





[TPUJIOKEHUE

K Pexomennarmmn Komierun

EBpazuiickoil 5KOHOMUYECKOW KOMUCCUA
ot 23 nexadbps 2024 r. Ne 27

METOJIUNYECKHUE PEKOMEHJIAIINH
MO COJEePKAHUIO U CTPYKTYpPe JOKYMEHTOB PErdcTPALIMOHHOTIO J0Che
MeIUIMHCKOT0 U3/1e/Iisl U MPOBEAeHNI0 IKCIEPTU3bI 0€30MaCHOCTH,
KayecTBa U d(PPeKTUBHOCTH MeTMIIMHCKOTO U3/1eJIisl B IEeJIsIX ero
perucTpanuu B pamkax EBpa3uiickoro dKOHOMHYeCKOTI0 01032

I. O0ume monoxeHust

1. Hacrossmmme MeTtoaudeckue peEKOMEHIAMU MPEIHA3HAYEHbl IS
VCIIOJIb30BaHUsl 3asBUTEISIMU IIPU MOATOTOBKE PETUCTPALMOHHOIO JI0CHE
MEIUIIMHCKOrO M3Jenus (Jajee — pEerncTpaloOHHOE J0ChE) U KCIEpTaMu
YIOJIHOMOYEHHBIX OPTaHOB (PKCIIEPTHBIX OpraHu3aliil) rocy/1apcTB — YWICHOB
EBpa3uiickoro 3KOHOMHUYECKOrO0 coOw3a (Jajee COOTBETCTBEHHO  —
rocyaapctBa-uiieHbl, Cor03), OCYHIECTBISIOMUMU SKCIIEPTU3Y 0€30M1acCHOCTH,
KayecTBa U 3(PPEKTUBHOCTU METUIMHCKUX W3JETUI, TPOBOAUMYIO B IIEJISAX
perucTpauv MEAUUMHCKUX u3aenuii B pamkax Coro3a B COOTBETCTBHH
c IlpaBunamMu perucTpanuu M HKCIEPTH3bl 0€30MaCHOCTH, KadecTBa U
3¢ (PEeKTUBHOCTU MEAUIIMHCKUX U3JENH, yTBepKIeHHbIMU Permennem CoBera
EBpa3zuiickoii skoHoMHueckoil komuccun oT 12 deBpans 2016 r. No 46
(manee — [IpaBuna perucrparun).

2. Hacrosimue Metoandeckue peKoOMEHIaIuy pa3padoTaHbl B 1ETAX:

OTpefieNieHUs] TMOAXO0J0B K MPOBEICHUIO 3KCHEPTHU3bl 0€30MacCHOCTH,
KauecTBa U 3PPEKTUBHOCTH MEAUIIMHCKUX WU3JEIUN;

yHUUKaUMu TpeOOBaHMWA K BHUAY U COJEPKAHMUIO JI0KA3aTEIbHBIX
MaTepuaioB (JIOKYMEHTOB) MPOU3BOAUTENS MEOULUMHCKOIO  M3JEmus,

NPEACTABISIEMBIX HA DJKCIEPTH3Y B paMmKax cOopa 10Ka3aTeIbCTB
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oe3zomacHOCTH M 3((PEKTUBHOCTU MEIULMHCKOTO M3JeIUs M TOATOTOBKH
PETUCTPAIMOHHOTO JTOCHE.
3. 14 uened mpuMEHEeHUsI HAaCTOSUX MeTOAMYECKUX PEKOMEH AU

HCITIOJB3YIOTCA ITOHATHA, KOTOPBIC O3HAYAIOT CIACAYIOIICC!

«JIOKA3aTeJIbCTBA YIIOJHOMOYEHHBIX OpPraHU3alhil» — MOPOTOKOJIBI
VCTIBITAaHUN (uccnenoBaHuid), BbIJIAHHBIC YIIOJTHOMOYE€HHBIMH
OpraHu3alUsIMU;

«OCHOBHOM OJIOK» — U3JIENINsI, KPOME 3aMacHbIX YaCTeH MEAUIIMHCKOTO
W3JICNINs, BBITyCKacMble B  OOpalieHHe OT HWMEHH IPOU3BOJIUTEIIS
PETUCTPUPYEMOTO MEIUIIMHCKOTO M3AEIWsI, MEXAHUYECKH HE CBA3AHHBIC C
JPYTUMH OCHOBHBIMH OJIOKAMH MEAMIIMHCKOTO W3JIeNIUs TIPU IOCTABKE
MEIUIIMHCKOTO  W3ACNMs W olecrnedyuBawonme  (QyHKIIMOHUPOBAHUE
MEIULMHCKOTO U3/ICJINSI B COOTBETCTBUU C HA3HAYCHUEM.

NHple TIOHATHS, HWCHOJB3yEMBbIE B  HACTOSIMX METOIUYECKUX
PEKOMEHIALUSX, IPUMEHSAIOTCS B 3HAUECHUAX, ONIPEJICIICHHBIX AKTaMU OPTraHOB
Coro3a B chepe oOpallieHuss MEAUITUHCKUX U3/ICIIUM.

Jlna nenmer nmpuMEHEHUs HAcTOSAIMX METOAUYECKUX PEKOMEHIAMN
I10JT CTPAHOM MPOUCXOKICHUSA MEIUIMHCKOTO W3JEJINs TOHUMAETCsl CTpaHa,
B KOTOPOM MEIWIIMHCKOE H3JeNie OBLIO MPOM3BEACHO WM IOABEPTHYTO
JOCTATOYHOM mepepaboTKe B COOTBETCTBHH C KPUTEPHUSIMH, OINPEICICHHBIMA
[IpaBunamu ompenesieHusT MPOUCXOXKACHUS TOBAPOB, BBO3MMBIX Ha
TAMOXEHHYIO ~ TEPPUTOPUIO  EBpasuicKOro  3KOHOMHMYECKOTO  COIO3a
(HenpedepeHIMAIBLHBIMA ~ TIPABWJIAMH  OTIPEACICHUS  MPOUCXOXKICHUS
TOBapoB), yTBepkaeHHbIMU Pemennem CoBeTta EBpasuiickoii 5KOHOMHUYECKOM
komuccuu oT 13 uronsa 2018 r. Ne 49,

4. be3onacHOCTb, Ka4eCTBO U 3(DPEKTUBHOCTh MEAUIIMHCKOTO U3JCHUs

MOATBCPIKAAOTCA ITyTCM:


consultantplus://offline/ref=9347BDA79567AD0C86FEB193B8CD6659932B8131E28800B9EFDDC0B069D78B53FE38F445B6F4DC31EFEC02F29DC17F4C6A5B82E8DDBE4C8DbAI1M

l)aHanu3a ¥ OLEHKH JOKYMEHTOB PETHCTPALMOHHOTO JOCHE,
JIOKA3bIBAIOIIUX COOTBETCTBUE MEAMIIMHCKOTO U3JEIUSI TMPUMEHUMbBIM
nosioxeHussM  OOmux TpeboBanuit Oe3omacHOCTH U 3G(HEKTUBHOCTHU
MEIUIIMHCKUX U3JIeNIUH, TpeOOBaHUN K UX MapKHUPOBKE U IKCILTyaTallUOHHOM
NOKYMEHTAallMl Ha HHX, YTBEpKAcHHbIX Pemennem CoBera EBpaszuiickoit
PKOHOMUYECKOM Komuccuu ot 12 ¢eBpansg 2016 r. Ne 27 (manee — OOuue
TpeOOoBaHus);

2) aHaiM3a  OTYETOB 00  MHCIIGKTHPOBAHMM  TPOMU3BOJICTBA B
COOTBETCTBUU C TpeOOBaHUSMH K BHEJIPEHUIO, IMOJJCPKAHUIO M OIICHKE
CHUCTEMbI MEHEI)KMEHTA KaueCTBa MEJIUIIMHCKUX U3ACIUN B 3aBUCUMOCTH OT
MOTEHIIMAIBHOTO PUCKA UX TPUMEHEHUS, YTBEpKAIeHHbIMU Perienuem CoBera
EBpa3zuiickoii skoHoMHueckoil komuccun OT 10 HosiOps 2017 1. Ne 106
(mamee —  TpebGoBaHms K  CHCTEME  MCHEIKMEHTa  KadecTBa)
(IO NPUMEHUMOCTH);

3) OILIEHKW IUIaHa TPOM3BOAMUTENSA IO COOpPYy M aHaAIW3y JAHHBIX I10
0e301macHOCTH U 3P(HEKTUBHOCTH MEAUITUHCKOTO U3/IETUS Ha MOCTIPOIAXKHOM
sTane (s MeIUIMHCKUX U3JICTUM, 3asBIIEMbIX Ha PETUCTPALINIO), a TAKXKE
CBCJICHHI O BBISBICHHBIX MOOOYHBIX ACUCTBUAX MEIMIIMHCKOTO W3ACIHS B
npoliecce dKCIuTyaTauuu (Uil MEIUIIMHCKUX W3S, UMEIONUX HUCTOPUIO
oOpareHus);

4) aHanu3a CBeJACHUW O HEOJArompusiTHBIX COOBITUSIX W OT3bIBAX
MEIUIIMHCKUX H3JIeTUNA C phIHKA (11 MEAUIMHCKUX HW3ACIIUM, UMEIOIINX
ucroputo  oOpamieHnsi) W (WiIM)  yBEOOMJICHMH 10  O€30MacHOCTH
MEIMUITMHCKOTO M3JICNINS, a TaKKE CBEACHUN O KOPPEKTUPYIOIIUX JIEUCTBUSX,
MPUHATHIX B YKa3aHHBIX CIyYasx;

5) aHaiM3a  OTYETOB O  TOCTPETHMCTPAIMOHHOM  KJIMHHUYECKOM
MOHUTOPHUHIE B COOTBETCTBMU C I[lpaBmiamu mnpoBeACHUS MOHUTOPHUHTA

Oe3omacHOCTH, KadecTBa W A(MQPEKTUBHOCTH MEAUIIMHCKUX  M3ICIUH,
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yTBepxkAcHHbIMU Pemennem Komnermn EBpasuiickoli 3KOHOMUYECKOU
komuccun ot 22 aexadbps 2015 r. Ne 174 (manee — IlpaBuna npoBeneHus
MOHHUTOpHUHra), ¢ yuyeroM [IpaBui mpoBeAeHUsS KIMHUYECKUX U KIWHHUKO-
Ja00pAaTOPHBIX  UCIHBITAHUM  (MCCIIEIOBAaHUM) MEAUIIMHCKUX  W3JICIIHM,
yTBep)KaeHHbIX Pemennem CoBera EBpasuiickol 3KOHOMUYECKOU KOMUCCHH
ot 12 ¢eBpans 2016 r. Ne 29 (nanee — [IpaBuiia npoBeaeHUs KIMHUYECKUX
UCTIBITAaHU) (17151 3apETUCTPUPOBAHHBIX MEAUIIMHCKUX WU3JCIIHI).

5.1lpu npoBemeHuH SKCHEPTH3bl OE30MACHOCTH, KayecTBa U
s dexTuBHOCTU MEULIMHCKHUX 1763 (S 1507 MPUMEHSIETCA PHUCK-
OpPUEHTUPOBAHHBIN MOJIX0I, TPH KOTOPOM TpeOOBaHUS HKCIIEPTOB K 00bEMY U
CTENEHW  JeTajdu3alluyd  JIOKa3aTeJIbHBIX  MaTepuasioB  (JIOKyMEHTOB),
BKJIIOYAEMbIX B PETHCTPAIMOHHOE JOChe, MPOMOPIMOHATILHBI KJIACCy
MOTEHLIHAIBHOTO PUCKA TPUMEHEHUSI METUIIUHCKOTO U3IEIUSI.

[Ipyu mpoBeneHUU SKCHEPTU3BI CIENYET YYUTHIBATh BCE MPUMEHUMBbIC
noJI0KeHUs1 myHKTa 27 IlpaBuil perucrpanvu, a TaKKe BBINOJHITH OIEHKY
NPEJCTABICHHBIX  JIOKA3aTEJIbHBIX  MaTepuajoB  (JIOKYMEHTOB)  Ha
COOTBETCTBUE MEIUIIMHCKOTO W3JCJIUsI YCTAaHOBJICHHBIM MPOU3BOIUTEIIEM
TpeOOBaHUSIM, B TOM YHCIIE B YACTH COOTBETCTBUS MEAUIIMHCKOTO W3JCTHUS
3asIBJICHHBIM CTaHIapTaM.

6. JlokyMeHThI, TOATBEpKIatome 0e30macHOCTh U 3(P(HEKTUBHOCTH
MEIUIMHCKOTO U3AENUs, MPelyCMOTpEHHbIC MyHKTamu 6, 7, 10, 11, 13 — 36
(0 MPUMEHUMOCTH) TIEPEUHS JOKYMEHTOB, HEOOXOIUMBIX JIJII PErUCTpaIiu
MEJIUIIMHCKOTO U3JIENUs, B COOTBETCTBUU C TpuioxeHueM Ne 4 k IIpaBuiiam
perucTpanuu (Jajiee — nepevyeHb JOKYMEHTOB), MOJAIOTCS B BUJIE OTJEIbHbBIX
JIOKYMEHTOB B COCTaBE PETUCTPALIMOHHOTO JOChE U MOTYT BXOJIUTh B COCTaB
TeXHUYeckoro ¢aiila ¢ ydetoM uHGOpPMAIMKM, TMPEACTABICHHON B

npuioxeHuu Ne 1.



7.B cocraB TexHMYECKOro (pailyla MOTYT BXOAWTH JIFOOBIE
JI0OKa3aTelbHbIE MaTepuaibl (JIOKYMEHTHI), B TOM 4HClie UH(OOPMAIIMOHHBIC
(HanmpuMep, TpE3CeHTAIlMK), KOTOPhIE MOTYT OBITh MPEICTABICHBI B BHUIC
MPUJI0KEHUHN WU OTAENBHBIX JIOKYMEHTOB.

8. Ha nmokasatenpHble MaTepuaibl (JIOKYMEHTHI), BXOJAIINE B COCTaB
TEXHUYECKOTO (pailjia KaKk CaMOCTOSITENIbHbIE TOKYMEHTHI (Hampumep, (aiin
MEHE/KMEHTa PHUCKA, MHCTPYKUHUSA IO NPUMEHEHUIO), AAIOTCA CCHUIKH B
COOTBETCTBYIOIIUX pa3fieiax v (HJIM) IMyHKTaX TeXHUUECKOTo (aiina.

Ecim B cocraBe TexHuueckoro ¢aina TMONAOTCS JOKYMEHTHI,
NpPEAYCMOTPEHHBIE TEPEYHEM  JOKYMEHTOB, OHHM  BBIJICISAIOTCA  Kak
CaMOCTOSITENIbHBIE ~ CTPYKTYpHbIE  €QUHHUIBI  TeXHHYecKoro  (aiina
(c TpeAcCTaBIEHHMEM  JIONOJHUTEIbHOM  HMH(pOpMalMU, MO3BOJISIONIEH
COIOCTAaBUTh JOKYMEHTBI PETrUCTPALMOHHOIO JOChE CO CTPYKTYPHBIMU
AJIEMEHTaMU TEXHUYECKOTO (haiina).

Ecnim B cocraBe TexHuueckoro ¢aiiga TMONaOTCS JOKYMEHTHI,
MOATBEPKIAIOIINE OE30MaCHOCTh U A3(D(PEKTUBHOCTh METUIIMHCKOTO U3/IEIIHSI,
TO TIPOBEPSETCS COOTBETCTBUE €r0 ColepKaHus mnpuiiokeHusm Ne 3 u 4
K [IpaBrmiiam mpoBeneHUS KIMHAYECKUX HCHBITAHUM W OPUIOKEHUIO Ne 5

K Tp€6OBaHI/I${M K CUCTCMC MCHC/I?)KMCHTA Ka4CCTBA.

II. TpeGoBaHus K coepKaHMUIO U CTPYKTYPE TOKYMEHTOB
PETUCTPAIMOHHOTO JOChE

9. Jlnst aKcnepTU3bl U PErucTpalui MEAUIMHCKOTO U3/IENIUsI 3asBUTEh
NpeACTaBiIsSeT (HAMpaBiSIET) B YIOJHOMOYEHHBIA OpraH (3KCHEPTHYIO
OpraHMu3aInio) peepeHTHOrO TOCYAAPCTBA CIICIYIONINE JOKYMEHTHI:

1) peructpallmOHHOE N10CHE, COAECPXKAIICE 3aABJICHUE O TMPOBEIACHUU
perucTpanud MEAUIIMHCKOTO HU3JCIUS W 3asBJICGHHE O MPOBEICHUU

OKCIICPTU3bI MCAUIIUHCKOTO U3ACIINA (Hanee COOTBCTCTBCHHO — 3asBJICHHUC O
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perucTpanuu, 3asBICHHE 00 3KCIEepPTHU3E), JOKYMEHTHl COTJIACHO MEPEYHIO
JIOKYMEHTOB.

JIOKyMEHTBI ~TPEACTABIAKOTCS B JJIEKTPOHHOM BHJIE COIUIACHO
TpeGoBanusiM K SJIEKTPOHHOMY BHJY 3asBIIEHMM W  JOKYMEHTOB
PErUCTPAllMOHHOTO  JIOCh€,  MPEJACTABISEMBIX MPU  OCYIIECTBICHUU
perucTpanMu M 3KCOEPTU3bl 0€30MacHOCTH, KadecTBa M A(DPEKTUBHOCTU
MEIUIUHCKUX U3JENui, yTBepkaeHHbIM Pemennem Komnernn EBpasuiickon
sKoHOMHUYecKOor koMuccuu ot 30 uronsg 2017 r. Ne 78.

B cnywae ecnu 3akoHOAATENbCTBOM pPeGEPEHTHOTO TOCYJIapCTBa HE
MpEeayCMOTpEHa BO3MOXKHOCTH OGOpPMIICHUS] YKa3aHHBIX JOKYMEHTOB B
AJIEKTPOHHOM BHJE, YNOJHOMOYEHHBIA OpraH (9KCIEpPTHAs OpraHu3alIus)
ATOTO TOCyAapCTBa BIIPABE 3aMPOCUTh TaKUE JIOKYMEHTHI (WX KOMHWHU) Ha
OyMa>KHOM HOCUTETIE, KOTOPBIE MPEACTABIISIFOTCS 3asIBUTEJIEM
HEMOCPECTBEHHO WM 3aKa3HBIM MTOYTOBBIM OTIPABJIECHUEM C YBEIOMIIEHUEM
O BPYUYEHHH U OMUCHIO BIOKECHUS.

JIOKyMeHThI Ha OYMaKHOM HOCUTEJIC MPUHUMAIOTCS YIIOJTHOMOYEHHbBIM
OpraHoM (3KCIEPTHOM opraHu3alneil) peepeHTHOro rocyAapcTBa Mo OMUCH,
KOMHUSI KOTOPOW C OTMETKOW O JaTe MpueMa YKa3aHHBIX JOKYMEHTOB
BpydYaeTcs 3asBUTENIO (MIpU HENOCPEACTBEHHOM IMPEJCTABICHUU) WIIH
HaIpPaBJISIETCA €My 3aKa3HbIM MOYTOBBIM OTHPABICHUEM C YBEAOMIICHUEM O
Bpy4eHUU (IIPU MPEJCTABICHUHU 3aKa3HBIM MTOYTOBBIM OTIPABICHUEM ).

B cinywyae mpejactaBieHUs] TOKYMEHTOB PErMCTPAIlMOHHOIO JI0ChE Ha
OyMa)KHOM HOCHTEJIC 3aIBUTENb TAK)Ke MPECTABISAET X DJICKTPOHHBIEC KOTTUU
(o7eKTpOHHBIN 00pa3) Ha dJIeKTpoHHOM Hocutene (B ¢dopmare *.pdf
C TEKCTOBBIM CJIOEM C BO3MO>KHOCTBIO BBIJICICHUSI U KOMUPOBAHUS TEKCTA,
a TaKXe OCYIIECTBIICHUS TTOUCKA). DIEKTPOHHBIE KOMTUU JOKYMEHTOB JOJKHBI
OBITH NMPEJICTABIICHBI B COOTBETCTBUHM C KJIACCU(UKATOPOM BUIOB JTOKYMEHTOB

perucTpaiuOHHOIO JOChC MCIUITMHCKOT'O n3aCus, YTBCPKACHHBIM
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Pemennem Kosuternn EBpa3suiickoi 3JKOHOMHUYECKON KOMHUCCHU OT 3 ampens
2018 1. Ne 48;

2) KoUMW  JOKYMEHTOB, NOATBEPKIAIOMIUX  OIUIATY  IPOULEAYP
PEruCTpalK U SKCIEPTU3bI B peepeHTHOM TOCYAapCTBE.

3agBHUTENb HECET pPAcXoJbl Ha OKCIEPTU3Y M  PErUCTPaALUIO
MEIUIMHCKOr0 U3/I€NUs B COOTBETCTBUU C 3aKOHOJATENBCTBOM PEPEPEHTHOTO
rocyJlapcTBa, Ha COTJIaCOBAHME 3KCIIEPTHOTO 3aKIFOYEHHS — B COOTBETCTBUH
C 3aKOHOJIATEIBCTBOM I'OCYAapPCTB PU3HAHUSL.

10. IokyMEHTBI pETUCTPALIMOHHOTO IOCHE MPEACTABISAIOTCS Ha PyCCKOM
A3bIKE JTUOO COMPOBOXKJIAIOTCA MEPEBOJIOM Ha PYCCKUM S3bIK, 3aBEPEHHBIM B
NOPSIIKE, YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM PEPEPEHTHOrO0 ToCyJapcTBa
(B cityyae, eciid JOKYMEHTBI COCTABJIEHbI HE HA PYCCKOM SI3BIKE).

OKCIUTyaTallUOHHBIA JIOKYMEHT WM HWHCTPYKUUSA [0 TNPUMEHECHHUIO
MEAUIMHCKOTO M3/ENUs, PYKOBOJCTBO MO CEPBUCHOMY OOCIYKHBAHHUIO U
TEKCT MAPKUPOBKH MEAULIUHCKOTO U3AEIUS JOTIOJTHUTEIIBHO MPEACTABIISIOTCS
Ha TOCYJapCTBEHHOM $3bIKE (TOCYAapCTBEHHBIX SA3BIKAX) rOCYIapCTBa- UjieHa
OpyU HAJIWYUKM  COOTBETCTBYIOUIMX TpEOOBaHMH B  3aKOHOJATEIbCTBE
rocy1apCTBa-4JICHA.

3asBUTENIO0  cleayer  o0ecneYuTh  MOJIHOTY,  JOCTOBEPHOCTb,
HATrJISIIHOCTh M JIOCTYIHOCTh TMpEACTaBiIsieMOod WHGOpMAIuu, a TakKKe
ONEPATUBHOCTH €€ NMPEACTABIICHHUS.

OTBETCTBEHHOCTh 33 JIOCTOBEPHOCTh HWH(OpMalUU U CBEIACHUH,
COZIEPIKAIINXCS B PETUCTPALMOHHOM JTOCHE, HECET 3asIBUTEIIb.

11. B cocraBe perucTpaiimOHHOTO JOCHE MPEACTABISIFOTCS CIEAYIOIINAE
JNOKYMEHTBI, IPETyCMOTPEHHBIE IIEPEYHEM TOKYMEHTOB:

1) 3asBneHue 00 SKCIEPTHU3E U 3adBJICHUE O PETUCTPALIUU — YKA3aHHbIE
3asiBJICHUS] MPEJCTABIAIOTCSA 10 (hopmMaM corjiacHo npuioxkeHusm Ne 2 u 3

K HpaBI/IHaM perucrpaimmn  COOTBCTCTBCHHO, KOTOPLIC 3allOJIHAOTCA H
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3aBepsAIOTCS Ha oduIMaIbHOM OJaHke (B Clydae HaJMYMsl TaKoro OJiaHKa)
3asIBUTEJIS.

B cBeneHusx 0 Koae BU1a MEAUIIUHCKOTO U31ENHs (IIYHKT 7 YKa3aHHBIX
dbopM 3asBIIeHHI) yKa3bIBaeTcs WMHQpoOpMaIuds O Koje Buaa (Kojaax BHJQ)
MEJIUIIMHCKOTO W3JIEJUsl B COOTBETCTBUU C HOMEHKJIATYpOU MEIUIIMHCKUX
m3nenuii Coro3a, pa3MmenieHHOM Ha HHpopmanuoHHOM mopTaie Coro3a B
MH(POPMAaIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «HTepHeT» (Hanee — ceTh
NutepHer). Heckonbko KOAOB BHAA [JI1 OJHOIO PETUCTPUPYEMOTO
MEUITMHCKOTO U3/IETNSI MOTYT OBITh YCTAHOBJIEHBI TOJIBKO B CITy4ae HAIAYHUS
HECKOJIbKUX MOJieNiel (MapoK) MEAUIIMHCKOTO u3aenusi. B ciydae ykazanus B
3asBJICHUM HECKOJIBKUX KOJIOB BUJIa MEIUIIMHCKOTO U3 PEKOMEHIyeTCs
JOTIOJTHUTEIBHO MPEICTABIATh CBEJCHHUS, TO3BOJISIONINE COOTHECTH KAXKIYIO
13 Mozeei (MapoK) MEAUIMHCKOTO U3/IENNs C COOTBETCTBYIOIUM €i KOJIOM
BHUJA. B ciydae oTCyTCTBUSI B HOMEHKIAType MeauIMHCKuX u3aenui Coro3a
COOTBETCTBYIOIIETO0 BHUAA IS 3aABJISIEMOr0 MEAULMHCKOIO  M3IEIUs
3asBUTENIb TIepe]] TMoJlaueid 3asiBJICHUSI O pPErucTpanud oOecreyuBaeT
BKJIIOUCHHE HOBOTO BHJAa MEIUIMHCKOTO U3JCIUs B HOMEHKIATYPY
MeIUIMHCKUX u3nenuii Coro3a B COOTBETCTBHM C MOPSAIKOM OIpPEIETICHUS
BHJIAa MEAMUIMHCKOTO W3AENUsl B COOTBETCTBUU C HOMEHKJIATYpPOM
MeIUIUHCKUX wu3aenuit Coro3a, CO3[aHUsI HOBBIX BHUJIOB MEIULIMHCKHUX
W3JICIMM U UX BKJIIOYEHUE B HOMEHKJIATYPY COIJIACHO NPWIOKEHHIO Ne 2
(bopMa 3asBKM Ha ONpeACiCHUE BHAA MEAUIMHCKOTO U3JCIUs B
COOTBETCTBUU C HOMEHKIATypou meaunuHckux usnenuit Coro3a u dopma
3as1BKM Ha CO3/]JaHW€ HOBOTO BHUJA MEIMUIIMHCKOTO M3AENHS B HOMEHKIAType
MeAUIMHCKUX n3aeani Coro3a mpencTaBieHbl B TpWiIokeHUs X Ne 3 u Ne 4
COOTBETCTBCHHO).

[Ipy yka3zaHuM CBEICHUN O MPUHAIICKHOCTAX, HEOOXOAUMBIX IS

INPUMCHCHHUA MCIAUMIMHCKOIO MU3ACIHA 110 HA3HAYCHHUIO, B IIYHKTC 9
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yKa3aHHBIX (OpPM 3asBICHHI CJEAYeT PYKOBOJCTBOBATHCS MOHATHEM
(MPUHAIJICKHOCThY», YCTAaHOBJIEHHBIM NyHKTOM 2 I[lpaBun perucrpanuu,
COTJIACHO KOTOPOMY:

MPUHAJJIEAKHOCTh HE MOKET SIBJISATHCS MEIULIMHCKUM U3/ICIIHEM;

MPUHAJICKHOCTh  MpEHA3HAauY€Ha €€  MNPOU3BOJUTENIEM s
COBMECTHOTO MPUMEHEHHUS C OJHUM WM HECKOJIbKHUMHU MEIUIIMHCKUMU
U3/ICJIUSIMU TIPU UCTIOJIb30BAHUH B COOTBETCTBUU C UX Ha3HAYCHUEM.

CBeneHuss 0 MPOU3BOAUTENE MPUHAMIECKHOCTA YKA3bIBAKOTCA B TOM
yucie B pazaenax «Mojenb (Mapka) MEAULIMHCKOTO HU3IENUS, €€ COCTaB U
MPUHAJICKHOCTHY 3asBIICHUS 00 SKCHEPTU3E U 3asBJICHUS O PETHCTPALINH,
a TaK’Ke€ Ha MapKUPOBKE MPUHAIIC)KHOCTH.

B cBenenusix o mpousBoautene (myHKT 14 ¢opmbl 3asBiaeHus 00
skcriept3e M TyHKT 10 ¢opmbl 3asBiIEHUS O pPETUCTpPAllUM) CTpaHa
ONPENEIISIETCS C YUETOM MECTa HaXOXKJICHHS (PETUCTPALK) MPOU3BOAUTE,
OT UMEHU KOTOPOTO MEIUIIMHCKOE H3JEIUE BBITYCKAETCA B OOpalleHuE Ha
TamMo>XeHHOU TeppuTopun Coro3a.

IIpyu ykazaHum  CBEOEHUW O  MOPOM3BOJCTBEHHOM  IUIOLIAIKE
(MpOM3BOACTBEHHBIX IIOmMaAKax) (myHKT 15 ¢opmbl 3asBieHus o0
sKcmepT3e W MyHKT 11 Gopmbl 3asdBlIeHHs] O PETHCTPAIMH) CIEIYET
PYKOBOJICTBOBAThCS MOHSATHEM «MPOU3BOJICTBEHHAS MJIOIIA/IKAY,
YCTAaHOBJICHHbIM MNyHKTOM 2 IlpaBun peructparuu. Ilpu sToM 10A
OMPEICIICHHBIMU CTAUSIMU TPOU3BOICTBEHHOT'O MPOIIECCa TOHUMAIOTCS:

W3TOTOBJICHUE BCETO METUIIMHCKOTO U3/ICINS HJIM €70 OCHOBHBIX OJIOKOB
(KpoME OCHOBHBIX OJIOKOB, SIBISIIOIIMXCS MEIMIIMHCKUMH U3JICIUSIMU,
3apETUCTPUPOBAHHBIMM B yCTaHOBJIEHHOM  mopsake B Corose)
B TEPPUTOPUATLHO  O0OOCOOJEHHBIX  KOMIUIEKCAaX,  BXOAIIUX B

OpPraHU3alIMOHHYIO CTPYKTYPY IPOU3BOIAUTCIII MEAUIIMHCKOT'O U3 SN,
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W3rOTOBJIEHUE 110 JIOTOBOPAM €O CTOPOHHUM IMPOU3BOJMUTEIEM
(MOIpSAAYMKOM) BCEr0 MEIMIIMHCKOIO M3AENHS WIH €r0 OCHOBHBIX OJIOKOB
(KpOME€ OCHOBHBIX OJIOKOB, SBJISIFOIIUXCS MEIUIMHCKUMU HU3JCIUAMH,
3apETUCTPUPOBAHHBIMU B YCTAaHOBJIECHHOM Nopsifke B Coro3e);

CTEpHJIA3ALUS METULIUHCKOTO U3JIETHSI.

B cBeneHusx 00 YNOJTHOMOYEHHOM HPEACTABUTENE IMPOU3BOIUTENS
(myHKT 16 (opMmbl 3asiBI€HUS 00 SKCIIEPTU3E U MMYHKT 12 (GopMbI 3asiBIEHUS O
perucTpanuu) ykKaspiBaeTcss HWHGOpMaIUs TOJBKO 00 OJHOM JIWIIE,
COOTBETCTBYIOIIEM IIOHATHIO, YCTaHOBJIEHHOMY IIyHKTOM 2 IlpaBun
peructpauuu. [lpomsBoxurenu U3 TPETBUX TOCYAAPCTB  HA3HAYarOT
YIOJIHOMOYEHHOT'0 MPECTABUTENSI IPOU3BOAUTES, JEHCTBYIOIIETO B IEPUOT
oOpanieHus: MEANIIMHCKOro u3aenus B pamkax Coro3a, U MOAJEPKUBAIOT B
aKTyaJIJbHOM  COCTOSSHUM  MH(POpMalMI0 O  TakoM  IMPEICTaBUTENE
IIPOU3BOJUTENS, COJIEpKAILYIOCS B PEruCTPALMOHHOM JOCBE.
[IpousBoguTeny, SBIAIONIMECS PE3UACHTAMU TOCYAApCTBA-YJICHA, BIPaBe
HA3HA4aTh YIOJHOMOYEHHOTO MPEACTABUTEINS MPOU3BOAUTEIIS;

2) TOBEPEHHOCTh OT MPOMU3BOJUTENS HAa NpaBO MpEeACTaBICHUS
WHTEPECOB MPU peructpanuu (mpu HEoOXOoAUMOCTH) — odopmisercs B
COOTBETCTBUU C 3aKOHOAATENHLCTBOM pe(hepeHTHOI0 TOCY1apCTBa UM CTPAHbI
IPOU3BOAUTES;

3) IOroBOp MPOUBBOAUTEINSI C YIOJIHOMOYEHHBIM IPEICTABUTEIEM
npousBoAuTeNs JMOO ero komus (IpU  HAIMYAKU  YIOJHOMOYEHHOTO
NPEACTABUTENS MPOU3BOJIUTENSA) — JOKYMEHT, HAJEISAIOIIMN FOPUIAYECKOE
AMIO Wi (U3MYECKOe  JIMI0, 3apEeTUCTPUPOBAHHOE B  KayecTBE
VWHIUBUIYaJIbHOTO MPEINPUHUMATENS, OJTHOMOYHSIMHU IO IPEACTABICHUIO
UHTEPECOB  NPOUZBOAMUTENSI  MEAMIIMHCKOIO  M3JENMs, a  TaKxke

OTBC€TCTBCHHOCTHIO B HAaCTHU O6paHl€HI/I$I MCIAWIUHCKOTO U3JACIIUA B paMKax
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Cor3a ¥ UCHONHEHUsI 00s3aTeNIbHBIX TPEOOBAHUM, MPEABSIBISIEMBIX K
MEJIUIIMHCKUM U3JICIIHSIM.

Ecnu ynoaHOMOUYEHHBIN MpEeACTaBUTEIb MPOU3BOAUTENSI HE SIBISETCA
pe3usieHToM pedepeHTHOTO TOCYyAapCTBa, PErUCTPAIIMOHHOE JTOChE JOJKHO
COJICpXKaTh  KOMHUIO  JIOKYMEHTa, MOATBEPKIAIOIIETO  PETUCTPAIUIO
YIOJTHOMOYEHHOTO  MPEJACTABUTEISl  MPOUBBOAUTENS B KayecTBe
IOPUJIMYECKOTO JIMIa WIh (U3UYECKOro JIMIlA, 3apErUCTPUPOBAHHOTO B
KaueCcTBE UHIUBUAYAILHOTO MPEAITPUHUMATES;

4) xomvsl pa3peuIuTENbHOr0 JAOKYMEHTA Ha IPaBO MPOU3BOJICTBA B
CTpaHE MPOU3ZBOAUTENS C MNPWIOKEHHEM (IIPU HAIUYUM) — JOKYMEHT C
yKa3aHWEM HOMEpa U JaThl BbIJIAYU, BBIIAHHBIN YIIOJTHOMOYEHHBIM OPTaHOM
CTpaHbl MPOU3BOJUTENS, JAIOIMIUN MPABO OCYIIECTBIISITh COOTBETCTBYIOITUN
BU/I JICSTEIHLHOCTH, COJEPKAIIMNA CBEICHHS 00 ajpecax MeCT OCYIIECTBICHUS
COOTBETCTBYIOIIETO BHUAA JEATEIBHOCTH (MPU HAIW4YUMHA, B Ciy4ae
3aKOHOJIaT€IbHO YCTAaHOBJICHHOTO TPEOOBAHHUS B CTPaHE MPOU3BOJUTEIS).
JIOTOJTHUTEIPHO AHAJIOTUYHBIN JIOKYMEHT MOXET OBITh IIPEJCTaBJICH B
OTHOIIIEHUU MPOU3BOACTBEHHON TUIOMIAJIKU (B Cllydae, €ClIi MPOU3BOIUTEIb
MEJIUIIMHCKOTO U3JIENIUSI U €ro MPOU3BOJICTBEHHAS IUIONIAJKA HE SIBIISIFOTCS
OJTHUM JIUIIOM);

S) Konus JOKYMEHTA JU0O0 CBEACHUS, TOATBEPKIAIOIINE PETUCTPALIUIO
MPOU3BOJIUTENSI B KAa4eCTBE KOPUAMYECKOrO JIMIA JIMOO HUHAMBUIYATBLHOIO
peANpUHUMATENS], — KOTUS BBIJIAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTPaHbI
MPOU3BOJIUTENS] B COOTBETCTBUU C 3aKOHOAATEIBCTBOM YKa3aHHOW CTpPaHbI
JOKYMEHTa C YKa3aHMEM HOMeEpa M JaThl BbIJAYHW, JAIOLIMA MPaBo
OCYILECTBIATh JICSITEIBHOCTh B KAyeCTBE IOPUJIMYECKOIO JIMI[A WIIH
bu3nYecKoro JMia, 3aperucCTPUPOBAHHOIO B KA4€CTBE WHAMBUIYATBLHOTO

pENIPUHAMATENS.
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B ciryuae npencraBneHust CBEACHUN:

YKa3bIBAa€TCsl CChUIKa HAa MHGOPMALMOHHBIA pecypc B cetu MHTepHeT,
a Taxke HHGOpMaIKa 0 KoJaxX J0CTyIa (IIpyu HEOOXOAMMOCTH);

IPEACTABIISIETCS paclieuyaTaHHasi BEPCHUs CTPAHUIIBI HHOOPMAIMOHHOTO
pecypca B cetu IHTepHET;

6) xonus cepTuduKaTa COOTBETCTBUSI CUCTEMbI MEHE/IPKMEHTA KaueCTBa
TpedoBanusM crangapta [SO 13485 1160 cOOTBETCTBYIOIIETO PETHOHATIBHOTO
WIM HAIMOHAIBHOTO (TOCYAapCTBEHHOT0) CTaHAapTa rocylapcTBa — ujieHa
EBpa3uiickoro SKOHOMHYECKOTO COK3a (Jajmee COOTBETCTBEHHO  —
rocyapctBo-usieH, Coro3), BBIAAHHOTO Ha UMSI IPOU3BOIUTENS METULIMHCKUX
u3aenuil (MpoOM3BOACTBEHHOW IUIOMAAKKU) (P HAJIMYMH), — JOKYMEHTHI,
BBIJJAHHBIC HA WMS MPOU3BOJAUTENS (IIPOU3BOJICTBEHHOW TIUIOIIAJIKK),
NOATBEPKIAIOIINE  BHEIPEHHE  MPOU3BOAUTENEM  (IIPOU3BOJACTBEHHOM
IJIOIIAIKOM) CHUCTEMbl MEHEIKMEHTAa KayecTBa IMpPU  IPOU3BOICTBE
MEJUIIMHCKUX U3IENUH (C y4eTOM 0COOEHHOCTEHN CTa Iy TPOU3BOACTBEHHOTO
npoiiecca, BBITIOJIHSIEMOM MIPOU3BOIUTEIIEM (TTpOoU3BOICTBEHHOM
JIOIIA/IKOM)) B COOTBETCTBUU C TPEOOBAHUSIMU CTAHAAPTOB, SKBUBAJICHTHBIX
MexxayHapoaHomy ctangapty [SO 13485 (mpu Hanuuum).

B kxauecTBe MHOTO JOKyMEHTa MOKET OBITH MPEJCTaBIICH cepTUuduKar
HaJJIekKanen npou3BoAcTBeHHON npakTuku (GMP) (mpu Hanuuum);

7) nexnapaius 0 COOTBETCTBUU MEAUITMHCKOTO U3EIUS 00513aTeIbHBIM
TpeOOBaHUSIM TOCYAApCTB, HE sBisAtomuxca wieHamu Coro3a (Hampumep,
JUPEKTUBAM WM perilaMmeHTaM EBporneilckoro coro3a), WM 3KBUBAJICHTHBIM
JTOKYMEHT (MpW HAJW4YUM) JIMOO KOIMUS TaKuX JOKYMEHTOB — CBEICHUS,
COJIEpIKAIlIMECS] B YKAa3aHHOM JIOKYMEHTE, JOJKHBI MO3BOJISITH OJHO3HAYHO
UJIESHTU(PUIIUPOBATH MEAUITUHCKOE U3IEIUE (B TOM YHCIIE €ro MOAETH (MapKH)

(mpu HaNMMYMM)), HA KOTOPOE PACIIPOCTPAHSETCS €ro ACHCTBUE;
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8) KOMUsi PErucTparMoOHHOrO YJIOCTOBEPEHUSI MEIUIIMHCKOTO HW3JCIIHS
(ceprudukara  cBOOOIHOW  TPOJAXH, cepTUPUKATa HA  IKCIOPT
(32 MCKIIIOYEHHEM MEIUIIMHCKUX W3JIeJINi, BIIEPBbIC MPOU3BEICHHBIX Ha
TEPPUTOPUU TOCYAAPCTBA-UJIEHA)), BBIIAHHOTO B CTpPaHE IPOU3BOJIMUTEIS
(Ipu HATMYUK);

9) cBeneHUs O perucTpaudv B JIPyrUX CTpaHax CO CChUIKOM Ha
JNEUCTBYIOIIME HWCTOYHUKM TaKUX CBEICHUN U DJIEKTPOHHBIM  (aiin,
COJICpIKAILMM TaKUE CBEICHUS, WIM KONUA JOKYMEHTA, YAOCTOBEPSIOIIETO
PErUCTpalUI0 MEIUIIMHCKOTO M3JEIUs B APYTrUX CTpaHax (MpH HAIU4UH), —
npeacTaBiIsieTcss il WHQOpMauu O TOM, UYTO MEIUIIMHCKOE U3JIEeTUe
3apETUCTPUPOBAHO B APYTUX CTpaHaX.

MoryT ObITh NpPEACTABICHBI CBEJCHUSI O PETUCTPALMU METUIUHCKOTO
W3NSl B JIPYTMX CTpaHax CO CChUIKOM HAa MCTOYHUKH TaKHX CBEICHUM
(HampuMmep, cchbUIKa Ha 0a3y MaHHBIX, APYrHe MHPOPMAIIMOHHBIE PECYpCHI,
coJiepkalirecs B *HOOPMAIMOHHBIX CUCTEMAaX, a TAaK)Ke MHPOPMAIIHS 0 KOJIax
noctyna (mpu HeoOxoauMocTH)). B maHHOM ciydae JOTOJHUTEIHHO
NPEJCTABIISICTCSL paclieyaTaHHasi BEpPCUsS CTPaHUIBI  HUHGOPMAIIMOHHOTO
pecypca B cetu nTepHer;

10) naHHBIE O MAapKUPOBKE U YMAKOBKE (IMOJHOLBETHBIE (C YKa3aHHEM
KOJIUPOBKHM IIBE€Ta) MAKEThl YMAKOBOK M 3TUKETOK), TEKCT MAapKUPOBKH Ha
PYCCKOM  SI3bIKE M TOCYJApCTBEHHBIX  f3bIKaX  T'OCYJIapCTB-YICHOB
(mpu HEOOXOAMMOCTH) — JAaHHBbIE NPEACTABISIOTCS B COOTBETCTBUM C
TpeOOBaHUSIMU K  MAapKHUPOBKE  MEAMIIMHCKOTO  M3JACNIUS  COIJIACHO
nyHKkTaMm 58 — 63 u 105 O0muux TpedoBaHUi.

VYKkazaHHble  JaHHbIE JIOJDKHBI  TO3BOJISITh  MACHTU(DUIIMPOBATH
MapKHUPOBKY B ITOJTHOM 00beMe (0T MapKUPOBKU, HAHOCUMOW Ha MEJIUIIMHCKOE

n3acianuc, B TOM 4YHCIC Ha JJICMCHTBI €0 COCTaBa (HO HpI/IMeHI/IMOCTI/I)
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U TPUHAMISKHOCTH K HEMY, O MapKHUPOBKH TPAHCIIOPTHOW YIaKOBKHU
MEJIUIIMHCKOTO U3/eusl (110 MPUMEHUMOCTH)).

N nentudunupyommumu npu3HakaMu MOTYT ObITh, HAIIPUMED, CBEICHUS
O PEKBU3UTAX  PETUCTPALMOHHOTO  YAOCTOBEPEHHUS, HaUMEHOBaHUE
MEIUITMHCKOTO W3JENHs, DJIEMEHTOB €ro COCTaBa, IPHUHAJIC)KHOCTEH,
HAaMMCHOBAHHE TMPOU3BOJUTEIS MEIUIIMHCKOTO W3NS, JJIEMEHTOB €ro
COCTaBa, MPUHAJICKHOCTEH, U (WJIM) HOMEP WM HAMMEHOBAHUE MOJIENU
(Mapk#) MEIUIIMHCKOTO M3AEHus, U (MIM) CChIIKA Ha MACHTU(PUIIUPYIOMINMA
HOMEp (apTukyJs) Mojaenu (Mapku), DJJEMEHTOB €ro cocraBa H
NPUHAJISKHOCTEH, a Takke KOMOMHAIMS OSTUX HICHTUPHUIIUPYIOMINX
PU3HAKOB. B ciyuae eciv 3asBIIGHHOE K PETUCTPAIIHI METUITMHCKOE U3ICTTHE
COJICPKUT HECKOJBKO MoJienieli (MapoK) WM HECKOJBKO JJIEMEHTOB €Tro
COCTaBa, TO HA UX MAPKUPOBKE U B UHCTPYKIIUHU 11O MPUMEHEHUIO KOHKPETHOTO
U3JIeTUsl YKa3bIBA€TCA HAMMEHOBAaHHWE €ro Mojeau (MapKu), NpU 3TOM
0000IIIEeHHOe HAaMMEHOBAHUE MEAUIIMHCKOTO W3JIETUs B COOTBETCTBUM C
3asiBJICHUEM O PETHUCTPAIIH MOXKET HE YKa3bIBaThCH.

JIst MEIUITMHCKUX M3ACNNIN, UMEIOIUX HECKOJIbKO MoJjienel (Mapok),
noJisk JJIS M3MEHSEMBIX TapaMeTpoB (3a HCKIIOYEHHUEM IapaMeTpOB,
BIUSAIOMNX Ha 0€30macHOCTh U A(DPEKTUBHOCTH METUIIMHCKOTO W3IEIHs)
B MTPOCKTAaX (MaKeTax) MApKUPOBKHU JOMYCTUMO OCTABJISATH HE3AMOTHEHHBIMHU.

TexcT MapKUpPOBKM HAa TOCYAApCTBEHHBIX SI3bIKaX TOCYIApCTB
MPU3HAHMS MOXKET MPECTABIATHCS Mocie (GOPMUPOBAHUS MOJOKUTEITHLHOTO
9KCIIEPTHOTO 3aKITIOYCHUS;

11) uadopmarus o pa3paboTKe M TPOW3BOJICTBE: CXEMBI MPOIECCOB
MIPOU3BOJICTBA, OCHOBHBIC CTAJWH IMPOU3BOJICTBA, YIMAKOBKA, WCTBITAHUS U
IpoIieIypa BhITyCKa KOHEYHOTO MPOIyKTa — HHGOPMAIUs, TIPeIcTaBisieMast
IIPOM3BOUTEIIEM B CBOOOIHOW (hopMe, B KOTOPOH OMHMCHIBAIOTCS OCHOBHBIC

CTaJUM TPOU3BOJACTBEHHOrO TIIipoliecca (BO3MOXKHO, B BHJIE CXEM)
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PETUCTPUPYEMOTO METUIIMHCKOTO M3JAENIUS C YKa3aHHUEM IPOU3BOIACTBEHHOM
MJIOIIAIKHY (MPOU3BOJICTBEHHBIX IIJIONIAI0K), HA KOTOPOU BBITTOIHSAETCS Ta I
WHas CTajus MPOW3BOJCTBEHHOTO IpoIlecca, B 00beMe, KOTOPBIN MO3BOJISIET
OJIHO3HAYHO WJICHTU(UIIMPOBATh TMPOW3BOJCTBEHHBIN IMPOIIECC, BKIIFOYAs
B3aUMOJCUCTBUAS B paMKax MOPOU3BOACTBEHHOIO IIpolecca, a TaKkKe
YKa3bIBAa€TCsl  CTpaHa  MPOUCXOXKICHHS, KOTOpas  ONpEeAeisieTcss B
cooTBeTcTBUM C I[lpaBunamMu omnpeneneHusi MPOUCXOXKICHUS TOBAapoOB,
BBO3MMBIX Ha TaMOXXEHHYIO TEeppUTOpHUIO0 EBpa3suiicKOro 3KOHOMHYECKOTO
coro3a (HempedepeHIMaIbHBIMKA TIPaBUJIAMH OTIPEICIICHHUS TTPOUCXOKICHUS
ToBapoB). KpoMe Toro, ykaseiBaercs nHpopmarus 00 UCIBITAaHUAX, KOTOpast
BKJIIOUAET B C€0sl CBEJICHUSI O MPUMEHSIEMbIX MeToax. JlJisi Kaxkaoro MeToaa
UCIIBITAHU M (M3MEPEHUI, aHAJIN3a) B 3aBUCUMOCTH OT CTICIIU(DUKH TPOBECHUS
YCTaHaBJIMBAIOTCS:

MeTOo bl oTOOpa pod (0O6pasIoB);

000pya0BaHUE, MaTEPHUANIbl, PEAKTUBBI U JIP.;

MPOIIECC MOATOTOBKHU K UCIIBITAHUIO (M3MEPEHUIO, aHATU3Y);

MPOIIECC MIPOBEICHUS UCTIBITAHUS (M3MEPEHUS, aHAJIN3a);

00paboTKa pe3yIbTaToB.

B cnywae ecnm  nmpouM3BOAUTENh  MEOUIIMHCKOTO  M3MCIUA U
MIPOM3BOJICTBEHHAs TUIONIAAKA SBJISIOTCS Pa3HBIMHU JIMIIAMH, PEKOMEHIYeTCs
JOTIOJTHUTENBHO TPEICTABIATh JOKYMEHTBI, MOJTBEPKIAOIIME HAIUYUE
MIPOU3BOJICTBEHHBIX OTHOILICHUM MEXITY MIPOU3BOIUTEIEM u
MPOU3BOACTBEHHONW  IUIOMIAAKOW W cojepkamme HHGOpPMAIUIo O
pacnpeieIeHu OTBETCTBEHHOCTH 3a IMTPOU3BOAUMYIO TPOIYKIIUIO;

12) cBeneHnss 0 mMpOM3BOAMUTENIC: HAMMEHOBAHUE, BHUJ ACSITEIbHOCTH,
IOpUIMYECKUM asipec, popMa COOCTBEHHOCTH, COCTaB PyYKOBOJCTBA, IIEPEUCHb
MOJpa3ACICHUN W JIOYEPHUX KOMIIAHWH, YYacCTBYIOIIUX B IIPOM3BOJICTBE

3a4BJIEICMOI'O Ha PCrucrpanuio MCIAUIOMHCKOIO M3ACIMA, C YKAa3aHHUCM HX
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cTaTyca ¥ TIIOJHOMOYMNA — B KAyeCTBE TAaKUX CBEJCHHUN MOTyT OBbITh
MPEJICTABIICHBI KOMTUU YCTABHBIX JJOKYMEHTOB.

JlaHHble CBeNEHHUS MOTYT COJEPKaThb CCBUIKM Ha JIOKYMEHTHI
PErUCTPAIIMOHHOTO JIOCKhE, CoJiepkKalire TpedyemMyro nHOopMaIuio;

13) undopmanusa o mMapkeTUHre (MCTOpUS NMPHU YCIOBUU OOpalieHus
u3enuss Ha pbiHKEe Oosnee 2 Jer) (mpu Hamuuuu) (MIPECTaBIISIETCS
JUISE  MEIUIMHCKOTO  M3JIeNUs  KJIacCOB  MOTEHIMAIBHOTO  PHUCKa
npuMeHeHus 20 u 3) — uadopmanus, npeacrapiasieMas B CBOOOgHOM dopme,
C yKa3aHHWEM CBEJICHUM O BpPEMEHH BBIMyCKa B OOpallleHHe Ha PBIHOK
MEJUIIMHCKOTO U3JIETHs, O PhIHKAaX, Ha KOTOPBIX 00pallaeTcs MEeIUIMHCKOE
U3JIeNINE, a TAKKE OPUCHTUPOBOYHOTO CYMMAapPHOT0O KOJIMYECTBA BBIMYIIICHHBIX
MEJIUIMHCKUX U3CIIUM.

B cnydae ecnu peructpupyemMoe MEIUIIMHCKOE U3JIENe 00paliaeTcs Ha
pPBIHKaxX TPETbUX TOCYAApCTB B KA4ECTBE MPOIYKIIMU, HE OTHOCSIIEHCA K
MEUIIMHCKUM H3JEIHUSAM, WIA Uil OOpalleHus] MEIUIIMHCKOTO HU3JETusl B
KaKOW-JTM00 U3 CTpaH He TpeOyeTcs HaTuYue IOKYMEHTA, YIOCTOBEPSIOIIETO
PErUCTpAIlMI0 MEIUIIMHCKOTO u3Aenus, B HHPOpPMALMM O MAPKETUHTE
MPUBOJIUTCSI COOTBETCTBYIOIIEE PA3bICHEHNUE;

14) cooOmieHuss 0 HECYACTHBIX CIydasX M OT3bIBaxX (MH(pOpMAIHS HE
NPEACTABISIETCS JUIsi BHOBb  pa3pabOTaHHBIX H  CHPOCKTHPOBAHHBIX
MEIUIIMHCKUX U3JIETUM): CIIUCOK HEOIaronpusiTHIX COOBITUN (MHIIMICHTOR)
WM HECUYaCTHBIX CJIy4yaeB, CBS3aHHBIX C MCIIOJIb30BAaHUEM M3JCIHS,
U YKazaHue Nepuoja BPEMEHH, HAa MPOTSKEHUH KOTOPOIro MPOUCXOAMIH
YKa3aHHbIC Clly4au; €CJIM HEOJAronpusTHbIX COOBITUN (MHIMACHTOB)
CJIMIIIKOM MHOT0, HEOOXOIUMO MPECTaBUTh KPaTKUE 0030pbI MO KAKIOMY U3
TUIOB COOBITUH M yKa3aTh OOIEe KOJIMYECTBO COOBITUN KaXKJOro THIIA,
O KOTOPBIX IMOCTYIAJX OTYETHI; CIHCOK OT3BIBOB C PbIHKA MEIUIIMHCKHUX

HSHGHHﬁ )51 (I/IJ'II/I) INOACHUTCIIBbHBIX YBGI[OMJ'IGHI/Iﬁ U OIIMCAaHUuEC II0AXO0Jda K
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PACCMOTPEHUIO ATUX MPOOJIEM U UX PEIICHUIO TMPOU3BOJIUTEISIMHU B KaXKJIOM
U3 TaKUX CJIy4YaeB; OMMCAHUE aHaIu3a U (WJIH) KOPPEKTUPYIOIIUX NEUCTBUM,
NPEANPUHATEIX B OTBET HAa yKa3aHHBIC clydau (HE TPEACTABISIOTCS IS
MEIUIIMHCKOTO M3JENIUS JUIS TUArHOCTUKU in Vitro Kiacca IMOTEHIIHAJIbHOI'O
pucKa TIpUMEHEHHs 1), — JOKyMEHT O HeOJaronpusITHBIX COOBITHUAX
(MHIMIEeHTaX ), TPOU3OMIEAIIMX HAa BCEX ATarax oOpallleHUs MEIUIIMHCKOTrO
m3nenusi B pamkax Coro3a W Ha TEPPUTOPUSAX TPETbUX TOCYJIApPCTB,
COCTaBJICHHBIN MTPOU3BOJAUTEIEM B CBOOOAHOM popme. B ciryuae oTcyTcTBUS
CBEJICHUN O HEOJIArompHsATHBIX COOBITHSAX (MHIMIEHTax) W (WUIM) OT3bIBAX
C pbIHKAa MEIULUMHCKOTO HW3JEIUs MNPOU3BOAUTENb (YIOJIHOMOYECHHBIN
NpEJCTABUTEh  MPOU3BOAUTENS])  YKa3bIBa€T, YTO TaKWe€ CBEICHUS
OTCYTCTBYIOT;

15) nepeyeHb CTaHIAPTOB, KOTOPHIE MPUMEHSUINCH IPOU3BOJUTEIEM
MIpY MPOCKTUPOBAHUM U TTPOU3BOJICTBE MEAUIIMHCKOTO U3/IEHs (C YKa3aHUEM
HAaUMCHOBaHMS M 00O3HAYEHWs] CTAHIAPTOB), — JOKYMEHT, B KOTOPOM
YKa3bIBAIOTCS 0003HAYCHHUS U HAMMEHOBAHUS CTaHJApPTOB, BKJIFOYEHHBIX B
nepeyeHb CTaHIapTOB, B PE3yJIbTaTe MPUMEHEHHUSI KOTOPBIX Ha TOOPOBOJILHOM
OCHOBE TIOJHOCTBIO WJIM YaCTHYHO oOOecIleyuMBaceTcsI  COOIIOJCHIE
COOTBETCTBHS MEIUIIMHCKUX M3ennii OOmuM TpeOoBaHUSIM 0€30TTaCHOCTH H
3G (PEKTUBHOCTH MEAUIIMHCKUX U3JIETINH, TPEOOBAaHUSIM K X MapKUPOBKE U
AKCIUTYaTallMOHHON JOKYMEHTAIlMU Ha HUX (MpuiiokeHue Kk PekomeHnanuu
Konnerun EBpa3zuiickoil skoHOMUYecKOr kKomuccuu ot 4 centsaops 2017 r.
No 17) (manee — mepedeHb CTaHIAPTOB), JIMOO MHBIX CTAHJAPTOB, KOTOPHIC
MPUMEHSIOTCS ISl JIOKa3aTeIbCTBA COOTBETCTBUS MEIUIIMHCKOTO H3JICIIHS
ykazaHHeIM ~ OOmmuM  TpeboBaHusM. JlomomHuTeNnbHAsS — WHGOPMAILHSI
OTHOCUTEJIbHO TPUMEHEHHSI CTaHAapTOB IpPUBEJACHA B NyHKTax 19 — 25
HACTOAINUX MeTOIUUeCKUX PEKOMEH 1IN ;

16) cBeieHMA O COOTBETCTBMM MEIHUIIMHCKOro wm3nenus OOommm

TpeOoBaHMAM Oe30macHOCTH M A(P(OEKTUBHOCTH MEIAUIIMHCKUX H3CIHM,
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TpeOOBAaHUSIM K UX MAPKUPOBKE U AKCIUTYaTAIIMOHHOM JOKYMEHTAIIMU Ha HUX,
yTBep)KIeHHbIM Pemmenrnem CoBera EBpa3zuicKko 5JKOHOMHYECKON KOMUCCHH
ot 12 deBpans 2016 r. Ne 27 (nanee — O61ue TpeOoBaHusl), C MPUITOKECHUEM
JIOKYMEHTOB, CCBUIKM Ha KOTOPBHIE MMEIOTCS B YKAa3aHHBIX CBEICHHAX, —
CBEJICHHS, ITPEJICTaBIsIEMbIe TI0 popMe coriacHo nprtokeHuto Ne 2 k O01um
TpeboBaHusM. JlokazartenbHble MaTepuaibl (JOKYMEHTBI) MPUBOJATCS B
KaueCcTBE MPUWIIOKEHUM K yKa3aHHOW ¢GopMe WM KaK CaMOCTOSITEIIbHbIC
JTOKYMEHTBI PErUCTPAallMOHHOTO Joche. JlomomHuTenpHas wHGOpMAIIHS
OTHOCHUTEIHHO COOTBETCTBHS MEIUIIMHCKOTO u3aenus OOmuM TpeOoBaHUSIM
MpUBEJICHA B IMTyHKTaX 16 — 26 HacToAmmMX MeToauuecKuX peKOMEHIalINi;

17) nOKyMEHT, yCTaHaBJMBAIOIIMN TpeOOBaHUS K TEXHUYECKUM
XapaKTepUCTUKAM MEIUIMHCKOTO W3JIeNUsl, — JIOKYMEHT, COCTAaBJICHHBIM
MIPOU3BOIUTENIEM, COJICPKAIIUA CBEACHUS OO0 OCHOBHBIX XapaKTEPHUCTHUKAX
MEIMIIMHCKOTO W3JCHsl (HalpuMep, TEXHUUYECKHUE YCJIOBHS, CTaHIApPThI
OpraHM3anuM, cruenuukanuu), BKIOYas TEXHUYECKHE XapaKTePHUCTUKHU
AJIEMEHTOB COCTaBa MEIUIIMHCKOTO W3NS U MPUHAIICKHOCTEH, KOTOPhIC
NPOU3BOAMUTENL  HUCIOJAB3YEeT  JUIsl  JOKa3aTelbCTBA  COOTBETCTBUS
MEIUIMHCKOTO u3aenrs OOmmumM TpeOoBaHUSIM;

18) MpOTOKOIBI TEXHUYECKUX MCIBITAHUN, MPOBEICHHBIX B ILEIISIX
JIOKA3aTeIbCTBA  COOTBETCTBUA  MEAUIMHCKOro  m3geiaums  OOmmm
TpeOOBaHUSAM, MPOTrPaMMbl UCIIBITAHUM JTUOO KOMUHU YKa3aHHBIX JOKYMEHTOB
u (Wau) JOKYMEHTBI, COJAEpKalllhe JOKa3aTelbCTBA TMEPBOM CTOPOHBI
(HEe TpeACTaBIAIOTCS JJii PEareéHTOB, HAOOPOB PEAreHTOB, KOHTPOJIbHBIX
MaTepHalioB, KaIHMOpPAaTOpPOB, IPOMBIBAIOIIMX PACTBOPOB M IHTATCIHHBIX
cpen). IIpoTokonbl TEXHUYECKMX HCHBITAHUM MEAUIIMHCKOTO M3
JTOJKHBI OBITH BBIAHBI YIIOJJHOMOUYCHHBIMU OPTaHU3aUsIMUA U 0)OPMJIICHBI B
COOTBETCTBUHU C TMpujiokeHueMm K IIpaBuiiaMm mnpoBeAeHUS TEXHUYECKHUX

HWCHBITAaHUMN MCEAUITUHCKUX I/I3)16J'II/Iﬁ, YTBCPKIACHHBIM Pemennem CoBera
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EBpazuiickoii skoHOMHYECKOM Komuccuu oT 12 depans 2016 r. No 28.
B peructpaiimOHHOM JIOChE TAKXKE MPEJICTABIAIOTCS MPOrpaMMbl YKa3aHHBIX
VCTIBITAHUU.

[Ipu ompeneneHUU BO3MOXKHOCTH (HEBO3MOXHOCTH) TPEICTABICHUS
JIOKA3aTeIbCTB TMEPBOM  CTOPOHBI PEKOMEHAYETCS PYKOBOACTBOBATHCS
nyHKTamu 19 — 25 HacTosmux MeToaguyecknx peKOMEHAallni;

19) oTueT MO OICHKE OMOJOTMYECKOr0 JIEHCTBUS MEIUIIMHCKOTO
u3nenuss (Ipu  HEOOXOAMMOCTH) — JOKYMEHT, COJACp)KAIUil OIEHKY
OMOJIOTUYECKOTO JEHCTBUSI MEIUIIMHCKOTO HW3JENUs B YCIOBUSX in Vitro
U In Vvivo B paMKax MOpolecca MEHEIHKMEHTAa PUCKA B COOTBETCTBUU C
tpedboBanusmu cragaapta ['OCT ISO 10993-1-2021. B HeM npeacraBisitoTcs
CBEJICHUS O HAaWMMEHOBAaHWM, MAPKE MAaTepuajga U €ro MPOW3BOJUTENE WIIH
cnenuduKanys Ha MaTepual.

[Ipu ormeHke OMOJIOTMYECKOTO ACHCTBUS MEIUIIMHCKOTO HW3JENUs B
YCIOBUAX [N Vitro W In VIvOo PEKOMEHAYETCS HCIIOJIb30BaTh AJITOPUTM
CUCTEMHOTO MOJX0/1a K OILIEHKE OMOJIOTHYECKOrO JEHCTBUS MEIUIIMHCKOTO
W3JEIINS B YCIIOBUSIX M Vitro W in vivo B paMKax IIPOLIECCa MEHEKMEHTA PUCKa
COTJIACHO MPUIIOkKEHUIO Ne 5.

B oTuere npeacTaBisitoTCs JOKa3aTEIbHbIE MaTEPUAIb (I0Ka3aTEIbCTBA
NEepBOM  CTOPOHBI) (B TOM UHCIE€ MPOTOKOJbI  COOTBETCTBYIOIIUX
UCCIICIOBAaHUM  (MCIIBITAHUM), JIOKYMEHThI Ha MEIUIMHCKUE W3JIeIus,
UMEIOIIMECS] Ha PBIHKE, KJIMHUYECKUE JaHHbIE W T. J.) U OOOCHOBAHUS B
OTHOLICHHM KaXXJIOTO JTana NPUHATUA PEUICHUS B COOTBETCTBUHM C
QIrOPUTMOM, TIPEACTAaBICHHBIM B TpuiIokeHMH No S5 K HaCTOALIUM
MeTtoan4yeckuM peKOMEHAALUSIM.

IIpu ompeneneHnd BO3MOXKHOCTU (HEBO3MOXKHOCTH) TMPECTABICHUS
JI0Ka3aTeIbCTB IMEPBOM  CTOPOHBI PEKOMEHAYETCS PYKOBOACTBOBATHCS

nyHkTamu 19 — 25 HacTosmux MeToauuecKkux peKoMeHAallui;
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20) OpOTOKOJIBI MCCIIEIOBAaHUM (MCTIBITAHUI ) o OIICHKE
OMOJIOTUYECKOTO JIEUCTBUS MEIUIIMHCKOTO M3JEIusl, MPOBEACHHBIX B IEIAX
JI0Ka3aTelIbcTBa COOTBETCTBUS MEIUIIMHCKOTO u3aeiust OO1mumM TpedoBaHUsIM
(Ipu HEOOXOAUMOCTH ), TPOTPAMMBI KCCIICIOBAHUHN (MCIIBITAHUM ) TUOO KON
YKa3aHHBIX JIOKYMEHTOB — MPOTOKOJIBI HCCIIEIOBAaHUN (UCTIBITAaHUN)
MEJIUIIMHCKOTO W3JIENINsI, BbIJAHHBIC YIOJHOMOYEHHBIMU OPTaHU3ALMUSIMU U
oopMIICHHBIE B COOTBETCTBUU C NpuioxkeHueM K I[IpaBunam mpoBeaeHus
UCCIIeIOBaHUM (MCIIBITAHUM) C IEJBI0 OIEHKH OHOJOTHYECKOTO JICUCTBUS
MEIMIIMHCKUX u3Aenui, yrBepxkacHHbIM Pemennem CoBeta EBpasuiickoi
PKOHOMHYECKOW Komuccuu oT 16 mas 2016 r. Ne 38, a Taxxe nporpaMmbl
YKa3aHHBIX UCCIIEIOBAHUH (MCTIBITAHUN);

21) otuer O KIMHUYECKOM JIOKa3aTenbCTBE dSPQPEKTUBHOCTU U
0€30MacHOCTH MEAUITUHCKOTO U3ENHS INOO €ro KOMUs — JOJIKEH COIePKATh
aHaIu3 M OUEHKY BCEX  HMEIOIMMXCS  KIMHUYECKUX  JIaHHBIX
(MOJIOKUTENBHBIX W OTPULATENIbHBIX), Ha OCHOBAaHUU KOTOPBIX JIEHAETCS
3aKJIIOYEHUE O KIMHUYECKOW Oe3omacHOCTH U 3(PPEKTUBHOCTH B
COOTBETCTBUU C TPeOOBaHUSIMHU, YCTaHOBJIEHHbIMU [IpaBunamu mpoBejeHuUs
KIMHUYECKUX HcObITaHui. OT4eT O KIMHUYECKOM JI0Ka3aTeNbCTBE
3 PEeKTUBHOCTH M 6€30ITaCHOCTH MEAUITMHCKOTO M3/ ITOIICPKUBACTCS B
aKTyallbHOM COCTOSIHUM C YY€TOM JIaHHbIX, TIOJYYEHHBIX B XOJI€
MOCTIPOAAKHOTO  MOHUTOPUHTA, U (WJIM) HOBOM  MOJTBEPKICHHOU
nH(pOpMaIMY U3 HAYYHBIX JTUTEPATYPHBIX U UHBIX OUIIHATHHBIX ICTOYHUKOB,
u (unu) uapopmanuu, cHOpMUPOBAHHON HA OCHOBAHUH OIBITa KIIMHUYECKOTO
NpPUMEHEHUS MEIUIMHCKOTO Wu3Jeinus (JTub0 Ha OCHOBaHWUU OIBITA
KIIMHUYECKOr0 MPUMEHEHUS] MEAMIMHCKOTO u3aenus (MEIMIIUMHCKUX
U3/ICNINM), OKBHUBAJEHTHOCTh KOTOPOMY  (KOTOPBIM)  IOJTBEpPXKJCHA
MIPOU3BOMTENIEM), Kacaromieicss ero Oe3omacHOCTU W 3(PGHEeKTUBHOCTH,

a TaKXKC COACPKHUT JaHHBIC 000 BCeX BBISIBICHHBIX He6HaI‘OHpI/I$ITHBIX
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COOBITUSIX (MHIIUJICHTAaX) U MPOTUBOIMOKA3aHUAX. AKTyalbHasi BEPCUSl OTUETA
MPEJICTABIISIETCS. B YMOJHOMOYEHHBIA OpraH (IKCHEPTHYIO OpraHU3aIluIo)
pedepeHTHOro rocyapcTBa Mo ero 3amnpocy.

CBezieHHs B OTYETE O KIIMHUYECKOM JI0Ka3aTeIbCTBE 3(PHEKTUBHOCTH U
0€30IMMacHOCTH MEIUIIMHCKOTO HU3JENIUsl MPEACTaBIAIOTCS B COOTBETCTBUU C
PYKOBOJICTBOM TI0 MPEJCTABJICHUIO CBEICHUN B OTYETE O KIMHUYECKOM
nokazarenbcTBe 3QPEKTUBHOCTU U 0€30MAaCHOCTH MEAMIIMHCKOTO HW3JCIHS
COTJIACHO MpUII0KEHUIO Ne 6.

B cnyuae ecnum MEIUIIMHCKOE WU3JIENIME€ MPUMEHSIIOCh TOJBKO B
OTHOIIEHUW OMPEAENEHHBIX IPYNM MAIlMEHTOB, ATO YKAa3bIBAETCA B OTUYETE O
KIMHUYECKOM  JloKazaTelabCcTBe  A(PpekTuBHOCTM U 0OE30MaCHOCTH
MEJIUIIMHCKOTO U3JENIUsI M WHCTPYKIMU IO MPUMEHEHUIO MEIUIMHCKOIO
u3nenus. CBedeHUs, YyKa3aHHbIE B HMHCTPYKIUH 1O NPUMEHEHHIO
MEUITMHCKOTO U3JIENHs, TOHKHBI COOTBETCTBOBATH JAHHBIM, COJIEP KAIIIMMCS
B OTYETE O KIIMHMYECKOM J0Ka3arelbCcTBE A(P(PEKTUBHOCTU M OE30MaCHOCTH
MEJIUIIMHCKOTO U3/IEIIHS.

OTyeT O  KIMHUYECKOM  JI0Ka3aTelabCTBE  3(PPEKTUBHOCTH U
0€30MacHOCTH  MEAMIIMHCKOTO  M3JENHsS  CIEIYyeT COTJacoBBIBATH C
MEIUIIMHCKUM CHEIUATUCTOM B OOJACTH TPUMEHEHUS MEIUIIMHCKOTO
uznenus. Kpanmudukaruss MEIUIIMHCKOTO CHEIUATNCTa TOITBEPKIACTCS
JOKYMEHTOM 00 oOpa3oBaHWU B 00JIACTHM MEAMUIIMHBI U O CHEHUAIBHOCTH B
COOTBETCTBUU C OO0JaCThIO MEAUIMHCKOTO MPUMEHEHHS MEIUIMHCKOTO
nu3aenus (CepTuprKaTOM CIEIUAINCTA, JUIIOMOM U T. 1.), MTyOTUKAITUIMH
MEIUIIMHCKOTO  CHeluaincTa (Hay9HbIMH CTaThsIMH, MOHOTpPaQUsIMH,
JIUCcCepTalUsIMU B 00JIaCTH MPUMEHEHUSI METULIMHCKOTO U3/IEIIHS).

JononHutenbHas  uHOpMamuss 00 OT4YETE O  KIMHUYECKOM

noKa3aTenbCcTBe 3(PGHEKTUBHOCTH M 0€30MACHOCTU MEIUIIMHCKOTO HW3JIEIus,
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BKJIFOYAsi PEKOMEHIAIIMN 10 €T0 CTPYKTYpPE, MPEACTABICHA B ITyHKTax 31 — 34
HACTOAIIMX METOAUYECKUX PEKOMEHIAIUN;

22) OTYeT O KIMHUYECKOM MCHBITAHUH (MCCIEAOBAaHUHU) MEIUIIMHCKOTO
U3JIeTUs. WA OTYET O KIMHUKO-71a00paTOPHOM HCTIBITAHUM (MCCIIEIOBAHUHN)
MEIMITMHCKOTO U3ICTIUS JJIsl AMAarHOCTUKH in Vitro (JIMOO €ro KOIMUs) — OTYETHI,
BBIJIAHHBIC YIIOJTHOMOYEHHBIMU OpraHu3anusMu, OQOPMIICHHBIE COIJIACHO
npunoxkeHussMm Ne 5 wmimm 7 coorBercTBeHHO K IlpaBmiiam mpoBeneHus
KIIMHUYECKUX UCTIBITAaHUN.

Cny4yau, B KOTOpBIX CJHEAYET MPEACTaBUTh OTYET O KIMHHUYECKOM
UCTIBITAaHUU (MCCIIEIOBAHUH ) MEIUIIMHCKOTO U3/IEHs, a TaK’Ke OCOOCHHOCTH
MPOBEJICHUS JTAaHHBIX UCIBITAaHUM (McchenoBanuil) onpeneneHsl [IpaBunamu
MPOBEACHUS KIIMHUYECKUX UCTIBITAHUM;

23) otuer 00 aHaANMM3€ PUCKOB M YIPABICHUU HUMHU JIMOO €ro KOMHs —
JIOKYMEHT, COCTaBJICHHBIM MPOU3BOAUTENIEM, B KOTOPOM UIECHTU(DUIIMPOBAHBI
BCE KAYECTBEHHbIE U KOJMYECTBEHHBIC XapPAKTEPUCTHUKH, CIIOCOOHBIC
MOBJIUSATH Ha O€30MaCHOCTh MEAUIIMHCKOTO U3JICIIUSI, ONIPEICICHBI ONTACHOCTH,
CBSI3aHHBIC C NPUMEHEHHEM MEIMIMHCKOTO M3MCJIHUS KaK B HOPMAIbHBIX
yCIOBHSIX (DYHKIIMOHUPOBAHUS, TAK U B YCIOBUAX OTKa3a B pabOTE WIIK HHOTO
COOBITHS, KOTOPOE MOKET MPUBECTH K BOBHUKHOBEHHUIO OITACHBIX CUTYyaIui U
IIPUYUHEHUIO BPEAA KW3HU, 3J0POBBI0 YEIIOBEKA, OKPYXKAOUIEH cpeae, u
OIICHEHBI CBSI3aHHbIE C HUMM PUCKH. B cooTBeTcTBUMU C MyHKTOM 4 OO0Imx
TpeOOBaHMI MPOU3BOJIUTEIIO CIIEYyET MOKa3aTh, YTO OH OLICHUBAET PUCKHU U
yOpaBIsieT HWMU TakuM o00pa3oM, 4YTOOBI OCTATOYHBICE PHUCKA ObLIH
JIOITYCTUMBIMH.

JIJ1st KOHKPETHBIX UACHTU(MUIIMPOBAHHBIX MPOU3BOIUTEIIEM OMMACHOCTEH
U OIMMACHBIX CUTYyaIlMi, KOTOPhIC OMPEACIICHbI CTaHIapTaMHM M0 0€30MaCHOCTU
MEIUIMHCKUX W3JEJINN, COIJIaCHO TEPEYHIO CTAHAAPTOB, MPOU3BOJAUTEID

MOXXCT HC OIpCACIATh MM HC OLNCHHMBATL COOTBCTCTBYIOIIMC PHUCKH.
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B sToMm ciydae BbINOIHEHHE TPeOOBAHMN CTAaHAAPTOB MOXKET CUHUTATHCS
BAJIMAUPOBAHHOW MEPOU MO YIIPABJIECHUIO PUCKOM.

JlononauTenpHas WHGOpMaIMS 00 aHaIUW3e PUCKOB IPEJICTaBICHA B
nyHkTax 27 — 30 HacTosAmmnx MeToauuecKuX peKoOMEeHAallui;

24) naHHbBIE O JIEKAPCTBEHHBIX CPEICTBAX B COCTABE MEIUIIMHCKOTO
u3nenusi (CoCcTaB JIEKAPCTBEHHOTO CPEJCTBAa, KOJUYECTBO, JAHHBIE O
COBMECTUMOCTH JIEKQPCTBEHHOTO CpPEACTBA C MEAUIMHCKUM U3JEIUEM,
perucTpanu JICKQpCTBEHHOI'O CPEJACTBA B CTpaHE MPOU3BOIUTEIIS)
(HE MpeACTABIAIOTCS JJIsI MEUIIMHCKUX U3ACTUN JJIs1 IUarHOCTUKMY in Vitro) —
CBCJICHHS, cojJepKamnue HHPOPMALMI0 O NPUMEHSIEMBIX JIEKapCTBEHHBIX
CpPE/ICTBax, WX IMPOU3BOJUTENSAX, MPUUMHE BKJIIOUEHUS B MEIUIIMHCKOE
uzjenue, 0e30MacHOCTH MPUMEHEHUS U MEXaHM3ME JIEMCTBUSI B COCTaBe
U3AeIus MPU NPEITyCMOTPEHHOM NMPUMEHEHUU, & TAKXKE KOIMMS JTOKYMEHTA,
MOJITBEPKAAIOIIEIO PETUCTPAIIMIO JIEKAPCTBEHHOI'O CPEJICTBA B CTpaHE
MIPOM3BOJIUTENS JICKAPCTBEHHOTO CpeacTBa. J[aHHBIE O COBMECTUMOCTH
JIEKApPCTBEHHOT'O CPEJICTBA C MEAUITUHCKUM U3JIEJIUEM MOTYT OBITh IPUBECHBI
MyTEM CCBUIKM Ha COOTBETCTBYIOIIUE JOKYMEHThI PETUCTPALIMOHHOTO JIOChE.

MenunuHCKoe Hu3/eNue, B COCTaB KOTOPOTO BXOJMT JIEKAPCTBEHHOE
CPEICTBO, CIEAyeT HCCIIeNOBaTh (MCIBITaTh) HA OMOJOTHYECKOE JICUCTBHE
(6MOCOBMECTHUMOCTh) B IIEJIOM, a B JIOKYMEHTaX PETHCTPAMOHHOTO JIOCHE
clelyeT yKazaTh IapaMeTpbl M METOAUKH JUIsi KA4eCTBEHHOTO U
KOJIMYECTBEHHOT'O OMPEAECICHUS JIEKAPCTBEHHOTO CPEICTBA, COAECPKAIIEroCs
B MCIUIIMHCKOM H3JCIINH;

25) nanHBIe O OWoJOoTMYecKoW Oe3omacHOCTH (TIPU  HAJIWYHWH)
(HE MpeCTaBIAIOTCS JJISI MEIUIIMHCKUX U3ACTUN JJIs1 TUarHOCTUKMY in Vitro) —
CBEJICHHSI O MaTepuajax >KMBOTHOTO WM YEJIOBEYECKOTO MPOUCXOXKIACHUS,
HAHOYACTHUIIAX, T€HHO-MOJIU(DUIIMPOBAHHBIX OpraHU3Max M JPYrUX BHOBH

paBPa6aTbIBaeMI>IX Marcpuajliax, BXOJAIIUX B COCTAaB MCAUIIMHCKOI'O U3ACIINAA,
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a Taxkxe nHGopMaIus o 1Mo I00pe HCTOYHUKOB (JJOHOPOB), OTOOPE MaTepuaia,
NPOIECCUHIe,  XPAaHEHUHU,  TECTUPOBAHUM,  BalUJalUM  MPOLEIYP
TECTUPOBAHUs, OOpaIEHUs C TKAHIMH, KJIE€TKaMU, CyOCTaHITUSIMU KUBOTHOTO
WIM YEJOBEYECKOTO MPOUCXOXKACHUS, KYyJIbTypaMHU MHUKPOOPTaHU3MOB U
BHUPYCOB.

JUIT MEeOUIUHCKUX M3JCIMM JUII JUArHOCTUKW i1 Vitro JaHHBIM
JOKYMEHT MOXET OBbITh 3alpolleH B paMKaxX IPOBEACHUS SKCIEPTU3BI
0e301macHOCTH, KaduecTBa U 3QPEKTUBHOCTH (B cllydae paclpoCTpaHCHUS Ha
PETUCTPUPYEMOE MEAUIMHCKOE W3AEIUE [JIsi JHATHOCTUKH in  Vitro
TpeOOBaHMM, MPEIYCMOTPEHHBIX moapazaenoM 3 pasaena IV OO6mmx
TpeboBaHUi);

26) naHHBIC O TPOILEAYpPE CTEPWIM3AIMHU, BKIOYas UHPOPMAIIUIO O
BAJIMJIALIMM  TIPOLIECCA, PE3yJbTaTbl TECTUPOBAHUS HA  COJEpIKAHUE
MUKPOOPraHU3MOB (CTENEHb OHOJIOTMYECKOW HArpy3Ku), MUPOTrEHHOCTH,
CTEpWIBHOCTU (MPU HEOOXOJIMMOCTH) C YKa3aHHEM METOJOB IPOBEIACHUS
WCIIBITAHUM U JJAHHBIC O BAJIMJIAIIMHU YITAKOBKHU (JIJISI CTEPUIIbHBIX U3JETUN) —
JIOKYMEHT, COCTABJICHHBIN ITPOU3BOIUTENIEM B COOTBETCTBUU C TPEOOBAHUSIMHU
JOKYMEHTOB, IPUMEHSEMBIX K PETHCTPUPYEMOMY MEIHUIIMHCKOMY H3JEIUIO
(HampuMep, CTaHIapTOB);

27) uadopmaris O CHEUUATBHOM MPOTPAMMHOM  OOECreYeHUU
(Ipy HaMWYWU): CBEICHUS TMPOUZBOJUTENS O BaJUJALMM MPOTPAMMHOIO
obecrnieyeHust — IOKYMEHT, COCTABJICHHBIN TPOU3BOIUTEIIEM B COOTBETCTBUH C
TpeOOBaHUSIMU  JTOKYMEHTOB, TPUMEHSIEMBIX K  PETHCTPUPYEMOMY
MEIUIIMHCKOMY HW3JENUI0 (Hampumep, craHaapToB). J(OKYMEHT JOJKEH
colepkaTh JaHHBIE O BepuDHUKAMM W BAIMIANUA MPOTPAMMHOTO
obecrieyeHus, B TOM 4Hcie HHopmaiuio o ero paspaboTke, Mepax u

CpeacCTBax 3allUTbl OT HCCAHKIMOHHPOBAHHOTO JOCTYIIA H oOecrieueHuun
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KHOepOe30MacHOCTH, TECTUPOBAHUU  IPOM3BOJMUTENEM, JIaHHBIE 00
UACHTU(PHUKALUN U MAPKUPOBKE;

28) oT4eT 00 MCCIeI0BaHUAX CTAOUIIBHOCTH JIMOO €ro Komus (B ciydae
IpEICTAaBICHHS OTUETa HA MHOCTPAHHOM SI3bIKE C IEPEBOIOM Ha PYyCCKUH S3bIK
pe3yibTaTOB U BBIBOJOB HMCCIEIOBAHMI) — I W3JEIUN, UMEIOLIUX CPOK
XpaHEHUs] — TOKYMEHT, COCTABJIEHHBIM MPOU3BOJUTEIEM B COOTBETCTBUHU C
TpeOOBaHUSMU  JOKYMEHTOB, MPHUMEHSIEMBIX K  PETUCTPUPYEMOMY
MEAULMHCKOMY HW3JAENUI0 (HampuMmep, CTaHAApTOB), MOATBEPKIAIOLIMI
CHOCOOHOCTh MEIUIMHCKOTO U3/ENUsl COXPAHATh XUMUYECKUE, PU3NUECKUE
CBOMCTBa B ONpENEICHHBIX IPaHULIAX HA MPOTSHKEHUU CpPOKa TOJHOCTH
(C yKa3zaHHMEM TEMIIEpAaTypHOTO peXUMa, BIAKHOCTH, KOJMYECTBA 00pas3IloB,
NapTUH, J1aThl UX WU3roToBIEHUS). CONEPKUT CBEIACHUS, HEOOXOAUMBIE IS
HNOJTBEPKACHUS CTAOUIBHOCTU MEAUIIMHCKOTO M3JIEHs, @ TAK)KE DJIEMEHTOB
ero cocrtaBa (HampuUMep, PEareHTOB, KapTpUPKE) BO BpeMs UX IJIAHOBOTO
OpUMEHEHHsI (B pealbHBIX WJIH HCKYCCTBEHHO CO3JaHHBIX YCJIOBHSIX).
B03MO0KHO BKJIIOUEHHE TAHHBIX O CTAOMIBHOCTH OTKPBITHIX (DJIAKOHOB U (MJIN)
CTaOMJIBHOCTH PeareHToB, NOMENIeHHbIX B Ipubop. K nnpopmanmu, Kotopyro
PEKOMEHAYETCS BKIIIOUUTh B JaHHBIA OTUET, OTHOCSTCS CIEAYIOIINE JaHHbIE:

000CHOBaHKE BbIOOpPA METOUKH UCCIIEI0BAHUS CTAOUIIBHOCTH;

BCE MOJIyYEHHBIE pPEe3yJIbTaThbl MPOBEACHHBIX HCCIIEIOBAaHUM, aHAIM3a
JAHHBIX, 000CHOBAHHME KPUTEPHUEB TPUEMIIEMOCTH;

000CHOBaHHUE TOTO, YTO YPOBEHb 0€30MaCHOCTU WU 3(P(HEKTUBHOCTU
MEAUIMHCKOTO HM3JIEIHsl HE U3MEHHUTCS B YCTAHOBJICHHBIX JOKYMEHTaluen
POU3BOJUTEINSI YCIOBUSIX XPaHEHUSI.

JUis MEAMIIMHCKUX W3JIEIHM, AJI1 KOTOPBIX HE yCTaHABIMBAETCA CPOK
TOJHOCTU (HAmpuMep, 3JIEKTPOMEIUIIMHCKOTO OO0OpYAOBaHUS WU JPYTUX
U3JIeTIUi, MPUTOJHBIX IS MHOTOPA30BOI0 HCIOJIb30BAHHUSA), MOXKET OBbITh

npeacraBJICHA I/IHCI)OpMaHI/I}I OTHOCHUTCIIbHO OLCHKH CpPOKa CJ'Iy>K6BI 58] 051
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OTYEThl 00 HMCCIIEOBAHUH CTaOMIBHOCTH METOJIOM YCKOPEHHOI'O CTapeHUS.
Nudopmanust o cpoke ciiy>)kObl MOXKET ObITh MPE/CTaBIICHA, HAIPUMED,
CBEJCHUSMH O KOJIMYECTBE IPOLEIYP, KOTOPOE MOXKHO MPOBECTH € TOMOILBIO
JAHHOTO MEIULIMHCKOTO U3/IEIUs B ONIPEIEIICHHBIN IEPUOJI BPEMEHH;

29) SKCIUTyaTalMOHHBIA JOKYMEHT WJIM MHCTPYKLHUS 10 NPUMEHEHUIO
MEIUIMHCKOTO HW3/eNIisg Ha PYCCKOM S3BIKE M TOCYJIapCTBEHHBIX S3bIKAX
rocyJIapCTB-4JICHOB (IIPM HEOOXOJAMMOCTH). DKCIUTyaTallMOHHBINA JTOKYMEHT
WIM HHCTPYKIMS [0 NPUMEHEHHIO MEIHWLIMHCKOIO  M3JIenus  Ha
rOCYAapCTBEHHBIX S3bIKAaX IOCYJApPCTB IPHU3HAHHUS MOXET MPEICTaBIATHCS
nociie 0popMIIEHHUS MOJIOKUTEIBHOTO 3KCIEPTHOTO 3aKII0YEHUS — JOKYMEHT,
COCTABJICHHBIA  MPOU3BOJUTENEM,  COAEpXKallud  uMHpOpManui B
cooTBeTcTBUU ¢ OOmMMUMU TpeOOBaHUAMU, KOTOPBIA MOKET BKIIIOUATh B CEOs
B TOM YHCJIE€ PYKOBOJCTBO IO 3KCIUIyaTallMM, METOJIWKY MEIULIUHCKOTO
OPUMEHEHHUsI, NachopT, (OpMyJslp, MHCTPYKUUU IO MOHTaXy, Hajajke,
TEXHUYECKOMY OOCIIy)KMBaHUIO, PEMOHTY, TPAHCIOPTHUPOBKE, XPaHEHHUIO,
YTHIM3ALUW METULIUHCKOTO 31T,

30) pyKOBOJACTBO IO CEPBUCHOMY OOCIYXKMBaHUIO — B Cly4yae
OTCYTCTBHSI JAHHBIX B JKCIUIyaTalMOHHOM NOKyMEHTauuu (IpU HAIAYUN).
JIaHHBIII JOKYMEHT Ha TOCYJApCTBEHHBIX SI3bIKax TIOCYJapCTB NPU3HAHUS
MOJKET MPEACTABIATHCS MOCe (POPMUPOBAHUS MMOJOKUTEIHHOTO SKCIIEPTHOTO
3aKJIHOYEHUS — JOKYMEHT, COCTaBJICHHBIN POU3BOJUTENEM,
PErIaMEeHTUPYIOIUKA MOPAIOK CEPBUCHOTO OOCITYKMBAHUS MEIULIMHCKOTO
U3JIENHSL, TPU HEOOXOAMMOCTH JIONOJHSIOIIUHN SKCIUTYaTal[MOHHBIN TOKYMEHT
WJIM UHCTPYKIIUIO 110 TPUMEHEHUIO MEIUIIMHCKOTO U3EIIHNS;

31)otyer O  pe3yabTarax  MHCIEKTHUPOBAHHS  MPOU3BOJICTBA
MEIUIIMHCKOTO u3Aenus Jubo ero komus (NP HAIWYUU) — JIOKYMEHT,
COCTABJICHHBIA HMHCHEKTUPYIOLIEH OpraHu3anded B COOTBETCTBUM C

TpeboBaHusIMH K CHCTEME MEHEIKMEHTa KadecTBa. JlomosHUTEIbHAas
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uHopmanusa o0 yKka3aHHOM OTYETE MPEJCTaBIeHa B MyHKTE 35 HACTOSIIUX
MeTroauuecKux peKOMEHIAIUN;

32) naH cOopa 1 aHaIM3a JaHHBIX 10 0€30MacHOCTH U 3P ()EKTUBHOCTH
MEIUIIMHCKUX HW3ACNUA Ha TOCTOPOJAXKHOM  dTafe — JIOKYMEHT,
COCTABJICHHBIA MPOU3ZBOJUTENEM JJIi MEIUIIMHCKUX HU3JIETUNA BCEX KJIACCOB
MOTEHIIMAIIBHOTO PUCKa MpUMEHeHHUs. Takoi miaH MOXKeT npeaycMaTpuBaTh,
HaIrpuMmep, CIAEAYIOIIME CIIOCOOBI MOTYyUYSHUS JaHHBIX: OT3bIBBI HOTPEOUTEIICH
o0 ombITe NPUMEHEHUS  MEIUIMHCKOTO  M3JCNHs, aHKETUPOBAHHE
MOJIb30BATENCH, 3aMMCH PE3YIbTATOB YCTHBIX OMPOCOB U Apyrue Gopmbl U
OTYETHI B COOTBETCTBUHU C JJOKYMEHTHPOBAHHOM MPOIIECTyPOH 0OpaTHOM CBSI3U
C TmoTpeduTeneM, NPEAYCMOTPEHHON CHUCTEMON MEHEI)KMEHTa KadecTBa
NpEANPUSATHS.

B nnane c6opa u aHanmm3a JaHHBIX MO 0e30mMacHOCTH U 3P ()EKTUBHOCTH
MEULIMHCKUX U3AEJIHNI Ha MOCTIPOJAXKHOM 3TAIE TAK)KE YKA3bIBAIOTCSA CPOKU
MPOBEJICHHS BCEX MEPOIPUATHIA.

[Inan cObopa u aHanM3a AAaHHBIX MO 0€30MacHOCTU U 3P (HEKTUBHOCTHU
MEAULMHCKUX U3IEIUN U TUATHOCTUKU i1 Vifro Ha MOCTIPOJAXKHOM dTare
OPUMEHUM 11 TOATBEPKACHUS UX AHAIUTHYECKOW U KIMHUYECKOU
3 PEeKTUBHOCTH;

33) NOKYMEHTHI, ITOJITBEPIKIALOIIUE pe3yabTaThl UCIIBITAHUN
MEJUIIMHCKUX U3JICIUM B IEISAX YTBEPXKICHHUS TUIMA CPEJCTB U3MEPEHUU
(B OTHOIIIEHMM MEAUIMHCKUX W3JIeNIUNA, BKJIIOYEHHBIX B TIEPEUYCHb BHUJIOB
MEIULMHCKUX HW3ACNHMI, MOJJIeKAIIUX OTHECEHUIO MPU MX PErUCTpaluu K
CpelcTBaM HM3MEpeHu, yTBepkAcHHbIM Pemennem CoBera EBpa3zuiickoi
sKOHOMHUYECKON Komuccuu ot 12 despans 2016 r. Ne 42), nubo ux xomuu —
JOKYMEHTBI CO CBEJCHUSMHU O pe3yJbTaTax HCHBITAaHWN, MPOBEJICHHBIX B
MOPSIKE, YCTAHOBJIICHHOM 3aKOHOJIaTE€JIbCTBOM I'OCY/IapCTBa-4ieHa B 00J1acTH

oOecrieueHrs  €IWHCTBA  W3MEPEHWH, B  BBIOPAHHBIX  3asgBUTEIIEM
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OpraHU3alUsIX, YIIOTHOMOYEHHBIX (HOTU(PUIIUPOBAHHBIX) B COOTBETCTBUU C
3aKOHOJATEILCTBOM T'OCY/IapCTBa-WieHa Ha NMPOBEICHUE UCTIBITAHUN CPEJICTB
W3MEPEHUM;

34) dbororpaduueckue u300pakeHWs OOIIEro BUJA MEIMIIMHCKOTO
U3eNus W NOpUHAUICKHOCTEH (mpu Hanuuuu) (pa3Mep HE MeEHee
180 MM x 240 MM) — HBETHbIE M300pa)k€HUs, MO3BOJISIIOIIUE OOECIECYUTH
OJIHO3HAYHYIO UJICHTU(UKALNIO MOJENed (MapoK) MEIUIIMHCKOTO HU3JEus,
AJIEMEHTOB MX COCTaBa U MPHUHAJIJICKHOCTEH;

35) TOKyMEHTBI,  MOATBEPKJIAIOIINE  KAdyeCTBO  JIEKAPCTBEHHOTO
Cpe/ACTBa, OMOJIOTUYECKOTO MaTepHaia M MHBIX BEIIECTB, KOTOPHIE BXOAIT B
COCTaB MEJIUIIMHCKOTO U3JCNIUS U KOHTAKTUPYIOT C OPTaHM3MOM YEJIOBEKA B
COOTBETCTBMM C Ha3HAUYCHHEM MEIUIIMHCKOIO W3JIeIUsd, a TaKxke
MpelHa3HA4YEHbl IS TPUMEHEHUS TOJIBKO C€ Y4YeTOM Ha3HAYeHUS
MEIUIIMHCKOTO H3JEIUs, ONPEACICHHOTO MPOU3BOJAUTEIEM, U BbIJIAHHBIC B
COOTBETCTBHU c 3aKOHOJATEIHLCTBOM CTpaHbl MIPOUCXOKICHUS
JIEKApCTBEHHOT'O CPEJICTBA, OMOJIOTMYECKOTr0 MaTepuaia U MHOTO BEIIECTBa,
00 UX KOMUU (M0 MPUMEHUMOCTHU) (HE MPEACTABISACTCS IS MEIUITUHCKUX
W3ACIUN U1l AMarHOCTUKHU in Vitro) — IpUMEpPaMH TaKUX JOKYMEHTOB MOTYT
SIBJISITHCS:

JIOKYMEHT MIPOU3BOIUTENS, MOJITBEPK A0 KauyeCTBO
JIEKAPCTBEHHOI'0 CPEJICTBA MPOMBIIIJICHHONW CEpPUU WIM MapTUM (MIPOTOKOI
aHaJu3a Wik cepTU(UKAT aHAIIN3a);

JIOKYMEHTAIUA 0 Ka4€CTBY C ONMMMCAHUEM METOJ0B KOHTPOJIS;

KOMHUS JIMIEH3UMHM Ha MPOU3BOACTBO JIEKAPCTBEHHOIO CPE/ACTBA,
BBIJIAHHOM YITIOJJHOMOUYEHHBIM OPraHOM CTpaHbl MIPOU3BOIUTEIIS;

Komusi cepTudukara COOTBETCTBUS TpeOOBaHUSAM  HaJIeKaIlei
MPOU3BOJICTBEHHOM TMPAKTUKH, BBIJIAHHOTO YIIOJIHOMOYEHHBIM OPTraHOM

CTpaHbl NPOU3BOUTENS (IIPU HAIUYHUH);
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KOIIHS MAcopTa Ha NapTHI0 OMoMaTepHana;

KOIHSI BETEPUHAPHOTO CBUAETENILCTBA (CIPABKH);

KOIHKSA OT4YeTa O MPOBEJACHUU ayJIuTa IMOCTaBIIMKA OHOJIOTHYECKOTO
MaTepuaa;

36) uHBIE JOKYMEHTHI, IPEJAOCTABICHHBIEC 3aBUTEIEM — JIOKYMEHTHI,
IPEACTABISIEMbIE 10 YCMOTPEHHUIO 3asBUTENs (Hampumep, AOKYMEHTHI,
MTOATBEPKAAIOIINE ITPABO UCIOJIB30BAHUS ITPOU3BOAUTEIEM TOBAPHOTO 3HAKA
Y UHBIX CPEJICTB UHAWBHAYyaIU3alUd MEIUIMHCKOTO W3JENHUsl, TOKYMEHTHI,
NOATBEP)KIAAIOIIME  IIOJHOMOYMS JIMI 1O 3aBEPEHHUI0  JTOKYMEHTOB
MPOU3BOJUTEINS U T. 11.);

37) onuch (B cilyyae MOJAaYM PETMCTPALMOHHOIO JOChE B OyMaKHOM
BUJIE) — CBEJCHUS O MPEACTABICHHBIX 3aABUTEIEM JOKYMEHTAX C yKa3aHUEM
KOJIMYECTBA JIUCTOB B KaXJIOM U3 HHUX. ONUCh COAEPKUT HMH(OpMAIHIO O
IIPEACTABUTENE 3asiBUTEIA, IPEICTABUBILNEM PETUCTPALMOHHOE [OCHE B
YIOJHOMOYEHHBIH OpraH (3KCHEPTHYIO OpraHu3aluio) pedepeHTHOro
rocyJapcrBa, a TakXke ero mnoamnuch. Pexomenayemass ¢opma omucu
IIPEACTABIICEHA B TPUIIOKEHUU Ne 7.

12. JlokyMeHThI, yKa3aHHbIE B MOJMYyHKTax 2 — 6 u 8 myHkra 11
HACTOAINX METONMYECKNX PEKOMEHIALNN, 3aBEPSIOTCS B COOTBETCTBUHU
C MEXIYHapOJAHbIMM HOPMaMH 3aBEpPEHUs WM HOPMaMH 3aBEPEHUS,
YCTAaHOBJICHHBIMM B COOTBETCTBHM C 3aKOHOJATENbCTBOM pedhepeHTHOTO
rocyJ1apcTBa.

B crpanax — ywactHunax KoHBeHIMH, OTMEHSIONIEH TpeOoBaHUE
Jerajgu3aldd WHOCTPAHHBIX O(QUIMATBHBIX JOKYMEHTOB, OT 5 OKTAOps
1961 roma Ha [OKyMEHTax MPOCTABISACTCS AaloOCTUJb, B CTpaHaXx,
HE SBIMIOIIMXCA CTpaHaMM — YYacTHUUAMHM yka3zaHHOW KoHBeHIuw,
JOKYMEHTBI JIETAJIM3YIOTCS 4Yepe3 KOHCYJIbCKUE CIIY»KObl, B CTpaHax —

ydaCTHHULAX KOHBGHHI/H/I o HpaBOBOﬁ IIOMOIIX K IIPABOBbLIX OTHOIICHMAX IIO
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IrpaXJaHCKAM, CEMEUHBIM U YTOJIOBHBIM AenaM OT 22 sHBaps 1993 roma —
HOTapHUaJIbHO 3aBEPSIOTCH.

13. lokymeHThI, yKa3zaHHble B moAnyHkrax 1, 7, 9 — 17, 18 (B wactu
konuil mporpamm), 19, 21, 23 — 30, 32, 34 — 37 nynkra 11 Hactosmmx
MeTtoanueckux PEKOMEH IALIN, 3aBEPSIOTCS IIPOU3BOIUTEIIEM
(ero ynoJiHOMOYEHHBIM MPEJCTABUTEIIEM ).

B ciywae ecnmm  JOKYMEHTBI NPOU3BOJAWTENS 3aBEPSIOTCS  €T0
YIOJIHOMOYEHHBIM TMPEJICTABUTEIEM, B PETHUCTPALMOHHOE JIOChE CIEAYET
BKJIIOYATh KOMNHUIO JOKYMEHTa, [MOJTBEP)KIAONIETO IMOJTHOMOYMS IO
3aBEPEHUIO0 JIOKYMEHTOB IPOM3BOJUTENS] W BCTYNUBIIETO B CHIY JI0
oQopMJIIEHHS COOTBETCTBYIOIIUX JOKYMEHTOB.

JIOKyMeHTBI, yKa3aHHbIe B TOANYyHKTe 18 (B 4YacTM JOKYMEHTOB,
COJIEpIKAIINX JOKa3aTeIbCTBa IMEPBOM CTOPOHBI) MyHKTa 11 HacTosmmx
MeToauueckux peKOMEH AN, 3aBEPSIFOTCS TPOU3BOAUTEIIEM.

14. JIokyMEHTbl PETUCTPALMOHHOTO JIOChE B BJIEKTPOHHOM BHUJIE
(Iub0 B BHJE SJEKTPOHHBIX KOMHUI JOKYMEHTOB) CJEIYEeT MPEACTABIATH C
YYETOM CJIEAYIOLIETO:

1) nokymeHThl, yKa3zaHHble B moanmyHkTax 1, 9 — 33, 35 — 37 nynkra 11
HACTOSIIIMX MeETOauYecKuX PEKOMEHAUN, MPEeACTaBIsA0TCS B (opmare
* pdf ¢ TEKCTOBBIM CIIOEM C BO3MOKHOCTBIO BBIJICIICHHS M KOMHUPOBAHUS
OJIOKOB, a TAaK)K€ OCYILIECTBICHUS TTOUCKA;

2) TOKYMEHThI, yKa3aHHble B noAnyHkrax 2 — 8 u 34 myHkra 11
HACTOSIIIMX MeTOauYecKux pPEeKOMEHIAlUi, MPEeACTaBIsA0TCsS B (opmare
* pdf ¢ paspemernem He meHee 300 dpi;

3) pasmep mro0oro aiyia perucTPArMOHHOIO JOChE HE IPEBBHIIIACT
100 MO cornacHo IlpaBuinam 35eKTpOHHOro oOOMEHa JaHHBIMU B
UHTErPUPOBAHHON HMHGOPMAIMOHHOM CHUCTEME BHEUIHEH U B3aUMHOU

TOProBiau,  yTBepxkAcHHbIM  Pemenuwem  Komnermn — EBpasuiickon
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SKOHOMHUYECKOU Komuccuu oT 27 ssuBaps 2015 r. Ne 5. B ciydae npeBblIieHUs
YKAa3aHHOTO pa3Mepa JOITyCKAeTCsA Ppa3leiCHUE JOKYMEHTAa Ha HECKOJBKO
Gbaiinos;

4) Bce JOKYMEHTBI PETUCTPAIIMOHHOTO JOChE O00s3aTeNIbHO HMEIOT
PEKBH3HUT «J1aTa BbIJIAYHN TOKYMECHTAY;

5) IOKYMEHTBbl ~ PETUCTPALMOHHOTO  JIOChE  MOPEACTABISIOTCA B
COOTBETCTBUU C KJIACCU(PUKATOPOM BUJIOB JOKYMEHTOB PETHCTPAI[MOHHOIO
JOChE€ MEIMIIMHCKOTO W3Aenusi, yTBepxkAcHHbIM Pemenuem Komneruu

EBpa3uiickoil 3xoHoMuueckoi komuccuu ot 3 ampens 2018 r. Ne 48.

III. TIpoBeaeHue IKCIIEPTU3BI OE30MTACHOCTH,
KadecTBa U 3(PHEKTUBHOCTH METUIIMHCKUX U3JETUI

1. OuieHka onucaHusa MEIUIIMHCKOT'O U3 IEIUS

15.1lpu ananu3e omUCaHUS MEIUIMHCKOrO W3JENUs HKCIepTaMu
YIIOJTHOMOYEHHBIX OPTraHoOB (PKCIIEPTHBIX OpraHU3allMii) OlIEHUBAIOTCS:

1) mpaBWIBHOCTL OTHECEHHSI H3ACIUS K MEIUIMHCKUM H3JICIIHUSIM.
[Ipu oneHKe NPaBUILHOCTH OTHECEHUS U3ACIUSA K MEIUIIMHCKAM W3IETUSIM
VUYUTHIBAIOTCS B  MOPAAKE MPUOPUTETHOCTH  OMNPEACIICHUE TOHSITUM
«MEIUIIMHCKOE H3ACNIME» M «MEOULMHCKME U3JICIUs JJIsl JUAarHOCTUKH
in vitro», npuMeHeHne KpurepueB OTHECEHUS MPOAYKIHU K MEIUIMHCKUM
M3IENUsAM B pamKax EBpa3HiCKOrO 3KOHOMHYECKOTO COKO3a COTJIACHO
Pexomenganmu  Komnermum  EBpa3uiickodi  3KOHOMUYECKONW  KOMHCCHUU
or 12 Hos0ps 2018 r. Ne 25. IloHATUS «MEIUIIMHCKOE U3JIEITUE)
Y «MEIUUMHCKUE U3EIUA U1 TUATHOCTUKMY i Vitro» TPUMEHSIOTCS C YYETOM
OTIpEICIICHUS MMOHSTHUS «Ha3HAYCHHUE MEJUIIUHCKOTO U3JICTIUS,
ycTaHoBlIeHHOro IlpaBumamu KiacCuuKamuu MEIUIMHCKUX W3ICTUNA B

3daBUCUMOCTHU OT IIOTCHIHUAJIbBHOTO PpHUCKa IMPUMCHCHUS, YTBCPKICHHBIMU
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Pemenniem Komnnerun EBpazuiickoit 5KOHOMHUYECKOU KOMUCCHUU OT 22 fieka0pst
2015 r. Ne 173 (nanee — IIpaBuiia kinaccudukanum);

2) NIpaBUJIBHOCTh  OMNpPENEIEHUA Kjlacca IMOTEHIHAIbHOIO pHCKa
NpUMEHEHHUs B cOOTBeTCTBUU C [IpaBunamu knaccudukanuu. [lpu ykazanuu
KJIacca MOTEHUUAJIbHOIO pUCKa IPUMEHEHUS 3asBUTEIb BIIPABE COCIATHCS Ha
npuMmeHsieMbld OyHKT IlpaBun kimaccupukamuu. Ilpu paccmorpenun
NPaBUILHOCTH OTHECEHUS MEAUIMHCKUX U3JEIUI JUIsl JUarHOCTHUKU N Vitro,
KOTOpbIE MOTYT TIPUMEHATHCS Kak oOmienadopaTopHble, K KIlaccy
NOTEHIMAIBHOTO pHUCKA IPUMEHEHHs | MpoBepseTcs BO3MOXKHOCTb HX
JBOMHOTO HAa3HA4YeHWs B COOTBETCTBMM ¢ mOyHKTOoM 39 IlpaBuin
KJIacCU(hUKALINH;

3) NpaBUJIBHOCTh OTHECEHUS K BUJY MEAUIMHCKOIO W3/ACNUs B
COOTBETCTBUM C HOMEHKIATypod MeauuuHckux wm3aenuit  Coro3a.
[Ipu NOArOTOBKE PErMCTPALIMOHHOIO OCHE 3asIBUTEND ONPEIEISAET BUI U KO
BHJIa MEIULMHCKOIO H3ACIHs B COOTBETCTBMM C HOMEHKJIATYypOU
MeauuMHCKuX u3aenuii Coro3a, pa3MeeHHON Ha MUH(POPMALIMOHHOM MOpTaJie
Coro3a B cetu Murepner (¢ yuerom mnoamyHkTa 1 mynkra 11 HacTosimmx
MeTtoandeckux peKoMeHIalui);

4) nndopmarus, pazmeriaemMasi Ha MAPKUPOBKE METUIIUHCKOTO U3ENns
U (WIM) D3JIEMEHTOB €ro COCTaBa W NPUHAMJICKHOCTEH, MO3BOJISIOLIAS
UJISHTU(PUIUPOBATh UX B COOTBETCTBUU ¢ mojapazzaenom 13 pazgena I wim
noapazaenom 11 pazmena IV OOmmux TtpeboBanuid. IIpoBepsiercs
JOCTaTOYHOCTh  HCIIOJIB3YEMbIX IPOU3BOJUTENEM HACHTU(PUKALUOHHBIX
OPU3HAKOB JUISl OJHO3HAYHOTO MPOCIEKUBAHUS CBA3M MEIUIIMHCKOIO
u3zienus U (WIM) 3JIEMEHTOB €ro COCTaBa M MPUHAJICKHOCTEN C JTaHHBIMH,
COJIEpKAIIMMUCS B PETUCTPALIMOHHOM JIOChE;

5) onucanue Mozene (Mapok) paccMaTpPUBAEMOI0 MEIULIMHCKOTO

U31CIINs;
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6) HAUIMYKME XapaKTePUCTUK, KOTOPBIE COAEPXKATCS B MHCTPYKLIMH IO
MPUMEHEHUIO U APYTUX JOKYMEHTaX, JIOCTYITHBIX KOHEUHOMY IOJIb30BaTEIIIO,
a TaKXKEe XapAKTEPUCTUK, KOTOPBIE MCIOJB3YIOTCS MPOUZBOAUTEIIEM IS
JI0OKa3aTeIbCTBA  COOTBETCTBUSA  MEAMIIMHCKOTO  m3aenus  OOmum
TpeOoBaHusIM. OIICHUBAETCS COOTBETCTBUE XAPAKTEPUCTUK, YKa3aHHBIX B
WHCTPYKITUU 110 TPUMEHEHUIO U PETUCTPAIIMOHHOM JOChE;

7) HanU4KME MEpPEeUHs] MPUMEHSIEMBIX CTaHAAPTOB (€CIM MPOU3BOIUTEIb
MPUMEHSET CTaHJAPTHI JUIsl obecnedeHusi 6e30macHoCTH U 3G (PEKTUBHOCTH
MEJIMILIMHCKOTO U3JICIIHs);

8) HalM4yue OMUCAHUS MATEPHUAIIOB, BCTYNAIOIINX B HEMOCPEACTBEHHBIN
WU OIMOCPE/IOBAHHBIM KOHTAKT C TEJIOM YEJIOBEKa C IENbI0 o0ecredeHus
GyHKIIMA MEIUIIMHCKOTO W3JIeJus B COOTBETCTBUU C €ro Ha3zHAYEHUEM
(32 UCKJIHOUYEHUEM MEIUIMHCKUX U3JCIUN JJIs1 JMarHOCTUKM in Vitro);

9) HaMuKe onKcaHus JEKaPCTBEHHBIX CPEACTB, KOTOPHIE COAEPIKATCS B
MEJIULIMTHCKOM U3JICJIMHU U KOTOPbIE OKA3bIBAIOT JOMOJHUTEIBHOE BO3/ICIICTBHE
Ha OpraHu3M 4YeJIOBeKa HapsAy C BO3JIEHUCTBUEM MEAUIIMHCKOTO U3ICIUS, X
BIIMSIHUE Ha (PYHKIIMOHAJIBHOCTh MEIMIIMHCKOTO H3CNHSl, COBMECTUMOCTD
JIEKAPCTBEHHOTO CPEACTBA C MEAMIMHCKUM H3JeIueM (32 HCKIIOYECHHEM
MEIULMHCKUX W3JEIUNA I8 JTUArHOCTUKW In Vitro), a TaKXKe CBEICHHUS O
pa3pellleHud Ha NPUMEHEHUE JIEKapCTBEHHOTO CpEICTBA B  CTpaHe
MIPOM3BOJIUTEINS JIEKAPCTBEHHOI'O CPEJCTBA;

10) HalMuKe omnMcaHus MATEPUANOB >KMBOTHOIO WIIM YEJIOBEYECKOTO
MPOUCXOKICHUS, KyJIbTYP MUKPOOPTaHU3MOB U BUPYCOB, BXOJISIIUX B COCTaB
MEIUITMHCKOTO HW3JeNus, WHPOPMAIMK O MOA00pe MCTOYHUKOB (IIOHOPOB),
orbope wMmarepuaia, o00pabOTKe, XpaHCHWH, TECTUPOBAHHWH, BaTHAAIIIN
MpOIEAYyp TECTUPOBAaHUS, a Takke 00 OOpalleHUuH C TKAHSIMU, KIETKaMH,
CyOCTaHIIMSMU )KUBOTHOTO UJIN YEJIOBEUECKOTO MPOUCXOKICHUS, KYJIbTypaMu

MUKPOOPraHU3MOB U BUPYCOB. CTeNeHb JAeTaNN3aluu JaHHOW UHGOpPMaALUU
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BBIOMPAETCS C YYETOM PE3YJbTATOB aHAIM3a PUCKOB, a TAKXKE YINPABJICHUS

PUCKaMU.

2. CooTBeTCTBUE MEIUITMHCKOTO M3aeus OOIuM TpeOoBaHUIM

2.1. IloaTBepk1€HNE COOTBETCTBUS MEIUIIMHCKOTO 31U
OO6muM TpeOOBaHUAM, TPUMEHUMBIM KO BCEM MEAUITMHCKUM H3JETUIM

16. CBeneHUsT O COOTBETCTBUHM MEIUIMHCKOro wusaeiusg OOmuMm
TpeOOBaHUSIM MPEACTABIISIFOTCS MIPOU3BOIUTENIEM o dbopwme,
npeaycMoTpeHHoH npuoxkeHueM Ne 2 k OO1mum TpeOoBaHUSIM.

17. CooTBeTcTBHE MemMIMHCKOTO u3aenus OOmmuM TpeboBaHUSIM
o0OecreurnBaeTCcsi  BBINIOJIHEHHEM  YCTAHOBIIGHHBIX UMU  TpeOOBaHUU
HEMOCPEACTBEHHO JIMOO BBIMOJHEHUEM TpPEOOBAHUNA COOTBETCTBYIOIIUX
pa3ziesioB CTaHAAPTOB, BKIIFOYEHHBIX B IEPEUCHb CTaHAAPTOB.

18. TpeboBanust ©Oe3omacHOCTH U 3(PPEKTUBHOCTH MEAMIIMHCKHUX
U3JICNINM, TPEeayCMOTpeHHbIe myHKTamMmu 3 — 11 OOmux TpeboBaHM,
MPUMEHUMBI KO BCEM MEULIMHCKUM U3JICIIHSIM.

B Ttabnune 1 mpuBemeHbl pEeKOMEHAAIMU 10 aHAIW3y W OICHKE
JIOKa3aTeIbHbBIX MaTepuaioB (IOKyMEHTOB), MPEICTABIISIEMBIX
MPOU3BOJIUTENIEM C II€JIbI0 TOATBEPKICHUSI COOTBETCTBUSI MEIUIIMHCKOTO
u3enus TpeOOBaHUAM, NPEAYyCMOTpPeHHBIM TyHKTamu 3 — 11 OO0mmx
TpeOOBaHMIA.

Tabmumna 1

PexoMeHmanmm no aHaiau3y U OLUEHKE JOKa3aTEIbHbBIX
MaTepuanoB (JJOKYMEHTOB)

[TynxT OOumMx TpedoBaHmit Coneprxanue 3KCepTU3bI
3. MenuuuHcKkue n3enus IpOeKTUPYIOTCS U OrneHka COOTBETCTBHS MEIULIUHCKOTO
U3TOTOBJISIOTCS TAKUM 00pa3oM, 4TOObI pU n3jenus Tpe0oBaHUAM ab3ala IepBoro
HCIIOJIb30BAaHUU B YCIOBUSIX U B IIEJISIX, JTAHHOTO MyHKTA MPOBOJIUTCS
COOTBETCTBYIOIUX X HA3HAUYECHHUIO, (110 MPUMEHUMOCTH ) HA OCHOBE OTYETa
OIpENIENIEHHOMY ITPOU3BOAMUTENEM, U IIPH IIPOM3BOUTENS 00 aHAIN3€E PUCKOB,
HEOOXOIMMOCTH C YYETOM TEXHHUUYECKUX BBIBOJIOB, COACPIKAILUXCS B OTYETE O
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[Tynkt O6uux TpeboBaHuit

CopepxaHue dKCIIEPTU3BI

3HAHMIA, OMBITa, 00PA30BAHUS WIH CIICITUATBHON
MOATOTOBKHU, KIMHUYECKOTO U (PU3NIECKOTO
COCTOSTHHUS TTOJIL30BAaTEIIsI OHU ICHCTBOBAIIN
COTJIACHO Ha3HAYEHUIO, ONPEJCIICHHOMY
MIPOU3BOIUTENIEM, M ObLITH OE30IaCHBI TSt
MOJIB30BATENS U TPETHUX JIUIL PU YCIOBUHU, YTO
PHUCK, CBSI3aHHBIN C UX IPUMEHEHHUEM, SIBIIACTCS
MIPUEMIIEMBIM IPU COMIOCTABIECHUHM C MOJIb30H
JIJIS TIOJIB30BATEIIA.

He nonyckaercs orpannyeHue
B3aMMO3aMEHSIEMOCTH MEIUIIMHCKUX H3JICITHI
IyTEM HUCMOJIb30BAHUS CIICIIMATIBHBIX
TEXHUYECKUX WJIM MIPOTPAMMHBIX CPEJICTB WU
JIPYTHUMHU CIIOCOOaMu

KIIMHUYECKOM JI0Ka3aTeIbCTBE

3¢ PeKTUBHOCTH U OE30MTACHOCTH
MEAUIIMHCKOTO U3/ICJIHsI, B OTUYETaX O
KIIMHUYECKUX (KIIMHUKO-Ta00PaTOPHBIX )
UCIIBITAaHUAX (MCCIIEIOBAHUSX ),
JI0Ka3aTeNbHBIX MaTepHraiax (JOKyMEHTax),
MOJITBEPKIAOIIUX COOTBETCTBUE
MEAUIIMHCKOTO W3/IEJIHs IPUMEHSEMbIM
crangapram. [IpoBepsercs, 4To OMacHOCTH,
CBS3aHHbBIC C METUIIUHCKUM U3JICITHEM,
UICHTU(DUIIUPOBAHBI, COOTBETCTBYIOIIUE
PHUCKU OLIEHEHBI U COBOKYITHBIM OCTaTOYHBII
PUCK SIBISICTCS PUEMIIEMBIM TIPH
COIIOCTABJICHUH C TI0JIb30i B COOTBETCTBUU C
nyHkTamu 27 — 30 HacTOSIMX
MeToanyuecKkuX peKOMEHJAIIHH.
[TonTBepkIeHUEM COOTBETCTBHS
MEAUIIMHCKOTO W3/IeJHs TpeOOBaHUIM
a03a1ia BTOPOro JaHHOT'O IIYHKTA SIBJISIETCS
3asiBJICHUE TIPOU3BOAUTENS O TOM, YTO
MIPUMEHSIEMBIE CIICIIHATBHBIC TEXHUYECKUE
WJIH [IPOTPAMMHBIE CPE/ICTBA HE
OTPaHWYMBAIOT B3aNMO3aMEHIEMOCTh
MEAUIIMHCKUX U3JIETHHA

4. Pewienus, NpuHATHIE IPOU3BOIUTENIEM IIPH
IIPOEKTUPOBAHUU U U3TOTOBJICHUU
MEJULIUHCKOTO U3IENHSL, TOJKHBI
COOTBETCTBOBATh NMPUHIMIIAM 0€3011aCHOCTH

C y4eToM OOIIETTPU3HAHHOTO YPOBHS pa3BUTHS
3HaHui. [Tpr HE0OX0IMMOCTH TPOU3BOIUTEIND
yIIpaBJIIe€T pUCKaMH TaKUM 00pa3oM, YTOObI
OCTaTOYHBIN PUCK, CBA3aHHBIN C JTH000M
OIACHOCTBIO, SABIISAJICS IPUEMIIEMBIM.
IIpou3BoauTENb PYKOBOACTBYETCS
CJIEAYIOLIUMHU IIPUHLUAIIAMU B IIOPSAIKE
IIPUOPUTETHOCTH:

BBISIBJICHUE U3BECTHOMN WIH NIPEIBUIUMON
ONACHOCTH M OLIEHKA CBSI3aHHBIX C HEIO PHUCKOB,
BO3HMKAIOIIUX IIPU UCIIOJIb30BAHUHU
MEIUIIMHCKOTO U3/IENHS 10 Ha3HAYECHUIO U PH
IIPEAICKAa3yeMOM HEIPaBUILHOM
WCIIOJIb30BaHNH;

YCTPaHEHHUE PUCKOB IIyTE€M IIPUHATHS
COOTBETCTBYIOIINX TEXHUYECKUX U
TEXHOJIOTMYECKUX PELICHUN IIPU
IIPOEKTUPOBAHUU U U3TOTOBJIECHUU
MEJULIUHCKOTO U3/ENHNS;

[TpoBoasTCS aHanM3 JAHHBIX TPOU3BOIUTEIS
0 MPUMEHSIEMBIX CIIOCO0aX yCTPAaHEHUS U
(M1M) CHMDKEHUS PUCKOB JI0 TPHEMIIEMOTO
YPOBHSI B COOTBETCTBHUU C yHKTamu 27 — 30
HacTosMX MeToan4ecKux peKoMeHaaluii,
a TaK)Ke OIICHKAa JJOKYMEHTOB,
MOATBEPKIAIOIINX COOTBETCTBUE
MEUIIMHCKOTO U3/IENHS IPUMEHSIEMbIM
CTaHJapTam.

[IpoBepsieTcst HaIMUKEe Ha MAPKUPOBKE U
(1K) B MHCTPYKIMSIX TIO TPUMEHEHHIO
nHpopMaiu 060 BCEX OCTATOYHBIX PUCKAX,
KOTOPBIE SIBJIAFOTCS HEAOIMYCTUMBIMU

B COOTBETCTBUU C KPUTEPHUSIMU,
YCTaHOBJIEHHBIMH IJIAHOM MEHEKMEHTA
pHUCKa, TIPU YCIOBUH, YTO TOJIH3a OT
MPEAYCMOTPEHHOTO IPOU3BOAUTENIEM
MPUMEHEHHUS METUIIMHCKOTO M3/IEITHS
MPEBBIIIAET OCTATOYHBIN PUCK
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[Tynkt O6uux TpeboBaHuit

CopepxaHue dKCIIEPTU3BI

CHUKEHHE OCTAaTOYHBIX PUCKOB ITyTEM
MPUHSTUS aJIeKBATHBIX 3alIUTHBIX MEP,
BKJIFOYAsi CUTHAJIBI TPEBOTH;
nH($OPMUPOBAHUE MOJIb30BaTENeH 000 BCex
OCTaTOYHBIX PUCKAX

5. MeauuuHCcKe U3/1eIus IPOEKTUPYIOTCS,
M3rOTABIIMBAIOTCA U YIIaKOBBIBAIOTCS TAKUM
00pa3oM, YTOOBI UX IKCILTyaTalIHOHHBIE
XapaKTEePUCTUKHU U Y3PPEKTUBHOCTb HE
HapyILIaJIUCh IIPU TPAHCIIOPTUPOBKE U

B IIPOLIECCE XPAHEHUSI B COOTBETCTBUU

C MHCTPYKILIMEH 10 IPUMEHEHHUIO

J1ist TOATBEPIKICHUSI COOTBETCTBHSI
MEIUIUHCKOTO U3/ICITUS TaHHOMY
TpeOOBAHUIO TTPOBEPSIETCS HATTMYNE
TpeOOBaHUH K TPAHCIIOPTUPOBKE U
XPaHEHHIO, a TAK)KE PaCCMaTPUBAIOTCS
JI0Ka3aTeIbCTBa YITOJTHOMOUCHHBIX
OpraHH3aluil U 10Ka3aTelbCTBa MEPBOI
CTOPOHBI, MIOATBEPKIAOIIHE,

YTO IKCILTYyaTAUOHHBIC XaPAKTEPUCTHKH
MEIUIUHCKOTO U3JeiHs (Hanpumep,
CTaOMIBHOCTD) 1 ero 3(pPeKTUBHOCTD
HE HapyIIaJIUCh IPU TPAHCTIOPTUPOBKE
U B [IPOIIECCE XPAHEHUSI B COOTBETCTBUH
C MHCTPYKIIHEH 110 TPUMEHCHHIO

6. MenuiuHCcKUe U3eIns JOJDKHEI OBITh

3¢ (HEeKTHBHBIMU TaK, KaK 3TO MPEITyCMOTPEHO
MIPOM3BOUTENIEM, U JIOJDKHBI OBITH
CIIPOCKTUPOBAHBI U U3TOTOBJICHBI TAKUM
00pa3oM, 4TOOBI B HOPMaJIbHBIX YCIOBUSIX
AKCIUTyaTallid OHU COOTBETCTBOBAJIH IEJISIM
MPUMEHEHHUS 110 HA3HAYEHUI0, ONIPEIETIECHHOMY
MIPOU3BOUTEIIEM

O1eHKa COOTBETCTBUS MEULIMHCKOTO
U3JIEHs] IPOBOJIUTCS (110 IPUMEHUMOCTH)
Ha OCHOBE aHaJIM3a 0TYeTa O KIMHUYECKOM
JI0Ka3aTe’abCcTBE YPPEKTUBHOCTH U
0€301aCHOCTH MEIUIIUHCKOIO U3EIHs,
WHCTPYKIUN TI0 TIPUMEHEHUIO
(9KCIUTYaTallMOHHOM TOKYMEHTAIUH).
OrneHnBaroTCs TaKXkKe TOKYMEHTHI,
MOATBEPKIAIOIIUE COOTBETCTBHE
MEIUIIUHCKOTO U3 PUMEHSIEMBIM
CTaHJapTam

7. DKcITyaTallMOHHbIE XapaKTEPUCTUKU U

3¢ (PEKTUBHOCTH METUITMHCKOTO U3CIINS HE
JOJIKHBI U3MEHATHCS 0 TAKOW CTENEHU, YTOOBI
CTaBUTH TOJ] YTPO3Y KU3HB U 3]J0POBHE
MOJIb30BATENEH U TPETHUX JIMI] B TEUEHHUE CPOKA
AKCIUTyaTallH, OIPEIEIE€HHOTO
MPOU3BOJUTENEM, IIPU YCIOBUH,

YTO MEIUIIMHCKOE U3/IEIHE MOIBEPraeTCs
BO3JIEUCTBUSM, KOTOPBIE MOTYT BO3HUKATh

B HOPMAJIBHBIX YCJIOBHUSX DKCILTyaTalllH,

U TEXHUYECKOe 00CTyKUBAHUE TPOBOIUTCS

B COOTBETCTBUU C HHCTPYKITUEH TTO
MPUMEHEHHUIO

Jns monTBepKAEHUsI COOTBETCTBUS
MEUIIMHCKOTO U3/IEIHS JTAHHOMY
TpeOOBaHUIO OIICHUBAIOTCS

(IO MPUMEHUMOCTH ) OTUYET 00 MCCIIETOBAHUHT
CTaOUITBFHOCTU MEIUIIMHCKOTO U3/IEIHS WU
JIaHHBIE, TIOJTyYE€HHbIE HA OCHOBE OITbITa
KJIIMHUYECKOT0 IPUMEHEHHU S, NN
JIOKYMEHTBI, TTIOATBEPKIAI0IINE
COOTBETCTBUE MEAUIIUMHCKOTO U3/EIIUs
MPUMEHSEMBIM CTaHAapTaM

8. Bce uzBecTHEIC U npeamnojaracMbi€ puCKH,
BO3HHUKAIOMIUE ITPHU UCITIOJIB30BaHUN
MCIUIMHCKOT'O U3ACTIUA, U JIIO0BIE

I[J'ISI NOATBCPIKACHUA COOTBCTCTBUA
MCIUIHUHCKOI'O U3CJINS TaHHOMY
TpeGOBaHI/IIO MMPOBOAUTCS aHAJIM3 BBIBOOOB
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[Tynkt O6uux TpeboBaHuit

CopepxaHue dKCIIEPTU3BI

HE)KeNaTebHbIe 3PPEKTH OT TAKOTO
UCTIOJIb30BAHUS CBOJATCS K MUHUMYMY H
JIOJDKHBI OBITH IPUEMIIEMBIMH TIPH
COIOCTABJICHUH C TIOJIB30H IS TTOJIb30BATENEH,
HOJTy4aeMOM OT IPeTyCMOTPEHHOIO
POU3BOANTENEM ACHCTBUS MEIUIIMHCKOTO
U3JIeNUS IPH HOPMAJIBHBIX YCIIOBHSIX
IKCILTyaTaluH

IIPOU3BOJUTENIS O TOIYCTUMOCTHU
COBOKYITHOT'O OCTaTOYHOI'O PUCKA

B COOTBETCTBUHU C IMyHKTamu 27 — 30
HacToAIUX MeToANYECKUX PEKOMEH 1Al

9. 51g Ka>KI0r0o MEAUIIMHCKOTO U3/1ETTHS
npecTaBisieTcss nHGopMaIus, Heo0XouMas
JUTSL UICHTU(PHUKAIIMA 3TOTO MEAUIIMHCKOTO
U3JICIHS U €r0 TIPOU3BOIUTES, CTPAHBI
MIPOMCXOXKICHUS, a TAK)KE UHPOPMALIUS IS
1oJb30Bartes (MpopecCuOHATBLHOTO HITH
HEMPO(ECCUOHATBHOTO), KaCAKOIIAsCsI
0€30TaCHOCTH MEAUIIMHCKOTO U3/IEINNS,

ero (pyHKIIMOHAIBHBIX CBONCTB U
9KCIUTYaTaI[MOHHBIX XapaKTePUCTHK. Takas
UH(POPMAIIUS MOXKET HAXOJIUTHCSI HA CAMOM
MEIWIIMHCKOM W3JICINH, HA YIIAKOBKE HITU

B MHCTPYKIIMH 110 IPUMECHEHUIO

Beinonuenue tpeboBanus nposepsieTcs Ha
OCHOBE JIaHHBIX O MapKHPOBKE,
IPEJCTAaBICHHBIX IPOU3BOJUTEIEM

B PETUCTPALIMOHHOM JIOChE, a TAKKE

B MHCTPYKLUAX 10 IPUMEHEHHIO
(3KCIITyaTallMOHHBIX TOKYMEHTaX).

B pe3ynbraTe npoBepKH yKa3aHHBIX JJAHHBIX
MOJATBEP>K1aeTCsl, YTO NIPUBEACHHAS Ha
CaMOM MEIUIIMHCKOM M3/IeIMHU, Ha €ro
YIaKOBKE U B MHCTPYKIMH 110 IPUMEHEHUIO
uHpopMalKs B COBOKYITHOCTH
COOTBETCTBYET JAaHHBIM PETUCTPALMOHHOIO
JI0ChE U SABJISETCA JOCTATOUHOM IS
UACHTU(PUKAIIUY METULIUHCKOTO U3AEIus

10. Hocurens nadopmanmu, ee popmar,
COJIEpKaHUE U PACIIOJI0KEHHUE JTOJKHBI
COOTBETCTBOBATh MEAUIIMHCKOMY H3JIEIHUIO, €r0
Ha3HAUYECHHIO U TEXHUYECKUM 3HAHUSIM, OIIBITY,
00pa30BaHMIO WJTH TIOJITOTOBKE TOJIb30BATENICH.
Hocurens nndpopmaum B kauecTse
OTpaHWYEHUH TI0 PUMEHEHHUIO,
MPOTUBOIOKA3aHUN, MEP MPETOCTOPOKHOCTH
WJTU TIPEIYTIPEKIECHUS TOJDKEH COIepKaTh
CBEICHHsI 00 OCTAaTOYHBIX PUCKAX, CBSI3aHHBIX
C IPUMEHEHNUEM METUITMHCKOTO U3/IEIHSI.
[loHsiTHE «IIPOTUBOINOKA3aHUSA» HE IPUMEHUMO
JUTSL MEAUITUHCKUX U3JICTTUHN JJI TUarHOCTUKHU
in vitro

Brinonnenune TpeboBaHus MpoBEPsIETCS HA
OCHOBE JIAaHHBIX O MAPKHPOBKE,
HpeIICTaBJICHHI)IX HpOI/I3BOIlI/IT€HeM

B PETHCTPALIMOHHOM JI0ChE, a TAaK¥Ke

B MHCTPYKIIUH I10 IPUMEHEHUTO
(9KCTITyaTallMOHHBIX IOKYMEHTAaX) C y4eTOM
JIAHHBIX OTYeTa 00 aHAJIU3€e PUCKOB

11. Mudopmarnus, nperycMoTpeHHas
NyHKTOM 9 Hactosmux O0mux TpedoBaHUiH,
YKa3bIBA€TCSl HA MAPKUPOBKE U B UHCTPYKLIUU
0 MPUMEHEHHIO HAa PYCCKOM SI3bIKE, a TAKXKe
IPY HAJIMYUU COOTBETCTBYIOIIUX TpeOOBaHUN
B 3aKOHOJATEIbCTBE IOCYAapCTB-YJIEHOB Ha
rOCyJapCTBEHHOM SI3bIKE (TOCYAapCTBEHHBIX
A3bIKax) TOCYAapCTB-UJICHOB.

Taxast uH(popMaIHsSI MOKET COZIEPIKATh
CUMBOJIbI, YCTAHOBJICHHbBIE
MEXXTOCYJapCTBEHHBIMH CTaHAAPTaMH, a TAKKe

Beinonnenune ykazaHHOTo TpeOOBaHMS
IIPOBEPSIETCS] HA OCHOBE JAHHBIX O
MapKUpPOBKE, MTPEICTAaBICHHBIX
IIPOU3BOJUTENIEM B PETUCTPALMOHHOM JOChE,
a TaK)Ke B MHCTPYKLUHU IO TPUMEHEHHIO
(3KCIITyaTallMOHHBIX TOKYMEHTaXx).
JlononHurenbHas MApKUPOBKA C
uH(popMaliel Ha TOCy1apCTBEHHOM SI3bIKE
(rocynapcTBEHHBIX SI3bIKAX) TOCYIApPCTB-
YIEHOB HEO0XOAMMA B ClIydae, €Cliu
pedepeHTHBIM rOCyJapCTBOM HIIH
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[Tynkt O6uux TpeboBaHuit CopepxaHue dKCIIEPTU3BI

YCTaHOBJICHHBIC MEKTYHAPOIHBIMH rocy1apcTBOM (TOCyIapCTBaMHu ) IPU3HAHUS
cTaHgapTamu (IIPH YCIIOBUH, 4TO 0€30IaCHOCTh | BEIOpaHbI TOCYIapCTBa-YJICHBI,
MEAMIIMHCKOTO MU3JICJIHs HE HAPYIIAETCs B CBSA3H | 3aKOHOIATEIHCTBOM KOTOPBIX

C HEMIOHUMAHUEM OTCIIbHBIMHE ITOJI30BATEIISIMU | IPETYCMOTPEHO COOTBETCTBYIOIIECE
3HAUEHUS TAKUX CHMBOJIOB) TpeboBanue. Ha MeAMIIMHCKUX U3IEHSIX,
IPeIHA3HAYCHHBIX POU3BOIUTEIICM IS
MPUMEHEHHUS T0JIb30BATEIISIMU, UMCIOIIUMU
CICIUAIbHOE MEIUIIMHCKOE 00pa30BaHue,
MOTYT OBITh HAHECEHBI JTFOOBIE CHMBOJIBI,
IIPUMEHEHHUE KOTOPBIX MPEAYCMaTPUBACTCS
COOTBETCTBYIOIIUMU CTaHIaPTaAMH.

B oTHOIICHUM CHMBOJIOB, IPETyCMOTPEHHBIX
COOTBETCTBYIOIIUMHU CTaHAAPTaMH,
HAaHECEHHBIX HA MEIUIIMHCKHUE U3IEIIHS,
MpeIHa3HAYCHHBIC TPOU3BOAUTEIIEM JIJISt
IIPUMEHEHHUS I10JIb30BATEIISIMH, HE
HAMEIOIINMHE CIIENUAIBHOIO0 MEIUIIMHCKOTO
o0Opa3oBaHusl, 1aeTCs OOBSICHECHHUE X
3HAYCHUS B MHCTPYKIIMH 110 IPUMEHEHUIO

2.2. O0ecrieyeHre COOTBETCTBUS MEIUIIMHCKOTO U3JIEITHS
OO61uM TpeOOBaHUSM ITyTEM BBITIOJIHEHUS YCTAaHOBJICHHBIX
UMHU TpeOOBAHUHN HEMOCPEICTBEHHO

19. IlonTBepkA€HUE COOTBETCTBUSI MEIUIIMHCKOTO u3naenus OOmmm
TpeOOBaHWAM B CIllydae BBITTOJTHEHUS] YCTAHOBJICHHBIX HMH TpeOOBaHMI
HETOCPEJICTBEHHO, TO €CTh 03 OTCBUIKM K TpeOOBaHMUSIM CTaHAApTa,
BKJIFOUEHHOTO B TIEPEUYCHb CTAaHIAAPTOB, NPOBEPSIETCA MyTEM aHaln3a
JI0OKa3aTeJbHBIX MaTepUalioB (JOKYMEHTOB), YKa3aHHBIX MPOU3BOJUTEIIEM B
CBEJICHUSIX O COOTBETCTBUM MEAUIIMHCKOTO u3jaenus OOmum TpeOOBaHUSIM,
o (opme, mpeaycMoTpeHHON npuitokeHreM Ne 2 k OOmuM TpeOOBaHUSIM.
Yka3zaHHbIC JOKa3aTeIbHBIC MaTePHaJIbI (JOKYMEHTBI) MOTYT BKIIFOUYATh B ceOs
JI0Ka3aTeIbCTBA IEPBOM CTOPOHBI, JI0KA3aTEIbCTBA  YMOJHOMOYEHHBIX
OpraHu3aluii, B TOM 4YHCJIEe PE3YyJbTaThl HCIBITAHUHN (MCCIIEIOBaHU) Ha
COOTBETCTBHE MEIUIIMHCKOTO U3JeIusl TpeOOBaHUSAM  MPUMEHSIEMBIX

CTaH1apTOB, HC BK/IIIOYCHHBIX B IICPCUYCHDL CTAHIAPTOB.
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20. IIpou3BoauTens BIpaBE MNPUMEHATh CTAHAAPTHI W METOJbI, HE
BKJIFOUEHHBIE B TMEPEYEHb CTAHJIAPTOB, OJHAKO WX IPUMEHECHUE HE
oOecrieynBaeT MPE3YMIIIMIO COOTBETCTBUS MEAHMITMHCKOTO u3nenus OOmum
TpeboBaHusIM. B 3TOM cilydae mpou3BOIWTENb MPEACTABIAET 0OOCHOBAHHE
BAJIUJIHOCTHU MPUMEHSEMOr0 cTaHAapTa u (Miau) MeTojAa JJIsl IOATBEP KIACHUS
COOTBETCTBUSI MeIUIIMHCKOro wm3aenuss OOmmuM TpeboBaHusiM. B xoxe
AKCHEPTHU3bI OLICHUBACTCS BATUAHOCTh CTAHJAPTOB U (MJIM) METOJIOB, KOTOPHIC
OBLTM HCTOJI30BAaHBI MPOW3BOAUTEIEM [IJIs1 JOKa3aTelbCTBA COOTBETCTBUS
MeaunmuHCKoro wusnenus OOmmMm  TpeOoBaHUAM, a Takke TpeOOBaHUS
yKa3aHHBIX CTaHAAPTOB W (MJIM) METOJIOB, KOTOPBIE HE JOJDKHBI OBITh HUXKE
TpeOOBaHUI CTAaHJAPTOB, BKIIOUCHHBIX B MIEPEUYCHb CTAHIAPTOB.

21. B cny4ae ecny npou3BOAUTEND UCTIONIB3YET CTAHAAPTHI, KOTOPHIE HE
NPUHATEI B HAIMOHAJIBHBIX CHCTEMax CTaHJApPTHU3AlMU peepeHTHOTO
rocyiapctsa M (MJM) TOCYJApCTB IMPHU3HAHUS, TO B JOKYMEHTAllMU OH
yKa3bIBa€T COOTBETCTBYIOIINE TPEOOBAHUS CTaHAapTa HEITOCPEICTBEHHO.

22. B ciyyae ecnd B XOJI€ 3KCHEPTU3bI MOJATBEPKIACHA BAIUIHOCTH
TpeOOBaHUI MPUMEHSAEMOTO JUIsi  JOKa3aTeldbCTBa O€30MaCHOCTH U
3 PEKTUBHOCTH MEAUIIMHCKOTO W3JICIUs CTaHAapTa, HE BKJIIOUYCHHOTO B
MepEYEHb CTAHIAAPTOB, TO J0KA3aTEIbCTBA COOTBETCTBUS MEIUIMHCKOIO
M3JCIUsl TPUMEHSIEMOMY CTaHIApTy OICHUBAKOTCI C Y4YE€TOM Kjacca
MOTEHIIMAJIBHOTO PUCKA MPUMEHEHHUS] MEIUIITUHCKOTO U3AECIUS:

1) i1t MEOUUIMHCKUX W3AEIUK KJIAaCCOB MOTCHUHUAIBHOTO PHUCKA
npuMeHeHus 1 1 2a MOTyT ObITh TPUHSATHI I0KA3aTEIHCTBA MTEPBOM CTOPOHBI;

2) oA MEOUIIMHCKUX M3ACIMM KJIACCOB MOTCHIMAIBHOTO pHCKa
npuMeHeHus 26 u 3 MoryT ObITh MPUHSTHI OKA3aTEILCTBA MIEPBON CTOPOHBI
(C IpUIOKEHUEM MPOrpaMMBbl UCTIBITAHUN (KCCIIeIOBaHU) 1 00OCHOBAaHUEM

BBIOpaHHBIX METOOB).
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23. JlokazaTenbCcTBa IEPBOM CTOPOHBI IS MEIUIMHCKOIO W3ACIUS
JT000T0 KJIacca NOTEHIMAIBHOTO PUCKA MPUMEHEHUS COAEPKAT CIIETYIOLIYIO
uHpopmaruio:

1) npumensiembie  MeTOAbl  (METOAMKH) M  HUX  BaJUAHOCTD.
[IpencraBienne wuHGOPMAMKM O BaJUJHOCTA NPUMEHSIEMBIX METOJIOB
(MeToauk) He TpeOyeTcs B clydyae, €CiM ObUIM IPUMEHEHBI METOJIbl
(MeToAuKM), aTTECTOBAaHHbIC (BAJIUAMPOBAHHBIE) B COOTBETCTBUU C
3aKOHOJIaTEeILCTBOM TOCyAapcTBa-wieHa. B 3ToM ciydae mpeacTaBisieTcs
OTYeT 1o BepuUKaAIUU MeTOAa (METOIUKHN);

2) 000CHOBaHKE BRIOPAHHBIX METOIOB;

3) nmepeveHb UCIO0JIb3yEMOTr0 UCIBITATENIbHOTO 000pYAOBaHUS;

4) pe3yibTaThl HUCHOBITAHUW C yKa3aHUEM YCIOBUH IPOBEICHUS

UCOBITAHUM.

2.3. O0ecnieueHre COOTBETCTBUS MEIUIIMHCKOTO U3 ACIINS
OO6mmwmM TpeOOBaHUSM IMYTEM BBINOJIHEHHUS TPEOOBaHUM CTaHAAPTOB,
BKJTFOYCHHBIX B ITEPEUYEHb CTAHIAPTOB

24. IloaTBepxkaeHuE COOTBETCTBHUSA MEJIMIIMHCKOTO W3JICIUs
TpeOOBaHUSIM MPUMEHUMBIX K HEMY CTaHJIapTOB, BKJIIOUCHHBIX B MEPEUCHb
CTAHJAPTOB, SBISICTCS TapaHTHPOBAHHBIM CIOCOOOM  JIOKA3aTElIbCTBA
COOTBETCTBHS MEIUIIMHCKOTO M3aenus OO0mM TpeOOBaHUM.

Ecau pms goka3arenbCTBa COOTBETCTBHUS MEIMIMHCKOIO H3JICIUS
OO61uM TpeOOBaHUSIM MPOU3BOAUTEIL IPUMEHSIET CTaHIAPThI, BKIIOUECHHbIC
B IIEPEUCHb CTAHJAPTOB, TO OH MPEACTABIISIET NEPEYEHb TAKUX CTAaHIAPTOB,
MIPUMEHUMBIX K MEITUITUHCKOMY H3]ICJIHIO.

Ecau pns pokaszaTelnbCTBa COOTBETCTBUS MEOUIIMHCKOIO M3JCIIUS
OO0muM TpeOOBaHUSM MPOU3BOAUTEIb IPUMEHSET HE BCE CTPYKTYpHBIC
AJIEMEHTHI CTaHJapTa, NPEAyCMOTPEHHBIE MEPEUYHEM CTaHAAPTOB, TO OH

npeaAcTaBJIsACT 000CHOBaHHE HX HCIIPUMCHCHUN, OCpOpMJ'ICHHOG B Ka4YCCTBC
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MPUWIOKEHUS K  NEPEeYHI0  CTAaHAAPTOB,  KOTOpPbIE  IPUMEHSJIUCH
MPOU3BOAUTENIEM MPU MPOEKTUPOBAHUU U IPOU3BOJCTBE MEIULUHCKOIO
usnenus. B xoxe skcmepTH3bl OlLICHUBAETCS OOOCHOBAHHOCTH MPUMEHEHUS
OTACIBHBIX CTPYKTYPHBIX JJIEMEHTOB CTaHAApTa, IMPEIYyCMOTPEHHOTO
IIEPEYHEM CTAHIAPTOB.

Ecnmu npousBoauTesb NpUMEHSET BEPCUIO CTAHAAPTA, BKIIOUYEHHYIO B
nepeyeHb CTaHJApTOB HAa MOMEHT MOJauM 3asiBICHUS 00 JKCHEPTU3E U
3asBJICHUSI O PErUCTpallii B YINOJHOMOYEHHBIM OpraH (9KCHEPTHYIO
OpraHM3alli0), HO B JAJIbHEHIIEM HMCKIIOUYEHHYIO W3 MEPEYHSl CTaHIApPTOB,
win Oojiee TMO3JHIOID BEPCHUI0 CTaHAApTa [0 CPaBHEHUIO C BEpPCHUEH,
BKJIFOYUEHHOW B IIEPEYEHb CTAHAAPTOB, TO MPE3YMIIIUS COOTBETCTBUSA
MeIUIMHCKOro u3aenust O0mumM TpeOOBaHUSIM PaCIPOCTPAHSIETCS TOJIBKO Ha
T€ HOPMBI U TPEOOBAHUS MPUMEHIEMOTO CTaHIAPTa, KOTOPHIE HE U3MEHSIOT
WM HE CHIDKAIOT TPeOOBaHUS K MEAUIIMHCKOMY H3JICIHIO 10 OTHOLIEHHUIO K
TpeOOBaHUSIM CTaHJIapTa, BKJIIOYEHHOTO B MEpPEeUeHb CTaHAapToB. [Ipu 3TOM
pe3yabTaThl MCHBITAHUNA (MCCIICIOBAHUN) CUMUTAIOTCS BaTUIHBIMH. JLJist
MOJATBEPKAECHUS TOrO, YTO TMOJOXKEHUS MNPUMEHIEMOrO CTaHAapTa He
CHIKAIOT TpeOOBaHUS K MEAUIIMHCKOMY W3ACIHI0 1O OTHONICHUIO K
MOJIOKEHHUSIM CTAHAAPTa, BKIKOUYEHHOTO B MEPEYEHb CTAHAAPTOB, 3asBUTEIIb
BKJIFOYACT B PETUCTPAIMOHHOE JI0ChE TAONHILy M3MEHEHUM NPUMEHSIEMBIX
CTPYKTYPHBIX 3JIEMEHTOB CTaHAAPTA C AaHAIU30M UMEIOIINXCS PAZTAYUM.

[IpyuMeHeHne NPOU3BOAUTEIIEM BEPCUM CTaHAAPTA, BKJIOYEHHOW B
NepevYeHbh CTaHAAPTOB HAa MOMEHT TOJaud 3asBIEHUS 00 JKCIepTU3e u
3aSBJICHUSI O PETUCTPALMM B YIOJTHOMOYEHHBI OpraH (3KCHEPTHYIO
OpraHu3allio), HO TMPEKpaTUBIIEH CBOE [JECUCTBUE HAa TEPPUTOPUH
rOCyJapCTBA-WIEHA, COXPAHSET IMPE3YMIIIHUIO COOTBETCTBUSA MEIULIMHCKOTO

uzaenust O61mM TpeOOBaHUSIM.
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25. IIpousBoauTeNIb MOXKET MTOATBEPAUTH COOTBETCTBUE MEIULIMHCKOTO
M3AENus CTaHJApPTy, BKIOUYEHHOMY B IEPEUYECHb CTAaHIAAPTOB, CICAYIOIINMU
CII0CO0aMu:

1) nanuuue TOKAa3aTeIbCTB YIIOJIJHOMOYEHHBIX OpraHu3aIuu.
UcnbiTanus (McclieOBaHUSI) Ha COOTBETCTBHE MEIUIIMHCKOIO H3ACIHS
TpeOOBaHUSIM CTAHAAPTOB, BKJIIOYEHHBIX B TIEPEYEHb CTAHAAPTOB U
ABJISIOIIMXCS CTaHAAPTaMU Ha MPOIYKIHUIO, MPOBOASATCS YIOJIHOMOYECHHOU
OpraHu3alyel ¢ NPUMEHEHHMEM METOJOB UCHBITAaHUNW (HMCCIEHOBAaHUN),
coAepKalluXcsl B CTaHAapTax U (WJIM) METOJMKAaX, BKIIOUYCHHBIX B IIEPEUCHB
CTaHIApPTOB.

Pesynbrarsl VICTIBITAHUI (uccnenoBaHuii), IIPOBEICHHBIX
YIIOJJTHOMOYEHHBIMHA OpPTaHU3alMsAMU, MPU3HAIOTCS MPHU YCIOBUU, YTO OHHU
BBIMIOJIHEHBI B COOTBETCTBUM C [IpaBuinamMu mnpoBEeNEHHUS TEXHUYECKUX
WCTIIBITAHUA MEAULIMHCKHUX U31esni U [IpaBunamu mpoBeAeHUS UCCIIEN0BAHUN
(MCTIBITAaHUM) C IENBI0 OICHKH OWOJOTHYECKOTO ICUCTBUS MEIUIIMHCKHUX
U3 CIINM.

Ecnu wucneitanust (McciieioBaHusl) MPOBEACHBI  YIIOJIHOMOYEHHBIMU
OpTraHU3AMSIMUA B COOTBETCTBUH CO CTAaHJIAPTaAMH, BKIFOUEHHBIMH B ITIEPEUYEHD
CTAaHJApPTOB, OJHAKO TPH SKCIEPTHU3E BBIABIAIOTCS (DAKTHI, CTaBSIIHE IO
COMHEHHME JOCTOBEPHOCTH IMOJYUYEHHBIX PE3YJbTAaTOB, TO YNOJHOMOYECHHBIN
opraH (3KcCHepTHas OpraHu3alus) BIpaBe NPOUHPOPMHUPOBATH 00 3TOM
YIIOJJHOMOYEHHBIM ~ OpraH  rOoCyAapCTBa-wi€Ha,  MPEACTABUBIIMM B
EBpasuiickyt0 9KOHOMHYECKYI0 KOMHUCCHIO CBEIEHHUS 00 YIOJTHOMOYEHHOMN
OpraHU3alMi I WX BKJIIOYECHUS B E€IUHBIM PEECTP YIOJHOMOYECHHBIX
OpraHu3alii, MMEIOIIUX IPaBO IPOBOJUTH HCCIEAOBaHMUS (HMCHBITAHUS)
MEIUIIMHCKUX M3JIeMA B 1ENAX MX perucrpanuu, u (Wiaum) opraH Mo

AKKpeAuTaln COOTBCTCTBYIOIICTO I'OCYAapCTBA-4JICHA.
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UcnbiTanuss B 1ENAX YTBEPXKICHUS THIA CPEJACTB U3MEPEHUU
(B OTHOIIIEHHM MEAUIMHCKUX W3JIeJIUNA, BKJIIOYEHHBIX B MEPEUYCHb BHUJIOB
MEULIMHCKUX W3AENHM, MOJJIEKAIUX OTHECEHUIO IMPU UX PErUCTpalvd K
CpeAcTBaM H3MepeHul, yTtBepxkAcHHbI Pemenuem CoBera EBpazuiickoi
SKOHOMUYECKOM Komuccuu ot 12 ¢despansa 2016 r. Ne 42) npusHaroTcs npu
YCIOBUU, 4YTO OHM  BBIINOJHEHBl B  MOPANKE,  YCTAaHOBICHHOM
3aKOHOJIaTE€JIbCTBOM TOCYJapCTBa-wieHa B 00JaCTH 0OECHEeUeHHs] €IMHCTBA
U3MEpPEHUM, U B BHIOPAHHBIX 3asSBUTENIEM OPraHU3AIMUAX, YIOJIHOMOUYEHHBIX
(HOTUPUIIUPOBAHHBIX) B COOTBETCTBUU C 3aKOHOAATEIHCTBOM TOCYJapCTBa-
YJIEHA HA IPOBEJICHUE UCTIBITAHUMN CPEICTB U3MEPECHUM;

2) HUIMYKME JOKAa3aTelNbCTB IEPBOM CTOPOHBI B ClIy4asx, Korja
COOTBETCTBYIOIIMM CTAHAAPT, BKIIOYEHHBIH B IEPEYEHb CTAHAAPTOB,
OPUMEHSIETCA K  MEIMIMHCKUM  M3JENUSM, OJHAKO  OTCYTCTBYET
CTaHJaPTU30BAaHHBIN WJIM ATTECTOBAHHBIM B YCTAHOBIIEHHOM MOPSIAKE METO/
UCIIBITaHUS (UCCIEAOBAHMUS).

B xoae »KcnepTu3bl OIEHUBAETCS OOOCHOBAHHWE, MPEICTABICHHOE
IPOU3BOAUTENIEM MEIUIMHCKOrO U3Aenus U (WIM) YIOJHOMOYEHHBIM
IPEACTABUTENEM MPOU3BOAUTEIS, OTHOCUTEIBHO BAIMHOCTH IPUMEHSIEMOTO
METOJla HWCHOBITaHUSI (KCCIIEIOBAHUSA) JJIsl TOJTBEPKICHUS COOTBETCTBUS
MEJIUIIMHCKOTO U3JIENIUsI CTAaHJApTy, BKIIOYEHHOMY B MEPEYEHb CTAHAAPTOB,
C YYETOM KJlacca IMOTEHIMAIbHOIO pPHUCKAa NPUMEHEHHUS MEIULMUHCKOIO
U3JIeTUsl B COOTBETCTBMM C MYHKTOM 22 HacToAmUX MeToauyecKkux
PEKOMEHALIHH.

JlokazarenbcTBa NEPBOI CTOPOHBI 111 MEAULIMHCKOTO U3ENuUs J1I000r0o
Kjlacca TMOTEHIMAIBHOTO pPHUCKAa TPUMEHEHUs CcojepkKaT HH(POpMAIHIO,

YKa3aHHYIO B MMYHKTE 23 HacCTOSAIMUX MeTOanYeCKUX PEKOMEH AN,
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2.4. [Ipumenenue papmakoneiHbIx crated (MoHOTpaduii)
TSl TOATBEPKIACHUSI COOTBETCTBUS MEJUIIMHCKOTO U3J1EIHUS
OO61uM TpedoBaHUSIM

26. B cirydae eciu mpOU3BOIUTEINb TPUMEHSIET (papMaKOIeHHbIE CTaThu
(monorpaguu) dapmakonen Coroza win (hapMakoneil rocynapcTB-4JICHOB
JUISL  TOKa3aTeNbCTBA COOTBETCTBUS MeAWIIMHCKOro wm3aenus OOumm
TpeOOBaHUSAM, MPU DKCIEPTU3E OICHUBAIOTCS OKa3aTeIbHBIC MaTEpPHAIbI
(TOKYMEHTBI) ¥ MPUMEHUMOCTh K MEIUITMHCKOMY H3JICIHI0 HCIIOIb3YEeMbIX

(dhapMaKONeHHBIX CTATEH.
3. AHaHU3 PUCKOB

27. B coorBerctBur ¢ ['OCT ISO 14971 ananu3 puckoB BKIIOYAET B
ceOsl BBISIBJICHHE OIMACHOCTU W OIPEJCICHUE CBS3aHHBIX C HEW PUCKOB.
B cooTtBercTBUU ¢ myHKTOM 4 OOImMX TpeOOBAHUM MPOUZBOAUTENIO CIEAYET
MOATBEPAUTh, YTO OH OIEHUBACT PUCKH U YMPABISIET HUMHU TaK, YTOOBI
OCTAaTOYHBIC PUCKHU OBLIN JIOMYCTUMBIMHU.

28. [Ipou3BoauTeNb NPEACTABIACT CBOAHBIN OTYET, COACPKALLIMM:

1) nokymeHTHpOBaHHYI0  uHpopmaruo 000  Bcex  ciydasx
MPETyCMOTPEHHOTO MPOU3BOAUTEIEM TPUMEHEHHS MEIUIITMHCKOTO U3JICNIHS U
€ro 000CHOBaHHO MPOTHO3UPYEMOTO HEMPaBUIBLHOTO MPUMEHEHHS, a TAKXKe
000 BCEX KA4yeCTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHKAX,
00eCIeunBarOIINX MPEIOTBPALICHUE HEJIOIYCTUMOTO pHUCKa
(mpy  HEOOXOAMMOCTH YKa3bIBAIOTCS MPEACIBHO JIOMYCTUMbIC 3HAYCHUS
YKa3aHHBIX XapaKTEPUCTHK);

2) ONMCaHUE U3BECTHBIX WIH MMPOTHO3UPYEMBIX OIMACHOCTEU, CBA3aHHBIX
C TPUMECHEHHEM MEIUIMHCKOTO W3JEIUs B HOPMAIBHBIX YCIIOBHUSX
U B CITy4dasiX 0TKa3a MEIUIMHCKOTO M3enus (HapymieHus: paboToCrocoOHOTO

COCTOAHUA MEAUITUHCKOT'O I/IBJICJ'II/IH);
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3) mepevyeHb OMACHBIX CUTyallud U OOOCHOBAaHHO IPOTHO3UPYEMBIX
MOCJIEA0BATEILHOCTEH UM KOMOUHAIIUN COOBITUM, TPUBOJAIINX K OMACHBIM
cutyauusam. OrnpeaeneHrue OMmacHbIX CUTYyalldid U COOTBETCTBYIOIIUX PHUCKOB
MOXET HE TMPOBOJUTHCS B CIydasX, KOrJa BO3MOXHBIM Bpel OT
paccMaTpUBaeMbIX OMACHOCTEH SIBISETCS MUHUMAJIbHBIM;

4) onpeneneHne pUCKOB [T KaXKI0W OMaCHOW CUTyaluu. J[Jsi onacHbIX
CUTyalliid, B OTHOLICHUHN KOTOPBIX HE MOXET OBITh OMpEeeHa BEPOSITHOCTD
NPUYMHEHHUS BpelNa, CIEAyeT [MOATOTOBUTh MEPEYEHb  BO3MOXKHBIX
MOCJHEACTBUM MPUMEHEHUS] MEIMIIMHCKOTO W3MIENUsl, HCIOJIb3yEMbIN MpH
OLICHKE PUCKOB W YIIPABJICHUU UMU. J[JIs1 OMACHOCTEN U OMACHBIX CUTYAILWH,
KOTOPBIE MPETyCMOTPEHBI MPUMEHSIEMbIMU TPOU3BOIUTENIEM CTAHIAPTAMU 110
0€30MacHOCTH  MPOAYKIIMH, BKJIOUYEHHBIMH B TI€peYeHb CTAaHAApTOB,
JIOITYCKAETCS HE ONPEETATh U (WJIN) HE OLIEHUBATh COOTBETCTBYIOLIIME PUCKH.
B 3TOM cityyae puCKM CUMTAIOTCS JOMYCTUMBIMU;

5) Mephl 0 yIpPaBICHUIO PUCKAMHU, HEOOXOAMMBIC JJII YMEHBIICHUS
PUCKOB JI0 JIOMYCTUMOI'O YPOBHS (C y4ETOM KPHUTEPHUEB, YCTAHOBJIECHHBIX
IJIAHOM MEHEIKMEHTA PUCKA).

29. Ecnu OCTaTO4YHBIM PUCK IO KPUTEPHUSIM, YCTAHOBICHHBIM ILIAHOM
MEHE/IP)KMEHTA PHUCKA, CUYUTAETCS HEIOMYCTUMbIM, a NAIbHEHIIEE CHUXKEHUE
pUCKa MPAKTUYECKU HEOCYIIECTBUMBIM, TO MPOU3BOJUTENHL HA OCHOBE BCEX
MMEIOIINXCS JAHHBIX AHAUIM3UPYET COOTHOIIEHUE «PUCK — MOJib3a». Eciu
pe3yJIbTaThl AHAJIM3a CBUIETEILCTBYIOT O TOM, UTO TMOJib3a OT
OPEAYCMOTPEHHOTO MPUMEHEHUSI MEIUIMUHCKOTO W3JCNHS IPEBbIIIACT
OCTaTOYHBIN PUCK, TO PUCK CUUTAETCS] TPUEMIIEMBIM.

30. IIpu s3kcnepTr3e OT4YETA MPOBEPSETCS OTCYTCTBUE HEIOIYCTHUMBIX
PUCKOB M TEM CaMbIM TMOJTBEPXKAAETCs O€30MaCHOCTh MEIUIIMHCKOTO
m3genusa. Eciaum mo pe3yabrataM 3KCHEPTU3bl  BBISBICHO, 4YTO PHUCKHU

HEJIOOIIEHEHbl M (WJIM) TPUHATBIE MEPbl MO YMEHBIICHUID PHCKOB
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HEPE3YJbTATUBHBL, TO B OKCIIEPTHOM 3aKJIFOUEHUH CIEAYET YKa3aTb IPUYUHBI,
OPUBOASAIINE K HEAOMYCTUMOMY PHUCKY (HarpuMmep, yBEIMYEHHE CTEIEHU

TSDKECTH Bpeia v (MiIu) BEPOSTHOCTH €0 IPUUNHECHMUS ).

4. AHnanu3 oTdeTa 0 KIMHUYECKOM JI0Ka3aTeIbCTBE 3(PHEKTUBHOCTH
1 6€30MMaCHOCTH MEIUIIMHCKOTO U3/ICITHUS

31. Jloka3aTenbCTBO KIMHUYECKOW 3()(PEKTUBHOCTH U 0OE30MaCHOCTH
MEIUIMHCKOr0 M3enus o(popMIIsieTcss B BUJIE OTYETa U BKIIIOYAET B ce0s BCe
KJIIMHAYECKUE TaHHbIE, HA KOTOPBIX OHO OCHOBAHO.

32. JIng MEIMUIMHCKUX W3IETUN JUIsl AUArHOCTUKH in Vifro OTYET O
KIMHAYECKOM  JIOKa3aTelnbCTBE  A(PPEKTUBHOCTH W 0OE30MacHOCTH
MEUIMHCKOTO U3/1eJIMs OCHOBBIBAETCS HA ONPEEICHUH UITU MIOATBEPKACHUN
HAay4YHOW OOOCHOBAaHHOCTM AaHAJIUTA, AHAIUTHUYECKOW »(PEeKTUBHOCTH U
KJIMHAYECKOW 3(()EKTUBHOCTH MEAUIMHCKOTO W3AENus IS JUArHOCTUKHU
in vitro TpU €ro UCHOJb30BAHUM [0 HA3HAYEHUIO, ONPEIEICHHOMY
IPOU3BOJUTEIIEM. HenpumenumocTtsb yKa3aHHBIX XapaKTEePUCTHUK
00OCHOBBIBAETCA B OTUETE O KIIMHUYECKOM JI0Ka3aTenbCTBE A(h(PEKTUBHOCTH U
0€30MaCHOCTH MEAUIIUHCKOTO U3/IEIHSL.

33.0T4eT O KIMHUYECKOM J0Ka3aTelbCcTBE HJ(P(EKTUBHOCTU U
0€30MacCHOCTH MEIUIIMHCKOTO U3/IEIHUs CIIEy€eT NOIIEP>KUBATh B AKTYaJIbHOM
COCTOSSHUM B COOTBETCTBUU C TIpPaBUJIAMHU YIIPaBIEHUSA JIOKyMEHTAIUEH,
NPUHATHIMU Ha TPEANPHUATHN, C YYETOM JAaHHBIX, IOJYYCHHBIX B XOJ€
NOCTOPOJAKHOTO  MOHUTOPUHIA, M (WJIM) HOBOM MOATBEPKICHHON
UHOpPMAIIMM W3 HAYYHBIX JIMTEPATYPHBIX HMCTOYHUKOB, Kacarolercs
0e3omacHOCTH M 3 (HEKTUBHOCTH MEIUITUHCKOTO HU3CIIHS.

34. PekomeHmaimu 1O CTPYKType OT4eTa O  KIMHUYECKOM
nokazarenbCcTBe I(PEKTUBHOCTU U 0€30MaCHOCTH MEIUIIMHCKOTO HW3ACIHS

(3a HCKIIOUYEHHEM MEAUIIMHCKOTO W3JeIus JJid JUArHOCTUKU in  Vitro)
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U COJIEp)KaHUIO AKCIEPTU3bl MPHUBEACHBI B TAaOMUIE 2, IS MEIUIIMHCKOTO

W30EJINS JUIA JUArHOCTUKH in Vitro — B Ta0JIUIE 3.

Nudopmarust u cBeAeHUA, COJIEpKAIUECS B OTUYETE O KIMHHUYECKOM

J0Ka3aTenbCTBe d(PGHEKTUBHOCTH M 0€30MAaCHOCTU MEIUIIMHCKOTO H3JIEIHs,

NPEACTABISIIOTCA B 00BEME,

AO0CTAaTOYHOM JIA IPOBCACHHA OLCHKH

KOPPCKTHOCTU IIPHUMCHCHHUSA HCIIOJB30BAHHBIX CTATHUCTHYCCKUX MCTOJ0B

aHaJIM3a JAHHBIX U CTATUCTUYECKON JOCTOBEPHOCTH PE3YIbTATOB UCIIBITAHUI

(uccnenoBaHui).

Tabmuna 2

PexoMmeHanuu 1o CTpykType oT4eTa 0 KIMHUYECKOM J10Ka3aTelIbCTBE
3 PeKTUBHOCTH U O€30MTACHOCTU MEAUIIMHCKOTO U3/IETuUs
(3a UCKIIFOYEHHEM MEIUIIMHCKOTO U3/CIIUs ISl AUATHOCTHKH i Vitro)

uHopmarus 06
oT4eTe

o cocraBisBImUX ero ymnax (O. U. O.,
JIOJIKHOCTB )

HaumeHnoBanue PexoMenaanuu no coep:kaHuio OneHka npeacTaBIeHHON
paznena (0 IPUMEHUMOCTH) uHpOpMaIH
1. Obmas JlaTa COCTAaBJICHUsI OTYETA U CBEJICHUsI | IPOBEPSIETCS HAJTMUUE JIaThl

COCTaBJIEHHUS OTUYETA, a TAKKE
CBEJIEHUI O COCTABJISBIIIUX OTUYET
JINIAaX

2. O6mas
uHpoOp™MaIus o
MEIUITUTHCKOM
U3/1e1U

UACHTU(DUKAAA MEIUIIMHCKOTO
W3IENHS, €T0 MOJieNiel (MapoK),
Ha KOTOPBIE PacIpOCTPaHICTCs

JeiicTBHE OTYETa

MIPOBEPSIETCS COJIEP)KAHUE B OTUETE
nHpOpPMAIUH, TTO3BOJISIOIIEH

B COOTBETCTBHUH C IMMyHKTOM 9 O0mmx
TpeOOBaHUI HICHTHU(PHUIIMPOBATH BCE
3asBJICHHBIC MOJIeI (MapKH)
MEIUIIMHCKOI0 U3AEIHS

HAaUMEHOBAHHWE M aJIpec MPOU3BOAUTEISA
1 (Ipy HAJTUYHUH) €T
YIIOJIHOMOYEHHOTO TPEICTAaBUTENS

MPOBEPSETCSI COOTBETCTBUE
HAaUMEHOBAHUS U ajipeca
MPOU3BOAUTENS U (IIPU HATTMYUH) €TI0
YIOJIHOMOYEHHOTO MPEICTaBUTEIS
JTAaHHBIM, YKa3aHHbBIM B 3asIBJICHUU O
pEerucTpaluu, 3asBIeHUHN 00
HKCHEPTH3E U APYTHX TOKYMEHTaX
PETUCTPALIMOHHOTO JJOChE

KpaTKO€ OMMCAHNUE MEIULIMHCKOTO
U3JIENNs, €ro MoJiesielt (MapoK),
BKJIIOYasi OCHOBHBIE ()yHKITMOHAIBHBIE
XapaKTEPUCTHKH, CBEJICHHS O
MaTepuaiax, KOHTaKTHPYIOIINX

C OpPraHM3MOM YeJIOBeKa

MPOBEPACTCS HATUYKUE UHPOPMAIH U
€€ COOTBETCTBHUE JIOKYMEHTAM
PETUCTPAIIMOHHOTO JIOCKE.

Jls mporpaMMHOTO 0OecTieYeHHs,
ABJIAIOIICTOCA MCIUITUHCKUM
U3JICITUEM, PEKOMEHTYyeTCSI
NPEJCTaBIISITh €ro KPAaTKOE ONUCAHNE,
BKJIIOYAIOIIEE B ce0s CBEICHUS O
Ha3HAYCHHUH, QYHKIHH
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HanmenoBanne
pasnmena

PexoMenmamm o conepkaHuio
(TI0 IPUMEHUMOCTH)

OreHkKa npecTaBIeHHOM
uHpOpMAITUN

WHTEpIPETALNH, alllIapaTHOU
wiardopme u cocode
IIPEIOCTABIEHUS 1OCTyIa

Ha3HAYeHHE MEAUIIMHCKOTO U3/EIHs,
OTMCaHUE CBOWCTB U (WJIH)
XapaKTepPUCTUK, KOTOpBIE
00ecTeunBalOT JOCTHKECHUE 1IEITH
NPUMEHEHUS! METUIIMHCKOTO U3
B COOTBETCTBHUH C Ha3HAYCHHUEM,
OTIpeIeIeHHBIM TIPOU3BOAUTEIIEM
MEIUIUHCKOTO H3/1eTHs

MPOBEPSETCSI COOTBETCTBUE
HaszHA4YCHUS MCAUITMHCKOTI'O U3ACJINA
Y €T0 YKa3aHHBIX XapaKTEPUCTHK
JAHHBIM, IPUBEICHHBIM

B JIOKYMEHTAaX, BKIIFOUCHHBIX

B PETUCTPALMOHHOE JOChHE.

JIiis mporpaMMHOTO 00eCTIeYeHHS,
SIBJISTFOLIIETOCS] METUIIMHCKIM
uzzenueM, 6e3 NpuMeHeHUs
TEXHOJIOTUH HUCKYCCTBCHHOI'O
MHTEIUIEKTa PEKOMEHIYETCS
YKa3bIBaTh OIIMCAHNUEC IPUMCHACMOI'O
JUIsl aBTOMAaTHYECKON HHTEpIpETALUN
QITOPUTMA M IApaMeTPbl TOYHOCTH
3asIBJIICHHBIX KAYECTBCHHBIX U
KOJIMYECTBEHHBIX XapaKTEPUCTUK
MeIUIMHCKOTO n3aenus. Jis
HNpOrpaMMHOTO 00eCIeYeHus,
SBJISIOIIETOCS MEJIMIIMHCKUM
U3JICITUEM, C IPUMEHEHHEM
TEXHOJIOTUH HCKYCCTBCHHOI'O
UHTEIUIEKTa PEKOMEHIYETCS
YKa3bIBaTh OTJEIBHO JUJISl KaXKI0M
HO30JIOTHHU HJIH OIIPEACISIeMOro
Ka4eCTBEHHOT'0 MapameTpa 3HaYCHUsI
4yBCTBUTEIBHOCTH, CTICIIU(DUIHOCTH
Y TOYHOCTH, a JUIS BBIIIOJHSAEMBIX
TaKUM METUIMHCKUM H3eITHeM
KOJIMYCCTBCHHBIX H3MepeHHI>'I
PCKOMCHAYETCA YKAa3bIBATh TAKKE
TOYHOCTh PacueTOB

uH(OpMaLus 0 MOJIb30BATENAX,
LEJIEBBIX IPyIIax

HpoBepseTcs Hanuue NHHOPMALUH O
MOJIB30BATEISX (HApUMEp, MAIUEHT,
MEIUIUHCKUN CIIeUAIUCT,
¢busnueckoe 1110, IPUMEHSIONIEe
MEIUILUHCKOE U3/1eIHe TI0
Ha3HAYCHHIO, OTIPEICIIEHHOMY
IPOU3BOJUTEIIEM) U LIEIEBBIX
rpymmnax, a Tak’ke €€ COOTBETCTBUE
JAHHBIM, [IPE/ICTaBICHHBIM B
JI0Ka3aTeIbHBIX MaTepHanax
(oxymeHTax)

MOKa3aHus U MPOTUBOINOKAa3aHUs K
MPUMEHEHHUIO, OCTaTOYHBIE PUCKHU
(Tipu HaTUYWN )

MMPOBEPACTCS HAJTUIUC HH(])OpMaL[HH 0
IMMOKa3aHuAX, IIPOTHUBOIIOKA3aHUAX U
OCTAaTOYHBIX pHUCKaxX
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HanmenoBanne
pasnmena

PexoMenmamm o conepkaHuio
(TI0 MPUMEHNMOCTH)

OreHkKa npecTaBIeHHOM
uHpOpMAITUN

(10 MPUMEHUMOCTH).
[IpoTuBOMOKa3aHMs U OCTATOYHBIE
puck (IpU HAIMYUHN) CIETYEeT
YKa3bIBaTh OJJHO3HAYHO U YETKO

KJIaCCU(pUKALIMOHHBIE TPU3HAKU
MEIUIUHCKOTO U3
(TI0 MPUMEHUMOCTH):

KpPaTHOCTh IPUMEHEHUS
MEIUIUHCKOT0 H3/1eus (0HOPa30BoOe,
MHOTOPa30Boe);

MHBAa3UBHOCTH MEAMLIMHCKOTO
u3zenus (MHBa3UBHOE, XUPYPrHUECKH
HMHBa3MBHOC, HC HHBA3HMBHOC,
UMILIaHTHPYEMOE);

MHUKPOOHOJIOTUUECKUI cTaTycC
MEIUIMHCKOTO U3/IeTHs (CTepUIIbHOE,
HECTEePHIIbHOE, CTEPHIIU3YEMOE,
MUPOTEHHOE, alTUPOTCHHOE)

KJIaCCU(pUKALIMOHHBIE PU3HAKU
YKa3bIBAKOTCS 110 MPUMEHUMOCTH

(B cIy4ae HEIPUMEHUMOCTH
npu3HaKa HHGOPMAIHS O HEM MOXKET
OTCyTCTBOBaTh). [IpoBepsiercs
COOTBETCTBHE yKa3aHHBIX
KJ1acCU(UKAIIMOHHBIX TPU3HAKOB
JAaHHBIM, IPUBEJCHHBIM B IPYTUX
JIOKYMEHTaX PErUCTPAILIMOHHOTO
J10Che

uHpopMmaIus 06 oOpaieHun
MCIUIIMHCKOI'O U3€JI1A B TPETbUX
rocyapCcTBax, UCTOPHsI OOpaICHHs
U3/IeJHs Ha PhIHKE

UH(OpMAIUS IPUBOAUTCS TI0
YCMOTPEHHIO 3asIBUTEINSI U MOXKET
UCIIONIb30BAThCS JJIsSl IOKA3aTEIbCTBA
KIIMHUYECKON 3P PEKTUBHOCTH
MEIUIIMHCKOTO U3/ISIIHSI

3. Kiiuanueckue
aCIEKTHI
MIPUMEHEHUS
MEIULIHCKOTO
31U

onucaHue cepsl MEIUIMHCKOTO
NPUMEHEHUS MEIULMHCKOTO H31eJINs

chepy npuMeHEHHs CleayeT
OIUCHIBATH B COOTBETCTBUU

C Ha3HaYCHUEM, TPUBEICHHBIM

B JIOKyMEHTaX PErucTparioHHOTO
JI0Che

KpaTkast HHpOPMAIIKs, OMMChIBAIOIIAS
MEIUIMHCKUE TEXHOJIOTHH,
UCTIONIb3YEMBbIE JUTS OCTIDKCHHMS Teeit
NPUMEHEHUS METUIIMHCKOTO U3/ICITUS
B COOTBETCTBHMHU C HA3HAYEHUEM,
OHpeIIeHeHHBIM HpOI/I3BO,Z[I/ITCJ'IeM
MEJIMIMHCKOIO U3JCIHS, U NJIs
o0ecrieueHnsT KIIMHUYECKOM

0e30macHOCTH MECOUITMHCKOTI'O U3ACIUSA.

[Tpu HeoOX0AUMOCTH MOTYT OBITh
YKa3aHbl CCHIIKA HA UCTOUYHUKH
JIAHHBIX

MMPOBEPACTCA, UTO Hpe,Z[CTaBHGHHBIﬁ
0630p JaHHBIX OTHOCHTCS K
3asBJICHHOMY Ha pCrucTpauunro
MCIHUIMHCKOMY HU3CIUIO

ONMCaHNE KIMHUYECKUX COCTOSHUH
(3aboneBanwmii), oTHOCAIUXCS K chepe
MMPUMEHCHUA MEANITMHCKOI'0 U3ACIUA

IIPOBEPACTCA HAJTUYUC OIMMCAHUA
KIIMHUYECKUX COCTOSTHUU
(3aboJIeBaHMIt ), OTHOCSIIUXCS

K chepe MpUMEHEHHS MEAMIIMHCKOTO
W3JICITHS
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4. IlpumensieMbie
MPOU3BOAUTEIIEM
METO/TBI
JIOKa3aTeJIbCTBA
KJIMHAYECKOU

3¢ HEeKTHBHOCTH H
0e301acHOCTH
MEJIULMHCKOI O
n3aeIus

Ha OCHOBE KJIMHUYECKUX JAHHBIX,
MOJTYYCHHBIX:

MyTeM TMOUCKa B HAYYHOU JIUTEpaType
JUISl pacCMaTpUBAaEMOT0 MEJTUIIMHCKOTO
W3NS WIN IS MEIUIUMHCKOTO
W3S, SKBUBAJIEHTHOCTh KOTOPOTO
paccMaTpuBaeMoOMy MEIUIIUHCKOMY
M3JEJINI0 JOKa3aHa COrjaacHo

MMYHKTY 8 HACTOSIICH TaOIUIIbI;

Ha OCHOBE OIBITa KIIMHUYECKOIO
MPUMEHEHUS pacCMaTPUBAEMOTO
MEIULMHCKOTO U3JIEIIHS;

B PE3YNbTATE KIMHUYECKUX UCTIBITAHUN
(uccnemoBanuit);

B pe3y/IbTaTe KOMOMHAIINY YKa3aHHBIX
METOJOB;

HMHBIM CIIOCOO0M

npoBepsieTcst 000CHOBaHKE BbIOOpa
METOJIOB J0Ka3aTeIbCTBA
KIIMHUYECKOH 3P PEKTUBHOCTH U
0e30IacHOCTH paccMaTpPUBACMOTO
MEIUIIMHCKOTO U3/ICITHSI, €CITH
HCTIOJIB3YETCSI HHOM CITOCO0

5. Knuanueckue
JIaHHBbIE,
MOJTyYEHHbIE IIyTEM
TOMCKa B HAYYHOU
auTepaType (eciu
MIPOU3BOAUTEIH

IIPUMEHSET JaHHBIN

METO/)

NPUBOIUTCS 0030p OIMyOIMKOBaHHBIX
B HAYYHOM JIUTEPAType KIMHUIECKUX
JaHHBIX O PACCMATPHUBAEMOM WIIN
HKBUBAJIEHTHOM MEJUIIMHCKOM
M3CJIMH, BKIIFOYAIOIINHA B ceOs
nHGOPMAITUIO O LIEJIX U 3a7adax
MOMCKAa HEOOXOIUMBIX KIMHUYECKUX
JAHHBIX O er0 3((HEKTUBHOCTU U
0e30MacHOCTH, C YKa3aHHEM
MCTOYHUKOB JTAHHBIX U
NPEeCTaBICHUEM KO MaTepHalOB
(crarelt, MoHOTpadmii U T. 11.)

(6e3 cokpailieHnii) Ha S3bIKE OpPUTHHATA
C TMEePEBOZOM Ha PYCCKHI SI3bIK

(111 MHOSI3BIYHBIX UCTOYHUKOB).

B 0630p MOTYyT OBITH BKITFOUEHBI
KITIOUEBBIE CIIOBA U MHBIE KPUTEPHUH
0TOOpa JaHHBIX B IEJIAX
JIOKa3aTeJIbCTBA KIIMHUYECKON

3¢ (EKTUBHOCTH U OE€30MACHOCTH
MEIUIUHCKOTO H3/IEIHS.

J1n1st moucKa TaHHBIX MOTYT OBITh
UCTIOJIb30BaHbl, HAITPUMED:
MEDLINE — 6ubaunorpaduyeckas 6a3a
CTaTei 1Mo METUITMHCKUM HayKaM
(oxBaThIBaeT OKOJIO 75 % MHPOBBIX
MEIUIIMHCKHUX U3aHWH);

PubMed — my6nmunas Bepcust 6a3bl
nanHeix MEDLINE;
EMBASE/Excerpta Medica —
eBporeiickas 6a3a JaHHBIX
myOIuKaIyii B 001aCTH OMOMETUITUHBI
1 (apMaKoIoruy;

HPOBEPSIETCSI BAIUIHOCTD
NPE/ICTABIICHHBIX JIaHHBIX,
UCIIONIb3YEMBIX JUIS JOKA3aTeIbCTBA
KIIMHUYECKOH 3PPEKTUBHOCTH U
0€30MacHOCTH MEAUIIUHCKOTO
U3JIeITUs
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ClinicalTrials.gov — 6a3a 1aHHBIX IO
KJIMHAYECKUM UCTIBITAHUSIM
(ucciemoBaHusAM);

Cochrane central trials register — 6a3a
JAHHBIX 110 KIMHUYECKUM UCTIIBITAHUSAM
(uccriemoBaHUsAM);

WHO International Clinical Trials
Registry Platform — 6a3a nanusix BO3
M0 KJIMHUYECKUM UCTIBITAHUSIM
(uccnenoBaHUM).

Crenmyet o0ecnieUuTh
HPOCIIEKHUBAEMOCTH HCTOYHUKOB
JTAHHBIX.

[Tpu moarotoBke 0630pa JIUTEPATYPHI
PEKOMEH/TyeTCs! IPUMEHSTh
MEXXyHapOIHbIE CTAHIAPTHI,
Hanpumep, PRISMA (Preferred
Reporting Items for Systematic
Reviews and Meta-Analyses), STARD
(Standards for Reporting of Diagnostic
Accuracy Studies), 111 KaueCTBEHHBIX
uccienosanuii — SRQR (Standards for
Reporting Qualitative Research) u 1. 1.

6. Knunuueckue
JaHHbIE,
HOJy4YEeHHbIE Ha
OCHOBE OIIbITa
KJIMHUYECKOT O
PUMEHEHUS
MEIULIMHCKOTO
uznenus (ecnu
POU3BOJUTEND
IIPUMEHSET NaHHBIN
METO/)

HpPEeCTaBISIIOTCA MaTepHaIbl
HPOU3BOJUTENS, Kacaroluecst coopa u
aHanu3a JaHHbIX 00 3¢dexTuBHOCTH U
0€30MacHOCTH paccMaTPUBAEMOTr0
MEIUIMHCKOT0 U3/eIus Ha
HOCTIIPO/IAXKHOM 3Tare, B TOM YHcie
CBOJIHBIE OTYETHI O HEOIArONPHUATHBIX
COOBITHAX U OT3bIBAX MEAUIIMHCKOTO
U3JIENUS C PhIHKA C YKa3aHUEM
UH(QOPMAIIUHN O COOTHOIIEHUH C
KOJIMYECTBOM IIOCTABJIEHHBIX
MEIUIIMHCKHUX U3JIeIIHA, TAaHHBIE O
KOPPEKTHPYIOIIUX
HpeayNpexIaoIuX AeHCTBHAX,
NPEANPUHSTHIX B OTBET Ha TaKHe
COOBITHS, OT3bIBBI TOTpedUTENEH 00
OIIBITE TPUMEHEHHS MEJUILIUTHCKOTO
U3/1eNHs, Pe3yJIbTaThl aHKETHPOBAHMS
notpeduTenel, nACHTHGUIHPYEMbIe
3aIUCH PE3YNIbTAaTOB YCTHBIX OIPOCOB,
mo0bIe (POPMBI U OTUYETHI B
COOTBETCTBUH C JOKYMEHTHPOBAHHON
IpoIeypOi 0OpaTHOI CBSA3M C
noTpeduTeneM, NpeayCcMOTPEHHON
CHCTEMOM MEHEIKMEHTA KauecTBa
HpeAnpUATHS

MIPOBEPSETCSI BaJIUTHOCTb
NPEJCTABICHHBIX TAHHBIX,
UCTIONIB3YEMBIX JUIS JOKa3aTeNbCTBA
KIIMHUYECKON 3PPEKTUBHOCTH U
0e30MacHOCTH MEAUIIMHCKOTO
u3/1eNus
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7. KJ’II/IHI/I‘ICCKI/IC HpI/IBOILSITCSI peSy.]'ILTaTBI U1 BBIBOJHGI I10 HpOBepHeTCSI:

JTAHHBIC,
HOJy4YEeHHBIE TIPU
KIIMHAYECKUX
UCTIBITAHUSX
(uccrnenoBaHUsX)
MEIUIITHCKOTO
nznenus (eciu
MIPOU3BOAUTEIH
MIPUMEHSIET JaHHBIN
METO/)

HUTOraM KJIIMHUYECKHUX HUCIBITAHUI
(uccnemoBaHMiA)

COOTBETCTBUE KIIMHMYESCKHX
HCTIBITAaHUH (MCCACAOBAHUMN),
NPOBEIEHHBIX B TOCY/1apCTBAX-
uneHax, [IpaBuiam npoBeneHus
KJIMHAYECKUX MCIIBITAaHUN

(ecnu B OTYETE HCIIONB3YIOTCS
JTAHHBIC, TIOJTYYEHHBIE B XOJIC TAKUX
UCTIBITAHUH (MCCTIEOBaHUI))

C LIEJIbIO IPU3HAHUS UX PE3yJIbTATOB;
COOTBETCTBHE MTPOBEICHHBIX
KIMHAYECKUX MCITBITAaHUN
(uccnemoBaHuii) B TOCYy1apCTBax,

He sBIsommxca wieHamu Corosa,
kputepusiM [IpaBuit npoBeneHusI
KIIMHUYCCKUX MCIBITAHHM, B IEJISIX
NPU3HAHUS UX PE3YJIBTATOB B
Ka4eCTBE MCTOYHUKA KIIMHHYECKUX
JAHHBIX O METUIIMHCKOM U3/IeITUU

7.1. Ucnonb3oBaHue
MEIUITMHCKUX
JIAHHBIX MTAllHCHTOB,
BEPUPHUIIMPOBAHHBIX
MEIUIIMHCKON
Opranu3anuein
(KITMHHYEeCKUM
HEHTPOM),
MOJTyYEHHBIX B XOJI€
JIMarHOCTHKH,
JIeUCHUS,
peabunuranun

(U1 IPOTPaMMHOTO
oOecrieyeHus,
SIBJISTFOIIIETOCS
MEIUITUHCKUM
W3JIeITUeM,

C IPUMEHEHUEM
TEXHOJIOTHI
HCKYCCTBEHHOTO
WHTEJICKTA)

HPUBOJISATCS CBEJICHUS O:
Habope aHHbIX (JeTalbHas
XapaKTepUCTUKA HCIIOIb30BAHHBIX
Ha0OpOB JaHHBIX);

BUJI€ JaHHBIX (MEIUIIUHCKAS
JOKYMEHTAIHS, PE3yJIbTaThl
UCCIIEIOBAaHUH | TIp.), MOJIATBHOCTH
JUTSL UCCIIEIOBAaHUH, IpyTHe
XapaKTePUCTHKH,

KOJINYECTBE BKJIIOUEHHBIX B HAOOD
JTAHHBIX KJIMHUYECKUX CIIy4aeB;
XapaKTePUCTHKaX BEIOOPKH (pacoBkIe,
TeHJIepHO-/IeMorpaduiecKue, NHbIe
XapaKTePUCTUKN);

XapaKTepUCTUKaX HAO0Opa JaHHBIX U
pa3MeTke (CBeIeHHS O TOM, IJI€ U KOr/ia
chopMHpOBaH HAOOP AHHBIX C
yKa3aHHEM KJTFOUEBBIX XapaKTEePUCTHK
(rocynmapcTBeHHas perucTpanus 0a3sl
JTAHHBIX, CBEJICHUS O
JIeTIepCOHANN3AINH, O HATTMYUH
UH(POPMHUPOBAHHOTO JT0OPOBOIHLHOTO
COTJIacHsl MAIIEHTOB, KPUTEPUHU
BKJIFOUEHUS (MCKITIOUEHHMS), UCTOYHUKH
nHGOpPMaIUH O KIMHUYECKUX CITydasx),
cnoco6 MoAroToBKH (pa3MeTK) Habopa
JIAHHBIX );

XapaKkTepUCTUKAX MaTOJIOrUK B Habope
JTAHHBIX (11eJ1eBasi MaToJIOTHs U
JUAarHOCTHYECKUE TPYIIIBI C
pacripesieieHHeM 10 HUM, CTI0C00

MIPOBEPSETCSI BaJIUTHOCTb
NPE/CTAaBICHHBIX JIAHHBIX,
UCTIONIb3YEMBIX JUIS JOKa3aTeNbCTBA
KIIMHUYECKOH 3P PEKTUBHOCTH U
0e30MacHOCTH MEAUIIMHCKOTO
U3/1eNus
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BEepU(PHUKAIIUN U HATUYHE
COOTBETCTBYIOIIEH HHPOPMAILINU B
HaOOpe TaHHBIX);

crioco6e hopmupoBanus Habopa
JAHHBIX (ITOCIIeI0BATENbHO, CITyJailHO
WA JPYTUM CIIOCOOOM), TaK¥Ke
NpUBOIUTCS 000CHOBaHME pazMepa
BBIOODKU;

UCTOYHUKAX JJAHHBIX (KOJIUYECTBO U
JIOKATM3aIMsl MEIUITTHCKUX
YUPEKACHUH, TTOCTYKUBIIHX
UCTOYHUKAMH UH(POPMALIUHU O
KIMHUYECKHX CITyJasix);

OTMETKE O HE3aBHCUMOCTH
(MCTIONIB30BAHHBINA HAOOP TAaHHBIX HE
CJIEZTyeT MOJTHOCTHIO MM YaCTUYHO
UCTIONIb30BaTh Uil 00y4YeHUs JINO0
KaTMOpPOBKY UH/IEKCA-TECTA);
TECTHPOBAaHUM HA HAOOPE JAHHBIX
(uHpopManus 00 UCIOIL30BAHUM,
WHCTaJUISIMH, OPraHU3aIHUU TOCTYIa U
NPOYUE XaPaAKTEPUCTHKH TECTUPOBAHHUS
Ha Habope JaHHBIX, KpaTKoe odIiee
OIMCaHKe TPOLIECCa UCCIICI0OBAHHMSA);
pe3ysbTaTax TeCTUPOBAHHUS;
OrpaHUYEHHSIX (JF0ObIe OTpaHUYCHUS,
BKITI0Yast ICTOYHUKU CHCTEMAaTUYECKUX
OIMOOK, CTATUCTHYECKUX HETOUHOCTEH
1 0000IIICHMI)

8. Jloka3aTeabCTBO
SKBUBAJICHTHOCTH
JIPYTOTO
MEUIIMHCKOTO
W3JIeIUs
3asBIsIeMOMY (ecin
KJIMHHUYECKHE
JAHHBIC JIJIS IPYTOTO
MEIUIUHCKOrO
U3IeIus
UCTIOJB3YFOTCS TS
JI0OKa3aTeJIbCTBA
KJIWMHUYECKOM

3¢ HEeKTHBHOCTH H
0e301acHOCTH
3a5BJISEMOTO
MEIUIIMHCKOTO
W3JEIIH)

B COOTBCTCTBHHU C HpaBI/IJ'IaMI/I
MMPOBCACHUS KIIMHUYCCKUX HUCIIBITAaHUI
MCIUIMUHCKHUX HSIICJII/II;'I MMPUBOJAATCA
J0Ka3aTciabCTBa TOI'0, 4TO.

paccMaTpuBaeMbie MEAUIIMHCKHE
U3/IeNTUs UMEIOT OIMHAKOBOE
Ha3HaueHHE, B TOM YHCIIe

(110 MPUMEHUMOCTH) B OTHOIICHUH:
MOKa3aHUM K PUMEHEHUIO;
IpeIHa3HaYeHHOT' O MOJIb30BaTEeNs;
TSOKECTH U CTaIuU 3a00JI€BaHUs TN
COCTOSIHUS TALIUEHTOB; TPYIIIbI
MAIMEHTOB, JIJIS1 KOTOPBIX
NpeHa3HaYeHO MEUIINHCKOE U3/IETIHE;
qacTeH Tela 4eI0BeKa,
MOABEPTAIOIINAXCS BO3IEUCTBHIO
MEIUIIMHCKOTO U3/IEIHS WITH
KOHTaKTUPYIOIIMX C HUM; TUIIA
KOHTaKTa; MPOJI0JKUTEIbHOCTH
MCIIOJIb30BaHUS WJIM KOHTAKTA C TEJIOM;

npoBepsieTcst 000CHOBaHUE
HKBUBAJIEHTHOCTH JPyrOro
MEIUIUHCKOTO U3/1e/IHs 3asBISIEMOMY
(ecm KIIMHWYECKWUE TAHHBIC JIJIS
JPYroro MeUIMHCKOTO U3/1EHs
UCTIOJIB3YIOTCS JUIs I0KA3aTeNIbCTBA
KIIMHUYECKOH 3()(heKTUBHOCTH U
0e30MmacHOCTH)
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YCIIOBUI IpUMeHEeHUs (Hanpumep,

B MEJIULIMHCKOM YUPEKIACHUH, IS
JIOMAILIHETO MCIIOJIb30BAHNUA);
KpaTHOCTHY IIPUMEHEHMs], BKIIOYas
Tr00bIe OTPaHUYEHUS B OTHOIICHUN
KOJIM4YECTBA WIH MPOIOJKUTEILHOCTH
ITIOBTOPHOTO IIPUMEHEHUS;

TEXHUYECKUE XaPAKTEPUCTHKH (B TOM
YHUCJIe PUHITUTI ACUCTBUS, OCHOBHBIC
napaMeTpbl, MaTepHalbl U
KOHCTPYKTHUBHBIE OCOOCHHOCTH
W3JIeIvs) U OMOJIOTHYECKYE
XapaKkTEePUCTUKH (B TOM UYHUCIIE
OMOCOBMECTHMOCTh MaTEPHAJIOB H
OMOJIOTHYECKOE ISHCTBUE
MEJIUIIMHCKOTO U3/EIINS)
paccMaTpuBaeMbIX MEIUIIMHCKUX
W3IeITHH OTMHAKOBEI B TOM CTEIICHMU,
KOTOpasi TapaHTUPYET OTCYTCTBUE
pasiuyuil B UX KIMHAYECKOU

3¢ $eKTUBHOCTH U O€30MaCHOCTH;

MEIUIIMHCKOE U3/IeNIne, 3asBICHHOE
B KaU€CTBE 3KBUBAJIEHTHOIO,
3aperucTpUpPOBaHO B COOTBETCTBUU
¢ npasom Coro3a win
3aKOHOAATEILCTBOM I'OCY1apCTBa-
YJIeHa.

Jlitst aTO# 1IN

MPEJICTABIISIFOTCS] CPAaBHUTEIHHBIC
dororpaduu paccMaTpuBaEMBbIX
W3JIEeNUi B CiIy4ae, eclii OHU
KOHTaKTUPYIOT C TEJIOM TaIMeHTa;
MIPUBOATCS CBEJIEHUS,
MOJITBEPKAAIONINE, YTO 00a
MEIULMHCKUX U3/ENINs UMEIOT
OJVHAKOBBIN MPUHIUII JEUCTBUS;
NPUBOJATCS JaHHbBIE,
HOJTBEP:KIaloIIue, YTo 00a
MEIUIIMHCKHUX U3JIENNS UMEIOT
OJIMHAKOBBIE CBOMCTBA B YaCTH
OMOJIOTHYECKON COBMECTUMOCTH;
UACHTUDUITUPYIOTCS BCE Pa3TNIHS
B U3JIENIUAX, ONPEIEISIOTCS Te
pa3ianuusi, KOTOpbIE HE OKa3bIBAIOT
CYLIECTBEHHOT'O BIMSIHUS Ha
KJIMHUYECKYIO 3(P(PEKTUBHOCTD U
0e30MacHOCTb, O0BSACHSIIOTCS MIPUYHHBI,
MO0 KOTOPBIM ATH Pa3NIN4Hs HE BIHSIOT
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Ha KIMHUYECKYIO 3()(PEeKTUBHOCT U
0e30MacHOCTb;

OTIPENIeNIAIOTCS T€ PA3IUYNS, KOTOPBIE
MOTYT OKa3bIBaTh CYIIECTBEHHOE
BJIMSIHUE HA KIIMHUYECKYIO

3¢ $eKTUBHOCTH U Oe30macHOCTh. Ecin
TaKue pa3Inyus UMEIOTCS, TO JUIS
JI0Ka3aTeJIbCTBAa YKBUBAJICHTHOCTH
MIPOU3BOAUTENIH MOXKET MMPOBOAMUTD
CpPaBHHUTEJIbHBIE TEXHUUECKHE
UCHIBITAHUS, U (MJIN) UCTIBITAHUS C
LIEJBI0 OLIEHKHU OMOJIOTMYECKOIO
JercTBYSI, U (W) KIMHAYECKHE
WCTIBITaHUS (MCCIIeIOBAHNS)
MEIUIUHCKHUX H3/IEJIUH, B TOM YHCIIe
C TIPUBJICYCHUEM OPT'AHOB I10
CepTU(HKAINHI, UCTIBITATEIBHBIX
naboparopuii (LIEHTPOB),
AKKPEIUTOBAHHBIX B HAIIMOHAJILHOM
CHUCTEME aKKpeIUTAIH TOCy1apCcTBa-
YJIeHA.

Takoke nMpeACcTaBISIOTCS CBEACHUSA,
MOJTBEPIKIAIOIINE PETUCTPALHIO
MEIUIUHCKOTO H3/1eJIHs, 3asBICHHOTO
B Ka4eCTBE SKBHBAJICHTHOTO,

B COOTBETCTBHH ¢ npaBoM Coro3a nin
3aKOHOJIaTeIbCTBOM T'OCYAapCTBa-
YJieHa

9. Ananus
KJIMHAYECKUX
TAHHBIX

CYMMUPYIOTCSI BCE KIIMHUYECKUE
JAHHBIE, IPOBOAMUTCS] KPUTHUYECKHUIMA
aHaJIU3 TIOJIOXKUTEIIBHBIX U
OTPUIATENLHBIX KIMHHYECKUX TaHHBIX,
JIEJTAt0TCS BBIBOJIBI O KITMHUYECKOM

3¢ ($EeKTUBHOCTH U OE30MMaCHOCTH, B TOM
qrciie 000CHOBBIBAETCS JOMYCTUMOCTD
OCTAaTOYHBIX PUCKOB B CPABHEHUH C
MOJIB301 OT IPUMEHEHUS
MEIUIUHCKOTO H3/1ETHS

MIPOBEPSIOTCS:
JIOKa3aTeJIbCTBA KIIMHUYECKOM

s dexTrBHOCTH U 6€30MaCHOCTH
MEIUIUHCKOTO U3/1€Hs B OTHOLICHUU
BCEX ITOKa3aHWM, 3asBIICHHBIX K
npumeHeHuto. Hannuue nnn
OTCYTCTBHE ITPOTUBONOKA3aHUM
TaKXe CJIeyeT MOATBEPKAaTh
MaTepuaiaMy OTYeTa;

HaJIMyue 00OCHOBAHUS JJIs
pacnpocTpaHeHHsI BBIBOJIOB OTYETA Ha
BCE MOJIeNH (MapKu)
paccMaTpuBaEMOro MEJUIIMHCKOTO
U3JIeTHUS, €CIIN TAKOe MEJUIINHCKOE
U3JIeNTUe UMEET PAa3IUIHbIE MOJEITH
(Mapk#) B COOTBETCTBHH C
MHCTPYKIUEN 10 IPUMEHEHUIO
(9KCTUTyaTallmOHHOMN
JIOKyMEHTAaI1en);

JIOCTaTOYHOCTh MaTepUAJIOB OTYETA
JUTSI TIOATBEPIKICHUSI COOTBETCTBHS
MEIUIIMHCKOTO U3/IENUs




56

HanmenoBanne
pasnmena

PexoMenmamm o conepkaHuio
(TI0 MPUMEHNMOCTH)

OreHkKa npecTaBIeHHOM
uHpOpMAITUN

nyHkTam 3, 6 u 8 O6mux TpedoBaHmit
¢ yueToM TpeOoBaHUi B paMKax
MOCTPErHCTPALUOHHOTO
KJIMHAYECKOTO0 MOHUTOPUHTA

B COOTBETCTBHH ¢ [IpaBunamu
MPOBEIEHUS] MOHUTOPUHTA

Tabnuia 3

PexomeHanmu o CTpykType OT4eTa O KIMHAYECKOM J1I0Ka3aTEIbCTBE
3 PeKTUBHOCTH U O€30MTACHOCTU MEAUIIMHCKOTO U3/IETUs
JIJIs1 IMarHOCTUKU in Vitro

HaumenoBanue PexomeHganmu no cozepKaHuio OueHka npeacTaBiIeHHOM
paszznena (10 IPUMEHUMOCTH) UHPOpPMALIUU
1. O6mas JlaTa COCTAaBJICHUS OTYETA U CBEICHUS | IPOBEPSETCS HANWYKE JaThl OTYETa,

uHpopmarnus 06
oTYeTe

o cocraBisBmux ero jgunax (d. 1. O.,
JOJKHOCTD )

a TaKoKC CBC,Z[GHI/II;'I O COCTaBJIABIINX
OTUCT JINIax

2. O0mas
uHpopmanus o
MEIUIITHCKOM
U3JICITHU JIS
JTMATHOCTHKHU
in vitro

UICHTH(UKAIUS METAITTHCKOTO
U31eaus AJIs1 TMarHOCTUKH in Vitro,
ero Mozesnen (Mapok), Ha KOTOpbIE
pacrpocTpaHseTcs ACHCTBUE OTUETa

IPOBEPSCTCS COCPKAHKIE B OTUCTE
uHbOopMaIu, MO3BOISIONIEH

B COOTBETCTBUH C ITYHKTOM 9
OO6mumx TpedoBaHUi
UACHTU(HUIIUPOBATH BCE 3asBIICHHBIC
Moenr (MapKu) MEAUITUHCKOTO
U3JICaUS JJIsl JTUarHOCTUKM in Vitro

HanMCHOBAHUC U aapeC
MMPOU3BOAUTCIIA U (HpI/I HaJ'II/I‘lI/II/I) €ro
YIOOJIHOMOYCHHOTO MPEACTABUTECIIA

MIPOBEPSIETCS] COOTBETCTBUE
HaMMEHOBAHUS U ajipeca
MIPOU3BOIUTENS U (TIPH HAIMYHUN) €T
YTIOJIHOMOYEHHOT'O NPEICTABUTEIS
JTAHHBIM, YKa3aHHBIM B 3asIBJICHUH O
perucTpanuu 1 3asBiIeHun 00
9KCHEPTHU3E U APYTHX TOKYMEHTaxX
PETHCTPALIMOHHOTO J10Che

KpaTKO€ OMUCAaHUE MEIUIIMHCKOTO
W3JIETNS 71 TUATHOCTUKY IR Vitro,
ero mMojenel (Mapok), BKIrOYast
OCHOBHBIC (DYHKITHOHAIbHBIE
XapaKTePUCTUKU

IpoBepsieTCsl HaNu4YKhe nHpopMaluu
U €€ COOTBETCTBUE JOKYMEHTaM
PETUCTPALIMOHHOTO JJOChE

Ha3HAYCHHE MEIUIIMHCKOTO U3/EUs
JUISL TUarHOCTHUKM N Vitro, OIMCaHuE
CBOWCTB U (WJIN) XapaKTEPUCTHUK,
KOTOpPBIE 00€CTICUNBAIOT JOCTHKCHHE
LT TPUMEHEHUSI METUIIUHCKOTO
W3NS JJIsl JMarHOCTUKM in Vitro

B COOTBETCTBUM C HA3HAYCHUEM,

MPOBEPSETCS COOTBETCTBUE
Ha3HAYEeHUS MEeIUITMHCKOTO U3JIETNS
IJI1 JUArHOCTHUKH In Vitro U €ro
YKa3aHHBIX XapaKTePUCTUK JTaHHBIM,
MPUBEJAEHHBIM B IOKYMEHTAX,
BKJIFOUEHHBIX B PETHCTPALMOHHOE
JI0Che
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ONPEJIEICHHBIM POU3BOIUTEIIEM
MEJIULIUHCKOTO U3IEHS 1151
UArHOCTHUKH In Vitro
nH(pOpMAaLIKA O MOJIb30BATENAX, IpoBepsieTCsl HaTn4Kue nHGOpMaluu
LIETIEBBIX TPYIIIax 0 MMOJIB30BaTeIAX (HAIpUMep,
NAlWEHT, MEIULUHCKHM
CHEIHAIIUCT, PU3NIESCKOE JIHIIO,
IPUMEHSIOIIEE METULIMHCKOE
U3JENUE U1l AMarHOCTUKH in Vitro
110 HA3HAYEHUIO, OIIPEIETICHHOMY
MIPOU3BOIUTEIEM) U LIETEBBIX
rpyIIax, a TAKXKe €€ COOTBETCTBUE
JAHHBIM, TIPEICTABICHHBIM
B JIOKa3aTeJIbHbIX MaTepuaiax
(1oxymeHTax)
MOKa3aHUsl U OCTATOYHBIC PUCKH IPOBEPACTCS HATMYKUE WH(OPMAIIUN
(pu HATUYKH) 0 MOKa3aHUSX U OCTATOYHBIX PUCKAX
(mo nmpumennmoctn). [lokazanus u
OCTAaTOYHBIC PUCKH (ITPU HATTMYHH )
ClIeyeT yKa3blBaTh OJJHO3HAYHO U
YETKO
KJIaCCU(PUKALIMOHHBIE TTPU3HAKHI KJIacCU(PUKAIMOHHBIE MPU3HAKU
MEIULHUHCKOTO U3JEHS 115 YKa3bIBaKOTCA 110 TPUMEHUMOCTH
IHArHOCTHKH in Vitro (B cityyae HEMPUMEHUMOCTH
(0 TPUMEHUMOCTH): npu3HaKa HHPopMAIUsI O HEM
KpaTHOCTh TPUMEHEHUS MOXET OTCYTCTBOBATH).
MEIULUHCKOTO U3JEIHS IS [IpoBepsieTcst cOOTBETCTBUE
JUArHOCTHKH in vitro (0JHOPa30BOE, |yKa3aHHBIX KJIaCCU(UKAIIMOHHBIX
MHOTOPa30BOE); MPU3HAKOB IAHHBIM, TPUBEACHHBIM
MUKPOOHOJIOTHYECKUH CTaTyC B JIpYTUX JTOKYMEHTax
MEIULUHCKOTO U3JEHS 115 PETHCTPALIUOHHOTO JOChE
JTUATHOCTUKH in Vitro (CTEpUIIBHOE,
HECTEPUIIBHOE, CTEPUITU3YEMOE)
uHdopMmanus 06 oOpareHun “H(pOpMAaIUs MPUBOTUTCS TIO
MEIULUHCKOTO U3JEHS 115 YCMOTPEHHUIO 3asIBUTENS U MOKET
JTUATHOCTUKH N Vitro B TPETbHUX WCTIONB30BATHCS JIJIst
rocyJapcTBax, UCTOpHs OOpalleHus] | I0Ka3aTeIhCTBA KIIMHUYECKON
W3/IeNIUs Ha PhIHKE 3¢ (HEKTUBHOCTH MEAUIIMHCKOTO
U3JeaUs JJIs1 JTMarHOCTUKM in Vitro
3. Hayunas OMMCaHUE CBSA3M aHAIUTA MPOBEPSIETCS HAIMYKE ONTUCAHUS
000CHOBAaHHOCTh | C KIIMHAYECKUM WJTH CBSI3U QHAIUTA C KIIMHUYECKUM WITH
aHanura* (hU3HOTOTHYECKUM COCTOSTHUEM (hM3HOTOTHYECKUM COCTOSIHUEM

oprannu3ma 4cCJIOBEKa

OopraHru3mMa 4cCJIOBCKa
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4. IlpumensieMble

Hay4dHasd 000CHOBAHHOCTh aHAIUTA

npoBepsieTcsi 000CHOBaHUE BbIOOpa

MIPOU3BOAUTENEM | YCTAHABJIMBAETCS B XO/A€ KIMHUKO- METOJIOB JI0KA3aTEJIbCTBA HAYYHON
METO/IBI J1a00paTOPHBIX UCTIBITAHUMA 000CHOBAHHOCTH aHAJIUTA
JIOKa3aTeIbCTBa (uccnemoBaHMil) MEIUITMHCKOTO paccMaTpuBaEMOro MEIUIIMHCKOTO
Hay4YHOU U3ISIINA JJISI JUArHOCTUKH In Vitro, U3EIINS IJIs1 JUArHOCTHUKH in Vitro.
000CHOBAaHHOCTH | €CIIM HE J0Ka3aHO, YTO Hay4yHas Ecnu cBs3p aHanuTa ¢ KIMHUYSCKUM
aHaJnTa 000CHOBAHHOCThH aHAJIMTA MOXKET WM PU3HOJIOTHUYECKUM COCTOSTHUEM

OBITh YCTAHOBJICHA MHBIM CIIOCOOOM, | OpraHM3Ma YeJI0BEeKa XOPOIIO0

Hanpumep, Ha OCHOBE: W3BECTHA M OCHOBBIBACTCS Ha

1) TaHHBIX, TOJIYYSHHBIX U3 JOCTYITHON WH(pOpMAITUH,

KJIMHUYECKOT'O ONbITa TPUMEHECHUS TO ONpPEACIICHUE WU

B rOCyAapCTBax-4wIeHax MOJTBEPKICHUE HAYYHOU

MEIHUIIMHCKHAX H3ACTIAMN TS 000CHOBAHHOCTH aHAJIUTA HE

JIHArHOCTHUKH in Vitro, SBJISICTCS HEOOXOUMBIM

ONPEACIISIONINX TOT K€ aHAJIUT TEM

’K€ METOJOM M UMEIOIINX TO JXKE

HazHaYeHHUE;

2) TaHHBIX, TOJIYYCHHBIX U3 HAYYHOU

JIUTEepaTyphl 0 MEAULUHCKUX

U3JICIUAX JUISL JUAarHOCTUKU in Vitro,

ONPEACIISIONINX TOT K€ aHAJIUT TEM

’K€ METOJOM M HMEIOIIUX TO JXKE

HazHa4YCHHE
5. Hayunas MIPUBOJIUTCS 0030p OMYOJIMKOBAHHBIX |IIPOBEPSAETCS BAIUTHOCTD
000CHOBAaHHOCTh | B HAYyYHOMU JIUTEpaType JaHHBIX O MIPE/ICTABJIICHHBIX JaHHBIX,
aHajuTa, MEIHUIIMHCKHUX H3ACITHIX JJIs UCIIOJIb3YEMBIX JJIsI HAYYHOU

JI0OKa3aHHas Ha
OCHOBE JJaHHBIX,
TIOJTyYCHHBIX U3
Hay4HOU
JIUTEpaTyphl (ecnu
POU3BOIUTENH
pUMEHSET
JIAHHBINA METOT)

IUArHOCTHUKH in Vitro,
OTIpEeIeNIAIONINX TOT K€ aHAJIHUT TEM
e METOZIOM M UMEIOIINX TO JKe
Ha3HauyeHUe, BKIIOYAIONIHN B cels
MH(POPMAIIHIO O TEJAX U 3a/auax
MOMCKA JAHHBIX C yKa3aHHEM
WCTOYHHUKOB JIAHHBIX U
IIpEJCTaBICHUEM KOMUN MaTepHuajIoB
(crareit, MoHOTpaduii U T. 1.)

(6e3 cokpartiieHuit) Ha SA3BIKE
OpUTMHAaJa C MEPEBOJIOM Ha PYCCKUU
S3BIK (17151 UHOSI3BIYHBIX UCTOYHUKOB).
B 0630p MOTyT OBITH BKIIFOUEHBI
KJIIOYEBBIE CJI0BA U MHbIE KPUTEPUH
oTOOpa TaHHBIX B IEJISIX
JI0Ka3aTelbCTBAa HAYYHOM
000CHOBAaHHOCTH aHAJIMTA.

J1J1s MOMCKa TaHHBIX MOTYT OBITh
WCTIOJIh30BaHBI, HATIPUMED:
MEDLINE — 6u6nuorpaduueckas
0asa crareil 1o MeIUIIUHCKUM

000CHOBAHHOCTH aHAJINTA
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HaykaM (0XBaTbhIBAaeT OK0JIO 75 %
MHUPOBBIX METUITMHCKUX U3/IaHU);
PubMed — ny6auynHas Bepcust 6a3bl
nmanaeix MEDLINE;
EMBASE/Excerpta Medica —
eBporeiickas 0aza TaHHbIX
nyosukanui B 00sactu
OMoOMeTMIIMHBI B (DapMaKOJIOTHH;
ClinicalTrials.gov — 6a3za qaHHBIX 110
KIIMHUYECKUM HCTIBITAaHHUSIM
(ucciemoBaHusIM);

WHO International Clinical Trials
Registry Platform — 6a3za naHHbIx
BO3 1o kIMHUYECKUM UCTIBITAHUSIM
(UcciemoBaHUsIM).

Crnenyet obecrnieuuThb
MPOCIIEKUBAEMOCTh HICTOYHHUKOB
JAHHBIX.

[Ipu moaroToBKe 00630pa IUTEPATYPhI
PEKOMEHIYeTCSI IPUMEHSITh
MEXIyHapOJHbIE CTAHAPTHI,
Hanpumep, PRISMA (Preferred
Reporting Items for Systematic
Reviews and Meta-Analyses),
STARD (Standards for Reporting of
Diagnostic Accuracy Studies), ais
KaueCTBEHHBIX MCCIEAOBAHUN —
SRQR (Standards for Reporting
Qualitative Research) u T. 1.

6. Hayunas
000CHOBAHHOCTH
aHaJIuTa,
JIOKa3aHHas Ha
OCHOBE OITBITa
KJIHHHYECKOTO
pUMEHEHHUs (eciu
MIPOU3BOIUTEINb
MPUMEHSET
JTAaHHBIN METOT)

MIPEJCTABISIOTCS JTAaHHbIE,
MOJTyYeHHBIE HAa OCHOBE
KJIMHUYECKOTO OTbITa IPUMEHEHUS
MEIUIIUHCKOTO U3JISIUS JUTST
IUArHOCTHUKU in Vitro

B rocy/lapcTBax-4jieHax J1u0o
oInyOIMKOBaHHOU MH(POPMAIIUH O
KITMHAYECKOM OTIBITEe IPUMEHEHUS
MEIULUHCKOTO U3JIeNUS JUIs
JTUArHOCTHKH in Vitro Ha TIpo0dax,
MOJTyYEHHBIX OT OMOJIOTUYECKO
pedepeHTHON MOMyIsAIun

MPOBEPSIETCS BAIMIHOCTD
MPEACTABICHHBIX JAaHHBIX,
UCIIOJIb3YEMBIX JJISI HAYYHOU
000CHOBAHHOCTH MEIUIIMHCKOTO
U3ACIHS O TUATHOCTUKU in Vitro

7. Hayunas
000CHOBAHHOCTh
aHaJmnTa,
JIOKa3aHHast

B KJIMHUKO-
71a00paTOPHBIX

MIPUBOJIATCS PE3YAbTATHI U BBIBOIBI
M0 KJIIMHUKO-J1a00paTOpHBIM
UCIIBITaHUAM (MCCIIE0BAHUSAM),
MIOATBEPKIAIOIINE HAYUHYIO
000CHOBAHHOCTH aHAJIUTA

IIPOBEPSIETCS] COOTBETCTBHE
KIIMHUKO-J1a00paTOPHBIX
WCIIBITaHUH (MCCle0BaHUM),
IIPOBEJIEHHBIX B TOCYJapCTBaXx-
uyneHax, [Ipasuiiam npoBeaeHus
KJIIMHUYECKUX MCIBITAHUI
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UCIIBITAHUSAX (ecnu B OTYETE UCIOJIB3YIOTCA
(uccnenoBaHUsX) JAaHHBIE, TIOJYYEHHBIE B X0JI€ TAKUX
(econ UCIIBITAaHUH (MCCIIeIOBAaHUI))
POU3BOIUTEINH C LIEJBIO MMPU3HAHUSA UX PE3YIIbTAaTOB
MpPUMEHSIET

JTAHHBIN METON)

8. AHanmuTuyeckas
3 PEeKTUBHOCTD
MEAUIIMHCKOTO
U3JIeIHS TS
JTUATHOCTHKU

in vitro*

aHanmuTHyecKas 3 (HeKTUBHOCTh
MEIULUHCKOTO U3JENUs JUIsl
NUArHOCTHUKU in Vitro
MOJITBEPXKIALTCS pe3yaIbTaTaMu

KIIMHUKO-J1a00PaTOPHBIX UCIIBITAHUH

(uccienoBaHuii) 3asBISIEMOTO
MEIUITMHCKOTO U3ICTIHS JIIs
JIUArHOCTHUKMU in Vitro

MIPOBEPSETCS MPABUIBLHOCTh
OTIPEICIICHUS WITU TTOATBEPKICHUS
XapaKTePUCTHK aHATUTUICCKON

s dexTuBHOCTH

9. Kinnanueckas
3¢ (HEeKTUBHOCTH
MEIUIMHCKOIO
W3JCTINS IS
IHArHOCTHUKH

in vitro*

OITHCAHHE CIIOCOOHOCTH
MEIHUITMHCKOTO M3ICIUs IS
JIMarHOCTUKM in Vitro TIOKa3hIBaTh
pe3yJIbTaThl, KOPPEIUPYIOIINE

C KOHKPETHBIM KJIMHUYECKUM WJTU
(DM3HOOTHYECKUM COCTOSTHUEM

B LI€JIEBOM MOMYJISILIUU TIPU €r0
MPUMEHEHUH NPEIHA3HAYCHHBIM
M0JIL30BaTEIEM

MIPOBEPSAETCS HATUYUE ONTMCAHUS
CIIOCOOHOCTH MEIUILIMHCKOTO
U3EINS IJIs1 TUArHOCTUKU in Vitro
MOKa3bIBATh PE3YJIbTATHI,
KOPPEJIUPYIOIINE C KOHKPETHBIM
KIMHAYECKUM HIIN
(hU3MOJIOTHYECKUM COCTOSTHUEM

B LICJIEBOU MOMYJIALIMU IIPU €T0
MIPUMEHEHUH MPeTHa3HAYEHHBIM
II0JIb30BaTEIIEM

10. I[Ipumensembie
MIPOU3BOUTENIEM
METO/IbI
JI0Ka3aTeNIbCTBa
KIIMHUYECKOM

3¢ (HeKTUBHOCTH
METUIIMHCKOTO
U3 JUIst
JINarHOCTHKHU

in vitro

KJIMHUYecKasi 3 PEeKTUBHOCTD
MEIULIMHCKOTO U3AETHS JUIs
JIUAaTHOCTUKMU in Vitro
YCTaHaBJIMBAETCS B XOZE €T0

KJIMHUKO-JIa00paTOPHBIX UCTIBITAHUN

(uccnenoBaHuit), €CIM HE JOKa3aHO,
YTO KJIMHN4YEcKast 3p(HEeKTUBHOCTD
MEIULUHCKOTO U3JEIHS 115
JTUATHOCTUKH i Vitro MOXET OBIThH
YCTaHOBJIEHA UHBIM CIIOCOOOM,
HarpuMep, Ha OCHOBE:

JAHHBIX, TOJIYYEHHBIX U3
pELeH3UPYEMOM HAYYHOU
TUTEPaTyphl 00 UCIIOIB30BAHUN
MEUIIMHCKOTO U3IEIHS IS
JTUArHOCTHKH in vitro Ha npodax,
MOJTYYEHHBIX OT OMOJIOTHYECKON
pedepeHTHON MonysaIuy;
JAHHBIX, TTOJIYYCHHBIX U3
KJIMHUYECKOTO OIbITa TPUMEHEHUS
MEIUIIMHCKOTO U3EIHS IS
IUArHOCTHUKU in Vitro

rpoBepsieTcsi 000CHOBaHUE BbIOOpa
METOJI0B J10Ka3aTeIbCTBA
KJIMHUYeCcKo! 3((hEeKTUBHOCTH
paccMaTpuBaEMOro MEJUIIMHCKOTO
U3JICaUS JJIs1 JUarHOCTUKMU In Vitro.
B cnydae ecnu kimHUYeckast

3 PEeKTUBHOCTD METUIIMHCKOTO
W3ENUS Ul IMAarHOCTUKH in Vitro
MIOJIHOCTBIO OIpEAEIAeTCs
aHAJTUTUYECKON 3(PPEKTUBHOCTHIO,
MPOBEPSIETCSI 000CHOBAaHHOCTH
JTAHHOTO MO/IX0/1a B OTUYETE O
KJIIMHUYECKOM JI0Ka3aTeIbCTBE

3¢ (HEeKTHBHOCTH U 0€30MaCHOCTH
MEIUIIMHCKOTO U3/IETHS
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B rocyJiapcTBax-ujaeHax Ju0o
OITyOJIMKOBAaHHBIX JAHHBIX O
KJIMHUYECKOM OIIbITE MPUMEHEHHUS
MEIUITTHCKOTO U3JICHUS JIIs
JTUArHOCTHKH in Vitro Ha po0ax,
MOJIYYEHHBIX OT OMOJIOTHYECKOU
pedepeHTHON mOmyIsAIun

11. Kinuangeckas
3¢ (HEeKTUBHOCTH
MeIULMHCKOIO
W3JCTINS IS
IHArHOCTHUKHU

in vitro,
yCTaHOBJICHHAs
MyTeM TMOUCKa

JaHHBIX B HaquOﬁ

auTeparype (eciu
IIPOU3BOIUTEIIb
MPUMCHSICT
JTAHHBIH METOT)

MIPUBOJIUTCS 0030P OITyOIMKOBaHHBIX
B HAay4HOH JIMTEpaType TaHHBIX O
paccMaTpuBaeMOM MEIULIUHCKOM
W3JEIUU U1l AMarHOCTUKH in Vifro Ha
po0ax, MOTy4YEeHHBIX OT
Ouosornyeckoit peepeHTHON
MIOMYJISIIINK, BKITFOYAIOIINN B ceOs
MHGOPMAIIHIO O LEJSIX U 33a9ax
MOKMCKA C YKa3aHUEM UCTOYHUKOB
JAHHBIX U MPEJICTaBICHUEM KO
HCIOJIb30BaHHBIX MaTepUaOB
(crarelt, MoHOTpaduii U T. 1.)

(6e3 cokpallieHHii) Ha s3bIKE
OpHUTMHAaJja C IEPEBOJIOM Ha PYCCKUU
SI3BIK (JJIs1 HTHOSI3BIYHBIX UCTOYHUKOB).
B 0630p MoryT OBITH BKJIFOUEHBI
KIIFOUEBbIE CJI0BA U UHBIE KPUTEPUU
0TOOpa JTAHHBIX B LEJIAX
JI0Ka3aTelbCTBA KIMHUYECKON

3 PEeKTUBHOCTU METUIIUHCKOTO
U3Jeaus AJIs1 JMarHOCTUKH in Vitro.
Jlj14 moucKa TaHHBIX UCTIOIb3YeTCs
pelLieH3upyemas Hay4yHas JuTeparypa.
Crnenyet obecrieuuThb
IIPOCIIEKUBAEMOCTh HICTOYHHUKOB
JTAHHBIX.

ITpu noaroToBke 0030pa JIUTEPATYPhI
PEKOMEHIyeTCsl IPUMEHSTh
MeXIyHapOJHbIE CTAHAPTHI,
Hanpumep, PRISMA (Preferred
Reporting Items for Systematic
Reviews and Meta-Analyses),
STARD (Standards for Reporting of
Diagnostic Accuracy Studies), ais
KayeCTBEHHBIX MCCIIEJOBAHUHN —
SRQR (Standards for Reporting
Qualitative Research) u T. 1.

IPOBEPSETCSI BaJIUIHOCTh
MPECTABICHHBIX JAHHBIX,
UCIIOJIb3YEMBIX Ul JOKa3aTelbCTBA
KIMHAYECKOU YPPEKTUBHOCTH
MEIUIUHCKOT0 U3AEIHS IS
IOUArHOCTHUKH in Vitro

12. Knuanueckas
3¢ PEeKTUBHOCTH
MEIUITUHCKOTO

IpCACTABIAIOTCA JAHHBIC,
ITOJIYUYCHHBIC HAa OCHOBC
KIIMHUYCCKOTI'O OIIbITa MIPUMCHCHUSA

IpOBEPACTCA BAIIMAHOCTD
IpCACTAaBICHHBIX JJAHHBIX,
HCTIOJIb3YCMBIX IJISA JOKA3aTCIIbCTBA
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W3JETINS IS
JHArHOCTUKH

in vitro,
yCTaHOBJICHHAs
MyTEM TOJTy4YCHHSI
JIAaHHEBIX Ha OCHOBE
KJIMHHYECKOTO
OIIBITA
MIPUMEHEHUS
MEIUIHCKOTO
W3JETINs IS
JIHArHOCTHKH

in vitro (ecmu
MIPOU3BOIUTEID
MIPUMEHSIET
JTAHHBIN METONT)

MEIHUIIMHCKOTO U3JIeIHs IS
IUArHOCTHKU in Vitro

B rocyJiapcTBax-ujaeHax Ju0o
oIy0IMKOBaHHOW MH(POPMAITUH O
KJIMHUYECKOM OIIbITE€ MPUMEHEHHUS
MCIULIMHCKOIO U3ACIUS JIJIs
JTUArHOCTHKH in Vitro Ha poodax,
MOJIYYEHHBIX OT OMOJIOTUYECKOU
pedepeHTHON TomyIsAIun

KJIMHUYECKON 3(h(PEeKTUBHOCTH
MEIUITMTHCKOTO U3ACTHS JIIs
IUArHOCTHUKH In Vitro

13. Kiimauyeckue
JIaHHEBIE,
MOJTy4YEHHBIC TIPU
KJIMHHUKO-
1a00paTOPHBIX
HCIBITAHUAX
(ucciemoBaHUAX)
(ecrn
MIPOU3BOTUTEITH
MPUMEHSIET
JTAHHBIN METOT)

MIPUBOJIATCS PE3YIbTATHI U BHIBObI
10 UTOraM KJIMHUKO-JIa00PaTOPHBIX
UCIBITaHUH (MCCea0BaHNN)

IIPOBEPSIETCS] COOTBETCTBUE
KJIMHUKO-JIA00PaTOPHBIX
UCIBITaHUH (UCCIIe10BaHU),
IIPOBEJICHHBIX B TOCYAapCTBaX-
wieHax, [IpaBunam npoBeneHus
KJIMHUYECKHUX UCIIBITAHUI

(eciu B OTYETE UCIIOJIB3YIOTCSA
JaHHBIC, TOJTYYCHHBIC B XOJ€ TAKUX
UCTBITAaHNH (MCCIISIOBAaHUI))

C LIETIBIO TPU3HAHUS UX PE3YyJIbTaTOB

14. Ananuz
MPEICTABICHHBIX
JAHHBIX O
MEJIUIIMHCKOM
W3SIINU IS
JIMarHOCTHKH

in vitro

JIEJIAr0TCS BBIBOJBI O HAYYHOMN
000CHOBaHHOCTHU aHAJIUTA,
aHAJINTUYEeCKON 3 (HEKTUBHOCTH U
KJIMHUYEeCKOU 3P PEeKTUBHOCTH
MEIUIIMHCKOTO U3AETHS JUIs
IUArHOCTHUKHU in Vitro

MIPOBEPSIFOTCSA:
JI0Ka3aTesIbCTBa HAYYHOU
00OCHOBAHHOCTH aHAJIUTA,
AHAJUTUYECKON U KIIMHUYECKOM

3¢ PEeKTUBHOCTH METUIIUHCKOTO
W3JI€IUs O JMarHOCTUKH in Vitro;
Hajan4ue 000CHOBAHHUS IS
pacnpocTpaHEHUs BBIBOJOB OTYETA
Ha BCe MOJIeNU (MapKH)
paccMaTprUBaEMOT0 MEIULIUHCKOTO
U3JICaUS JJIs1 JMarHOCTUKM in Vitro,
€CIIM TaKOE€ MEIHUIIUHCKOE U3JICINE
HMMeeT pa3NInyHble MOJENU (MapKH)
B COOTBETCTBUHU C MHCTPYKIMEN 1O
MIPUMEHEHUIO (IKCILTyaTal[MOHHOMN
JOKyMEHTaIue);

JOCTaTOYHOCTh MaTEPHUAJIOB OTUETA
JUTSI TIOJITBEPKAEHUSI COOTBETCTBUS
MEIUIIMHCKOTO U3/IeTHNs TyHKTaM 3,
6 u 8 O0uMX TpeOOBaHMIA C yIETOM
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HaumenoBanue Pexomennanuu no conepaHuio Onenka npeacTaBIeHHON
pasnuena (110 MPUMEHUMOCTH ) uHdopmanuu

TpeOoBaHUI B paMKax
IIOCTPETUCTPALIUOHHOTO
KJIIMHUYECKOI0 MOHUTOPHHIA B
cootBercTBuM ¢ lIpaBunamu
IIPOBEJEHUS MOHUTOPUHIA

* HenmprMEHUMOCTh YKa3aHHBIX XapaKTEPUCTHK CIeyeT 00OCHOBATH B OTYETE O KIMHUYECKOM
JI0Ka3aTeabCcTBE A3PPEKTUBHOCTH U 0€30IaCHOCTU METULIMHCKOTO U3ETHSL.

5. AHanu3 0TYETOB O pe3ysibTaTaXx UHCIEKTUPOBAHUS
MIPOU3BOICTBA METUIIMHCKOTO U3/ETHS

35.1lpu »KcnepTu3e OTYETOB O pe3yJbTaTaX WHCIEKTHPOBAHUS
MPOU3BOJICTBA MEJUIIMHCKOTO M3JIeNUs, TMPEJACTAaBISIEMbIX B COCTaBe
PErUCTPAIMOHHOIO J10ChE, MPOBEPSIETCS PACIPOCTPAHEHUE JCHUCTBUS TaKUX
OTUETOB Ha 3asIBJISIEMOE MEIUIIMHCKOE M3JENHE IMyTEM aHAJIh3a CJIEIYIOLINX
CBEJICHUI:

1) Hannune oTyeTa O pe3ysibTaTaX HMHCIEKTUPOBAHUS IMPOU3BOACTBA
MEJIUIIMHCKOTO U3/IEIHS;

2) HAJIM4YKE TOJOKUTEIBHOTO 3aKJIIFOUEHUSI O COOTBETCTBUHU CHUCTEMBI
MEHEDKMEHTAa  KauyecTBa  IMPOU3ZBOAUTEINS  MEAUIMHCKOIO  W3JIEJIHUs
TpeOoBaHMsIM K CHCTEME MEHEPKMEHTA Ka4eCTBa;

3) COOTBETCTBHUE  3ASBIIEMOTO  MEAWLMHCKOTO M3AEHUS  TPYIIe
(moarpyrrme) MEIULIMHCKUX W3JAeNUid, Ha KOTOPYI PpPaclpoOCTpaHsETCs
JNEeUCTBUE OTYeTa O pe3ysibTaTax MHCIEKTUPOBAHMUS  MPOU3BOJICTBA
MEJIUIIMHCKOTO U3/IeIHS;

4) COOTBETCTBHE MEPEUHS MPOU3BOJCTBEHHBIX IIONIAJ0K U UX aJIPECOB,
YKa3aHHBIX B PErUCTPAIMOHHOM JIOChE€, COOTBETCTBYIOIIEMY IIEPEUYHIO B
OT4EeTe O pe3yJbTaTaX HWHCIEKTUPOBAHUS MPOU3BOJICTBA MEIUIIMHCKOTO

HU3ACIUA.
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6. DKcniepTu3a JOKYMEHTAIINH C IE1bI0 BHECEHUSI U3MEHEHU N
B PETUCTPALIMOHHOE J10ChE

36. [Ipouenypa BHECEHUS H3MEHEHHH B PETrUCTPALIUOHHOE JOChE
onrcaHa B pazzaeine V [IpaBun perucrpanuu, npoueaypa BHECECHU U3MEHECHUN
B PETMCTPAllMOHHOE J0Ch€ B YBEAOMHUTEIBHOM MOpsake — B pasuene VI
yka3zaHHbIX [IpaBui.

37.1lpy W3MEHEHHM MOKA3aHUN MO TMPUMEHECHUIO MEIUIIMHCKOTO
u3jenus, 00JacTu €ro NMPUMEHEHUs, NMPOTHUBOINOKA3aHUM, MHPOpMAIUU O
noOoyHbIX 3 @dexTax, MPOBOAUTCS  IKCIepTuza (B TOM  YHCIE
aKTyaJM3UPOBAHHOIO oT4eTa ) KIIMHUYECKOM JI0Ka3aTEIbCTBE
3 PeKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO W3JEIus B TMOPSIKE,
npeaycMoTpeHHoM myHktamu 31 — 34  Hacrosammx Meroguyeckux
PEKOMEHIAIU ).

38.Ilpy u3MEHEHUSAX B TEXHUYECKHUX XapaKTEPUCTUKaX U (W)
AKCIUTYaTallMOHHOM JIOKYMEHTAlMM, CBSI3aHHBIX CO CBOWMCTBAaMHM U (WJIM)
XapaKTepUCTUKAMU MEAMUIIMHCKOTO W3JEIus, MNPOBOJAUTCS B TOM YHCIIE
AKCIIEPTU3A CBEJEHUM O COOTBETCTBUM MEAUIIMHCKOIO U3/IEIUs TPEOOBaHUSIM
o0e3zormacHOCTH U A(OPEKTUBHOCTH MEIUIIMHCKUX U3JEIUN, KOTOpPbHIC
NpEeACTaBISIIOTCA 10 ¢dopMme cormacHo mnpuioxkennio Ne 2k  OOmmum
TpeOOBaHUSIM, B YaCTU BHECEHHBIX M3MEHEHHH B paMKaxX MpPEICTaBICHHOU
aKTyaJIM3UPOBAHHOU JOKyMeHTaluu. [lo pe3ynbTaTaM TpPOBEpPKH CIEAYET
MOJIYYUTh TOATBEPKACHUE TOTO, YTO MEIUIIMHCKOE H3JeIue MPOAO0JDKAET
cooTBeTcTBOBaTh OOmUM TpeOOBaHUSM B CBA3M C BHECEHHBIMU
n3MeHeHusiMUA. OEeHKa JI0Ka3aTeNbHbIX MaTePUaIoB (JJOKYMEHTOB), KOTOPhIE
NPOU3BOAMUTENL  HUCIONAB3YEeT  JUIsl  JOKAa3aTelbCTBA  COOTBETCTBUS
MeauiuHCKoro — um3fenus — OOmM  TpeOOBaHHUSIM,  OCYILECTBIISIETCS
B COOTBETCTBMM C MNyHKTamMu 16 — 26 Hacrosmmux Meroaudeckux

PEKOMEH IAIUAM.
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TABJIHUIA

I[MTPUJTOKEHUE Ne 1

K MeToau4ecKuM pEeKOMEH IaIIsIM
10 COJICPYKAHHIO U CTPYKTYpE JOKYMEHTOR
PETHCTPAIIMOHHOTO JJOChE MEAUITUHCKOTO H3CITHS
Y TIPOBEJICHHIO DKCIIEPTHU3BI 0€301TaCHOCTH, KaueCcTBa
1 3(QPEKTUBHOCTH MEIUITUHCKOTO HU3CIHS
B IIEJISIX €T0 PETUCTPAIIMU B paMKax
EBpa3niickoro 3KOHOMHUUYECKOT0 COK03a

conmocraBJICHUA CBeHeHHﬁ, coaepKalmuxcHd B JOKYMEHTAX, HEOﬁXOHI/IMbIX JJIA perucrpanum MEJIUINUHCKOI'0O

U3/1eJIUs, U CTPYKTYPBI JAHHBIX, COIEPKAIIUXCH B TeXHMUYECKOM (aiiiie Ha MeIUIIMHCKOe u3/e/Ine

Ne
/o

CTpyKTYpHBIN DJIEMEHT MepeyHs
JIOKYMEHTOB, HEOOXOIUMBIX AJIs
perucTpauuy MEAUIUHCKOTO U3IETus*

CTpyKTYpHBIH 2JIEMEHT
TEXHUYECKOro (aiina Ha
MEIULUHCKOE U3/EINE
(Kpome IpOorpaMMHOTO

CTpyKTYpHBIH 3JIEMEHT
TEeXHUYeCKoro (aiina Ha
MIporpaMMHOE 0OecTieueHue,
SBIISIOLIEECS METUIUHCKUM

CTpyKTYpHBIN 3JIEMEHT
TEXHHUYECKOTo ¢aiina Ha
MEIHUITUHCKOE U3JIeITUE TS
JUArHOCTUKU in Vitro****

obecrnieyeHus u n3zeaemM* **
MEIUIMHCKUX U31ETUI
JUISL TUATrHOCTHUKU in vitro)**
1 [Tynkt 6. Konus ceprugukara pasnen VII pasnen VII pasnen VII
COOTBETCTBUS CUCTEMbI MEHEKMEHTA «[IpousBoaCTBEHHBIE «[Ipou3BoCTBEHHbIE «[Ipou3BoCTBEHHBIE
KadyecTBa TpeOOBaHMSIM CTaHIapTa IJIOLIAIKI IJIOLIAIKK» TUTOIIAIKI

ISO 13485 1160 COOTBETCTBYIOIIETO
PETMOHAJIBHOTO WJIN HAllMOHAIBHOIO
(rocyaapcTBEHHOT0) CTaHAapTa
rocygapcrsa — uieHa EBpasuiickoro
HKOHOMHUECKOTO COI03a
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2

Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/n JOKYMEHTOB, HEOOXOAUMBIX JUIs TEXHUYECKOTro (aiina Ha TEeXHUYECKOro (aiina Ha TEeXHUYECKOro (Qaiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIULMHCKUX U3ETUN
JUISL TMATrHOCTHKH in vitro)**
(1anee cOOTBETCTBEHHO — rOCYJapCTBO-
ysieH, Co103), BBIAAHHOTO HA UMS
IPOU3BOIUTENS MEAULIMHCKUX U3EIUN
(MPOM3BOICTBEHHOM TITOIIIA IKH )
(pu HAJIMYMM)

2 ITynkr 7. Jlexiapanus 0 COOTBETCTBUHU paznen VIII «CBenenus o pasnen VIII «CBenenus o paznen III «CBenenus o
MEIUIUHCKOTO U3/IeNHs 00s3aTeIbHbIM cooTBeTcTBUH O0ILUM cootBercTBUM O0ILUM cootBercTBUH O0ILUM
TpeOOBaHUSAM T'OCYAaPCTB, HE ABJSAIONIMXCSA | TPEOOBAHUAMY U TpeOOBaHUSAM» U TpeOoBaHUSAM 0€3011aCHOCTU
yieHamu Coro3a (Hanpumep, IMPeKTUBaM | IOANYHKT «I» MyHKTa 11 HOJIYHKT «B» ITyHKTa 11 1 3¢ pekTuBHOCTUY U
wim pernameHtam EBpormelickoro coro3a), |pasnena X «JlestenbHocTh | pasgena X «JlesTenbHOCTh | HOMMYHKTBI «I» U «1»

WJIU DKBUBAJICHTHBIN JJOKYMEHT 1o Bepudukanuu u 1o Bepudukanuu u nyHkTa 9 paznena VIII
(mpu HaIMYKMK) TMO0 KOMHSI TAKUX BaJIMIALIAN» BaJIUIALIAN» «JlesTenbHOCTH MO
JIOKYMEHTOB BepU(DUKALUU U BaTUIALMHI»

3 [TynkT 10. /laHHBIE O MAPKUPOBKE U MOAIYHKT «@» ITYHKTa 5 HOJIYHKT «a» MyHKTa 5 HOJIYHKT «a» MyHKTa 3
yIakoBKe (TIOJTHOIBETHBIE (C YKa3aHUEM paznena [V paznena [V paznena Il
KOJIMPOBKH I[BETa) MaKeThl YIIaKOBOK U «ConpoBoauTenbHas «ConpoBoauTeNbHas «ComnpoBoauTenbHas
TUKETOK), TEKCT MapKHUPOBKH HA PyCCKOM | HH(OopManush» uHpopmanus» nHpopmanus»

A3BIKE U TOCYIapCTBEHHBIX SI3bIKAX
rocy1apCcTB-4JICHOB (IIpU HEOOXOIUMOCTH).
4 [TynxTt 11. Undopmanus o pazpaboTke u paznen V «lIpoextupoBanue |pasgen V «lIpoektupoBanue |pasnen V «lIpoexktnpoBanue

MIPOU3BOJICTBE: CXEMBI MPOIIECCOB
MIPOU3BOJICTBA, OCHOBHBIE CTaNH

1 pa3paboTKa METUITTHCKOTO
u3genus» u pasnen VI

1 pazpaboTKa MpOrpaMMHOTO
oOecnieueHus» u pazaen VI

U pa3paboTKa METUITTHCKOTO
W30eNUs ISl QUAarHOCTUKHI
in vitro» v paszzuein VI
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Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/n JOKYMEHTOB, HEOOXOAUMBIX JUIs TEXHUYECKOTro (aiina Ha TEeXHUYECKOro (aiina Ha TEeXHUYECKOro (Qaiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
obecreyeHus u n3zeaem*
MEIULMHCKUX U3ETUN
JUISL TMATrHOCTHKH in vitro)**
IIPOM3BOJICTBA, YIIAKOBKA, UCIIBITAHUS U «[IpousBoacTBEHHbIE «[Ipou3BoCTBEHHBIE «[Ipou3BoCTBEHHBIE
IIPOLIEAYpPA BBIITYCKa KOHEYHOT'O NIPOJYKTa | IPOLIECCHD) IIPOLIECCHI» IIPOLIECCHI»

5 [TynkTt 13. Undopmanust o0 MapkeTUHre MOAIYHKT «&» IMyHKTa 12 nyHKT 12 pa3znena X MOJAMYHKT <OK» ITYHKTa 9
(ucropus NpH yCIIOBUU OOpaILEHUS pasznena X «/ledarenpHOoCTh | «/leATE€NBHOCTH IO pazznena VIII «/learenbHOCTD
U3JIeNus Ha pbIHKe Oojee 2 JeT) 1o Bepudukanuu u BepUu(UKALUU U BAIMJALUN» |10 BepUUKaLUU U
(mpu HAJIMYMH) BAJIUJALMN» U IIYHKT 3 u nyHKT 3 paznena [I1 BaJIU AN

paznena 11 «cropust «Hcropus obpanieHus
oOpallleHus: MEIMLIMHCKOTO | MEIMLIMHCKOTO U3/EIINs,
U3JIEN1sl, CBECHUS CBEJIEHUS O MOAO0OHBIX U
0 MOAOOHBIX U MPENBIAYIINX | TPEIbIIYIINX
MO (UKAIUAX MOJU(PHUKAIHIX
MEIUIIMHCKOTO WU3/IETIHSI» MEIUIIMHCKOTO U3/IETIHSI»
6 [Tyt 14. CooO11eHust 0 HeCYaCTHBIX MOAIMYHKT «€» IMMyHKTa 12 nyHKT 12 paznena X MOAIMYHKT <OK» MyHKTa 9

cllyyasix U oT3bIBax (MH(popManus He
IpeJICTaBIsIeTCs JUIsl BHOBb pa3paOOTaHHbBIX
Y CIIPOEKTUPOBAHHBIX MEIULINHCKUX

17163 (17179 B

CIHMCOK HEeOJIaromnpHusITHBIX COOBITUH
(MHLIMJIEHTOB) MJIM HECYACTHBIX CIIy4aes,
CBSI3aHHBIX C UCIIOJIB30BAaHUEM U3ENNUS, U
yKa3zaHue Nepuoja BpeMeH!, Ha
IPOTSKEHUHU KOTOPOTO IPOUCXOANIIN
yKa3aHHbIE CIy4au;

pasnena X «JlesaTeapHOCTh
1o BepuUKaluu u
BAJIUJALUN» U ITYHKT 3
paznena I «Mcropus
oOpalieHns: MeTUIIMHCKOTO
W3/1eIINsl, CBEJICHUS

0 MOJIOOHBIX U MPEABLIYIINX
MOAU(PUKAIUIX
MEJIULIMHCKOTO U3JEIH»

«/lesTenbHOCTD MO
BepUUKALIUY U BATHUJALII
v yHKT 3 paznena III
«Hcropus obparieHust
MEIUIIMHCKOTO U3/eIus,
CBeIEHUS O MOIOOHBIX U
MPEABIAYIINX
MOIU(DUKAITUIX
MEIULIMHCKOTO U3/1EITHS»

pasznena VIII «/lesarenbHOCTH
1o BepudUKaluu u
BaJTU AN »
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4

/o

CTpyKTYpHBIH AJIEMEHT MepeyHs
JOKYMEHTOB, HEOOXOIUMBIX JIs
pPErucTpalui MEIUIIMHCKOTO U31enus™

CTpyKTYpHBIN JIEMEHT
TEXHUYECKOTO (haiiyia Ha
MCOULIMHCKOE H3/eIINe
(Kpome mporpaMMHOTO
o0ecrecycHus 1
MEIULMHCKUX W3eINH
JUISL TMATrHOCTHKH in vitro)**

CTpyKTypHBIH JIEMEHT
TEXHUYECKOTo ¢aiina Ha
porpaMMHoOe oOecrieueHue,
SBIISIOLLEECS MEIULIUHCKUM
u3genmem™***

CTpyKTYypHBIN 37IEMEHT
TeXHUYeCKoro (aityia Ha
MCIULIMHCKOC U3JICIIHUEC IJIS
NIUATHOCTHUKHU in vitro****

€CIIM HeOJIaronpHUATHBIX COOBITUI
(MHITMACHTOB) CJIUIIIKOM MHOTO,
HE00XO0IMMO MPEJCTaBUTh KPATKUE 0030PHI
M0 Ka)KJIOMY U3 TUIIOB COOBITHH U yKa3aTh
o011ee KOJIMYECTBO COOBITUH KaXKA0Tr0
THUIIA, O KOTOPBIX MOCTYIAIN OTYETHI;
CIMICOK OT3BIBOB C PhIHKA MEIUIINHCKUX
W3IeNui U (W) TTOSICHUTEIBHBIX
YBEIIOMJICHHH U OMTUCAHUE TIOAX0/1a K
PacCMOTPEHMIO ITHX MPOOIEM U UX
PEIICHUTO IPOU3BOAUTEISIMUA B KQXKIIOM U3
TaKUX CIy4aes;

ONMCaHNE aHaIN3a U (WIN)
KOPPEKTUPYIOIINX JEHCTBUM,
NPENPUHSATHIX B OTBET HA YKa3aHHBIC
ciyyau

MOAMYHKT «a» MyHKTa 9
pazaena VIII «/lesarenbHOCTH

paznen Il «Onucanue
MEIHUIMHCKOTO U3AEIHS»

MOJIMTYHKT «K» MMyHKTa 2
pasnena Il «Onucanue

ITynkr 15. Ilepedens craHgapTOB, KOTOPHIE
IIPUMEHSIIUCH ITPOU3BOAUTENIEM IIPU

MIPOEKTUPOBAHUH H TIPOU3BOICTBE MIPOrpPaMMHOI0 1o Bepu(UKAINH U
MEIUIIMHCKOTO U3JeNHs (C yKa3aHueM oOecrieueHus» BaJTAIAITAN
HAaWMEHOBAaHMS M 0003HAYCHUS CTAHAPTOB)

[Tyakt 16. CBeneHUsI 0 COOTBETCTBUH myHKT 4 pazgena 11 nyHKT 4 pazgena 11 nyHKT 2 pazzaena [ «O0mue
MeAUIMHCKOTO n3aemnus O0umm «Ucropus obparieHus «Hcropus obparieHus TpeOOBaHUS K COJIEPKAHUIO
TpeOOBaHUSIM OE30MTACHOCTH 1 MEIULIMHCKOTO U3JICIIUA, IIPOrpaMMHOI0 TEXHUYECKOTO (haiiyia Ha
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Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/n JOKYMEHTOB, HEOOXOAUMBIX JUIs TEXHUYECKOTro (aiina Ha TEeXHUYECKOro (aiina Ha TEeXHUYECKOro (Qaiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIULMHCKUX U3ETUN
JUISL TMATrHOCTHKH in vitro)**
3P PEKTUBHOCTH MEAUIIMHCKUX U3/, CBEICHMSI O IOJJOOHBIX U oOecrnieueHus1, CBEICHUS O MEAMLMHCKOE U3JeNNe s
TpeOOBaHUAM K UX MAPKUPOBKE U IIPEABLAYIINX HOJOOHBIX U MPEAbIAYIIUX | JUATHOCTHKHU in Vitro»
IKCIUTYaTallMOHHON JTOKYMEHTAINH Ha HUX, | MOAU(UKAINIX BEPCUSX IIPOrPaMMHOI0 paznen Il «CBenenus o
yrBepxkaAcHHbIE Pemennem Cosera MEAULMHCKOro u3aenus» u | obecnedenusi» u paszaen VIII | coorBerctBun O6mum
EBpasuiickoil s3xoHomuueckoit komuceun | paszgen VI «Cenenust o «CBeieHHsI O COOTBETCTBUM | TpeOOBAHUSAM 0€30I1aCHOCTH
ot 12 deBpamnst 2016 r. Ne 27 (nanee — cooTtBeTcTBUM OOLITM OO6muM TpeOOBaHHUIMY U 9P PEKTUBHOCTH
OO6mmue TpeGoBaHwsl), C MPUIOKESHUEM TpeOOBAHUSIM»
JIOKYMEHTOB, CCBUIKM Ha KOTOPbIE HUMEIOTCS
B YKa3aHHBIX CBEACHUSIX
9  |Ilynxkr 17. lokymeHnt, ycranaBnuBatouii | paznen Il «Onucanue paznen II «Onucanue nyHKT 1 pazgena I «O0mme
TpeOOBaHUS K TEXHUUECKUM MEIULIMHCKOTO U3/IETIHS» IPOrPaMMHOTO TpeOOBaHUS K COACPIKAHUIO
XapaKTepUCTHUKAM MEIULUHCKOTO U3ENIUs oOecrieueHus» TEXHUYECKOTO (ailyia Ha
MEAMLMHCKOE U3JENNE IS
IUArHOCTHUKH In Vitro
(11 060pyIOBaHUSA) U ITyHKT
10 paznena VIII
«/lesTenbHOCTD MO
BepU(UKALIMY U BaTUJALII
10 |IIynkr 18. ITpOTOKOIBI TEXHUYECKUX MIOJMYHKTBI «a» U «0» MIOJITYHKTBI «a» U «0» MOJMYHKTHI «O» U «B»

UCIIBITaHUH, IIPOBEJIECHHBIX B LIEIIAX
JIOKa3aTeNNbCTBA COOTBETCTBUS
MenuuuHCeKoro uzaenus O6mum
TpeOOBaHUSM, IPOTPaMMbl UCTIBITAHUI
1100 KONMUH yKa3aHHBIX JJOKYMEHTOB U

nyHkTa 11 paznena X
«JleaTenbHOCTh 110
BepU(UKALUU U BaTHIALIMHI»

nyHkTa 11 paznena X
«JleaTenbHOCTh 110
BepU(UKALNU U BaTUIALIMHI»

nyHkTa 9 pasnena VIII
«JleaTenbHOCTh 110
BepU(UKALNU U BaTHIALIMI»
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6

Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/m JOKYMEHTOB, HEOOXOIUMBIX JIs TEXHUYECKOTOo ¢aiina Ha TEXHUYECKOTo ¢aiina Ha TEXHHYECKOro ¢aiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIUIMHCKUX U3/1ETHH
JUISL TMATrHOCTHKH in vitro)**

(W) TOKYMEHTBI, CO/IepIKAIINe
JI0Ka3aTeNIbCTBA MIEPBOM CTOPOHBI

11 ITynkr 19. Otuer no oueHke nyHKT 14 paznena X o o
OMOJOrNYECKOro AeMCTBUS MEIULIMHCKOTO | «/ledaTenbHOCTh 1o
uzenus (Ipu He0OXOIUMOCTH ) Bepu(HKAIIUK U BaTUIAITAN

12 |Ilynkt 20. ITpoTOKOIBI HCCAET0OBAHUI nyHKT 14 paznena X o o
(ucnibITaHMi) IO OLIEHKE OnosIornyeckoro | «/lesrenbHOCTh MO
JNEHCTBUS MEIUIIUHCKOTO U3eNus, BepUUKALIUY U BTN
IIPOBEJICHHBIX B LIEJSAX JI0KA3aTENbCTBA
COOTBETCTBUS MEIUIIMHCKOTO U3IEIHS
OO6mm TpeOoBaHUSIM
(mpu HE0OXOAUMOCTH), IPOTPAMMBI
UCCIJIEJOBaHUM (MCIIBITAHUI) MO0 KOIHU
YKa3aHHBIX JTOKYMEHTOB

13 |IIynxT 21. OTYeT 0 KIMHUYECKOM MOAIYHKT «€» IyHKTa 12 nyHKT 12 paznena X HOJITYHKT <OK» ITyHKTa 9
JIOKa3aTeNbCTBE 2P(HEKTUBHOCTH U pazaena X «/lesrenbHoCTh | «JleATenbHOCTh IO pazaena VIII «lesarenbHOCTH
0€30MaCHOCTH MEAULIMHCKOTO U3eNUs 1o BepuUKaAIIH U BepUUKALUY U BATUIAINI | TI0 BepUDUKALIUU U
100 ero Komus BaJIMIALIAN» BaJIMIALIUN»

14 |IIyHkT 22. OT4ET O KIMHUYECKOM nyHKT 13 pazgena X nyHKT 13 pazgena X MOAMYHKT «0» ITyHKTa 9

UCIIBITAaHUU (MCCIIEJOBAaHUN)
METUITMHCKOTO M3JENHSI HIIA OTYET
0 KJINHUKO-JIA00paTOPHOM HCIBITAHUN

«/ledarenbHOCTD IO
BepUUKALUY U BATHUIALII

«/ledaTrenbHOCTD 11O
BepU(UKALIUY U BaTHJIALIUN»

pasaena VIII «/lesarenbHOCTH
1o BepuduKaluu u
BaJIU AN
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Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/m JOKYMEHTOB, HEOOXOIUMBIX JIs TEXHUYECKOTOo ¢aiina Ha TEXHUYECKOTo ¢aiina Ha TEXHHYECKOro ¢aiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIULUHCKUX U3IEIHN
JUISL TMATrHOCTHKH in vitro)**
(uccienoBaHNM) MEAUIIMHCKOTO U3/CIIUS
JUISL IMArHOCTHUKH in vitro (1100 ero KOIms)
15 |[IIynkt 23. OTueT 00 aHaAJIM3€ PUCKOB U pasnen IX «Pe3ynbrarhl pasnen IX «Pe3ynbrarhl pasnein IV «Pe3ynbraThl
yIpaBIeHUU UMH JTMOO €ro KOMHusl aHaJIM3a U yIpaBICHUs aHaJIM3a U yIpaBICHUs aHaJIM3a U yIpaBICHUS
PUCKOM» PUCKOM» PUCKOM»
16 |Ilynkrt 24. JlanHbI€ O JIEKAPCTBEHHBIX nyHKT 15 paznena X o o
CPEJCTBaX B COCTABE MEIULIUHCKOIO «/leqarenbHOCTD 11O
u3Jzienus (COCTaB JIEKapCTBEHHOTO BepUUKALIUY U BTN
CpEeJCTBA, KOJIMYECTBO, IaHHbIE O
COBMECTHUMOCTH JIEKAPCTBEHHOT'O CPENICTBA
C MEAUITMHCKUM H3JIETHEM, PETHUCTPALIUN
JIEKApCTBEHHOI'O CPEJCTBA B CTpaHE
IIPOU3BOUTENS)
17  |Ilynkr 25. Jlanable 0 OMOTOTHYECKOM nyHKT 16 paznena X _ nyHKT 9 pazaena VIII
0e30macHOCTH (IIPU HATTUYUH ) «/leqarenpHOCTB 1O «/ledarenpHOCTB 1O
BepU(DHKAIIMY 1 BaTUIAITIN BepU(HUKAIIUY U BATAIAITAN
18 |IIyHkT 26. /laHHBIE O TIpOLIEAYPE nyHKT 17 pazgena X nyHKT 14 pazpena VIII

CTEpHIIN3ALIUH, BKIIIOYast HH(POPMAIIHIO O
BaJIMJALIMU IIPOIIECcCa, PE3YIbTATHI
TECTUPOBAHUS Ha COACpKAHHE
MUKpPOOPraHU3MOB (CTENEeHb
OMOJIOTNYECKOI HAarpy3KH), TUPOT€HHOCTH,

«/ledarenbHOCTD IO
BepUUKALIUY U BaJTHJIALIUN»

«/ledaTrenbHOCTD 11O
BepUUKALIUY U BaTHIALIUN
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Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/m JOKYMEHTOB, HEOOXOIUMBIX JIs TEXHUYECKOTOo ¢aiina Ha TEXHUYECKOTo ¢aiina Ha TEXHHYECKOro ¢aiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIUIMHCKUX U3/1ETHH
JUISL TMATrHOCTHKH in vitro)**
CTEpUIILHOCTU (TIpU HEOOXOAMMOCTH )
C YKa3aHHEeM METO/I0OB MTPOBEICHUS
WCIIBITAHUH U JIAHHBIC O BAJIMJIALIUH
YIIaKOBKU (7151 CTEPUIIBHBIX U3/IETIHI)
19  |IynkT 27. UHdopmanus o ciennaibHOM nyHKT 18 paznena X o nyHKT 15 pa3znena VIII
IpOTpaMMHOM OOecTIeYeHUH «JlesTenbHOCTH MO «/lesTenbHOCTH MO
(Ipu HANIMYKHK): CBEJCHUS IPOU3BOAUTENS | BEpU(PUKALUU U BAIUIAIII BepU(PUKALIUU U BaIUIAIIHI)
0 BaJIMJALMK [IPOrPAMMHOI0 00ecrieueHus
20  |ITynkT 28. OTyer 00 uccie10BaHUAX paznen X «/lesTenbHOCTH O _ nyHKT 13 pazngena VIII
cTabunpHOCTH MO0 €ro Komus (B ciiydae | BepuU(UKALUU U BATHIAIIAN «/ledarenpHOCTB 1O
IpeJICTaBICHUsI 0TYETa HA MHOCTPAaHHOM BepU(DHKAIIMY U BaTUIAITIN
A3BIKE C IEPEBOJIOM HA PYCCKUM SA3BIK
Pe3yJIbTaTOB U BBIBOJIOB UCCIIEIOBAHMI) —
JUTSL M3JIEIUH, UMEIOLIUX CPOK XPAHEHHS
21  |ITyHkT 29. DKCIUTyaTallMOHHBIM JOKYMEHT | MOAMYHKT «O» MyHKTa 5 MOJITYHKT «0» MyHKTa 5 MOJITYHKT «0» MyHKTa 3
WJIM UHCTPYKIUS 110 TPUMEHEHUIO pazgena IV pazgena IV paznena I
MEAMIMHCKOTO U3/IE€Hs Ha PYCCKOM s3bIke | «ConpoBoanuTEIbHAS «ConpoBoauTenbHas «ConpoBoauTenbHas
Y TOCYJJApCTBEHHBIX fA3BIKAX TOCYIApCTB- | MH(OpManus» uHdopmanus» uHdopmanus»
YJIeHOB (ITPY HEOOXOAUMOCTH )
22 |ITynkt 30. PykoBOZICTBO MO CEPBUCHOMY MOAIMYHKT «0» MyHKTa 5 MOAIMYHKT «0» MyHKTa 5 MOAIMYHKT «0» MyHKTa 3

00CIIy’)KUBAHUIO - B CIIy4ae OTCYTCTBHS

pazgena IV

pazgena IV

paznena 1
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9

Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/m JOKYMEHTOB, HEOOXOIUMBIX JIs TEXHUYECKOTOo ¢aiina Ha TEXHUYECKOTo ¢aiina Ha TEXHHYECKOro ¢aiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
oOecrnieueHus u n3zeaem*
MEIUIMHCKUX U3/1ETHH
JUISL TMATrHOCTHKH in vitro)**
JTAaHHBIX B 3KCIUTyaTallUOHHON «CornpoBoauTenbHas «ComnpoBoauTenbHas «ComnpoBoauTenbHas
JOKYMEHTAIUH (TIPU HATTUYHUN ) nHpopMaIus» uHbopmanus uHbopmanus
23 |Ilynkrt 31. OTuer o pe3ynbTarax pasznen VII pasznen VII pazaen VII
MHCIEKTUPOBAHUS IPOU3BOCTBA «I[IpousBoacTBEHHbIE «[Ipou3BoCTBEHHBIE «[Ipou3BoCTBEHHBIE
MEAMIIMHCKOTO U3JIETIHS TUO0 ero KOmus TUTOIAIKI TUTOIIA/IKH TUTOIIA/IKI
(pu HAJIMYMM)
24 |Ilynkt 32. [1nan cbopa u aHanu3a gaHHbIX | paszgen VII pasznen VII pasznen VII
1o 6e3onmacHoOCTd U () PEeKTUBHOCTH «[Ipou3BoACTBEHHBIE «[Ipou3BoACTBEHHBIE «[Ipou3BoACTBEHHBIE
MEAMIMHCKUX M3JIeIUNA Ha OCTIPOJAXKHOM | IJIOIIAAKU (B 4aCTH IJIOUIAIKK (B YaCTH IJIOUIAIKK (B YaCTH
JTarmne CBSI3aHHBIX C IOTPEOUTENEM | CBSA3aHHBIX C MOTPEOUTENEM | CBSI3aHHBIX C OTpeOUTENIEM
MIPOIIECCOB) MIPOIIECCOB) MIPOIIECCOB)
25 |ITynkt 33. JIoOKyMEHTBI, OATBEPKIAOIIUE | TOAMYHKT «a» myHKTa 11 MOJAIMYHKT «0» MyHKTa 9

pe3yJIbTaThl UCIIBITAHUN MEIUIIMHCKUX
U3JIENUN B LENSIX YTBEPKACHUS TUIIA
CpEeACTB U3MEPEHUH (B OTHOILIEHUH
MEAMIMHCKUX U3JIEINH, BKIIFOUEHHBIX

B [IEPEUYEHb BUJ0B MEAUIIMHCKUX U3JEIHH,
MTOJJIEXKAIINX OTHECEHUIO IPU UX
PETUCTPALIMU K CPEACTBAM U3MEPEHUN,
yTBepkieHHbIN Pemmiennem CoBeta
EBpa3uiickoi 3KOHOMUYECKOW KOMUCCUHU
ot 12 depans 2016 r. Ne 42), mubo ux
KOIIUU

pasznena X «/ledarenbHOCTD
1o BepuUKaluu u
BaTA AL

pasznena VIII «/lesarenbHOCTH
1o BepudUKaluu u
BaJU AN »
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10

Ka4yeCcTBO JICKaPCTBEHHOT'O CPE/ICTBA,
OHMOJOrN4YeCcKOro MaTepraia U HHbIX
BEIIIECTB, KOTOPHIE BXOJAT B COCTAB
MEWIIMHCKOTO U3/ICIHS U KOHTAaKTUPYIOT
C OPTaHHU3MOM YEJIOBEKa B COOTBETCTBHHU
C Ha3HAYCHUEM MEJIUIIMHCKOTO U3JICITHS,

a TaKKe MpeIHa3HaueHBbI JUIs IPUMEHEHHUSI
TOJILKO C y4ETOM Ha3HAYCHHUS
MEAMIIMHCKOTO U3/IETIHs, ONIPEIEICHHOTO
MIPOU3BOIUTEIIEM, U BBIJJTAHHBIC

B COOTBETCTBUU C 3aKOHOJATEILCTBOM
CTpPaHBI MPOUCXOXKICHHS JIEKAPCTBEHHOTO
CpeacTBa, OMOIOTUYECKOTO MaTepraa u
WHOTO BEIIECTBA, TU00 NX KON

(10 TIPUMEHUMOCTH)

«JlesaTenbHOCTh O
BepU(HKALIMU 1 BaTUIAITTN

Ne CTpyKTYpHBIH 3JIEMEHT IEPEUHS CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT CTpyKTYpHBIH 3JIEMEHT
n/n JOKYMEHTOB, HEOOXOAUMBIX JUIs TEXHUYECKOTro (aiina Ha TEeXHUYECKOro (aiina Ha TEeXHUYECKOro (Qaiina Ha
perucTpanuy MEJULMHCKOTO U3Aeaus ™ MEAULIMHCKOE U3JIEIHE porpaMMHoOe oOecrieueHue, | MEAUIIMHCKOE U3IEIINe JUIs
(Kpome mporpaMMHOTO SBJISIIOIICECS MEIUIIUHCKUM | JHArHOCTUKH in Vitro™***
obecreyeHus u n3zeaem*
MEIULUHCKUX U3/l
JUISL TMATrHOCTHKH in vitro)**

26 |IlynakT 34. ®oTorpaduueckue MOAIYHKTBI «U» U «JD» HOAITYHKT «JI» ITYHKTa 1 nyHKT 1 paznena I «O6mue
n300pakeHust 001Iero BUaa MeAMIMHCKOro |myHkTa 1 pa3aena [ «O6mee |pasnena I «O0mee onucanue | TpeGOBaHUS K COAEPIKAHUIO
U3JIENNS U IPUHAIE)KHOCTEN OINMCAaHNE MEIULIUHCKOIO IPOrpPaMMHOTO TEXHUUYECKOTO (ailyia Ha
(mpu HanuuuK) (pa3mep He MeHee 173 (S 1780 o0ecreyeHus, SIBIAIOLErocs | MEAULMHCKOE U3eNue JUis
180 MM x 240 mm) MEJULUHCKUM U3JEITUEM JUArHOCTHKHU in Vitro»

27 |Ilynkt 35. JlIokyMeHThI, IOATBEpKAatolue |MyHKT 12 paznena X

2016 r. Ne 46.

* CornacHo npuiioxxkenuto Ne 4 k [IpaBunam, yrBepkaeHHbiM Pemenuem CoBera EBpasuiickoil skoHOMHUecKol Komuccuu ot 12 ¢espais
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** CormacHo npuiokeHuto Ne 3 k [IpaBwitam, yrBepkaeHHbIM Pemennem CoBera EBpasuiickoil 2koHOMHYECKOW KoMuccuu ot 12 derpans
2016 1. Ne 29.

*#% CornmacHo npuioxennio Ne 4 x [Ipasuiiam, yrBepkneHHbM Pemmennem CoBeta EBpasuiickoii 9KOHOMHUYECKOH Komuccun oT 12 deBpans
2016 1. Ne 29.

***%  CormacHo mpunoxkeHutro Ne 5 k TpebGoBanusiM, yTBepxacHHBIM Pemenuem CoBera EBpa3uiickoil SKOHOMHUYECKOW KOMHMCCHH
ot 10 HOos16pst 2017 r. Ne 106.
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[TPUJTOKEHUE Ne 2

K MeToan4ecKuM pEeKOMEH IAIHsIM
10 COJICPYKAHUIO U CTPYKTYpPE TOKYMEHTOB
PETHCTPAIIMOHHOTO JJOChE MEAUITUHCKOTO H3CITHS
Y TIPOBEJICHHUIO DKCIIEPTHU3BI 0€301TaCHOCTH, KauecTBa
1 3 PEKTUBHOCTH MEIUITUHCKOTO HU3ACIIHS
B IICJISAX €T0 PETUCTPAIlUN B paMKax
EBpa3niickoro ’KOHOMHYECKOT0 COK03a

HOPAJOK
onpeaeaeHus1 BUAA MEIUIMHCKOI0 U3/1eJIMA B COOTBETCTBUM
¢ HOMEHKJIaTYpoil MeAMIUHCKHUX u3aeauil EBpa3uiickoro
IKOHOMMYECKOr0 €C0I03a, CO31aHN HOBBIX BUIOB MeIUILMHCKUX M3JeTHH
U MX BKJIIOYEeHHE B HOMEHKJIATYPy

I.B uemax peanuzauun Pemenunss Komnermm — EBpasuiickoit
PKOHOMHUYECKOM Komuccuu oT 29 nekadbps 2015 r. Ne 177 «O mpaBunax
BEJICHUSI HOMEHKJIATyphl MEAUIIMHCKUX U3JICINI» ONepaTop HOMEHKIIATYPbI
MEIUIMHCKUX u3enuil EBpa3suiickoro »KOHOMHYECKOIO CcoOro3a (Jajnee
COOTBETCTBEHHO — OIIepaTop, HOMEHKJIaTypa, Cor3) paccMaTpyBaET 3alpoChl,
MOCTYNAIOIINE OT OPUANIECKUX WU (PU3UUECKUX JIUII, 3apETUCTPUPOBAHHBIX
B KauyeCTBE  MHIWBHUIAYAJIbHBIX  MPEANPUHUMATENICH,  SBIISIIOIIUXCS
pe3usieHTaMu rocyaapctBa — ujieHa Coro3a, a TaKKe YIOJTHOMOYEHHBIX
OpPraHoB, PKCIEPTHBIX M WHBIX OpraHu3aluii rocyjaapctB — wieHoB Coro3a
(masiee — 3asBUTENIb) B YaCTH OINpPEJEICHUS BUAAa MEAUIIMHCKOTO U3JIENUs B
COOTBETCTBUU C HOMEHKJIATypOM, CO37aHUS HOBBIX BHUIOB MEIUIIMHCKHUX
W3EeIUN U BKIIFOYEHHS UX B HOMEHKJIaTypy. OnepaTop BIpaBe IMpUBJIEKaTh K
PACCMOTPEHUIO  3alpPOCOB  OpraHU3allMd, HAaXOMSIIUMecs B  BEJICHUU
(moYMHEHUN) omepaTopa U HaJEJICHHbIC TTOJTHOMOYMSIMHU IO PAaCCMOTPEHUIO

3ampocoB (J1ajiee — MOABEIOMCTBEHHbBIC OPTaHU3AIINH ).
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2. Jlns  omnpeneneHus BUAA MEIUIIMHCKOTO wu3aenus W (WiIn)
MOATBEPKICHUSI OTCYTCTBUS B HOMEHKJIATYPE COOTBETCTBYIOIIETO BHUAA JJIS
3asBISIEMOT0 MEJAULMHCKOIO M3JENUsl, 3asBUTENIb BIOPABE HAIPaBUTh
onepartopy (IOJBEIOMCTBEHHOW OpraHU3alliN) 3asiBKY Ha OINpEIEIICHUE BU/IA
MEJIUIIMHCKOTO W3JIeJUsl B COOTBETCTBUM C HOMEHKIATypoll mo (opme,
npeaycMOTpeHHOH nipuiiokeHueM Ne 3 k MeTtoauueckuM peKoMEeHJaIUsIM 110
COJICP)KAHUI0O U  CTPYKTYpPE JIOKYMEHTOB PETHCTPAIMOHHOIO  JIOChE
MEUIIMHCKOTO U3/IEIHS U MPOBEICHUIO YKCIIEPTU3bI 0€30MaCHOCTH, KaUeCTBa
U 3(QGEeKTUBHOCTH MEAMIIMHCKOTO HW3JENUs B IEJSIX €ro perucTpanud B
pamkax EBpa3uiickoro »KOHOMHYECKOIO coro3a (mamee — Meroguueckue
PEKOMEHIAINN ).

Omneparop (moaBeOMCTBEHHAasi opraHuzaius) B TedyeHue 30 paboumx
JHEW CO JHS TOJYy4YEHUs 3asIBKU Ha OIPEIEICHHE BHUJIA MEIULMHCKOTO
U3JIeNIUsl B COOTBETCTBUM C HOMEHKJIATYpOM MPOBOAUT SKCIEPTU3Y
MPEJCTABICHHBIX CBEJICHUI U HAIPABIIAECT 3asBUTENIO CBEJCHUS O HAIUYUU
WU OTCYTCTBUM B HOMEHKJIATYPE COOTBETCTBYIOIIETO BUJIA JIJIsl 3asIBJISIEMOTO
MEJIUIIMHCKOTO U3/IEIIUsI.

3.B caydyae nOOATBEpKIEHUA  OTCYTCTBUS B  HOMEHKJIAType
COOTBETCTBYIOIIErO0 BHUAA IS 3aABISIEMOr0 MEAULMHCKOIO  M3JEIUs
3asBUTEJIb BOpPaBE IMOJaTh omneparopy (MOABEIOMCTBEHHONW OpraHHU3alllH)
3as1BKY Ha CO3/]JaHH€ HOBOT'O BHU1a MEIMIIMHCKOTO U3/IEIUsl B HOMEHKJIATYpe 1O
dbopme, mnpemycMoTpeHHor mnpuioxeHuemM Ne 4k MeTtoauueckum
pexkoMeHaanusaM (naee — 3asBka). JIs Kakgoro BHJIAa MEIUIIMHCKOIO
U3JICNINS COCTABIISICTCS OT/ICNIbHAS 3asiBKA.

K 3asiBKke HOKHBI OBITH TPHIIOKEHBI CICTYIONTNE JOKYMEHTHI:

KOMHS 3asgBKM Ha OIpeJelieHue BHUAAa MEIUIMHCKOTO HW3ACIHUS B
COOTBETCTBMM C HOMEHKjIaTypod (mo dopme, MOpeayCMOTPEHHOM

npuiioxeHrueM Ne 3 k MeToan4eCKuM pPeKOMEHIAIUSIM );
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KOMHUS CBEACHUM, MPEJICTaBICHHBIX OIepaTopoM (IMOABEIOMCTBEHHOM
opraHuzanueii), o0 OTCYTCTBUM B HOMEHKJIAType€ COOTBETCTBYIOIIEIO BHUJIA
JIJIS 3aSIBIISIEMOT0 MEIUIIMHCKOTO N30SI ;

TEXHUYECKOE ONHUCAHME MEAMIMHCKOro wu3jaeaus (B TOM 4YMCIIC
noApoOHOE OINUCAHWE HOBBIX CBOWCTB M XapaKTEPUCTUK, KOTOPHIC
noTpeOOBaIM CO3/JaHKEe HOBOTO BUIa) HA PYCCKOM U aHTJIUHUCKOM SI3BIKAX;

VHCTPYKIUS MO NPUMEHEHUIO MEIUIIMHCKOTO W3JENHUS HA PYCCKOM H
AHTJIMMCKOM SI3bIKaX.

4. PaccMOTpeHHME 3asiBKM OCYIIECTBIISIETCSI HA OCHOBAHUHU JOTOBOPA,
3aKJIFOYEHHOTO MEXKIY 3asBUTEIIEM M MOABEAOMCTBEHHOW OpPTaHU3AIMEH,
B COOTBETCTBMM C 3aKOHOJATEJIILCTBOM rocygapcrBa — uieHa (Coro3a, Ha
TEPPUTOPUH KOTOPOTO 3aperucTpupoBaH omneparop. CBeleHus O pazmepe
IJIaThl 32 PAacCMOTPEHHUE 3asABKHM pa3MEIIAIOTCAd Ha OQUIMAIBPHOM CauTe
MOJABEIOMCTBEHHOM OpraHHU3aIuH B uH(pOpMaITMOHHO-
TEJICKOMMYHUKAIMOHHOM ceTu «IHTepHET».

5. YIIOTHOMOYEHHBIE OpraHbl rocyjaapctB — uineHoB (Coro3a Ha
OCHOBAHHMHM 3aK/JIIOYCHHBIX COTJAllleHHWH ¢ ATEHTCTBOM | J1oOainbHOM
HOMEHKJIATYpbl MEIUIMHCKUX W3ACIMM MO BOINPOCAM HCHOJIb30BaHUS
OPUTHHAJIBHBIX KOJOB BHJOB MEIUIMHCKUX W3ACINN, BKJIIOYECHHBIX B
['moGanpHyr0 HOMEHKIATYpy MEIMIIMHCKUX W3JCIIHM, a TaKKe 0 BOIPOcaM
BKJIIOUCHHS B [ 7100aIbHYI0O HOMEHKJIATYPY MEIUIIMHCKUX H3CIUN HOBBIX
BUJOB MEJUIMHCKAX W3ACIUN BIPABE CAMOCTOSITEIBHO OCYILECTBIATh

npoucaypy Co3gaHu:Aa HOBOI'O BHJad MCIUIMHCKOI'O U3ACIINA.




I[TPUJIOKEHUE Ne 3

K MeToiM4ecKuM peKOMEH IalusIM
0 COAEPIKAHUIO U CTPYKTYPE TOKYMEHTOB
PETUCTPAIMOHHOTO JJOChE MEIUIIMHCKOTO U3ICIIHS
U TIPOBEJICHUIO PKCTIIEPTU3BI O€30MMaCHOCTH, KaueCTBa
1 3 PEKTUBHOCTH MEAUITUHCKOTO U3CITHS
B LIEJISIX €r0 PETUCTPALKM B paMKax
EBpa3uiickoro 3kKOHOMHUYECKOTO COH03a

(bopma)

3ASIBKA
Ha ompeaeaeHre BUIAa MEAUIUHCKOr0 U3/1eJIUs B COOTBETCTBUH
¢ HOMEHKJIATYPOU MEAMIUHCKUX U3AeTUI
EBpa3uiickoro YdKOHOMHU4€CKOIro cox3a

Caenenust o 3asBuTeNe (IIPOU3BOUTENE WM YIIOJIHOMOYCHHOM TIPE/ICTABUTENE
IIPOU3BOJIUTENIS):

1.1

OpraHu3annoHHO-IIPaBoOBas (pOpMa U MOJIHOE
HaMMEHOBaHME I0PUINYECKOTr0 JIUIA WK (haMuiIus,
UM, OTYECTBO (MIPH HATHYNH) PU3NIECKOTO JTUIIA,
3aperUCTPUPOBAHHOTO B KAUECTBE
VHJUBUAYAIBHOTO IPEIITPUHUMATENS

1.2

CokpalieHHOe HAMMEHOBaHKE IOPUINYECKOTO U1
WU (PU3UYECKOTO JINIA, 3apPETUCTPUPOBAHHOTO B
Ka4yeCTBE UHAUBUIYAJIBbHOIO IIPEATIPUHUMATEIIS
(Tpn HaTMYMM)

1.3

DUpMEHHOE HAUMEHOBAHUE HOPUANYECKOTO JIMIA
uiu (PU3UYECKOTO JINIA, 3apPETUCTPUPOBAHHOTO B
Ka4yeCTBE UHAUBUIYAJIbHOIO MPEANPUHUMATEIIS
(Tpn HaTTMYMM)

1.4

Anpec (MecTo HaX0XKJIEHUS) FOPUIUIECKOTO JIHIa
WJTU MECTO JKUTETBCTBA (PU3NYECKOTO JIUIIA,
3apETUCTPUPOBAHHOIO B KAUECTBE
WHJIMBUIYAIBHOTO MPETPUHUMATEIS

1.5

Howmep Tenedona

1.6

AJlpec 3JIEKTPOHHOM MOYTHI (IIPY HAJTUYHH)

CaenieHus 0 MPOU3BOJUTEIE!

2.1

OpraHu3annoHHO-TIpaBoBas GopMa U MOJTHOE
HauMEHOBaHME IOPUAMYECKOTO JINLa WK pamumus,
UM, OTYECTBO (MIPH HATUYNH) PU3NIECKOTO JIUIIA,
3aperucTpUPOBAHHOTO B KAUECTBE
VH/IMBUYAJIbHOTO MTPEIIPUHUMATEIS

2.2

CoxpalieHHOe HAUMEHOBaHHUE I0PUIMYECKOTrO LA
WK (PU3NYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B
KauyecTBE MHJIMBUIyaJIbHOTO MPEANPUHUMATENS
(Ipu HANTMYMN)
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2.3

dupMeHHOE HAMMEHOBAHUE IOPUINIECKOTO JINIIA
WM (PU3UIECKOTO JINIIA, 3aPETUCTPUPOBAHHOTO B
KauyeCTBEe MHIAUBUAYATbLHOTO IPEANPUHUMATEIS
(Ipu HATTMYKN)

24

Anpec (MECTO HaXOXK/IEHHUS ) FOPUIUIECKOTO JTUIA
WJIM MECTO JKUTENhCTBA (DU3UIECKOTO JINIIA,
3apETUCTPUPOBAHHOTO B KAYECTBE
WHJIMBUIYJIbHOTO MPETPUHUMATEIS

2.5

Howmep tenedona

2.6

AJlpec 37IeKTPOHHOM MOYTHI (MTPU HAJTMYHH )

2.7

Anpec MecTa IPOU3BOACTBA MEAUIIMHCKOTO
u3zenus

CBC[[eHI/ISI O MCIMIIMHCKOM U3 CIINNU

HaumenoBanune MEAUIIMHCKOTO U3/1ETIHS
(yka3bIBalOTCs BCE MOJIeNId (MAapKH) MEIUIIMHCKOTO
W3JIeNHs, ISl KOTOPBIX MpeoiaraeTcs Co3aaHme
HOBBIX BHIOB MEIUIIMHCKOTO U3JIETHs) Ha
AHTTIUICKOM U PYCCKOM SI3bIKaX

3.2

[TostHOE M crienupUIecKu CHOPMYTUPOBAHHOE
Ha3HA4YCHHE MECIUIIMHCKOTO U3Ieaus (I KaXK10h
MOJIEJIH, JUTsl KOTOPOM MpeoiaraeTcsi Co3aaHue
HOBOI'0 BHJIa MEIUIIMHCKOIO HU31EIHA)

33

Ornucanue ycTpoicTBa (B TOM 4Kciie HHPOopManus
0 MaTepuaje U3roTOBJICHHS, MTHBA3UBHOCTH,
CTEPWJIbHOCTH, HAJTMYUU IMUTAHUS U €TO THIIE,
YCIOBUSIX PUMEHEHHS (HAIPUMEp, METUIIUHCKOE
YUpEKIEHUE, I JOMAIITHETO UCII0JIb30BAHUs), O
BO3MOXHOCTH PACCMOTPEHHUS B KAUECTBE CUCTEMBbI
WU €€ YaCTH; B OTHOLICHUHU U3ACIIHS IJIs in Vitro
JMArHOCTHKY — CBEJICHHS 00 aHaJIUTe) U MPUHIIUIIA
JEHCTBUSA MEAUIIMHCKOI'O U3/ICNIMS, B TOM YHCIIE
MoIpoOHOE OMMCAHKNE HOBBIX CBOWMCTB U
XapaKTEPUCTHK, KOTOPbIE TOTPEOOBAIH CO3/IaHHE
HOBOTO BHJIa (7151 KaxkI0H Moenu (MapKH)
MEJUIIMHCKOTO U3ENHSI, 111 KOTOPOM
MpeArnoJaraeTcs Co3gaHue HOBOro BUIa
MEIHUITMHCKOT'O H3/ICITHS)

34

OO6nacTh KIMHHYECKOTO MPUMEHEHUs (715 KaxX a0
Mozenu (MapKu) MEIUITMHCKOTO U3EIHSI, ISt
KOTOPOU MpEANoaraeTcsi Co31aHlue HOBOrO BUAA
MEIULIMHCKOTO M3/ICJIHS)

Haubonee 6iu3kue BUIBI MEAUIIMHCKOTO U3/IETIHS, UMEIOIIHECS B HOMEHKIIAType
MEIUIIMHCKUX M3ACIUN (sl KaXA0W MOJeH (MapKH ) METUIIMHCKOTO U3/IEIHS,
JUTsI KOTOPOH MPEIoNaraeTcsi CoO3JaHue HOBOTO BUJA MEAUIIMHCKOTO U3/EIINs)

4.1

Konx Buna (s 6im3koro Buaa 1)

4.2

HanmenoBanue Buaa (s 6ym3koro Bujaa 1)

4.3

Onwucanne Buja (s 6au3koro Buaa 1)

4.4

O06o0cHOBaHNE HECOOTBETCTBHSI TAHHOMY BUILY
(mnst 6muskoro Buga 1)

4.5

Kon Buna (s 61m3koro Bujaa 2)

4.6

HaunmenoBanue Buaa (J1s1 OJIM3KOTO BHjIa 2)




4.7

Omnucanue Buaa (Juist 6JU3KOTO BUA 2)

4.8

O6ocHOBaHME HECOOTBETCTBUS JAHHOMY BHY
(s Gnm3Koro BHUA 2)




[TPUJIOXKEHUE Ne 4

K MeToaudecKuM peKOMEHIAIHSIM
10 COJIEP’KAHMIO U CTPYKTYpE JOKYMEHTOB
PETHCTPAIIMOHHOTO JOChE MEAUITUHCKOTO H3CITHS
Y TIPOBEJICHHUIO DKCIIEPTHU3BI 0€301TaCHOCTH, KauecTBa
1 3O PEKTUBHOCTH MEAUITMHCKOTO U3CITHS
B IIEJISX €r0 PErUCTpaIlii B paMKax
EBpa3uiickoro 5KOHOMHUYECKOT'0 COX03a

(bopma)

3ASBKA
Ha CO3/1aHMe HOBOI'0 BU/a MEAMIUHCKOT0 U3/1eJ ISl B HOMEHKJIAType
MeIULMHCKUX u3aenil EBpasuiicKkoro 3k0HOMUYECKOI0 COK3a

OpraHu3anuoHHO-TIPaBoOBasi JopMa U MOITHOE
HAaUMEHOBAHHE IOPUIMYECKOTO JIUIA UITH
(haMuus, UMsl, OTYECTBO (ITPH HATMYUH )
(U3NIECKOTO JTUIA, 3aPETUCTPHUPOBAHHOTO B
Ka4yeCTBE MHIMBUIYAILHOTO MTPEIIPUHUMATEIISI

CokpailieHHOe HauMEHOBaHUE IOPUIUIECKOTO
JU1A WK GU3HYECKOTO JINIIA,
3apEruCTPUPOBAHHOIO B KAYECTBE
WHJMBU1YaJIbHOTO MPEAIPUHUMATENS

(pu HaTTMUMM)

dupMeHHOE HAMMEHOBAHUE IOPUIUIECKOTO JIHIIA
WM PU3UIECKOTO JINIIA, 3aPETUCTPUPOBAHHOTO B
KaueCcTBE MHIUBUAYATHLHOTO MPEANPUHUMATEIIS
(Ipu HANMMYMN)

Anpec (MecTo HaX0XKJIEHUS) FOPUIUIECKOTO JIHIa
WA MECTO JKUTENbCTBA (PU3UYECKOTrO JINIIA,
3aperucTpUPOBAHHOTO B KAU€CTBE
VH/IMBUYaJIbHOTO MTPEIPUHUMATEIS

(W)

Howmep Tenedona

@)

Anpec 31eKTPOHHOM NOYTHI (IIPH HATUYHMH)

HaunmenoBanne MeIMIIMHCKOTO U3Aenus (MOAETH
(MapKu) MEAUIIMHCKOTO U3JIENHs), A1 KOTOPOTO
TpeOyeTcs co3JTaHue HOBOTO BUa METUIIMHCKOTO
W3/1eJIMs Ha aHTJIMIICKOM M PYCCKOM SI3bIKaX




[MTPMJIOXXKEHUE Ne 5

K MeToAMYEeCKUM PEKOMEHIAIUsIM

10 COJIEP>KAHUIO U CTPYKTYpPE TOKYMEHTOB

PETUCTPALMOHHOTO 10ChE MEAULIMHCKOTO U3ETUS
U TIPOBEICHUIO IKCTIEPTU3BI 0€30MIaCHOCTH, KauecTBa

1 3O PEKTUBHOCTH MEAUITMHCKOTO U3CITHS

B LIEJIAX €0 PETUCTPALIMHU B PaMKax
EBpa3nuiickoro 3KOHOMHUYECKOT'0 COr03a
AJITOPUTM
CHCTEMHOTI0 MOAX0/a K OlleHKe OHO0JIOTHYeCcKOoro JeiicTBUS MeTUIMHCKOTO U3/1e sl
B YCJIOBMSIX in vifro W in vivo B paMKax Ipouecca MeHeI:KMEeHTa PUCKa

HWmeercs npsamoii
i %) .
. IIeHKa OMOJIOrHYECKOro JieiicTBIs
Haq:]f;) OT0CPeI0BAHHbII He TpeGyercs .
oue KOHTaKT C
opranu3mMom?

Jla

Te xe Bug u

Te xe Te xe

Tonyuenne undopmauuu o Tot e maTepuai, 4To B s TPOJOJDKUTEIIbHOCTD
XHMITTOOKHX H%mnqecr{nx KOMMep'-ISCKl/Ip,ELOCl"yﬂHOM MPOM3BOJICTBEHH bIi reOMeTpPHYECKHE P HKOHTaKTa p
XapakTepucTHKax MU, L MM (B ToM uncie porecc 1 TapameTphl 1 OPraHu3MOM M
Unentndukanus Matepuaia KOMITIO3HIIUSL MATEPHAIIOB)? CTCpHIM3ALIHA (T"mr,” (1)M31/I“qecm:r)e KJIMHUYECKOe
(MaTepuanoB), BXOAAMMX B KOHTAKT JneTaiu nporecca)? CBOICTBA?

npumenenne MU?
¢ oprauu3MoM. Paccmorpenne
XapaKTEePUCTHK MaTepHala

HNmerorcs JA0CTATOYHBIC
CBCICHHSA UM JAHHBIC
KIIMHUYECKOr0 MPUMEHEHU

(XUMHYecKne, GHONIOrHYECKHE

i Gusnyeckue) Ui OLEHKH KOTOPBIX POU3BEIEHO

pHcka? MEIHIHHCKOE u3aenue?

Nwmerorest

TOKCHKOJIOTHYECKHE

JTAHHBIE JUISl BCEX BEILECTB,
C UCTIOJIE30BAHUEM

Ha ® Ila

Juist Bcer
KOMITO3HIHK?

JlaHHBIE OTHOCATCS K
J103€ M MEXaHH3MY
neictBus?

Her " v
v v

IpoBenenue oneHku Guonorndeckoro aeicteus MU mo

pe3yJIbTaTaM aHaln3a JaHHbIX O XHMHYECKHX < Bri60p 6HOMOrHUECKUX HccenenoBanue TIpoBe IeHHE TOKCHKONIOPHUECKOH OLEHKH . gfgﬁgigﬁggoouggéﬂwﬂ
XapaKTEPUCTHKAX MATEPHAIIOB, THIIE U JTUTENLHOCTH KOHEUHBIX TOYEK W (1) OGOCHOBAHHC HCKIIOUCHUA [ pHcKa .
kontakta MU ¢ onrannaMom PEKOMEH/TYEMBIX HCCIIEI0BAHHIH MEIUIHHCKOTO H3CIIHs




[MTPUIJIOXXEHUE Ne 6

K MeToau4ecKuM pEeKOMEH IAIHsIM
10 COJIEPIKAHMIO U CTPYKTYpPE JOKYMEHTOB
PETHCTPAIIMOHHOTO JIOChE MEIUITMHCKOTO U3ICIHS
Y TIPOBEJICHHUIO DKCIIEPTHU3BI 0€301TaCHOCTH, KauecTBa
1 3 PEKTUBHOCTH MEIUITUHCKOTO HU3CIIHS
B IICJISAX €T0 PETUCTPAIlH B paMKax
EBpa3niickoro 5JKOHOMHYECKOT0 COK03a

PYKOBOACTBO
10 MPeJACTABJCHHUIO CBEeICHHH B 0TUeTe 0 KINHUYECKOM
A0KA3aTeJbCTBE 3(P(PEeKTUBHOCTH U 0€30MACHOCTH
MEeJULIMHCKOT0 U3/1eTus

I. O0wwme mooKeHus

1.Otyer O KIMHUYECKOM JOKa3aTelbCcTBE J(P(HEKTUBHOCTU U
0€30MacCHOCTH  MEAMIIMHCKOTO  U3JENHUS  COJACPKUT HH(POpMAIUIO O
KJIMHUYECKoW Oe3omacHOCTH U A()(PEKTUBHOCTH MEIUIIMHCKOTO U3JIETus,
OCHOBaHHYIO0 Ha BCEX HMMEIOMIMXCS KIMHUYECKUX JAHHBIX O MEAMIIMHCKOM
U3JIETIMM, U MOXET COCTOSITh M3 HECKOJIbKMX pa3fesioB (B clydyae eciu
KJIMHUYECKHUE TaHHBIE TIOJTYUYEHBI PA3HBIMU METOJIAMHU ).

OTyeT O  KIMHUYECKOM  JIOKa3aTelabCTBE  3(PPEKTUBHOCTH U
0€30MacHOCTH  MEAMIMHCKOTO UW3JENHs s JUArHOCTUKH i1 Vitro
(roe NpUMEHHMMO) OCHOBBIBAETCS HA ONPEIEICHUM WM MOATBEPKIACHUU
HAy4YHOW OOOCHOBAaHHOCTH aHAJIMTA, AHAIUTHUYECKOW H(PPEeKTUBHOCTH U
KIMHUYECKOW 3(P(HEKTUBHOCTH MEAMIIMHCKOTO W3JENHs IS JHATHOCTHKHU
in vitro TPU €ro UCHOJb30BaHUM 110 HA3HAYCHHIO, OIMPEICICHHOMY
IPOU3BOIUTEIIEM.

[IpousBoaUTENs CAMOCTOSITENIBHO OIpEAeNseT MepeueHb pa3zesioB

OoT4eTa O KIMHHYECKOM JO0Ka3aTelabCTBE 3(P(MEKTHBHOCTH W 0€30MacHOCTH
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MEIUIUHCKOrO M3IENINS UCXOAS U3 NMPUMEHEHHBIX UM METOJIOB MOJYUYECHHS
KJIMHUYECKUX JTAHHBIX.

2.B KIMHWYECKUX [@HHBIX O MEIULIUHCKOM W3ACIHN CIEIYET
yKa3bIBaTh CPOKH, IIEJIU U 3aJa4d TPOBEACHUS KIMHUYECKUX JTUOO0 KIMHUKO-
1a00paTOPHBIX UCIBITAHUHN (MCCIENOBAHMI), TPyl NAMEHTOB, KPUTEPUU
BbIOOpA MAIIMEHTOB, BBISBJICHHBIE B XOJI€ NPOBEACHHS KIMHUYECKUX JHOO
KJIIMHUKO-JTA00pAaTOPHBIX MCHBITAaHUNM (KCCIIEIOBaHUI) HEOIaronpusTHbIC
coOBITHSI (MHLMICHTBI), BHUJ TPOBEICHHBIX MCHBITAaHUN (MCCICAOBAHUM)
(HampuMep, WCIBITAaHUSA, TMPOBEACHHBIE B IEJSIX PEruUCTpaluu  JHU00
IPOBEACHHBIE  HA  IOCTPETMCTPAlMOHHOM  JTare), IIOJTyYEHHBIE
CTaTUCTUYECKHE JIaHHbIE KIMHUYECKUX JIMOO KIMHUKO-JIa00PATOPHBIX
UCTIbITAaHUN (UCceoBaHUi), MaTepHalibl W METOJbl, KOTOpbIE ObLIU
UCIOJIb30BAHBI B  XOJ€ NPOBEACHUS KIMHUYECKHMX JMOO KIMHUKO-
71a00paTOPHBIX HUCIBITAaHUN (KMCCIeAOBaHUM), HAUMEHOBAHUS MEIUIIMHCKHUX
OpraHu3aiuuii (KJIMHUYECKUX IEHTPOB), B KOTOPBIX MPOBOJUINCH TaKHUE
UCTIBITaHUs (MCCIeAOBaHus), a TaKke Japyras UHPopMalius B COOTBETCTBUU
C pekoMeHAauusIMu MexayHapoaHoro (opyma peryasaTropoB MEIULIMHCKUX
wznenuii (IMDRF).

3. K KJIMHHYECKUM JaHHBIM O MEIULIMHCKOM H3JEIUU, TOTYUYCHHBIM B
pe3ynbTare NpOBEIEHUS KIMHUYECKUX JMOO KIMHUKO-1a00paTOPHBIX
UCIbITaHU  (ucciegoBanuii) B EBpa3suiickoM SKOHOMHYECKOM COHO3€
(manee — Coro3) B cooTBeTcTBUM C [IpaBunamu npoBeneHUs] KIMHUYECKUX U
KJIIMHUKO-JTA00PAaTOPHBIX ~ UCTBITAHUNA  (MCCIEMOBAaHUNA)  MEIMIIMHCKUX
u3aenuu, yreepxkacHabiMu Pemennem Coseta EBpa3niickoil 3KOHOMUYECKOU
komuccun OoT 12 depans 2016 r. Ne 29 (manee — IlpaBuna mpoBeneHuUs
KJIMHUYECKUX HUCIBITaHUM), MPUJIaraloTcs mporpamma KIMHUYECKOro Jrbo

KJII/IHI/IKO-JIa60paTOpHOFO HUCIIBITaHUA (I/ICCJIGI[OBaHI/ISI) u OTUECT
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0 KJIMHUYECKOM JIM0O KIMHUKO-Ta00pAaTOPHOM HUCIBITAHUU (MCCIEIOBAHUM )
MEIHUIIMHCKOTO M3CIIHS.

4. OT3pIBBI MEIUIMHCKUX OpTraHu3aluil (KIMHUYECKUX IIEHTPOB) 00
OTBITE TMPUMEHEHHUS MEIUIIMHCKOTO M3Jeius 0e3  MpecTaBiICHUS
O00OOCHOBBIBAIOIMINX  (MOATBEPXKIAIOIMINX)  KIMHUYECKUMX  JIAHHBIX O
MEJIUIIMHCKOM U3JICJIUM HE MOTYT OBITh MPUHSTHI B KAYECTBE J0Ka3aTEIbCTBA

s PexTuBHOCTH 1 0€30MACHOCTH MEAUITUHCKOTO U3EIHS.

II. Knuanyeckre JaHHBIE 0 MEAULIMHCKOM U3JECIIUU, ITIOJTYYCHHBIE
IIpY MPOBEJACHUH KIIMHUYECKUX UCIIBITAHUH (MCCIIeTIOBAHUI)
MEIULMHCKOTO U3JICJIUS WM ITPU NPUMEHEHUHN MEIUIIMHCKOTO
W3eIus B TOCy1apCTBax, He sBJstonmxcs yieHamu Coro3a

5. Knnandeckue MaHHBIE O MEAWIIMHCKOM H3JICINH, MOTYYEHHBIE MPH
NMPOBEACHUN  KJIMHWYECKUX  HUCIBITAaHUK  (MCClAeAOBaHWN) WU TIPHU
NPUMEHEHUU MEAUIIMHCKOTO U3JIEeTUsl B TOCYIapCTBax, HE SBIISIOLIUXCS
yieHamu Coro3a, MOTYT OBITh MPEICTABICHBI B OTYETE O KIMHUYECKOM
noKa3aTenbCcTBe I (PEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO H3ICIHS
JUISL  ToKa3aTelbCcTBa J(PQGEKTUBHOCTH W OE30MACHOCTH MEIUIIMHCKOTO
U3JIeTUsl B CiIyyae, €ClM Takhe JaHHbIe MOJATBEPKAAOT 3(PPEKTUBHOCTh U
0€30MacHOCTh MEIUIIMHCKOTO M3ACNIUS 10 TOKa3aHUSIM K MEIUIIMHCKOMY
MPUMEHEHHUIO B COOTBETCTBUM C HA3HAYCHHEM MEIMUIIMHCKOTO W3EIH.
Knuauueckne naHHbIE O MEIUIIMHCKOM W3JCIWU, TMOJy4YEHHBIE TMpHU
MIPOBEACHUHN KIMHUYECKUX HUCIBITAHUN (MCCIIEOBAaHUI) B TOCYIapCTBax, HE
sBISrONMXCS WwieHaMu (Coro3a, MpeACTaBsIeMble 3asBHTEIEM B OTYETE O
KIMHUYECKOM  JoKazaTenbCcTBE  A(MQPEeKTUBHOCTM W 0€30MacHOCTU
MEIUIIMHCKOTO  W3MAENHs, NPHU3HAIOTCS  YIOJIHOMOYEHHBIM  OPTaHOM
(9KCTIepTHOM OpraHU3aIeil) B Ka4eCTBE UCTOYHUKA KIMHUYECKUX JTAHHBIX O
MEIUITMHCKOM W3JCJIMA B CIIydac BBIMOJIHEHUS OJHOTO M3 CIICIYIONMINX

YCIIOBUU:
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a) KIMHUYECKUE  JIaHHBIE  TOATBEPXKIEHbI  MyOJHKalUsIMH B
CHENUAIM3UPOBAHHBIX JKYpHAJlaX WM OT4eTaMu BcemMupHON opraHuzanuu
3/IpaBOOXPaHEHHUs TI0 TIPOrpaMMe KOHTPOJIsI 6€301acHOCTH U 3G (PEKTUBHOCTH
memuimHckux — w3genuit  («The  WHO  prequalification — project»),
pa3MelIeHHbIMU Ha OoQuUUUAIbHOM caiite BcemupHOW  opranuzanuu
3lpaBOOXpaHeHUs] B  HMHGOPMAIIMOHHO-TEICKOMMYHUKAIIUOHHON  CETH
«HTEepHETY.

K cneunanu3upoBaHHBIM >KypHallaM OTHOCSTCSl JIIOObIe >KYpHaJIb
MEXIYHAPOIHOTO YPOBHS, CIICIIHATU3UPYIOIIHECS B 00JIaCTH MEIUIIUHCKOTO
NPUMEHEHUS  PETUCTPUPYEMOIO  MEAULMHCKOTO  M3JIENUsA, a TakKke
nyOJIMKaIMu Ha MeXAYHApOAHBIX BeO-pecypcax v B 0a3ax JaHHBIX B 00J1aCTH
3npaBooxpanenus (Hanpumep, Medscape, Medline, Pubmed, new England
Journal of Medicine). IlyOnukamuum OTHOCSATCA K PETUCTPUPYEMOMY
MEJIULIMTHCKOMY HU3JICJIMI0 M COJIEPXKAT CBEIICHHUS, MO3BOJSIONIME MPOBOIUTH
OIICHKY €ro CBOWCTB M XapakTepuCTHK. lIpencraBienue myOmukamui o
TEXHOJIOTUM MPUMEHEHUS] MEUIIUHCKOTO U3/eus (Hapumep, 0 MPOBEICHUN
CTEHTUPOBAHUS, PAJAUOJIOTHYECKON Tepanuu W T.J1.) BMECTO MyOJUKaIIUM,
COJICpKAIIUX CBEACHUA, IMO3BOJISIOIINE MPOBOJUTH OIEHKY CBOWCTB U
XapaKTEPUCTUK PETUCTPUPYEMOTO0 MEAULIMHCKOTO U3/IETHsI, HEIOIMYCTUMO;

0) pe3yabTaThl IPOBEACHUS KIMHUYECKUX UCIBITAHUHN (MCCIeIOBaHUN)
MEJIUIIMHCKOTO U3JIeNIUsI TPEACTABICHBl B COOTBETCTBUHM C PEKOMEHIAIUSIMHU
MexnaynapoaHoro dopyma perynstopoB meauimackux uznenuii (IMDREF).
[IpoBeieHHBIE KIMHUYECKWE WCHBITaHUS (MCCIENOBaHUS) MEAUIMHCKOIO
W3JIeTUsl TIO3BOJISIIOT BEPUQPHUIIMPOBATH UX COOTBETCTBHE MEXKITyHAPOIHBIM

PEKOMEHAALUSIM.
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III. Knuanueckue JaHHbIE O MEIUIIMHCKOM H3JICIHH,
DKBUBAJIEHTHOM PETUCTPUPYEMOMY MEIULIMHCKOMY U3JIEIUIO

6. KiinHnueckue naHHbIE, MOJYYEHHBIE JUIsi APYroro MEIUIMHCKOTO
U3JIeNHs,, MOTYT OBITh NPUHATBI K PACCMOTPEHHUIO TOJBKO B Ciydae
IIPEACTABICHUs]  JIOKA3aTEJIbCTB  €r0  DKBUBAJICHTHOCTU  3asBJIAEMOMY
MEIULMHCKOMY HU3EIUI0 B COOTBETCTBUU C IMYHKTOM 7 IlpaBuin nposeneHus
KIIMHUYECKUX UCTIBITAHUM.

7. TpeboBaHusi, NMpeAbsIBIAsSIEMble K 00bEMY M CTENEHU ACTANIM3aLUU
KIMHUYECKUX  JAHHBIX, IOJNYYEHHBIX JUII MEIMIUHCKOIO  M3Jeu,
HKBUBAJIEHTHOTO PETUCTPUPYEMOMY MEIULMHCKOMY M3JIEIu0 (nanee —
HKBUBAJIECHTHOE MEIMIIMHCKOE W3/JEIUE), COOTBETCTBYIOT TPEOOBAHUSM,
OPEABSBISIEMBIM K O00bEMY KIMHUYECKUX JaHHBIX PErUCTPUPYEMOTO
MEIULMHCKOTO U3JEIIUSL.

8. TpeboBanusi, mnpeabsABIsEMble K KIMHUYECKMM JaHHBIM 00
SKBHUBAJIEHTHOM MEIUIMHCKOM HU3JEIUU, COOTBETCTBYIOT YCTAHOBJICHHBIM B
pamkax Coro3a TpeOOBaHUSIM K KIMHUYECKUM JAHHBIM O MEAUIIMHCKOM
U3JICIINU.

9. TpeboBaHusi, MpeabsABIAEMble K KIMHAYECKHM J@HHBIM 00
DKBHUBAJIECHTHOM MEIUIIMHCKOM W3JEJIMM, IIOJyYEHHbIE IIPU IIPOBEICHUU
KJIMHAYECKUX UCIBITAaHUH (MCCIEA0BaHUI) B TOCYAApCTBaX, HE SABIISIFOLIUXCS
yiieHamu Coro3a, COOTBETCTBYIOT TPEOOBAHMSIM, YCTAHOBIEHHBIM pazzaesioM 1

HacTosAlero PykoBoacTsa.

IV. Knuanueckue qaHable 0 MEAUIIMHCKUX U3ICIIMIX KJIACCOB
MOTEHIIMAJIBHOTO PUCKA MPUMEHEHUS 20, 3 ¥ UMILUIAHTUPYEMbIX
MEIMITMHCKUX U3JICNIHAX (32 UCKIIFOUCHUEM MEIUIIMHCKUX
W3ACIUN 711 TMarHOCTUKY i Vitro U TPOTPaMMHOTO 00ecTieueHusl,
SIBJISIFOIIETOCS MEUIIMHCKUM U3JICITHEM )

10. O6ocHOBaHue KIMHUYECKOH H(P(HEKTUBHOCTH U O€30MACHOCTU

MEJIUIIMHCKUX U3JICJIUA KJIACCOB MOTEHIMAIIBHOTO pHcKa npuMmeHeHus 20, 3
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Y UMIUTAHTUPYEMBIX MEAUIMHCKUX U3JICNIUM B CIydae, €CJIM CHEIUATbHO HE
JIOKAa3aHO, 4TO KJIMHUYECKass 3P(HEKTUBHOCTh U OE30MACHOCTh 3asiBISIEMOTO
MEIUIIMHCKOTO W3JeNMs MOXET OBbIThb JIOKa3aHa MHBIM CIOCOOOM,
OCHOBBIBA€TCS HAa KIMHUYECKUX JAHHBIX O MEIUIIMHCKOM U3JIEIIUH,
MOJIYYCHHBIX MPU MPOBEJACHUU MHOTOIEHTPOBBIX KIMHUYECKUX HCIBITAHUN
(uccnenoBaHui).

Pe3ynbTaThl KIMHUYECKUX UCTIBITAHUH (MCCIEA0BAHUM ), KOTOPBIE ObLIN
npoBeaeHbl 10 1 sHBaps 2022 r. (mara HOCHEAHEr0 BU3UTA IOCJIEIHETO
MalMeHTa WM CyObEeKTa HWCHbITaHUsA (UCCIEOBAHU)) WIM TPOIOJDKAIU
BBITIOJIHSATHCS TIO COCTOsIHUIO Ha 1 stHBaps 2022 r. (mpu 3aBepIiieHHOM Habope
NAlMEeHTOB) Ha TeppuTopuM rocygapctBa — uieHa Coro3za (mamee —
rocyJlapCcTBa-ujieHbl), = MOTYT  OBITh  NPUHATHI K  PACCMOTPEHUIO
YIOJHOMOYEHHBIM OPraHoM (3KCIIEPTHOW OpPTraHU3alMEeN) MPU YCIOBUHU, YTO
Takhue KIMHUYECKUE WCTbITaHus (UCCiaeaoBaHusl) ObUIM TIPOBEACHBI B
COOTBETCTBUHU C 3aKOHOAATEIBCTBOM A3TOr0 TocyJapcTBa-wieHa. [lpu stom
MEJIUIIMHCKUE OPTaHU3aINH (KIMHUYECKHUE IIEHTPHI), B KOTOPHIX MPOBOIUIUCH
KIIMHUYECKUE WCTIBITaHus (UCCIEOBaHMs), COOTBETCTBYIOT TpeOOBaHUSIM
3aKOHOJATEIbCTBA  TOCYJAapCTBA-WJeHa, Ha  TEPPUTOPUH  KOTOPOTO
MPOBOAWINCH KIIMHUYECKUE UCTBITAHUS (MCCIAEAOBaHMS), U UX BKJIIOUYCHHE B
€AUHBIA PEECTp YMOJHOMOYEHHBIX OpraHU3aluil, HMEIOIHUX [PaBo
MPOBOJAUTH MCCIIENOBaHUS (MCIBITAHUS) MEIUIMHCKUX U3JIETUNA B LEJISIX UX
perucTpaiuu, He SBIsSeTcs 00s3aTeabHbIM. Pe3ybTaThl TAKUX KIMHUUYECKUX
UCTIBITAaHUHN (HUCCIeOBaHNN) OPOPMIISIOTCS B BUAEC OTYETA O KIMHUYECKOM
UCIBITAaHUM (HUCCIIEIOBAHUM) MEIUIIMHCKOTO H3AENUS B COOTBETCTBUM C
3aKOHOJATEILCTBOM TOCYJIapCTBA-WI€Ha, HAa TEPPUTOPUH KOTOPOTO OHHU
MIPOBOJAMIINCH, U YTBEPIKIAIOTCS KOOPUHATOPOM-HUCCIICIOBATEIIEM.

Pe3ynbTaThl KITMHUYECKUX UCTIBITAHUHN (MCCIEA0BAHUM ), KOTOpPHIE ObLIN

npoBeacHbl 10 1 sHBaps 2022 r. (mara MOCHEAHEro BU3UTA IOCJIEIHETO
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NalnveHTa Win CyObeKTa HCHOBbITaHUSI (MCCIEIOBAaHUA)) WA MPOJOJHKAIH
BBITIOJIHATHCS IO COCTOSIHUIO Ha 1 stuBaps 2022 r. (mpu 3aBepilIEHHOM Habope
MAalKEHTOB) HA TEPPUTOPHUSIX FOCYNIAPCTB, HE SBIsAOIMXCS wieHamu Coro3a,
MOTYT OBITb MPUHATHI K PACCMOTPEHHUIO YIOJTHOMOYEHHBIM OpPraHOM
(3KCMEpTHOM OpraHu3alueil) Npu YCIOBUU, UYTO TAaKWE KIMHUYECKHUE
UClbITaHUsT  (UCClieloBaHUsA)  ObUIM  TPOBEJAEHBI B COOTBETCTBUHU
C pekoMeHJanusIMu MexyHapoaJHOTO (opyMa PEryssiToOpoB MEIUIIMHCKUX
uznenuii (IMDRF) u yTBepkaeHbBI KOOPAMHATOPOM-HUCCIIEA0BATEIIEM.

Pesynpratsl KIIMHUYECKUX VCTIBITAHUU (uccnenoBaHuid),
WHULIUUPOBAaHHBIX Tocne 1 sHBaps 2022 1., MOTYT OBITh TPHUHSTH K
PACCMOTPEHUIO YIIOJJTHOMOYEHHBIM OPTaHOM (PKCIEPTHOM OpraHu3alueil) npu
YCJIOBUHU, YTO TakKWe€ KJIMHUYECKUE WCIHbITaHUs (UCCIe0BaHus) ObLIN
NPOBEJICHBl B COOTBETCTBUMM C IIpaBWiiamMu TpOBENECHHS KIMHUYECKUX
UCIBITAHUM, IPU 3TOM OJIHO W3 KIMHHUYECKUX HCIBITAHUN (MCCIEHOBAHUI)
MPOBOAUTCS B OJTHOM U3 TOCYIapCTB-UJICHOB.

11. Jlnss MeAuUMHCKUX W3JEJIHM Kjacca TMOTEHUHAIBHOIO pPHUCKA
NpUMEHEHUs 3, a TakXke UMIUIAaHTUPYEMbIX B OpPraHu3M 4eJoBeKa
MEIUIIMHCKUX W3AEIUN Kjacca MOTEHIMAIbHOTO PUCKAa TpuMeHeHus 20 B
OTYET O KJIMHHYECKOM JI0Ka3aTelnbCTBE A(DPEKTUBHOCTH M OE30MaCHOCTH
MEIUIMHCKOTO  M3JIeNIMd  BKJIOYAETCS IUIaH  MOCTPETHCTPAIMOHHOIO
KJIMHUYECKOT0 MOHHUTOPHUHTAa B COOTBETCTBUMU ¢ I[lpaBuiamu mpoBeaeHuUs
MOHUTOpUHra O€30MaCHOCTH, KadecTBa U AP(EKTUBHOCTH MEIUIIMHCKUX
u3genu,  yTtBepxkacHHbIMM  Pemenwem — Komutermm — EBpasuiickoit
PKOHOMMYECKON KoMuccuu ot 22 nekadpst 2015 r. Ne 174 (nanee — IlpaBuia
MPOBEJICHUSI MOHUTOPHUHTA).

[Inan moCTperucTpaliMOHHOTO KIMHUYECKOTO MOHUTOPUHTA COJICPIKUT
uH(popMaIMIo U CBEJICHUS, YCTaHOBJIEHHBIE ITyHKTOM 21 IIpaBun mpoBeaeHus

MOHHTOpPHHIA.
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B mmane mocTperucTparmoHHOTO KIMHUYECKOTO0 MOHUTOPHHTA TaKKe
YKa3bIBAIOTCS CPOKU ero mpoBefeHus. OTY4EThl O MOCTPETHCTPAIMOHHOM
KIIMHUYECKOM MOHHUTOPHHTE 0€30MacHOCTH U 3 (PEKTUBHOCTH MEIUIIMHCKUX
U3JICIIAIA, TIPEJICTaBIsIEMble B COOTBETCTBUU ¢ I[lpaBuiamu mpoBeAcHHUS
MOHUTOPHUHTA, OIICHUBAIOTCS YIOJHOMOYEHHBIM OpPraHoM (dKCIIEpTHOMN
OpraHu3alKeil) TakkKe Ha TPEIMET WX COOTBETCTBHS TOJOKCHHUSAM IIJIaHa
MOCTPETUCTPAITMOHHOTO KIIMHNYECKOTO MOHUTOpHUHTA. [Ipr HeoOxoaumMocTH B
TUTaH MOCTPETUCTPAIMOHHOTO KIIMHUYECKOTO MOHUTOPHUHTa MOTYT BHOCHTBCSI
U3MEHEHUsI B paMKax akTyaJlu3allMd JIaHHBIX, COJCpKallUXCs B

PETUCTPALIUOHHOM JIOCHE.

V. Kimmanueckue qaHHBIE O MEIUIIMHCKAX U3JICITHIX
JUISL TUATHOCTHUKU in Vitro

12. B oTHOmIEHMH MEOUIIMHCKHUX W3IEIUN IJISI OUATrHOCTHUKHU In Vitro
HE SABJISIETCS O00S3aTENbHBIM TMPOBEICHUE MHOTOIEHTPOBBIX KIMHUKO-
71a00paTOPHBIX UCIIBITAHUN (MCCIIEOBAHUN).

[IpousBoguTens BHpaBe MPOBOAUTH MHOTOIICHTPOBBIE KJIMHUKO-
7a00paTOpHbIE HCTBITAHUSL (MCCIICIOBAHUSI) MEAMIIMHCKUX W3ACIUN IS
UArHOCTHKHU in Vitro.

13. lnst  KAMHUYECKOTO  JoKazaTenbcTBa  IG(EKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKUX W3JEIUN I JUATHOCTUKHU in Vitro KIAcCOB
MOTEHIIMAIIBHOTO pHUCKAa NpPUMEHEHUss 20 M 3 JOCTaTOYHBIM SIBISETCS
MPOBEJICHUE KJIMHUKO-TA00PATOPHOTO UCTBITAHUS (MCCIIEAOBAHUSI) B OJHOU

MEJIUIIMHCKOM OopraHu3anuu (KIMHUYECKOM IIEHTpE).

VI. Knuanyeckue naHHbpIe 1)1 MPOTPaMMHOTO 00eCIIeueHus,
SABJISFOLIETOCA MEAULIMHCKAM U3JICIINEM

14. lns  KIMHUYECKOTO  JoKaszartenbcTBa  3(G(EKTUBHOCTH U

0€30IMacCHOCTH TMPOrPAMMHOIO OOECIIEUCHHUsI, SBISIOMIETOCS MEIUIIMHCKUM
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u3genueM (najee — KIMHUYECKas OIEHKA), OCYIISCTBIISETCS B TOM YHCIIE
OLICHKA JOCTOBEPHOCTH KJIMHUYECKOW CBS3H, AaHAJUTUYECKOU U KIMHUYECKOU
BaIUIalMK (KJIMHUYECKAsl OICHKA IPOBOJMUTCS B COOTBETCTBHHM C OJIOK-
CXEMOM, MPEICTABICHHON Ha pUCYHKE 1).

15. IlomyyeHue  KIMHUYECKHMX  JIAHHBIX  JUISI  MPOTPAMMHOTIO
obOecrnieueHus, IBIISIFOIIETOCS MEUIIMHCKUM U3JIeTUeM (aee — IporpaMMHOE
obOecrieyeHue), B TOM YHUCJIE MPOrPAMMHOIO OO€CHEeUYeHUs ¢ MPUMEHEHUEM
TEXHOJIOTUH HMCKYCCTBEHHOTO UHTEJIJICKTA, OCYIECTBIISIETCS c
WCIIOJIb30BAaHUEM MEIAUIIMHCKUX JaHHBIX IMAIllMeHTOB, BEPH(GUIIMPOBAHHBIX
MEIMIIMHCKON opraHu3anuei (KIMHAYECKUM IIEHTPOM), MOJYYEHHBIX B XO/€

HH&FHOCTHKH,HequHﬂ,pea6HHHTaHHH.

N
Knnnnueckas oreHka
J
N
AHamuTHuyeckas
Knnnnueckas cBs3b Knunmeckas
BajInaanus BaJIM Al usl
4
/ \ / \ /HOJITBep)KI[aCTCﬂ HI/I\
CIOCOOHOCTH
CyiiecTByeT Iu IIPOrPAMMHOTO
Y Y KoppekTtHo 1 porp
JIOCTOBEpHas CBS3b oOecrieueHus
MIPOrpaMMHOE
MEXIY BBLIABaTh
olecrieuenne
MOJIY4YEeHHBIMH KIIMHUYECKU
oOpabatsiBaeT
pe3yiabTaTaMu U 3HAYNMBIE BBIXOIHBIE
BXOJHBIE JaHHBIE
LEJIEBBIM pe3ynbTaThl,
JUTSL TIONTyYEHUS
Ha3HAYECHUEM CBSI3aHHEIE C
JIOCTOBEPHBIX
MIPOTrPaMMHOI0 LEJIEBLIM
€3yJIbTaTOB
oOecrieueHns pesy 0 HCII0JIb30BaAHUEM
BBIXOJHBIX JAHHBIX B
X0Jie KIMHUYECKOU

K / K / K MPaKTUKHU /

Puc. 1. brok-cxema npoBeieHUs] KIMHUYECKON OLICHKH.
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16.B xome mpoBeAeHHUS KIMHUYECKOM OIICHKH  OIpeeseTcCs
KJIMHUYECKasl CBsI3b (HayuyHasi 000CHOBAHHOCTH) M0100pa JAHHBIX U CUCTEMBI
WX aHaiu3a (KOHIEMIINS, U3MEPEHHUs, 3aKII0UCHHUE) C IIeJICBhIM Ha3HAUECHHUEM
IIPOTPAMMHOT'0 00ECIICUCHHUS.

OlneHKa KIMHUYECKON 3HAUUMOCTH MOKET MOATBEPAUTD, UTO:

MPOrpaMMHOE 00€CTIeYeHUE UMEET YCTONYUBYIO KIMHUYECKYIO CBSI3b,
OCHOBAaHHYI) Ha JOKYMEHTAJIbHO MOATBEPKICHHBIX pE3yJbTaTaX, Kak 3TO
OTPENICNICHO B KJIMHUYECKUX PEKOMEHJIAIMAX, KIMHUYECKUX HCITBITAHUIX
(MCCeI0BaHUAX) B PELICH3UPYEMBIX JKypHAJIaX, COTJIACMU Ha WCMOJIb30BaHUE
MIPOTPAMMHOTO O0ECIICUCHMS, MEXKTYHAPOIHBIX CITIPABOYHBIX MaTepraliax Win
JIPYTUX MOJOOHBIX JaHHBIX;

MPOrpaMMHOE 00€CTIeYeHUE MMEET HOBYIO KIMHHUYECKYI0 3HAYMMOCTH
(b (deKTUBHOCTH), OCHOBAaHHYI0 Ha CIHOCOOHOCTH HCIIOJb30BaTh HOBBIC
BXO/IHbIC IaHHBIC, aJITOPUTMbI WJIM PE3YJIbTAaThl, HOBYIO IIEJIEBYIO IPYNITy WU
HOBOE IpEIHa3HAYECHUE.

17. Onpenenenne KIMHUUECKONW 3HAUUMOCTH SIBJISIETCS HEOOXOIUMBIM
KOMIIOHEHTOM  KJIMHUYECKOM OIEHKH [UJIsi  JIF0OOro  MpOrpamMMHOIO
obOecTieYeHUs U MOXKET OBITh 00ECIICUCHO:

CYLLUECTBYIOLIUMU JaHHBIMU VICTIBITAaHUN (uccnenoBaHuit),
MPOBEACHHBIX JJIs1 TOTO e MPEINoJaraeMoro HCIoJIb30BaHUs IPOrPaMMHOIO
oOecIieueHus;

CYIIECTBYIOIIMMU JTAHHBIMU HCTIBITAaHUM (uccmemoBaHuin),
MPOBEACHHBIX JIJISI IPYTOro NPEANoIaraéMoro UCIoab30BaHus IPOrPaMMHOIO
obecrieueHUs, TAC MOXKET OBITh OMpaBAaHa SKCTPATIOISINS TAKUX JaHHBIX;

reHepamnued W ONpeAeeHUEM HOBBIX KIMHUYECKUX HJaHHBIX JJIs
KOHKPETHOT'O MpeIoIaraeMoro UCIIOJIb30BaHUS IPOTPaMMHOTO

obOecreueHusl.
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18. Heo0xoaAuMOCTh HMHCTALIAIMUA IIPOrPaMMHOI0 OOECIeYEHUsI ¢
NpUMEHEHHEeM  TEeXHWYECKMX  CPEACTB  KIWHWYECKOW  OpraHu3aIiuu
OTpeNesieTCs MEIUIMHCKON opraHu3anued (KIMHUYECKUM LIEHTPOM) U
YKa3bIBa€TCs B IpOrpaMMe MPOBEACHUS KIMHUYECKOM OLIEHKH.

19.Ilpu mpoBeneHNH KIMHUYECKON OICHKH CIEIyeT YYUTHIBATh
CJIeIyIOLIEE:

IpU TOJYyYCHWH KIMHUYECKUX JaHHBIX B IEIAX MPOBEICHUS
KJIMHAYECKOW  OIEHKH TMPOrpaMMHOE OOecredeHHe TMpoBepseTcs ¢
MpUMEHEHHEM HE0OXOAMMOTo 00OpyAOoBaHUS (B TOM YHCIE MEIUIIMHCKUX
u3nenui, 0a3 NaHHBIX), MPEAHA3HAUYCHHOTO JUIsl OOeCTieYeHUsT HaJiexKalen
paboOTHI IPOTrPAMMHOTO 00ECIICUCHNS,

Py TOJYyYCHWH KIWMHWYECKUX JaHHBIX B IEIAX MPOBEIACHUS
KJIIMHAYECKOW OIICHKH MPOTrPAMMHOTO OOECIEYEHHS CIEAyET 3a/1eCTBOBAThH
BCE€ MOJYJHM MPOTpaMMHOI0 oOecrieueHus (Mpu MOIYIBHOM apXHUTEKTYype),
NpOTeCTUPOBAaTh  Bce  (YHKIMH, yKa3aHHbIE  MPOU3BOJIUTENIEM B
OKCIUTyaTallAOHHOW JOKyMEHTaluu (B Cclydae HEBO3MOXKHOCTH TaKOTO
TECTUPOBAHUS YKa3bIBAIOTCS MPUYNHEI);

B ClIy4ae €Cld TporpaMMHOE oOecredeHue s TOJydYeHUs
KIMHAYECKUX JaHHBIX B LENAX MPOBEACHUS KIMHUYECKOW OIEHKU OBLIO
WHCTaJUIMPOBAHO (YCTAaHOBIIEHO) Ha COOTBETCTBYIOIIEM OOOPYIOBAHHH 10
MOJIYYCHHUSI PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS, B OTUETE O KIMHUYECKOM
nokazarenbcTBe 2Q(PEKTUBHOCTU U 0€30MACHOCTH MEIUIIMHCKOTO W3JIeIHUs
CJIETyEeT YKa3bIBaTh CBEACHUS O €T0 JCHHCTAIUIALINH;

MpU TIPOBEACHUN KIMHUYECKOW OIICHKH OIEHUBAIOTCS BCE TMO3UIIHH
JIOKa3aTeNbHBIX 0a3 (KIMHUYECKHE aHHbIC, aHAIN3 B3aMMO3aMCHSIEMBIX
METUITMHCKUX M3JEIHH, TUTepaTypHbIE HCTOYHHUKHU U T. 1.), TPEACTaBICHHBIX

MMPpON3BOAUTCIICM B MCIAUTTUHCKYIO OPIraHU3AIUTO (KJ'II/IHI/I‘ICCKI/Iﬁ ]_IeHTp);
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KIMHAYECKOE  J0Ka3aTeabCTBO  A(G(PEKTUBHOCTH  MPOrpaMMHOIO
oOecriedeHusT OCYIIECTBIISIETCS C MCIOJIb30BaHUEM BepUPUIIMPOBAHHOM
MEIUIIMHCKOW OpraHu3anuedl (KIMHUYECKUM IIEHTpOM) ©Oa3bl JaHHBIX
(ornuuHOM OT 0a3bl JaHHBIX, Ha KOTOPOH OBLIO MPOBEACHO OOyYEHUE
IPOrpaMMHOI0 00ECTIEUECHHS);

pa3mep BHIOOPKH YCTaHABIMBAETCS C MOMOIIBIO METOJIUK OINPECICHUS
pa3Mepa BBIOOPDKH W C YYETOM TIpaBUJ CTAaTHCTHKUA (HAIpHUMeED,
C HCHOJb30BAaHMEM METOJa YCTAHOBJIEHUA TpeOyeMol TOYHOCTH JIJIst
OIICHMBAEMOM YYBCTBUTEIHHOCTH, crenuduuHoctu). Pasmep BbIOOpKH
cienyeT O00OCHOBaTh, HaMpUMEp, METOJUYECKUMHU PEKOMEHIAIMIMH,
KaJIbKYJIATOpaMH | T. 1I.;

Py TPOBEJACHUW  KIMHUYCCKOHM OIGHKH ¢  HMCIOJIb30BaHHUEM
BepUDUIIMPOBAHHONW MEAUIIMHCKONW OpraHu3anueil (KIMHUYECKUM IIEHTPOM)
0a3pl JaHHBIX OCYIIECTBISICTCA KJIMHUYECKAs BaluJalus C IEJbIo
MOATBEPKJICHUS] TOTO, YTO MPOTPAaMMHOE OOecCIieyeHrue CocOOHO BbIIABATh
KJIMHAYECKW 3HAYMMbIe BBIXOJHBIC JaHHBIE JUIsI TPEIHA3HAYCHHOTO
npuMeHeHus. [IpuMepaMyu METONOB KIMHUYECKOW BaJHMIAIMM MOTYT OBITh:
YyBCTBUTEIBHOCTh, CHEUU(PUIHOCTh, BEPOATHOCTH YCICHUIHOTO HCXO0Ja,
JTMarHOCTHYECKas IEHHOCTH U T. 1. B ciyuae ecnu mporpammHoe obecrieueHne
UCIIOJIB3YETCS JJIsI TUarHOCTUKH MHOKECTBA 3a00JICBaHUN WM COCTOSIHUM,
B OTUETE O KJIMHUYECKOM J0Ka3aTeabCTBE 3(PGHEKTUBHOCTH U OE30MACHOCTH
MEJIUIIMHCKOTO M3JIEIUsl PEKOMEHIYETCsl TMPEJCTaBUTh MOATBEPKICHUE
3asiBJICHHBIX MPOU3BOJUTENIEM NUArHOCTUYECKUX TMOKa3aTelnei sl KaKI0To
3a00JICBAaHUS MJIH COCTOSTHHS,

Py TPOBEICHUH KIMHUYECKON BaIWJAIlMN YYWUTHIBAIOTCS JTaHHBIC
AHAJTUTUYECKON  BalluJallMM €  TPEJACTaBJICHUEM  OOOCHOBAHUS  UX

PACXOKIACHUA,
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MPU TPOBEJACHUU KIMHUYECKOW OIEHKM MEIUIIMHCKAs OpraHu3alus
(KTMHUYECKUUA 1EHTP) OILICHMBAET AKCIUTYaTAI[MOHHYIO JOKYMEHTAIUuI0 U
JIEJAET BBIBOJ O TOM, YTO €€ COAEPKaHUE JOCTYITHO U MOHSATHO CIENUAINCTAM
COOTBETCTBYIOIIETO mpoduiss, a Takke oOecreyuBaeT HajJexalee
MPUMEHEHUE MTPOTPAMMHOI0 00ECIICUCHMUS;

MpyU  TPOBEACHUM  KJIMHUYECKOW  BalUJalMd  IOJTBEPKIAIOTCA
YCTAHOBJICHHBIE ~ TPOU3BOJIUTENIEM  MPOTPAMMHOTO  OOECHEYEHHUs]  C
NPUMEHEHUEM TEXHOJOTHMM HMCKYCCTBEHHOTO HWHTEIUIEKTA IMapaMeTpPhI
3(h(PEKTUBHOCTU U UX COOTBETCTBHE OOIETIPU3HAHHOMY YPOBHIO Pa3BUTHS
3HaHWKN (Hampumep, IJIs aJrOpuTMOB OWHApPHOM KiaccH(PUKalUKM JTaHHBIX
MEIMIMHCKOW BH3yalW3alMu PEKOMEHAYETCA MCIoab30BaTh MeTon ROC
co cBoOoanbsiM OTkIMKOM (free-response ROC, FROC). IIporpamMmmuHomy
00€eCIeUeHNI0 C MPUMEHEHHUEM TEXHOJOTUM HCKYCCTBEHHOTO WMHTEJUICKTA C
JOMYCTUMOM TOYHOCTBIO COOTBETCTBYIOT BbllyKiibie FROC-KkpuBbIE C yriom
HakioHa Oosiee 45°; rpaduxkum FROC, npencrapnsiomue coOoil MPAMYIO ¢
yIJIOM HakjgoHa 45°, CBHACTEIBCTBYIOT O HEJOCTAaTOYHOM KaueCTBE

YKa3aHHOTO MPOTPaMMHOTO 00ECIICYCHNS).




[TPUJTOKEHUE Ne 7

K MeToau4ecKuM peKOMEH IAIIsIM
10 COJICPIKAHMIO U CTPYKTYpE JOKYMEHTOB
PETHCTPAIIMOHHOTO JJOChE MEAUITUHCKOTO H3CITHS
Y TIPOBEICHHIO DKCIIEPTHU3BI 0€301TaCHOCTH, KaueCcTBa
1 3O PEKTUBHOCTH MEAUITUHCKOTO U3CIHS
B IIEJISIX €T0 PETUCTPAIlU B paMKax
EBpa3niicCKoro 3KOHOMHYECKOTO COK03a

(bopma)

OnNnucChb IOKYMEHTOB

H&CTOHH_[I/IM YAOCTOBEPACTCA, 4TO

(monHOE M cokparteHHoe (IPU HATMYKK), B TOM 4YHclie GUPMEHHOE, HAMMEHOBAHUS JIUIIA,
OT UMEHHU KOTOPOTO MPOU3BOIUTCS peructpaius (Iporu3BOIUTEND (YIIOJIHOMOYEHHBIN
MIPEACTABUTENH MPOU3BOIUTENS ), OPTAHU3ALMOHHO-TIPABOBast JopMa IOPUIUYECKOTO JTUTIA)

MIPEICTABUII B

(HaMMEHOBaHUE YIOJHOMOYEHHOTO OpraHa (3KCIIepTHON OpraHU3allin))

CIEIYIOIIMNE JOKYMEHTHI ISl PErUCTPALIUU

(HaMMEHOBaHHUE METUIIMHCKOTO U3/IEITHS)
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