJIMBIIINX IKCIIEPTHU3Y.



14. Jlata cocTaBiaeHUs OTYETA.
15. loanuch pyKOBOAWTENSI SKCTIEPTHOM OpPraHU3aIIHH.

16. IleuaTs SKCIIEPTHOM OpraHU3aIMH.

Ipunoscenue N 10
k Ilpasunam pecucmpayuu u sKcnepmusol
bezonacnocmu, Kawecmea u d¢hghexmusnocmu

MeOUYUHCKUX U30eauUll

®OPMA 3ASBJEHUSA Ob OTMEHE JEHCTBHUA
(AHHYJIMPOBAHUH) PETUCTPALIUOHHOI'O
YIAOCTOBEPEHUSA MEJUIHIUHCKOI'O U3AEJINUSA

(Ha OmaHKe OpraHU3aINN)

B ynonnomoueHHBIH opran

pedepeHTHOro rocyapcTaa

3ASIBJEHUE Ob OTMEHE JEHCTBUA
(AHHYJIUPOBAHUHN) PETUCTPALHUOHHOI'O
YAOCTOBEPEHUA MEJULUHCKOI'O U3IEJIUSA

(TmomHOE U COKpalleHHoe (MPY HAIMYWY) HAUMEHOBAHUS 3asBUTENIS, B TOM YHUCIIE
(upMeHHOE HaUMEHOBaHUE, OpTraHU3aIMOHHO-TIPaBoBasi (hopMa FOPUIUIECKOTO JINIIA)
[IpocuT  OTMEHHMTH  JCWCTBUE  PETHCTPAIIMOHHOTO  YJOCTOBEpeHUs  (aHHYJIUPOBAThH

PETrUCTPaLMOHHOE YJOCTOBEPEHUE) METUIIMHCKOTO U3AEIIHS

(HaI/IMeHOBaHI/Ie MCOAULIMHCKOT'O U3CIHA (C YKa3aHHuEM l'IpI/IHaILJ'Ie)KHOCTeI\/JI, HCO6XO)II/IMI)IX
I NIPUMEHCHUSA MCIUITMHCKOI'O U3JACJINA 110 HaSHa‘ICHI/IIO))

(IlaTa perucTpanuu MEAUIUHCKOT0 U31CJIUA U HOMEP PETUCTPALIMOHHOT'O yI[OCTOBepeHI/ISI)

B CBA3H C

(YKa3bIBaeTCs MPUIHHA)



(®. U. O. pykoBoAHTENS TPOU3BOAUTEIS MEAUIIMHCKOTO U3/ENUS (€r0 yIOTHOMOYEHHOTO
MIPE/ICTaBUTENIS))

(moamuce)

Hpunoscenue N 11
k Ilpasunam pecucmpayuu u sKcnepmusol
besonacnocmu, kawecmea u d¢hghexmusrnocmu

MeOUYUHCKUX U30eaUlL

®OPMA 3ASIBJEHMS O BLIIAYE TYBJIUKATA
PETMCTPALIMOHHOI'O YAOCTOBEPEHMSI HA
MEJIULMNHCKOE U3JEJUE

(Ha GylaHKe OpraHU3aluN)

B ynonHomMoueHHBIN opran

pedepeHTHOro rocynapcTaa

3ASIBJIEHUE O BBITAYE JIYBJIUKATA
PETMCTPALIMOHHOI'O YIOCTOBEPEHMS HA
MEJULIMHCKOE U3JEJUE

1. HaumeHoBaHue MEIUIIMHCKOTO U3/CIIHS
(c ykazaHueM NpUHAJJICKHOCTEMH,
HEOOXOIUMBIX ISl IPUMEHEHUS
MEIUIIMHCKOTO U3/IEHs M0 Ha3HAYEHHUIO, - B
BH/JIE€ IPUJIOKEHUS K 3asBJICHUIO, 3aBEPEHHOTO
MEYaThIO U NOJAMNUCHIO PYKOBOJAUTES)

I. B oTHOmIEHNM TPOU3BOAUTEISE METUIUHCKOTO U3IETHS
2. Opranu3anmoHHO-TIpaBoBas (opma u
MOJIHOE€ HAUMEHOBAHUE IOPUIAMUYECKOTO JTUIA
3. CokpaleHHOoe HAaUMEHOBAaHHE
IOPUINYECKOTO JIUIIA
(TIpu HATTMYHH)
4. ®upMeHHOE HAMMEHOBAHUE IOPUINUECKOTO



auna
(TIpu HATTMYKH)

5. MecTo HaxoxaeHus (aipec) IPUINIECKOTO
auna

6. Homep tenedona

7. Anpec 2JEKTPOHHOM MOYTHI FOPUIUIECKOTO
JuIa

(TTpu HANTMYHIN)

8. nenTuuKamoHHbIi HOMEP
HAJIOTOIUIATEeNbINKA

II. B oTHOMIIEHNH YIOTHOMOYEHHOTO TIPEJACTABUTENS TPOU3BOIUTEIIS

9. Opranu3aionHo-1paBoBas popma u
MOJTHOE HAUMEHOBAHUE FOPUINYECKOTO JIMIIA
10. CoxkpalieHHOE HAUMEHOBaHUE
IOPUINYECKOTO JTUIA

(ipu HaTTMYUN)

11. dupmeHHOE HaMMEHOBaHUE
FOPUIMYECKOTO JIULIA

(Trpu HANTMYMH)

12. MecTo HaxoXaeHHs (aIpec)
FOPUIUIECKOTO JINTIA

13. Homep Tenedona

14. Anpec 371eKTPOHHOM MTOYTHI
IOPUIMYECKOTO JTUTA

(ipu HaTTMYUN)

15. UnenTrduKamoHHBIA HOMEP
HaJIOrOTIaTeNbIINKA

16. MecTo mpou3BoACTBa MEAUIIMHCKOTO
u3enus

17. Ha3HaueHue MeAULIMHCKOTO U3/ENHs,
YCTaHOBJIEHHOE MPOU3BOUTEIIEM

18. Bug MeTUIIMHCKOTrO U3EINS B
COOTBETCTBHH C HOMEHKJIATYpPOM
MEIUIIMHCKUX U3JCNIHH, MPUMEHSIEMOH B
EBpa3zuiickoMm 3KOHOMHUYECKOM COI03€

19. Kitacc MeEIUMIIMHCKOTO U3JIENIUS B
COOTBETCTBHH C MTpaBUIIAMH KJIaCCU(PUKAIINU
MEIUIIMHCKUX U3 B 3aBUCUMOCTH OT
MOTEHIIMAJILHOTO pUCKa MPUMEHEHUS

20. Crioco6 nmomy4eHust nHpopMmanuy,
CBSA3aHHOM C MPOLIEYPOH PETUCTPALIUU
MEIUIUHCKOTO U3JIETHS

21. Croco6 mosryueHus: perucTpauoOHHOTO
YIOCTOBEPEHHSI METUITMHCKOTO U3/ICITHUS

Ha OyMa)KHOM HOCHTEJIE JTUIHO

Ha OyMa)KHOM HOCHTEJE€ HAlIPABUTh 3aKa3HBIM
MTOYTOBBIM OTIIPABICHUEM C YBEIOMIIEHUEM O
BpPYUYCHHH

B (hopMe 3JIEKTPOHHOTO JJOKYMEHTa

HHOE



22. [lpyuuna BbIAaun qyOIMKaTa

23. CBenenust 00 oriaTe rocy1apCTBEHHOM
HOILUIAHBI

(Yyka3pIBaeTCsl 0 MHUIIMATHBE 3asBUTEN):
JaTa U HOMeEp IJIATEKHOTO MOPYUYSHHS

(®. U. O. pykoBoauTENsE MPOU3BOAUTENS MEAUIIMHCKOTO U3/ENUS (€r0 yIOTHOMOYEHHOTO
MIPE/ICTaBUTEIIS))

(moamuce)



