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Mpuka3s MuHuctepcTBa 3apaBooxpaHeHnsa Poccunckon Pepgepaumm ot 13 masa 2026 r. Ne 421H
"06 yTBepxaeHuu MNMopsigka npoBeAeHUA OLEHKU COOTBETCTBUA MeAULUMHCKUX U3aenvm B
thopme TeXHUUYEeCKUX UCTIbITAHUNA, TOKCUKOJTIOrMUYECKUX nccnegoBaHUn, KNUMHUYECKUX

"

MCNbITaHWW B LeNAX rocyAapCTBEHHOM perucTpaunum MeguuMHCKUX usgenmn” (QOKyMeHT He
BCTYNwUN B cuny)

B cootBetcTBHHE ¢ YacTbio 8 cTtaThy 38 denepanbHoro 3akona ot 21 HosOps 2011 1. Ne 323-D3 "O6
OCHOBaxX OXpaHBl 3JI0pOBbs TpaxaaH B Poccuiickoit @enepanmu” u nognyHktom 5.2.187 nyHkta 5
ITonoxxenuss o MuHuctepceTBe 3apaBooxpaHeHus Poccuiickoit @enepannu, yTBEPKICHHOTO NOCTaAHOBIEHNEM
[IpaButensctBa Poccuiickoit ®@eneparuu ot 19 uronst 2012 r. Ne 608, mpuxa3zsiBaro:

1. YTBepaute mpunaraemelii [10pA00K IpoBeaeHHsT OLEHKH COOTBETCTBUS MEAMLIMHCKHX W3JCTHHA B
(dopMe TEXHWYECKHUX HCIBITAHWH, TOKCHKOJIOTMYECKUX HCCICAOBAHHN, KIMHUYECKUX HCIBITAHUN B UEINsAX
rOCyIapCTBEHHOM PETUCTPAIIN METUITMHCKIX U3CTHil.

2. Ilpu3Hate yTpaTHBIINM CHITy MPUKa3 MuHucTepcTBa 3apaBooxpanenus Poccuniickoit denepannu ot
30 aBrycra 2021 r. Ne 8851 "OO0 yrBepxkneHuu [lopsiaka mpoBemeHUs OICHKH COOTBETCTBHUS METUITHHCKHX
n3nenuid B opMe TEXHUUECKUX HUCIBITAHUH, TOKCHKOJIOTHIECKUX HCCIEeTOBAHUN, KIMHIYECKUX UCTIBITAHUHA B
[EJSIX TOCYapPCTBEHHOW PETUCTPAIlUN MEIUITMHCKUX M3/ennid” (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHITHH
Poccuiickoit ®eneparuu 12 Hosi0pst 2021 1., peructpanuonusiil Ne 65787).

3. YcTaHOBHTH, YTO HNPOBEACHHUE OLICHKU COOTBETCTBHS MEIUIIMHCKUX M3JEJIUN B POpPME TEXHUUECKUX
WCIBITAHUHM, TOKCHKOJOTMYECKUX HCCIEIOBAaHNM, KIMHUYECKHX HCIBITAHUM B IEMAX TOCYJapCTBEHHOM
PEeruCTpalvi MEIUIMHCKUX HM3AENUil, 3adBI€HUS O NMPOBEIEHHH KOTOPBIX IPENCTaBIECHBI MPOU3BOAUTEIEM
(M3roToBUTENEM) MEAWLMHCKOTO MW3JAEIMS WM  YINOJHOMOYEHHBIM IMPEJICTaBUTENIEM IPOU3BOIUTENS
(M3roTOBUTENS) MEIUIIMHCKOTO W3JICIUS B HCHBITATCIbHYIO J1a00paTopuio (IIEHTP) WM MEIMIUHCKYIO
OpraHM3aLMI0 0 JHSA BCTYMNIEHUA B CWUITY HACTOSIIEro IpHKa3a, OCYLIECTBISETCS B COOTBETCTBUU C
TpeOoBaHUSAMH MOPSAAKA MPOBENEHHUS] OLEHKHA COOTBETCTBHA MEIAWIMHCKHUX H3AETHI B (OpME TEXHHMYECKUX
WCIIBITAaHUH, TOKCHKOJOTHYECKHX WCCIIEIOBAaHNHN, KIWHUYECKUX WCHBITAHUM B IIENAX TOCYIapCTBEHHOW
perucTpauuy MEANLMHCKUX U3AEIUH, 1eHCTBOBABILETO 10 THS BCTYIUICHHS B CHITy HACTOSILIETO IPUKa3a.

4. Hacrosammii nmpuka3 BcTymaeT B cuity ¢ 1 ceHTaops 2026 r. u nefictByet a0 1 centsaops 2032 T.

Munuctp M.A. Myparmiko

3apeructpupoBano B Munrocte Poccnnu 1 mrons 2026 T.
Peructpauuonnstiit Ne 86767

YTBEPXOEH

npvkasom MuHucTepcTBa 3apaBoOOXpaHeHUsA
Poccuickon ®epepauum

oT 13 mas 2026 r. Ne 421H

Hopsaok
NPOBe/ieHNs1 OLleHKH COOTBETCTBHS MeIUIMHCKUX U3e Uil B opMe TeXHUYECKUX UCTIBITAHUT,
TOKCHKOJIOTHYECKUX MCCJIeJOBAHMI, KITNHUYECKHUX UCTIBITAHUI B eJSIX TOCYIaPCTBEHHON perucTpannu
MeIUIMHCKUX U31eJHi

1. O61Me mosoKeHus

1. OueHka COOTBETCTBUS MEAMLUMHCKHX H3AEIHHA, KOTOpas MPOBOAUTCA B (QOpME TEXHUUECKUX
WCIBITAHUH, TOKCHUKOJIOTHYECKUX HCCIEN0BaHUM, KIMHUYECKUX HCIBITAHUN METUIMHCKUX H3AEIUN B LEIIX
rOCy/IapCTBEHHOM pErucTpaluyd MEIUIUHCKUX HU3JEeNuH, B TOM YHUCIIE€ B ILEJAX BHECEHUS H3MEHEHHH B
JIOKYMEHTBI, COZIepIKallfecs B PErMCTPAllMOHHOM JO0Ch€ Ha METUIIMHCKOE M3JeiHe (Jlanee COOTBETCTBEHHO -
OII€HKa COOTBCTCTBHs, TCXHHYCCKUC HMCIbITaHUSA, TOKCHUKOJIOTHYCCKHUEC HCCICIOBaHHUsA, KIHMHHYCCKUC
UCTIBITAHUS) OCYILECTBISIETCSI B COOTBETCTBHH C HACTOSIIMM [lopsimkoM mpu coOMrofeHHH TpeOOBaHMMA
3akoHOzaTesnbeTBa Poccuiickoit ®exepanmu 06 o00OpalieHUM MEAMIMHCKHX H3JICJIMH, HOPMATUBHON W
TEXHUYECKOUN JOKYMCHTalIUU ITPOU3BOJUTEIIA (I/I3I‘0TOBI/ITCJI$[) MCIONIMUHCKOI'0 MU3JACINA, a TAKXKE JOKYMCHTOB

o 1 o
HallMOHAJIbHOU CHUCTCMbI CTaHAAPTU3AllUK , COACPIKAIINX Tpe6OBaHI/I$I, ImpaBujia U1 METOAbI HUCCJICAOBaHNU
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(ucmipITaHNi) M U3MEPEHUH MEAULINHCKUX H3JIEHN.

2. Ilo pe3ynbTaTam OIEHKH COOTBETCTBHS O(OPMIISIFOTCS:

a) NPOTOKOJI TEXHUYECKHX HCIBITAHUM MEIMLMHCKOIO HU3AEIMS WIM MEAULUHCKOIO H3AENHs Ui
JIMArHOCTHKH in Vitro (peKoMeHIyeMblii o0pasel npuBeeH B NpurioxeHun Ne 1 k nacrosimemy [lopsaky);

0) MPOTOKOJI TOKCHKOJIOTMYECKUX HCCIECIOBAHUN MEIUIMHCKOTO H3Jenus (PeKOMEeHIyeMbli oOpaser
npuBeneH B NpunoxeHnn Ne 2 k vacrosmemy Iopsiaxy);

B) aKT OLIEHKU pPe3yJbTAaTOB KIMHUYECKHX HCIBITAHUM MEIULMHCKOTO H31eusl (pPEeKOMEHAYeMBbIH
obpaserr npuBeacH B NpurioxxeHun Ne 3 k nacrosimemy [opsaxy);

I') aKT OLIEHKU pe3yJbTaTOB KIMHUYECKUX HCIBITAHMA MEIUIMHCKOTO W3AENHs AJSl TUarHOCTHKH in
vitro (pekomeHyemblii o0pa3serr npuBeeH B NpurioxxeHnn Ne 4 k nacrosimemy [Topsiaxy).

3. PesynbTaThl OIIGHKH COOTBETCTBUS O(GOPMIISIFOTCS Ha OyMa)XHOM HOCUTENIC WM B BHJC
3JIEKTPOHHOTO TOKYMEHTA.

OdopmiteHne pe3ynbTaToB OEHKH COOTBETCTBHS, MPEIYCMOTPEHHBIX NOAMNYHKTaMu "a" u "6" nyHkTa
2 macrosmiero [lopsimka, ocymiecTBIsIeTCsl B COOTBETCTBUM € TPEOOBAaHHSAMH TPUMEHUMBIX JOKYMEHTOB
HAIMOHAJIBHOM CUCTEMBI CTaHAAPTU3ALHH.

4. IlpousBoautesb (M3rOTOBUTENb) MEIULMHCKOTO H3AEIHMS WIM YIOIHOMOYEHHBIH HpPEACTaBUTENb
MIPOU3BOUTENS (M3TOTOBUTENS) MEIULMHCKOTO M3Jenus (Aajee - 3asiBUTENb) CaMOCTOSTEIBHO OIpEnessieT
AKKPEIUTOBAaHHYIO B HAI[MOHAJBHOH CHCTEME aKKpEOUTALMH HCHBITATENIbHYIO JabopaTtopuio (LeHTp) (manee -
UCHBITATENIbHAsl OpPraHU3auus), OCYILIECTBISIIOUIYIO IPOBEACHHE TEXHUYECKUX HCIBITAHUA H  (WIN)
TOKCHKOJIOTHYECKUX MCCIEI0BAaHUM, C YIETOM 00JIaCTH €€ aKKPEIUTALUH, a TAKKE OTBEYAIOLIYIO TPEOOBaHMUSM,
yCTaHOBICHHBIM [1paBuvnamm rocyqapcTBEHHON pErMCTpallMM METUIUHCKUAX W3ZCTHH, YTBEPKICHHBIMH
noctaHoBneHnem IpasutensctBa Poccuiickoit @enepanmu ot 30 HostOpsa 2024 1. Ne 1684 "O6 yTBep:KIcHUU
[IpaBus rocyapcTBEHHON perucTpaluy METUIIMHCKUX u3aenuil" (nanee - IlpaBuia), cpok AefcTBHA KOTOPHIX
1o 31 nexabpst 2028 r., MEAMIIMHCKYIO OPraHHU3AIMIO, MPOBOISAINYI0 KIMHUUSCKAE UCIBITAHUS MEIUIIUMHCKUX
U3Jenuil (1anee - MEIUIIMHCKAs OpPraHu3alus), 3a MCKIIOUEHHEM CIydaeB, MPEeIyCMOTPEHHBIX MYHKTOM 24
IIpaBui.

VcnpiTarenpHple OpraHu3alMd M MEIUIMHCKUAE OpPraHM3allMd IpH IPOBEICHUHM TEXHUYECKUX
UCHBITAHUI M (MJIM) TOKCHKOJOTHMUYECKHX HCCIEJOBAHUH, a TAKXKE KIMHUYECKUX HCIBITAHUN 00ECHEeYUBAIOT
MPUHOUI OECIPUCTPACTHOCTH M HE HAaXOIITCS B KaKOM-1MOO 3aBUCHMMOCTH OT 3asBUTENSl WIM IPYTuX
3aMHTEPECOBAHHBIX B PE3YNIbTaTaX UCHBITAHUH (MCCIeIOBaHUI) JINLL.

TexHuyeckue UCIBITAHUS HE IPOBOASATCS B OTHOLICHUH PEAareHTOB, HAOOPOB PEareHTOB, KOHTPOJIBHBIX
MaTepHajoB, KaTUOPaTOpOB, IPOMBIBAIOLINX PACTBOPOB, pa30aBUTENEH, MIIACTUKOBBIX PACXOJHBIX MaTepPHANIOB,
HCTONB3YEMBIX C peareHTaMH AJIS in Vitro-THarHOCTHKH U MUTATEIbHBIX CPell.

I1. Ouenka cooTBeTCTBUA MeIMUMHCKUX U3ieuii B GopMe TeEXHUYECKUX UCTILITAHUN (KpoMe
MeTUIUHCKUX U31eJIUH IS IMATHOCTHKM in vitro)

5. i mpoBeACHMS TEXHUYCCKUX WCIBITAHUN 3asBUTENb WM YIIOJHOMOYCHHOE 3asBUTEIIEM JIHIIO
MIPEACTABIISIET B HCIBITATEILHYIO OPTaHMU3AINi0 (HEITOCPEICTBEHHO B HCHBITATEIBHYIO OpPTaHU3aIllUI0, WIIH
3aKa3HBIM MTOYTOBBIM OTIIPABJICHHUEM C YBEJIOMIIEHHEM O BPYYEHUH, WIH B (pOpME 3JIEKTPOHHOTO JOKYMEHTA,
MOJIMTMCAHHOTO 3JEKTPOHHON MOAMUCHI0 B cooTBeTcTBHH ¢ PefeparbHbiM 3akoHOM ot 6 anpens 2011 r.
Ne 63-®3 "OO6 nsnmekTpoHHOW moamuch" (Jayiee - JIEKTPOHHAS MOJINCH) 3asBUTENS, IOCPEICTBOM €ro
HaIpaBlieHU Ha 3JICKTPOHHYIO MOYTY HCIBITATEIBHON OpPraHU3allii) 3asBICHUE O MPOBEICHUH TEXHHYECKUX

UCTIBITAaHUI MEAMIIMHCKOTO M3JISNHUs C yKa3aHHeM CBEICHUI, IPeyCMOTPEHHBIX MOANYyHKTamu "a" - "n", "c

y", "x" (mo mpumenumoctu) u "4" nyHkta 64 IlpaBui, ¢ NPUIOKEHUEM JOKYMEHTOB, MPELyCMOTPEHHBIX
nognyHkramm "a" - "g", "k" - "M" u "0" nyHkTa 65 IIpaBui, a Takke KOMHEH TOKYMEHTA, TIOATBEPIKAAIOIICTO
HIOJIHOMOYHS TIOJIaBaTh TAKOE 3asBJICHHE OT MMCHHU 3asBUTENs (B Cilydyae IMOJaud 3asBJICHUS O MPOBEACHHU
TEXHUYECKUX MCIBITAHUN MEAUIIMHCKOTO U3/ICIHS YIIOJIHOMOYCHHBIM 3asIBUTEIICM JIUIIOM).

B cnydae eciii JOKyMEHTBbI Ha MEIMIIMHCKOE M3/ICIHe, YKa3aHHbIC B HACTOSIIEM ITyHKTE, COCTABIICHBI
Ha HHOCTPAHHOM $I3bIKE, OHHU MPEACTABIISIFOTCS C 3aBEPEHHBIM TIEPEBOIOM Ha PYCCKUH S3bIK.

6. UcnplTarenpHasi OpraHu3alysi pacCMaTPUBACT 3asBJICHHE O NMPOBEACHUH TEXHMYECKHX HCIIBITAHUN
MEJMIMHCKOTO M3JeJHs M JIOKYMEHTBI, yKa3aHHble B [yHKTe 5 Hacrosmero Ilopsiaka, B Cpok, He
npeppimatonmii 10 paGouux [HEH €O OHA HMX MONY4YEHHs, W NPUHAMAET PEIICHHE O BO3MOXKHOCTH
(HEeBO3MOYKHOCTH) MPOBEICHUS TEXHHYECKUX UCIIBITAHUI MEIUIIMHCKOTO M3/ICIIHSL.

B chnywyae npUHATHS UCHBITATENIFHOM OpraHM3allMeil pemeHHs O BO3MOXKHOCTH IPOBEICHUS
TEXHUYECKUX HCIBITAHUN UCIIBITATENIbHAS OPraHU3alysi cOoOOmaeT 00 ITOM 3asiBUTEIIO B MUCBMEHHOM BHJIE
(HampaBIlICHUE YBEIOMIICHHS 3aKa3HBIM ITOYTOBBIM OTIIPABICHHEM C YBEJOMIICHUEM O BPY4YCHUH JHOO B (hopme
ANIEKTPOHHOTO JOKYMEHTA, TOIIMHMCAHHOTO SNIEKTPOHHOM MOAMUCLI0  PYKOBOAMTENSI HMCHBITaTeIbHON
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OpraHU3alUA WIA YIIOJTHOMOYEHHOTO PYKOBOAMTEIEM HMCIBITATEIPHON OpPTaHU3aIlMH JIUIA, TOCPEICTBOM €ro
HalpaBjCHUS Ha DJIEKTPOHHYIO IOYTY 3asABUTENS, aApeC KOTOPOW yKa3aH B 3asABJICHUH O IPOBEICHHUH
TEXHUYECKUX WCIBITAHUA MEAWIIMHCKOTO H3JEHsA) B TEUCHHE TPeX padounx MHEH cO IHS NMPHHSITHS TaKoTo
pelIeHus1, TIOCIe Yero COBMECTHO C 3asBUTENIEM COCTaBJISET MPOrpaMMy HCIBITaHWH, KOTOPYIO YTBEp)KIaeT
PYKOBOAWTEIh HCIBITATENEHON OpraHW3alllid, W HAIPaBISIET 3asSBUTENO0 MPOEKT JOToBopa (KOHTPaKTa) Ha
IIPOBEJICHNE TAKUX UCIIBITAHUA.

7. B ciayyae npuHSATHS pemieHus] 0 HEBO3MOXHOCTH NPOBEACHUS TEXHHUECKUX MCIIBITAHUN BCIIEACTBHC
OTCYTCTBHUS OCHOBAHHH I TPOBEACHUS TEXHUYCCKUX HCIBITAHUN (OTCYTCTBHE AaKKpEAWUTAIMH) U (WIJIH)
TEXHUYECKOW BO3MOXHOCTH UCIBITATEILHOW OPraHM3aluu (HEUCIIPABHOCTh WU MPOBEJCHNE TUIAHOBBIX PaboT
Ha 000pyIOBaHUH UCIBITATESIILHOM OPraHU3AIINY ), HECOOTBETCTBUYSI MPEICTABICHHOTO 3asBJICHUS O IPOBEICHUH
TEXHUYCCKUX HCIBITAHUA MEIMIIMHCKOTO M3JCIUS M JOKYMEHTOB, yKa3aHHBIX B [YyHKTE€ 5 HACTOSAIIEro
[opsinka, TpedoBanusIM HacTosmero [lopsiika, UCBITaTEIbHAS. OpraHU3aIs COOOIACT B MMCbMEHHOM BUE 00
9TOM 3asABUTENIO (HAIMpPaBICHUE YBEAOMJICHHS 3aKa3HBIM ITOYTOBBIM OTIPABICHUEM C YBEJIOMIICHHEM O
BpYy4YeHHH JTHOO0 B (hopMe 3IEKTPOHHOI'O JTOKYMEHTA, MOAMMUCAHHOTO 3JIEKTPOHHOM MOAMNUCHID PYKOBOIUTEIS
HCTIBITATEILHON OpTaHM3aIy WIN YIIOJHOMOUYEHHOTO PYKOBOIWTEIEM HCIBITATEIIEHON OpraHW3ariyl JIHIla,
ITIOCPEACTBOM €T0 HAIlpaBJICHHS Ha DIIEKTPOHHYIO TOYTY 3asBHTENS, agpec KOTOPOW yKazaH B 3asBICHUHU O
MPOBEJICHAH TEXHUYECKUX HCITBITAHUN MEIUIIMHCKOTO H3/eNHsd) B TEeUeHHWe TpeX pabounx IHeW co JHA
MIPUHSTHS TAKOTO PEIISHHUS ¢ yKa3aHUEM MMPUYMH O0TKa3a B MPOBEICHUN TEXHUIECKUX HCIIBITAHNH.

8. Ilocne yTBepKIeHHS PYKOBOAWTEIEM HCIIBLITATENBHON OpraHu3alii IPOTrpaMMbl HCIBITAHUN, a
TaKKe MOAMKUCAHUS JIOTOBOpa (KOHTPAKTA) Ha MMPOBECHIE TEXHUISCKUX UCTIBITAHHIA 3assBUTEIb MPEICTABIISICT B
HCIIBITATENIEHY0 OPraHU3aIuio;

a) MEIUIIMHCKOE W3JCIUe BMECTE C MPHHAUICKHOCTIMH, HEOOXOJUMBIMU JUIsl TMPUMCHCHUS
MEJUITTHCKOTO M3CNUS WIH €r0 MOJIENel (MapoK) 1Mo Ha3HAUCHHIO (Jajiee - MPUHAIIC)KHOCTH) (B KOJIMYECTBE
COTJIACHO TPeOOBAHUSIM JIOKYMEHTOB HAIIMOHAJILHOW CHCTEMbI CTAHJIAPTU3ALMU U YTBEPIKICHHON MPOrpamMMbl
WCIIBITAaHUH);

0) cmenmanbHOE O0OpYIOBaHEE, pa3padOTaHHOE IPOU3ZBOMUTEIEM (M3TOTOBUTEIIEM) MEIUITMHCKOTO
W3AETUS I TEXHHIECKUX MCTIBITAHUN KOHKPETHOTO METUITMHCKOTO M3JENHS U YKA3aHHOE UM B TEXHUYECKOM
JTOKyMEHTauH (py HATUIHK) (32 UCKIIOYCHUEM ITPOTPAMMHOTO OOCCIICUCHHUS, SIBISIOIICTOCS METUITHHCKAM
n3nenueM, u (W) MPOrpaMMHOTO OOeCTIedeHHs] ¢ TIPUMEHEHHEM TEXHOJOTHI HMCKYCCTBEHHOTO WHTEIIEKTa,
SIBJISIFOITIICTOCST MEAUITHHCKUAM U3IICTHEM ),

B) crnenuaibHOe O0OpyJOBaHWE M (WIHM) NPOTPaMMHOE OOeCIieYeHHe, TECTOBbIE 0a3bl JaHHBIX,
pa3paboTaHHBIE MPOU3BOTUTENEM (M3TOTOBUTEIIEM) MEAUIUMHCKOTO W3ACTHS Il TEXHUYECKHX HWCIBITAaHUH
KOHKPETHOTO MEIUITMHCKOTO W3JICNIMS U YKa3aHHOC UM B TEXHUYCCKOH NOKyMeHTalnu (Tpu Haluduu) (Iis
IIPOrPaMMHOTO 00ECIICUEHUS, SBIISIONICTOCS MEAUIIMHCKUM HM3JIeiueM, U (WIK) MPOrpaMMHOTO 00eCIIeueHUs ¢
MPUMEHEHUEM TEXHOJIOTHI HCKYCCTBEHHOT'O MHTEJICKTA, SIBIISIOMIETOC MEIUIIMHCKIM H3JICIIUEM).

9. B OTHOIIEHUH MEIUIUHCKUX W3ACTUM, IUIsl TEXHUYECKUX HCIBITAHWM MM MOHTaxa (BBOJa B
IKCIUTyaTaIHi0) KOTOPBIX TPeOyeTcsl MOIyUeHUE Pa3pelIuTeIbHON JOKYMEHTAMHA (B TOM YHCIC JIUIICH3MH),
MIPOBEICHUE KAUTAIBHOTO PEMOHTA, CTPOUTEILCTBO OTMEIHHBIX KalMUTAIBHBIX COOPYKCHUMU, IOIYyCKAeTCS
MIPOBEICHUE TEXHUYECKUX HWCIBITAHUN MCIBITATEIFHOW OpraHu3allied Ha TEPPUTOPHH IPON3BOIUTEIIS
(M3roToOBUTENA) MEAUIIMHCKOTO M3CIHS W B OpPraHU3alWH, TA¢ MEIUIIMHCKOE H3JeNHe pa3MeIeHo U (HIH)
paspemieHo Ui TpUMEHEHHS B COOTBETCTBUY C 3aKOHOIATEILCTBOM JAHHOM CTpaHBHI.

10. TexHu4ecKue UCHBITAHHUS MEAMLMHCKUX HU3JCIUA MPOBOASTCS HCHBITATEIBHOW OpraHu3anueil B
Cpok, He mpeBbimaromuid 30 pabouymx JHEH CO JHS TPENOCTABICHHS 3asBUTEIEM B HCIBITATEIBHYIO
OpPraHM3alMI0 MEAMIMHCKOTO W3JCHHs, TPUHAIICKHOCTEH W CIENUAIBHOTO O0O0pyIoBaHUS U (WIH)
MPOTPaMMHOTO 00ECTIEYEeHHs, TECTOBBIX 0a3 MaHHBIX (MPH HAJTHYWK), YKa3aHHBIX B MYHKTE 8 HACTOSIIETO
[Mopsinka, mpu YCJIOBUU OILIATHl 3asBUTEIEM YCIYr UCHBITATCIbHONW OpraHW3allid B COOTBETCTBHU C
3aKJIFOUEHHBIM JIOTOBOPOM (KOHTpakToM). B ciydasx, korma Oojiee MPOJOKUTEIBHBIN CPOK MPEAYCMOTPEH
METOJIOM (METOJIMKOM) TeXHUYECKUX HCIBITAHUHM, CPOK MPOBEICHUS TEXHUYECKUX HCIBITAHUN MPOJICBACTCS
10 pEHICHUIO PYKOBOIUTENS WCIBITATCIFHON OpraHM3aliyl WIH  YIIOJHOMOYECHHOTO PYKOBOIHUTEIIEM
HCTIBITATEIEHON OopraHu3anuy jura He Oosee dem Ha 20 pabouymx HHEH, 0 YeM HCIBITaTeIbHAs OpraHU3aIlns
YBEIOMIIACT 3asgBUTENA (3aKa3HBIM ITOYTOBBEIM OTIIPABJICHHEM C YBEAOMJICHHEM O BPYUYEHUH WIH B (dopme
JJIEKTPOHHOTO JIOKYMEHTA, MOJIHUCAHHOTO 3NIEeKTPOHHOW MOLMUCHI PYKOBOJHUTENS HCIHBITATEIBHOM
OpTraHM3ali{ WM YIIOJIHOMOYEHHOTO PYKOBOJIMTEIIEM HCIBITATENIbHOW OpTaHW3alliy JIMIA, TTOCPEICTBOM €ro
HampaBlieHUs Ha DIIEKTPOHHYIO TOYTY 3asBUTENs, aJpec KOTOPOHW YyKa3aH B 3asfBICHHH O IPOBEICHHUH
TEXHUYECKUX HCIIBITAHUH MEIUIIMHCKOTO M3JCHs) B TEYCHHE TPeX pabodmx ITHEW CO ITHS MPHUHITHS TaKOrO
peuieHusl.

11. Tlpu mnpoBeneHHM TEXHUYECKHX WCIBITAHUH B COOTBETCTBHM C MPOrPaMMON UCHBITAHHMA,
MPeayCMOTPEHHO# MYHKTOM 8 HacTtosiero I[Topsaka, B TOM YKCIIe OCYHIIECTBISETCS:

a) OIICHKAa COOTBETCTBHS XapaKTEPUCTUK (CBONCTB) MEAMIMHCKOTO U3JENHUS TpPeOOBAHUAM
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HOpMaTHBHOﬁ JOKYMCHTaluu, TEXHUYECKOU u 3KCHJ’IyaTaIII/IOHHOI71 JOKYMCHTalln MIPOU3BOAUTCIIA
(M3rOTOBHTEINST) MEAUIIMHCKOTO U3/IETHS HA METUIITHCKOE U3/IEeIHE;
0) ompeneneHue Kiacca NOTEHLIUAIBHOIO PUCKA IPUMEHEHUSI MEAUIIMHCKOTO U3AEIHs B COOTBETCTBUU

¢ HOMEHKNaTYPHO KnaccuukaLmei MeuIMHCKAX H3IeIHii ;

B) OIICHKA TIOJHOTHl M JOCTAaTOYHOCTH CBEACHUMH, COACPIKAIIMXCSA B 3asIBICHUH O IPOBEACHHH
TEXHUYECKUX WCIBITAHUNA METUIIMHCKOTO W3JAeiHsS W JIOKYMEHTaX, YKa3aHHBIX B [YHKTE 5 HACTOSIIETo
Tlopsinka;

r) oopMIICHHE M BbIava (32Ka3HBIM MOYTOBBIM OTIPABICHUEM C YBEIOMJICHUEM O BPYUCHHH WM B
(opMe DIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3MIEKTPOHHONM MOAMUCHI0 PYKOBOAUTEINS HCIHBITATEIBHOM
OpraHM3allid WM  YIOJHOMOYEHHOTO  pPYKOBOAWTEIEM  HWCIBITATENBHON  OpraHu3alid JiHla |
COOTBETCTBYIOIIIEro TpeboBanusM NyHKTa 54 TIpaBui, MOCPEICTBOM €ro HANPABJICHHUS HA DIICKTPOHHYIO MOUTY
3asiBUTENS, aipec KOTOPOH yKa3aH B 3asiBJICHUU O TNPOBEICHUM TEXHUYECCKUX HUCIBITAHUA MEIUITUTHCKOTO
U3JIeNHS) 3aBUTEIIO IPOTOKOJIA TEXHHUECKUX UCITBITAHUI MEUIIMHCKOTO M3CITusl.

12. B x0/1e NpOBEICHUS TEXHUUYECKUX MCITBITAHUH OIPEJISNISIOT:

a) COOTBETCTBHE MEIMIIMHCKOIO W3JICNIMA BMECTE C MPHUHAUICKHOCTAMH U CHCIHATbHBIM
o0opynoBaHueM © (WIM) IPOrPaMMHBIM OOECIICYCHHUEM, TECTOBBIMU 0Oa3aMu JaHHbIX (IpU HAJIMYUH),
yKa3aHHBIMU B MyHKTe 8 Hactosmiero Ilopsika, TpeOOBaHMSAM MPUMEHHUMBIX JOKYMEHTOB HaIlMOHAJIbHOM
CHCTEMBl CTaHJAPTU3aIMK, a TaKKe HOPMATHBHOM JOKYMEHTAIUW, TEXHUYECKOW M OKCIUTyaTallHOHHON
JOKYMEHTAIIUU MPOU3BOAUTENS (U3rOTOBUTENS) METUIIMHCKOTO U3/ICIIHS HAa MEIUITUHCKOE U3/IeITUE;

0) TOJTHOTY W JIOCTATOYHOCTh YCTAaHOBJICHHBIX B HOPMATHBHOU JOKYMEHTAIMU, TEXHUYECKOW U
9KCIUTYyaTAllMOHHOMW JOKYMEHTAIUU MPOU3BOIUTENSI (M3TOTOBUTENS) MEIUIIMHCKOTO M3/CIHS Ha MEIUIIMHCKOES
W3JIeNHe XapaKTePUCTHK, TOJUICKAIIUX KOHTPOIIO TMPH TEXHUYECKHX HWCIBITAHUSAX, a TaKXKe METO0B
HCIIBITaHMI;

B) Ka4€CTBO MEIUITMHCKOTO U3/IeNUs U 0€30IIaCHOCTh €r0 PUMEHEHHUS;

') BOBMOXKHOCTb yKa3aHHBIX B NOAMNyHKTax "6" u "B" nyHkTa 8 macrosiero [opsaka creruanbHOTro
000pyToBaHUs U (MJIM) MPOrPaMMHOTO 00ECIICYCHHS, TECTOBBIX 0a3 JaHHBIX, Pa3padOTaHHBIX MPOU3BOJAUTEIICM
(M3roTOBHUTENEM) MEIUIIMHCKOTO U3JIEHS /ISl TEXHUYESCKUX UCIBITAHUN KOHKPETHOTO MEIAUIIMHCKOTO U3JCIUs
M yKa3aHHBIX UM B TEXHHYECKOH JOKYMEHTALMH, OOCCIICUUTh MPOBEACHUE TEXHUYECKUX HCHBITAHUN (110
MIPIMEHIMOCTH).

13. Pe3ysibTaThl TEXHHUECKUX UCIBITAHUA CYMTAIOTCS OTPUIIATEIBHBIMU B CITy4ae HEBBITIOIHEHHS XOTS
OBl OJTHOTO U3 CIIEIYFONINX YCIIOBHA:

a) TMPEJCTAaBICHHOE MEAUIMHCKOE H3JIeIMe BMECTE C TNPHUHAICKHOCTIMH H  CHEIHATBHBIM
obopynoBaHueM © (WIHM) MPOTPaMMHBIM OO€CIeYeHHEeM, TECTOBBIMUA 0a3aMu MJaHHBIX (TIpU HAJIHYUH),
yKa3aHHbIMUA B MMyHKTE 8 Hacrosimero I[lopsiaka, COOTBETCTBYeT TpeOOBAaHHMSM MPUMEHHUMBIX TOKYMEHTOB
HAI[MOHAJIBHON CHUCTEMBl CTaHAApPTH3AIMHM, a TaKKe HOPMATUBHOM JOKYMECHTAIMH, TEXHUYECKOW H
AKCIUTyaTallMOHHOW JOKYMEHTAIUU MPOU3BOIUTENS (M3TOTOBUTEINS) MEAUIIMHCKOTO U3/ICHS Ha MEIUIMHCKOE
1131 () 14 (N

0) HOpMaTUBHAs JOKYMEHTAIIMs, TEXHWYECKas M JKCIUTyaTallAOHHAs JOKYMEHTAIIMS MPOU3BOIUTEIS
(M3roTOBUTEISI) MEIUIIMHCKOTO W3/ENIUs Ha MEAMIIMHCKOE U3JIEIHE TIOATBEPKAAI0T MOJHOTY U JIOCTATOYHOCTh
YCTAHOBJICHHBIX B HUX XapaKTEPUCTUK MEAMIIMHCKOTO H3CIHS, MOMISKAIIUX KOHTPOJIO MPH TEXHHUYECKUX
HCIIBITAHHUSX, @ TAKIKE METOIOB UCIIBITAHU;

B) KayecTBO MEIUIIMHCKOTO H3JeNUsl W 0e30MacHOCTh €ro NPUMEHEHHs TOJTBEPKICHBI B XOe
TEXHUYECKUX UCIBITAHUN;

r) ykasaHHble B NognyHkTtax "6" u "B" nyHkTa 8 mactosimiero Iopsiaka cnennaabHoe 000py10BaHHE U
(nnmm) mporpaMMHOe oOecriedeHne, TEeCTOBBIe 0a3bl TaHHBIX, pa3padoTaHHbIC IPOU3BOAUTENEM (M3TOTOBUTEIEM)
MEIUIIMHCKOTO M3JICHS I TEXHUYECKUX UCTBITAHU KOHKPETHOTO MEIMIIMHCKOTO M3JIENHS M yKa3aHHbIC UM
B TEXHHYECKOW JOKYMEHTAIUW, OOCCIICYMBAIOT BO3MOXKHOCTH IPOBEICHHSI TEXHHMYECKUX HWCHBITAaHUHA (10
NIPUMEHUMOCTH).

ITI. Ouenka cooTBeTCTBHS MeAUIIMHCKUX U31eJIUH IS IUATHOCTUKH in vitro B (popMe TeXHHUECKHX
HUCIBITAHU

14. Jlis mpoBedeHHs] TEXHUYCCKHUX HCIBITAHUN MEIWIIMHCKUX W3ACTUN IS MTUArHOCTUKH in Vitro
3asBUTENIb WIM YIOJHOMOYEHHOE 3adBUTEIEM JIMIO TPEACTAaBISET B MCIBITATEIbHYI0 OpPraHU3alluio
(HEeTIOCPEZICTBEHHO B  HCIBITATENIFHYI0 OpPraHMW3aldi0, WM 3aKa3HBIM ITOYTOBBIM OTIPABICHHEM C
YBEIOMJICHHEM O BpYYCHHH, WJIH B (OpPME D3JIEKTPOHHOTO JOKYMEHTa, IOJIMHCAHHOTO 3IIEKTPOHHOWN
NMOLMVCHIO 3asBUTEINS, TIOCPEIACTBOM €TI0 HAIlPaBIIEHUS HA AJIEKTPOHHYO MOYTY HCIIBITATENBHON OpraHN3aInm)
3asiBJICHUE O TMPOBEACHUW TEXHUYECKHX HCIBITAHUNA MEIMIMHCKOTO H3JACTHs Ul ITUArHOCTHKH in Vitro ¢
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yKa3aHHEM CBEJCHUH, MPelyCMOTPEHHBIX MOoANyHKkTamm "a" - "n", "c" - "y", "x" (no mpumenumoctn), "4" u "y"
nyHKTa 64 TlpaBui, ¢ NPUIIOKEHUEM JIOKYMEHTOB, MPEYCMOTPEHHBIX MOAMNyHKTamn "a" - "a", "k" - "m" u "o"
nyHkTa 65 TlpaBui, a Takke KOMHUIO JOKYMEHTA, MOJTBEPKIAIOIIETO OJTHOMOYHS MTO/IaBaTh TaKOE 3asBIICHUE
OT WMEHH 3asBUTENS (B CIydae MOJAYH 3asBICHHUS O MPOBEICHUH TEXHHYECKUX HCIBITAHUH MEIUIIMHCKOTO
W3MIeNHS U AXaTHOCTUKY 1N Vitro yIoJTHOMOYEHHBIM 3asiBUTEIIEM JIHIIOM).

B cmywae ecnmm nOKyMEHTHI Ha METUIIMHCKOE H3JEHE I TUATHOCTUKH in Vitro, yKa3aHHBIE B
HAaCTOSIIEM MyHKTE, COCTABJICHbl HA MHOCTPAHHOM f3BIKE, OHU MPEICTABIISIIOTCS C 3aBEPEHHBIM IIEPEBOJIOM HA
PYCCKUH SI3BIK.

15. UcnpiTatensHas opraHu3alys paccCMaTpUBAeT 3asBJICHUE O MPOBEICHUN TEXHUYECKUX HCIBITAHUN
MEIUIIUHCKAX M3JACNHUN I AMArHOCTHKK In Vitro W JAOKYMEHTBHI, yKa3aHHble B MNyHKTe 14 HacTosiero
[Mopsinka, B cpok, He mpeBbimaroimuid 10 pabouux aHEW CO JHA MX TOJYYCHHs, W MPUHUMAET PEIICHUE O
BO3MOXHOCTA (HEBO3MOXXHOCTH) TIPOBEICHUS TEXHUYECKUX HWCIBITAHUH MEIUIIMHCKUX W3ACTUNA s
IMArHOCTHKH in Vitro.

B cinygae mnpuHSTHS HWCHBITATEIHPHOW OpTaHMU3AIMEH pEMmeHUS O BO3MOXKHOCTHA IPOBEACHIS
TEXHUYECKUX HCIBITAHUN MEIWUIIMHCKOTO W3JAETHS s AWArHOCTHUKU in Vitro, WCIBITATENbHAS OpTaHU3aIHs
cooOmaer 00 3TOM 3asABUTEN0 B MHUCHMEHHOM BHJE (HAIlpaBlieHHE YBEIOMJICHHS 3aKa3HBIM ITOYTOBBIM
OTIIPABJIICHUEM C YBEJOMJICHHEM O BPYYEHHH IMOO B (popMe 3IMEeKTPOHHOTO JOKYMEHTa, IOANHACAHHOTO
SNEeKTPOHHOW  MOAMUCLID  PYKOBOJWTENS  WCHBITATENLHOW  OPraHM3alliil WM  YIOJTHOMOYEHHOTO
PYKOBOJMTENEM UCIBITATEILHON OpraHU3aluy JIMIA, IOCPEICTBOM €r0 HalpaBiICHUS HA AIEKTPOHHYIO MOUTY
3asBUTENS, aApec KOTOPOM YKa3aH B 3asBICHUU O MPOBEIACHUM TEXHUYECKHX MCIBITAHUN MEIUIUHCKOIO
M3NIeNnus JJis AUarHOCTHKY in Vitro) B TeUEHHE TPEeX paOdovmx JHEH CO JHS MPUHSATHS TaKOTO PEIICHUs, MOCIe
YEro COBMECTHO C 3asBUTEIEM COCTaBIACT MPOTPAMMy HCHBITAHWM, KOTOPYIO YTBEPKIACT PYKOBOIUTEID
UCIIBITATEIFHON OpraHu3alliy, U HAMPAaBISET 3asBUTEIIO MPOSKT JOTOBOpa (KOHTPAKTa) Ha MPOBEACHUE TAKUX
HCTIBITAaHUM.

16. B cmydae NOpuHATHS pPEMICHHS O HEBO3MOXXHOCTH TPOBEACHUS TEXHUYECKUX HWCIBITAHUN
MEIUIIMHCKAX W3MEINH M1 AWArHOCTHKH in Vitro BCJIEICTBHE OTCYTCTBHS OCHOBAHHWM MJIsI TPOBEICHUS
TEXHUYECKUX WCIBITAHUN MEIWIIMHCKUX W3IEIMHA JUISI TUArHOCTHKH in Vvitro (OTCyTCTBHE aKKpEOWTAIldH) H
(M) TeXHUYECKOW BO3MOXKHOCTH HCTIBITATEHHON OpraHu3aiy (HEeHCIPaBHOCTh WU MPOBEICHUE IIAHOBBIX
paboT Ha 00OPYIOBAaHWU HWCIBITATENIFHOW OPTaHW3alliM), HECOOTBETCTBUS IPEICTABICHHOTO 3asBICHHUS O
MIPOBEJICHHH TEXHUYECKUX HCIBITAHUN MEIUIWHCKUX W3ACTUA IS JAUAarHOCTHKH in Vitro W JTOKYMEHTOB,
yKka3aHHbIX B MYyHKTe 15 wnacrtosmero Ilopsaka, TpeOoBaHusM Hactosmiero Ilopsaka, HCHbITATENbHAS
OpraHM3anus COOOIIAeT B NMHUCHMEHHOM BHZIEC 00 STOM 3asBHUTCIIO (HAIMPaBIEHHE YBEAOMIICHUS 3aKa3HBIM
[IOYTOBBIM OTIPABICHUEM C VYBEJAOMIICHHEM O BPYYCHUM WM B (OpMe D3JICKTPOHHOTO JOKYMEHTA,
MOJANMCAHHOTO  JJIEKTPOHHOW  MOAMNUCBK)  PYKOBOAMTENSl  MCIBITATEIBHOH  OpPraHM3allid WK
YIOJHOMOYEHHOTO PYKOBOJMTENEM HCIBITATEILHOW OpraHU3allMM JIUIA, HAa AJIEKTPOHHYIO TOYTY 3asBUTEIS,
aZpec KOTOpOHM yKa3aH B 3asBICHUHM O TMPOBEACHUHM TEXHUYECKUX HCIBITAHUA MEAWIIMHCKUX W3ACTUN IS
JIMarHOCTHKH in Vitro) B TeUEHUE TPEX pabOUYuX JHEH CO AHS MPUHATHS TAKOTO PELICHHS C YKa3aHHUEM HMPUYHH
OTKa3a B MPOBEACHUH TEXHUIECKUX UCIIBITAHINN METUIIMHCKUX W3ICTUH I JUArHOCTHKY in Vitro.

17. Tlocne yTBep>KIEHUSI PYKOBOJUTEIEM HCHBITATENLHON OpraHU3allMi MPOrpaMMbl HCTIBITAHUM, a
TaKKe MOMAMMCAHMS JAOroBOpa (KOHTPAaKTa) Ha MPOBENECHUE TEXHWYECKHX HCIIBITAHUN METUIIMHCKHUX H3ICTHH
JUTSL TUaTHOCTUKY in Vitro 3asBUTENb MPECTABISET B HCIIBITATENbHYIO OPTaHU3aIHUIo:

a) MEIUIIMHCKOE W3JeNHe IUIsl AUArHOCTHKH in Vitro BMecTe ¢ MPHHAUICKHOCTSIMH, (B KOIUYECTBE
COTJIACHO TPeOOBAHMUAM JIOKYMEHTOB HAIIMOHAILHOW CHCTEMBI CTAaHIIAPTU3ALMU U YTBEPKISHHOH MPOTrpamMMBbl
WCIIBITAaHUH );

0) cmenuanbHOe OOOpYyIOBaHHWE M TPOBEPKHM WM i oOecriedeHus (QyHKIIMOHUPOBAHUS
MEJIMIIMHCKOTO U3/ICNIUs JUI JTUArHOCTUKH in Vitro ¥ YKa3aHHOE B TEXHUYECKON JOKYMEHTALUU POU3BOIUTEINS
(M3roTOBUTEIST) MEAUIIMHCKOTO U3/ICNUS JJIsi TUArHOCTUKH in Vitro Ha MEIUIIMHCKOE U3JeNINe JJIs JUAarHOCTUKU
in vitro (Ipy HANKWYHN).

18. TexHWYECKHE HCIBITAHUS MEAWIMHCKUX WM3ACTUNA IS TUATHOCTUKH in Vitro OCYIIECTBISIOTCS
WCTIBITATEIFHON OpraHu3anueld B CpoK, He mnpeBbimarommii 30 paboumx mHEH CcO MHS TPEIOCTABIICHUS
3asiBUTETIEM B WCHBITATENFHYIO OPTaHWU3alMI0 MEIUIIMHCKOTO W3MeNHus Ul JAWAarHOCTHKH in  Vitro,
MPUHAIICKHOCTEH W CIeNUAIBHOrO 000pyAoBaHus (NPU HATMYUM), YKa3aHHOTO B MMyHKTE 17 HacTosimero
Ilopsimka, mpu yCIOBHMU OIUIATHl 3asBUTENEM YCIYT WCHBITATETFHOW OpraHW3allii B COOTBETCTBHH C
3aKJIFOUYEHHBIM JOTOBOPOM (KOHTpakToM). B ciydasx, xorma Oojiee MpOIOIHKUTENBHBIN CPOK TPEAyCMOTPEH
METOJIOM (METOIMKOW) TEXHHUYECKUX HCIBITAHUN MEIUIIMHCKUX W3JEeNUN A JUArHOCTHKH in Vitro, CpoK
MPOBEJICHHSI TEXHUYECKUX HCIBITAHUNA MEIUIIMHCKUX W3JENUN U1 TUATHOCTUKH in Vitro MpojyieBaeTcs MO
pEUIEHUI0  PYKOBOAMTENS  HCIBITATENBHOM  OpPraHM3allid WM YIOJHOMOYEHHOTO  PYKOBOJIUTEIEM
WCIBITATENILHOW OpraHu3aiuu juna He Oosiee ueM Ha 20 pabouux JHEH, O YeM HCIbITATE/IbHAS OpraHU3aIHs
YBEAOMIISICT 3asiBUTEIIS (3aKa3HbIM IOYTOBBIM OTIPABICHUEM C YBEIOMJICHHEM O BpPYYCHHH WA B (opme
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3JICKTPOHHOTO JOKYMEHTa, IOJIHUCAHHOTO 3SIEKTPOHHOW MOAMUCLI0 PYKOBOAMTEIS HCIBITATSIbHOM
OpraHU3alUA WA YIIOJTHOMOYCHHOTO PYKOBOAMTENIEM HCIBITATEIIFHON OpPTaHU3aIlH JIUIA, TTOCPEICTBOM €ro
HalpaBjCHUS Ha DJIEKTPOHHYIO IIOYTY 3asABUTEN, aApeC KOTOPOW YyKa3aH B 3asABJICHUH O IPOBEICHHUH
TEXHUYECKUX MUCTIBITAHUN MEIUIIMHCKUX M3ICIHH I THAarHOCTHUKH in Vitro) B TeUCHHE TpeX pabodux JTHEH co
JTHS TIPUHATHSI TAKOTO PEIICHNS.

19. Ilpu mpoBeneHUN TEXHUYECKUX HWCHBITAHWA MEIUIIMHCKOTO WM3JACTHs s JUarHOCTUKU in Vitro
OCYIIECTBIISCTCS:

a) OIICHKAa COOTBETCTBUSI XapaKTEPUCTUK (CBOWCTB) MEIUIIMHCKOTO M3ACIHS JUIsl TUArHOCTUKHU in Vitro
TpeOOBaHHUSM  HOPMATUBHOW  JTOKYMEHTAI[MHM, TEXHMYECKOW M  OSKCIUTyaTal[MOHHOW  JIOKYMEHTAIHH
MIPOU3BOJUTENS (M3TOTOBUTEIISI) MEIUIIUMHCKOTO U3MENHS JUIS TUATHOCTUKH in Vitro Ha MEJUIMHCKOE U3]ICITHE
JUIST JUATHOCTHUKH in Vitro;

0) omnpeneleHue Kiacca MOTCHIMAIBHOIO pHCKAa MPUMEHEHHMsS] MEIUIUHCKOTO W3ACTUS s
JIMarHOCTHKH In Vitro B COOTBETCTBUU C HOMEHKNATYPHOW KriaccuprKkaunen MeIuiuHCKUX U3IeINiT;

B) OIICHKA IIOJHOTHI M JOCTATOYHOCTH CBEACHHM, COAEPKAIMUXCS B 3asBICHUA O IPOBEICHUU
TEXHUYECKUX WCTBITAHUNH METUITMHCKOTO M3AENHs Ul AWATHOCTHKH in Vitro W JTOKyMEHTaX, YKa3aHHBIX B
nyHkTe 14 macrosmiero I[lopsaka;

r) ohopMieHHEe W BBIIada (3aKa3HBIM ITOYTOBBIM OTIIPABICHHEM C YBEIOMIIEHHEM O BPYYEHHUH WU B
(hopMe BIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3MIEKTPOHHONM MOAMUCHI0 PYKOBOAUTEINS HCIHBITATEIBHOM
OpraHM3allid WM  YIOJHOMOYEHHOTO  pPYKOBOAWTEIEM  HWCIBITATENBHON  OpraHu3alid JIHla |
COOTBETCTBYIOIIIEro TpeboBanusM nyHKTa 54 TIpaBui, MOCPEICTBOM €0 HANPABJICHHUS HA DIICKTPOHHYIO MOUTY
3asiBUTENS, aipec KOTOPOH yKa3aH B 3asiBJICHUU O TNPOBEICHUM TEXHUYECCKUX HUCIBITAHUA MEIUITTHCKOTO
U3JIENHS JUIS TUArHOCTUKHU in Vitro) 3asBUTENIO MPOTOKOJA TEXHUYECKUX HMCIBITAHUN MEIUIMHCKOTO M3JIEIHS
JUIA TMAarHOCTHUKH 1n Vitro.

20. B xoze npoBeneHU TEXHUISCKUX UCIBITAHUH MEIUIIMHCKOTO M3ASIMs Ui JUarHOCTUKH in Vitro B
COOTBETCTBHM C YTBEPXKACHHOW MpPOrpaMMOl HCHBITAHUH, MPerycMOTpPEHHOH MMYHKTOM 17 Hacrosiiero
ITopsnka, onpenensioT:

a) COOTBETCTBHE MEAMIIMHCKOTO H3IENHS IS JHATHOCTHKH in Vitro TpeOOBaHHUSIM MPUMEHUMBIX
JOKYMEHTOB HAIIMOHAIFHOW CHCTEMBl CTaHOApTU3allid, a TakkKe TpeOOBaHWAM, YCTAaHOBJICHHBIM B
HOPMAaTHUBHOW  JIOKyMEHTAIlMM, TEXHWYECKOH © OKCIUTyaTallMOHHON MOKYMEHTAIlMH TPON3BOAUTEINS
(M3roTOBUTENA) MEAUIIMHCKOTO U3IEHS I TUATHOCTUKH in Vitro Ha MEIMIIMHCKOE M3ICITHE IS AUArHOCTHKH
in vitro;

0) COOTBETCTBHE TNPEACTABICHHON 3asBUTEIEM TEXHUYECKOW W HSKCIUTyaTallMOHHOW JOKYMEHTAIUU
MIPOU3BOAUTENS (M3TOTOBUTEIIS) MEIUITUHCKOTO U3MENHS JUIS TUATHOCTUKH in Vitro Ha MEIUIMHCKOE U3ICITHE
JUTSL TUATHOCTUKH in Vitro TpeOOBaHHUSM MPUMEHUMBIX JIOKYMEHTOB HAIIMOHAJILHOW CUCTEMBI CTaHapTU3AIUHN 1
HOPMATHBHOMN JIOKYMEHTAI[MM Ha MEIUIIUHCKOE U3/ICNIUE JIJISl TUATHOCTHKH in Vitro;

B) MOJHOTY W JOCTaTOYHOCTh YCTAHOBJCHHBIX B HOPMATHBHON TOKyMEHTAIIMH, TEXHUYECKOH H
AKCILTyaTAIllOHHON JOKYMEHTAIMH MTPOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO U3IEHS ISl TUATHOCTUKH
in vitro Ha METUITMHCKOE M3JENNE TSI THATHOCTUKH in Vitro QyHKITMOHAIBHBIX XapaKTEPUCTHK, TTOICHKAIITHX
KOHTPOJTIO TPU TEXHUUECKUX UCIBITAHUSIX METUITHHCKOTO W3ACTUS I THarHOCTHKH in Vitro, a Tak’ke METOJ/I0B
HCITBITAHMI;

T') Ka4€CTBO MEIUIIMHCKOTO U3IEHS U JUATHOCTUKY in Vitro M 0€301acHOCTh €ro MpUMEHEeHHS,

) BO3MOXKHOCTH  CIIEI[HAIIGHOTO OOOpyIOBaHWs I TMPOBEPKH WM Ui OOeclieYeHHs
(hyHKIIMOHUPOBAHUS MEIUIIMHCKOTO W3NENHA JUIS JUArHOCTUKH In Vitro W yKa3aHHOE€ B TEXHUYECKOU
JIOKYMEHTAIlMA TPOU3BOAUTENST (M3TOTOBUTENS) MEAWIIMHCKOTO W3ACNUs M JIWAarHOCTHKHM in Vitro Ha
MEIUIIMHCKOE W3JeNUe JUIsl JMAarHOCTHKU in Vitro 00eCHeYuTh MPOBEACHUE TEXHUYCCKUX HUCIBITAaHHUH
MEJIMIIMHCKOTO U3ACIUS JUIs TUarHOCTHUKH in Vitro (110 IPUMEHUMOCTH).

21. Pe3ynbraThl TEXHMYECKUX WCIBITAHUNA MEAMIIMHCKOTO W3JENUs JUIs JUArHOCTHKH in  Vitro
CUUTAIOTCS] OTPUIIATEIFHBIMU B CITy4ae HEBBIOITHEHIS XOTS OBl OJTHOTO M3 CJIEIYIONINX YCIOBUML:

a) TPEICTaBICHHOE MEIUIIMHCKOE W3JEeNre Ui JAUArHOCTHKH In Vitro COOTBETCTBYET TPeOOBaHUSAM
MIPUMEHUMBIX JTOKYMEHTOB HAIIMOHAJTHLHOW CHCTEMBI CTAHAAPTHU3AINH, a TAKKe TPEOOBAHUSAM, YCTAaHOBICHHBIM
B HOPMAaTHBHOH IOKYMCHTAIIMHM, TEXHHYCCKOM ¥ OKCINTyaTallMOHHOW JOKYMEHTAllMd IPON3BOIUTEIIS
(M3roTOBUTENA) MEAUIIMHCKOTO M3IENHS I THATHOCTUKH in Vitro Ha MEAWIIMHCKOE M3CIHE IS AUArHOCTHKH
in vitro;

0) mpencTaBleHHasl 3asBUTEJEM TEXHUYECKas W JKCIUTyaTalldOHHAs JOKYMEHTAIUsl MPOU3BOIUTEINS
(M3roTOBUTEA) MEIMIIMHCKOTO U3EIHS I TUArHOCTUKH in Vitro Ha MEIMIIMHCKOE M3CIIHE IS JUArHOCTHKU
in Vitro COOTBETCTBYET TPEOOBaHUSAM MPUMEHUMBIX JOKYMEHTOB HAIMOHAJIBHON CHUCTEMBI CTaHJAPTHU3ALUU U
HOPMAaTHUBHOW JOKYMEHTAIIMU HA MEAMIIMHCKOE U3/ICIHE I JUATHOCTUKY in Vitro;

B) HOpMaTHBHAs JIOKyMCHTAIUsl, TEXHUYECKAs M 3KCIUTyaTalMOHHAS JOKYMEHTAIUS MPOU3BOIUTEIS
(M3roTOBUTEIST) MEAUIIMHCKOTO U3/ICNUS JJIsi TUArHOCTUKH in Vitro Ha MEIUIIMHCKOE U3JeNINe JJIs JUarHOCTUKU
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in Vitro MOATBEPXKIAIOT MOJHOTY U JIOCTATOYHOCTh YCTAHOBIICHHBIX B HUX (PYHKIIMOHAJHHBIX XapaKTEPUCTHK,
TTOJICKAIIIX KOHTPOIIO TP TEXHUYECKUX HCIBITAHUSIX MEIUIIMHCKOTO M3ICTHUs I JUATHOCTUKHM in Vitro, a
TaKXe METOOB UCILITAaHHIA;

I') Ka4eCTBO MEIUITMHCKOTO H3IENHs I JUArHOCTHKH in Vitro W 0€30mMacHOCTh €ro IPUMCHCHHS
MOJITBEPKJICHBI B X0/I¢ TEXHHYESCKUX UCTIBITAHUI MEIUITUHCKOTO U3JICITUS JUIS UATHOCTUKH in Vitro;

J) cCIHeluaibHOe O000pyMOBaHWE JJIsI TMPOBEPKH WM JUisl obecnedeHus (QYHKIIMOHUPOBAHUS
MEIUIIMHCKOTO U3/IENUs I TUATHOCTUKH in Vitro ¥ YKa3aHHOE B TEXHUYECKOH JOKYMEHTAIUU MPOU3BOIUTEINS
(M3roTOBUTEIA) MEAMIIMHCKOTO U3EIHS JJI JUATHOCTUKH in Vitro Ha MEIMIIMHCKOE M3CIIHE IS JUarHOCTHKU
in vitro, oOecrie4rBaeT BO3MOXKHOCTh IPOBEJCHHS TEXHUYECKUX HCIIBITAHUNA MEIMIUHCKOTO H3ACIUS s
JUAarHOCTHKY in Vitro (Mo MpUMEHHUMOCTH).

IV. Ouenka cooTBeTCTBUS MEAMUMHCKUX M3/1ejUii B opMe TOKCHKOJIOTHYEeCKUX HCCJIeJ0BAHM A

22. TOKCUKOJOTHYECKHE HCCIIEIOBAHUS MPOBOJSTCS B OTHOIICHHHM MEIWIUHCKHX W3AeIud W (VITH)
MPUHAIICKHOCTEH, MPSIMO WJIH OINOCPEAOBAHHO KOHTAKTUPYIOIIUX C TIOBEPXHOCTBIO Tela 4eJOBeKa, €ro
CIIM3UCTBHIMH O0OJIOUKAMH, BHYTPCHHUMH CpellaMH OpPraHu3Ma, JIIsl KOTOPBIX YKa3aHHOE B3aWMOJICHCTBHE
(KOHTAKT) SIBJIIETCS HEOOXOJMMBIM JIJIsl BHITIOJTHEHHSI X NPEHA3HAYCHHBIX (YHKIUH, U BKIIOYAIOT B CeOs:

a) ompe/eNieHHe CAHUTAPHO-XUMHYECKHX MTOKa3aTeNeH;

0) oleHKYy OMOJOTHMYECKHX IOKa3aTelied B YCIOBHAX in vitro W in vivo. OIEHKe TOJyIekaT BUIbI
OMOJIOTHUECKOTO JEHCTBHSI, NCXOMS U3 BUIA M AJTUTEIbHOCTH KOHTaKTa MEIUIIMHCKOTO U3EIHsI C OPraHu3MOM
YeNIoBeKa;

B) MUKPOOHOJIOTUYECKUE UCTIBITAHUS (MCCIIEIOBAHUS).

23. JIns nmpoBeneHust TOKCHKOJIOTUIECKUX UCCIIeIOBaHU 3asiBUTENb WM YIIOTHOMOYCHHOE 3asBUTEIIEM
JIMIIO TIPEJICTABIISIET B UCTIBITATENLHYIO OPraHU3aLHUIO (HEMOCPEICTBEHHO B UCIIBITATEIILHYIO OPraHU3aLUIo, HITH
3aKa3HBIM MOYTOBBIM OTIIPABJICHHEM C YBEJIOMIICHHEM O BPYUYCHHH, HIH B (OpPME DIICKTPOHHOTO JIOKYMEHTA,
MOJITMCAHHOTO 3JTEKTPOHHOWN MOAMMCHLIO 3asBUTENS, TIOCPEACTBOM €ro HANpaBIICHHUS HA 3JIEKTPOHHYIO TIOYTY
WCTBITATEILHOW OpraHM3al[iy) 3asiBIICHHE O MPOBEJACHUM TOKCHKOJIOTHYECKHX HCCIICAOBAHUN C YKa3aHUEM
CBEJICHHH, MPeyCMOTPEeHHbIX NognyHkramu "a" - "n", "c" - "y" u "X" (no npumenumoctn) "U" u "4" nyHKTa
64 TMpaBui, ¢ TPUITOKEHHEM JOKYMEHTOR, MPEIyCMOTPEHHBIX NOAMNyHKTamu "a" - "a", "k" - "mM" u "0" nyHkTa
65 TlpaBun, a Takke KOIMHUIO JOKYMEHTA, MOATBEP)KAAOIIETO MOJHOMOYHUS MOJABATh TAKOE 3asBJICHUE OT
WMEHU 3asBuUTeNsd (B Ciy4yae TOJadd 3asBICHUS O IMPOBEJACHHH TOKCHKOJIOTHMYECKUX WCCIIeIOBaHUMA
YIIOJIHOMOYCHHBIM 3asBUTEJIEM JIULIOM).

B cnyuae ecnu JOKyMEHTHI HAa MEIMLIMHCKOE HM3JENINe, YKa3aHHbIE B HACTOSAIIEM ITYHKTE, COCTABIICHBI
Ha MHOCTPAaHHOM SI3bIKE, OHH IPEACTABIISIOTCS C 3aBEPEHHBIM MIEPEBOJIOM Ha PYCCKUH SI3BIK.

24. VcmeiTaTenbHash OpraHU3alMs PaccMaTpHBaeT 3asBIICHHE O TMPOBEACHUM TOKCHKOIOTUYECKUX
UCCIIeIOBaHUI M JOKYMEHTBI, yKa3zaHHble B MyHKTe 23 Hacrosmero [lopsnka, B cpok, He mpeBblmaromuii 10
pabouux JHEH co JHS UX MOIYYCHUS M MPUHUMAET PEIleHHEe O BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBEACHUS
TOKCHUKOJIOTHYECKUX WCCIICJIOBAHUH.

B ciydae mNpHHATHS HWCTBITATENILHOW OpraHM3aldedl pemieHHusT O BO3MOXKHOCTH IPOBEICHHUS
TOKCHKOJIOTUYECKUX HCCIICJOBAaHUM, WCIBITATENbHAS OpraHu3alus coo0ImaeT o0 OSTOM 3asBHUTEIO B
MUCHbMEHHOM BHje (HANpaBlICHUE YBEJIOMIICHUS 3aKa3HBIM TOYTOBBIM OTIPABICHUEM C YBEAOMIICHHEM O
BpYYCHHUH JHO0 B (popMe 3MEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO SNIEKTPOHHOM NOLMUCHI0 PYKOBOIUTEINS
WCIIBITATENILHOW OpPTaHW3allid WM YIIOJHOMOYEHHOTO PYKOBOJIMTEIIEM HCIBITATEIIEHON OpPraHW3alluu JIHIA,
MOCPECTBOM €r0 HalpaBlIeHHS Ha 3JEKTPOHHYIO IMOYTY 3asBUTENS, aApec KOTOPOH yKazaH B 3asBJICHHH O
MPOBEIEHNH TOKCHKOJIOTHUYECKUX HCCIENOBaHWI) B TE€UYEHHE Tpex paboumx OHEW cO OHS MPUHATHS TaKOTO
pELIeHHs, TTOCTe Yero COBMECTHO C 3asBUTEIIEM COCTABIISIET MPOTpaMMy HCCIICAOBaHUN, KOTOPYIO YTBEPKAAET
PYKOBOJHUTENb HWCIBITATENIFHON OpraHM3allid, W HANpaBlIseT 3asBUTEIIO MPOEKT I0roBopa (KOHTPAaKTa) Ha
NPOBEJICHUE TAKUX HUCCIIETOBAHNH.

B ciydae mpuHSTHS pelIeHHs O HEBO3MOXXHOCTH MPOBENCHHS TOKCHKOJIOTHYECKHX HCCIEOBAHMUMA
BCJIEJICTBHE OTCYTCTBUS OCHOBAaHHMW JIISI TPOBEACHHS TOKCHKOJIIOTHUECKHX HCCIIEOBaHUH (OTCYTCTBHUE
aKKpenuTanui) W (WIM) TEXHWYECKOW BO3MOXKHOCTH HCIIBITATEIbHON OpraHW3anuy (HEUCIPABHOCTD HITH
MpOBEJICHHE TUIAHOBBIX paboT Ha O0OPYJOBAaHMM HCIBITATCIBHOW OpTraHW3alWh), HECOOTBETCTBUS
MPECTABICHHOTO 3asBJICHUS O MPOBEACHUHM TOKCUKOJIOTHUYECKUX MUCCIETOBAHUN U IOKYMEHTOB, YKa3aHHbBIX B
nyHkTe 23 nacrosimero [lopsaka, TpeboBaHusiM Hactosmiero Ilopsiaka, WCHIBITaTeNbHAs OpraHU3AIUs
COOOIIAeT B NHCBMEHHOM BHJIE 00 3TOM 3asBHUTENIO (HAIMpaBIEHHE YBEIOMJICHHS 3aKa3HBIM ITOYTOBBIM
OTIPaBJICHUEM C YBEAOMJICHHEM O BpPYYCHMH WM B (OpPME BIIEKTPOHHOTO [IOKYMEHTA, MOANHCAHHOTO
9NIEKTPOHHOM MOAMUCHIO PYKOBOJIUTENSI HCIIBITATEIBHON OpraHu3alii UM YIOJIHOMOYEHHOTO PYKOBOAUTENIEM
HCTBITATEILHON OpraHU3alMy JIHLA, Ha 3JICKTPOHHYIO MOUTY 3asgBUTENS, aipec KOTOPOil yKa3aH B 3asiBICHUU O
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MIPOBEJICHIH TOKCHUKOJIOTHYECKHX HCCIIEJOBAHMN) B TEUYEHHE TpeX pabodmx JHEH cOo IHS MPUHATHS TaKOro
pelIeHus ¢ yka3aHueM IMPUYHH 0TKa3a B MPOBEIEHUH TOKCUKOJIOTUIECKIX MCCIIETOBAHMIH.

25. Iocme yTBepKACHUS PYKOBOJMUTEIIEM HCIBITATEIFHOW OpraHM3alliy MPOrpaMMBbl UCCIIETOBAHUH, a
TaKkKe TMOJMUCAHHUSA IOTOBOopa (KOHTpAaKTa) HA IMPOBENEHHE TOKCHKOJIOTHYECKHUX HCCIEIOBAHUI 3asBUTENb
NPEACTABIISET B UCHBITATENIbHYIO OpraHU3alli0 MEIULUHCKOE U3/IETNE U IPUHAJIEKHOCTH.

26. TOKCHUKOJOTHYECKUE HCCIEAOBAHMS OCYIIECTBISIOTCS UCIBITATENIbHON OpraHu3aluedl B CPOK, HE
npeBbimapmui 30 pabouynx AHEW cO IHS TPEJOCTaBJICHUS 3asBUTEIEM B HCIIBITATENBHYIO OPTraHU3aIUI0
MEIUIMHCKOTO M3AENTUs W MPHUHAUICKHOCTEW, NMPHU YCIOBHM OMJATHl 3asSBUTENIEM YCIYyI HCIBITATENBHOU
OpPTraHM3aLMU B COOTBETCTBUU C 3aKIIOUEHHBIM JOIOBOPOM (KOHTPAKTOM).

B cayuwasx, korga Ooinee TPONOIDKUTENBHBI CPOK MPEAYCMOTPEH METOJAOM  (METOIAMKON)
TOKCHKOJIOTHYECKUX MCCIIEeIOBAaHUN, CPOK NMPOBEAEHHUS TOKCHUKOJOTHYECKMX MCCIEOBAHMN MpoAJeBaeTcs Mo
peIIeHUI0 PYKOBOJIUTENSI HCHBITATEIHLHOW oOpraHu3anuu He Oonee dem Ha 20 pabouumx AHEH, 0 dYeMm
WCIIBITATENIbHAS OPTaHU3aIHs YBEIOMIISET 3aBUTENS (3aKa3HBIM MOYTOBBIM OTIIPABIECHHEM C YBEIOMIIEHHEM O
BpPYYCHUH HJIM B (OPME AJIEKTPOHHOTO JIOKYMEHTa, TOANMCAHHOTO 3ITIEKTPOHHOW MOAMUCHI0 PYKOBOIUTEINS
HCIBITATEIbHONM OpraHu3alii Wi YIOJHOMOYEHHOTO PYKOBOJIWTEIEM HCIBITATEIBHON OpraHu3aluu Jula,
IIOCPEICTBOM €r0 HANpABJIEHUS Ha 3JIEKTPOHHYIO MOYTY 3asBUTENS, aJApec KOTOPOH yKa3aH B 3asBICHUHU O
MIPOBEJICHAH TOKCHUKOJIIOTUYECKIX HWCCIIEJOBAHWN) B TEUYECHUE TpeX padounxX JHEH cOo IHS TPUHSATHS TaKOTO
peuieHusl.

27. Ilpm mnpoBeAeHUH TOKCHUKOJOTUYECKUX MCCICHOBAHUM B COOTBETCTBUU C YTBEPXKICHHOM
MpOrpaMMOi HCCIIeIOBaHHM, IPEAYCMOTPEHHOU NMYHKTOM 25 Hactosmiero [lopsinka, oCynecTBiseTcs:

a) OLIEHKa COOTBETCTBHS MEIUIMHCKOTO W3AETHS W NPHUHAMJISKHOCTEH JaHHBIM HOpPMaTHBHON
JOKYMEHTAllUM, TEXHUYECKOM M OSKCIUIyaTalOHHOM JOKYMEHTAallMH MPOW3BOAUTENS (M3TOTOBHTEIS)
MEJMLIMHCKOTO U3/IE€IHsI Ha MEIUIIMHCKOE U3JIENNE;

0) ompeneneHue Kiacca NOTCHIUAIBFHOTO PUCKa MPUMEHEHUST MEAUIIUHCKOTO U3/ETHs B COOTBETCTBHU
¢ HOMEHKNATYPHON Kriaccuukaunen MeIuiuHCKUX U3IeIIni;

B) ONpejeNeHNEe IIUTEIHHOCTH KOHTAKTa MEIUIIMHCKOTO M3AeiHs M (WJIH) Marephajia ¢ OpraHu3MOM
YEJIOBEKa;

I) OIEHKAa MOJHOTHI W JIOCTaTOYHOCTH CBENEHWH, COJNEp)KAIUXCS B 3asBICHHH O IPOBEICHHUH
TOKCHKOJIOTUYECKUX HCCICOBAHHUI U IOKYMEHTAaX, YKa3aHHbIX B MYyHKTe 23 Hactosiero [lopsaka;

) oopMieHHEe W BbInava (3aKa3HbIM MMOYTOBBIM OTIIPABICHHEM C YBEIOMIJICHHEM O BPYYCHUHU WU B
(hopMe BIIEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO 3SIEKTPOHHONM MOAMUCHI0 PYKOBOAUTEINS HCIBITATEIBHOMN
OpraHM3allMd WM  YHNOJHOMOYEHHOTO  pPYKOBOAWTEIEM  MHCIBITAaTENbHON  OpraHuM3allid JHLIA U
COOTBETCTBYIOILIETO TpeOoBaHusAM MyHKTa 54 TIpaBuit, MOCPEICTBOM €ro HANpaBJCHUs Ha JIEKTPOHHYIO TOUTY
3asBUTENS, aJpec KOTOPOM yKa3aH B 3asBICHMU O IPOBEICHUM TEXHUYECKUX HCHBITAHUN) 3asBUTEIIO
MIPOTOKOJIa TOKCUKOJIOTHYECKHUX HCCIIeI0BaHUM.

28. B x0/1€ TOKCHKOJIOTHIECKUX MCCIICIOBAHIMA OIIPENETISIIOT:

a) COOTBETCTBHE MEIUIIMHCKOTO W3AETHS U TPHHAICKHOCTEH, TpeOOBaHUSAM TNPUMEHHMBIX
JOKYMEHTOB HAI[MOHAIBHON CHCTEMBl CTaHIAAPTH3AI[MM, HOPMATHBHON [OKYMEHTAIMH, TEXHUYECKOH W
IKCIUTyaTallMOHHON JOKYMEHTAIMU MPOU3BOIUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3IEIHS Ha MEIUIINHCKOE
H3/1EIIUE;

0) COOTBETCTBHE TNPEACTABICHHON 3asBUTENEM TEXHHYECKOW W OIKCIUTyaTallMOHHOW IOKYMEHTAIUU
MIPOU3BOAUTENS (M3TOTOBUTEIS) METUITMHCKOTO U3/IENNS Ha METUIIMHCKOE U3JIelne TPeOOBaHUSM IPUMEHUMBIX
JOKYMEHTOB HAallMOHANIbHOW CHUCTEMBbl CTaHAAPTU3ALMM U HOPMATUBHOM JOKYMEHTAallMM HAa MEIULMHCKOE
H3JIENHNE;

B) TMOJHOTY M JOCTaTOYHOCTb YCTAHOBJIEHHBIX HOPMATHUBHOH JOKYMEHTAallUW, TEXHHUYECKOH H
3KCIUTyaTallMOHHON JOKYMEHTalHuel MpOu3BOAUTENS (M3rOTOBUTENS) MEAULIMHCKOTO U3AETUS HAa MEIUIIUHCKOE
U3JIeNIie XapaKTepPUCTUK, MOMAIEKAIMX KOHTPOIIO MPU TOKCUKOJIOTMYECKUX MCCIET0BaHUAX, a TAK)KE METO/I0B
HCCJICIOBAaHUMT;

r) 0e30macHOCTh, TPUMEHEHHS MEAUIUHCKOTO wW3llenuss W (WIK) TpHHAIICKHOCTeH, ©u (W)
MaTepHaoB.

29. Pe3ympTaThl TOKCHKOJOTHYECKHMX HCCIENOBAHMM CUMTAIOTCS OTPHUIATETIFHBIMH B Cllydae
HEBBITIOJTHEHUS XOTS ObI OTHOTO U3 CIEAYIOMINX YCIOBUH:

a) MEIWIHMHCKOe m3aenve W (WiIM) NPUHAIISKHOCTH COOTBETCTBYIOT TPEOOBAaHUSAM TNPUMEHHMBIX
JOKYMEHTOB HAllMOHAJIbHOW CHUCTEMbl CTaHJAPTU3ALUH, HOPMATUBHOM [TOKYMEHTAIlMM, TEXHUYECKOU H
AKCIUTyaTallMOHHON JOKYMEHTAIUU MPOU3BOIUTENS (M3TOTOBUTEINS) MEAUIIMHCKOTO U3/ICHs Ha MEIUIMHCKOE
H3JIENHNE;

0) mpencTtaBieHHAs 3asgBUTENIEM TEXHHUYECKas M OKCIUTyaTallMOHHAs NOKYMEHTAIMs HMPOM3BOAMTEIIS
(M3roToBUTEN) MEAUIMHCKOTO U3/ACTHS HAa MEAULIMHCKOE H3/IEINE COOTBETCTBYIOT TPEOOBAaHHUAM PUMEHUMBIX
JIOKYMEHTOB HAI[MOHAJIBbHOM CHUCTEMBI CTaHAAPTH3AIMM W HOPMATUBHOW JOKYMEHTAaLlMM Ha MEAUIMHCKOE
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U3JIeIue;

B) HOpMaTHBHAs IOKYMEHTAIMs, TEXHUYECKass M DKCIUTyaTallMOHHAs TOKYMEHTAI[Ms MPOU3BOIUTEIIS
(M3roTOBUTEINS) MEAUIIMHCKOTO U3JIEIU HAa MEJUIIUHCKOE U3JIeHe TOATBEPKAAIOT MOJHOTY M JOCTATOYHOCTD
YCTAHOBJICHHBIX B HUX XapaKTEPHCTHUK, MOJJICKAIINX KOHTPOIIO MPH TOKCUKOIOTUYECKUX HCCICIOBAHUSIX,
TaKXe METOJIOB UCCIICIOBAHNUN;

r) 0e30macHOCTh TNPUMEHEHHS MEIAWIMHCKOTO Wu3Jenus W (WIKM) TpPUHAAJIEKHOCTEH, MW (WIIH)
MaTepUaIOB MOATBEPKACHBI B X0JI€ TOKCUKOJIOTHUIECKIX MUCCIIEIOBAHMUM.

V. OneHkKa coOTBeTCTBHSI MEIUIIMHCKOTO H3/1eJUA B (popMe KIMHUYECKHX UCTIBITAHUI (32 UCKJIIOYeHHeM
MeTUIUHCKUX U31eJHH IS TUATHOCTHKH in vitro)

30. Knmuauyeckne UCTIBITaHMsI TPOBOJIATCS B (hOpME HCCIIEAOBAHNH, B TOM YHCIIE TOCPEICTBOM aHaIN3a
W OIICHKW KJIMHWYECKHX J/JAaHHBIX (Jalee - aHaiW3 W OICHKAa KIMHUYECKUX JaHHBIX), W (Wiu) B Gdopme
HCIBITAHUI C ydyacTHEeM YelioBeKa (fajiee - KIMHMYSCKUE UCTIBITAaHHS C YYaCTHEM YeJIOBEKa), OCYIIECTRIIEMbIC
IUTS OTICHKH 0e301macHOCTH M 3(D(PEeKTUBHOCTH MEAUIIMHCKOTO H3/IETIHSL.

31. KnnHn4eckue NCIBITaHus ¢ y9aCTHEM YeJIOBEeKa MPOBOIATCS B CIEAYIOIINX CIydasX:

a) HOBBIW BUJ MEIUIIMHCKOTO M3/IEIHS;

0) MpUMEHeHNE HOBBIX CIIOXKHBIX M (MJIM) YHUKAIBHBIX U (MIIM) CIENHaTbHBIX METOIOB IPOPUIAKTUKH,
JUArHOCTUKH U JICYCHUS 3a00JICBaHUI U COCTOSIHUMN, a TAKXKE MPUMEHEHNE HOBBIX CJII0KHBIX TEXHOJIOTHH;

B) HM3MCHCHUS B KOHCTPYKIIMM MEIUIIUHCKOTO W3CNUs, BIMIIOMIAE Ha €ro (yHKIHOHAILHOE
Ha3Ha4YCHHE U (WJIK) IPUHIUN JICHCTBHS,

I') pacIIMpeHUE MEPeyHs MOKa3aHWN K MPUMCHCHHUIO MEIUIIMHCKOTO W3JIENHS WA HU3MCHCHHE LEIH
MIPUMEHEHUS METUITMHCKOTO U3JICIUS;

J1) He MOATBEepPkIeHBI 3(P(MEKTHUBHOCTh M 0€30MaCHOCTh MEIUIIMHCKOTO H3ACIUS TPU IMPOBEICHHH
aHaJIM3a U OLICHKH KJIMHUYCCKUX JaHHBIX;

€) JUTsl MeTUITMHCKHUX U3JICIINH, COAePIKAIMX HOBbIC, KOHTAKTUPYIOIIME C OPIraHU3MOM 4ejI0BeKa, paHee
HE U3yYeHHBIE B 4YaCTH OMOIOTHYECKOTO ACHCTBUS MaTepHAITbl MM U3BECTHBIE MaTePHalIbl, KOHTAKTHPYIOIIHE C
TEMH OpraHaMH WIH TKaHSMH YEeIOBEKa, B OTHOIICHHH KOTOPBIX OTCYTCTBYET ONBIT HMX MEIUIIMHCKOTO
MIPUMEHEHUS, HJTH B CIIy4ae, eCJIM TaKOW KOHTAKT SBIISIETCS Ooliee MPOIOIKUTEIHHBIM, YeM paHee N3YUCHHBIH.

B ocranpHBIX Cilydasx KIWHUYECKHAE HWCIBITAHUS TPOBOISATCS TOCPEICTBOM aHallM3a ¥ OIECHKH
KIIMHUYECKUX JTAHHBIX.

32. Jlns mpoBeneHUs] KIMHWYECKUX WCIBITAHUM 3asSBUTENh WIM YIOJTHOMOUYEHHOE 3asBUTEIEM JIHIIO
MIPEJICTABIISCT B MEIUIIUHCKYI0 OpTraHH3aIlHIO;

a) 3asABJICHUE O MPOBEICHUM KIMHUYCCKUX HCIBITAHUM C YKa3aHUEM CBEICHUH, MPEIYCMOTPEHHBIX

noanyHktamm "a" - "o", "p" - "y", "x" (nmo mpumenumoctn), "U" u "4" nyHkta 64 IlpaBui, ¢ NMPUIOKECHUEM
JOKYMEHTOB, TIPelyCMOTPEHHBIX MOAMYyHKTamu "a" - "g", "k" - "M" u "0" nyHkTa 65 [IpaBwu;

0) ImOKyMEHTHI (CBEICHHS), COACpIKAIIWE MaHHBIE O KIMHAYECKOM TPUMEHCHHH MEIUITUHCKOTO
W3JIETUs, B TOM YHCIIe 3a mpeaenaMu Poccuiickoit Denepanum, B TOM YUCIE 0030pbI, OTYETH O MPOBEICHHBIX
Hay4HbIX MCCJIEJOBAHUIX B TOCYJApCTBEHHBIX MEIULMHCKUX YUPSKICHUAX, MyOJHKalWu, NOKJIaAbl, aHAIHU3
pHUCKa IPUMEHEHUS], METOABI IPUMEHEHUS] MEULIMHCKOTO M31enus (IIpU HaJTMYun);

B) pa3pellieHHe Ha NPOBEACHHWE KIMHUYECKUX MWCIBITaHWH, BhlAaHHoe PenepanbHON ciayxO00H Mo
Haa30py B cdepe 3ApaBOOXpaHEHUs (Hanee - PEerucTPUPYIOLIMHA OpraH) (3a HMCKIIOYEHHEM MEAUIMHCKUX
n3eNni, YyKazaHHBIX B [MyHKTe 24 [lpaBmi, MEAWIMHCKMX W3ACIUI NPOIMICANIMX TOCYIapCTBEHHYIO
PETHCTpAIMI0 B COOTBETCTBHUM C OCODEHHOCTAMW OOpalleHus MEIUIMHCKHX W3ACNUi, B TOM YHCIC
rOCYJapCTBEHHON perucTpauuu cepur (IapTHu) MEJULUHCKOTO U3JENHsl, YTBEPKICHHBIMU MOCTaHOBIIEHNEM
[IpaBurensctBa Poccuiickoit ®eneparuu ot 3 anpenst 2020 r. Ne 430, xotopeie aeiicTBytoT 10 1 sHBaps 2028
r., W OCOBEHHOCTAMM oOpalieHus, BKII0Yas 0COOCHHOCTH TOCYIapCTBEHHOW PEruCTpaluy, MEIUIITHCKUX
U3ENHH B ciay4ae uX Je(eKTyphl WU PHCKa BOSHUKHOBEHUS NEQEKTYphl B CBS3H C BBEJCHHUEM B OTHOIICHUH
Poccuiickoit  denepanii  OTpaHUYMTENBHBIX  MEP  IKOHOMHMYECKOI'O  XapakTepa, yTBEP)KICHHBIMU
noctaHosneHnem IlpaBurenscrBa Poccuiickort @enepanum ot 1 anpenst 2022 1. No 552, koTopble AEHCTBYIOT
mo 1 saBaps 2028 r., MEIWIMHCKUX HW3MEIHH I IUArHOCTHKH in Vitro, MpOrpaMMHOTO OOECIICUCHWS,
SBJLIFOILETOCS MEIUIMHCKUM HM3JICJIMEM, a TakXkKe 3a MCKIIYEHHEM Cllydyas IPOBEAEHHS KIMHUYECKUX
UCTBITAHUI B LEISIX BHECEHHS M3MEHEHHH B JOKYMEHTBI, COJEpXallhecs B PErHCTPALIOHHOM [I0ChE Ha
MEAUIMHCKOE n3enue) (B CiIydae MpOBeACHHUs KIMHUYECKUX UCTIBITAHUH C y4aCTHEM YEIOBEKa).

B cnyuae ecnu TOKYMEHTHI HAa MEIMLIMHCKOE M3JENINE, YKa3aHHbIE B HACTOSAIIEM ITYHKTE, COCTABJICHBI
Ha MHOCTPAHHOM $SI3bIKE€, OHU MPEACTABIISIOTCS ¢ 3aBEPEHHBIM NEPEBOJIOM Ha PYCCKHH S3BIK.

33. MeauuuHCKas OpraHu3alys pacCMaTpHUBAET 3asiBICHUE O MPOBEACHUN KIMHUYECKUX UCIBITAaHUN U
JIOKYMEHTBI, yKa3aHHble B MyHKTe 33 Hacrosuiero [Topsaka, B cpok, He mpeBbimatoimuii 10 pabounx aHei co
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IHS WX TIONYYCHHUS W TPUHUMAET PEIICHHE O BO3MOXKHOCTH (HEBO3MOXKHOCTH) TMPOBEACHHS KIMHUYICCKUX
HUCIBITAaHUH.

I'APAHT: [Ilo-BupuMoMy, B TEKCTE MPEABIAYIIETO ad3ala JOMyIIeHa oleuaTka. 37ech U Jlajiee M0 TeKCTY
BMecTo "myHKTe 33" nmeercs B Buay "MyHkTe 32"

34. B ciyyae NpUHATHS PEIICHUS O BO3MOYKHOCTH MPOBEICHHUS KIMHUYSCKUX UCTIBITAHUN MEIUIIMHCKAS
OpraHm3anys cooOm@aer o0 3TOM 3asgBUTENI0 B NMHCHMEHHOM BHJE (HalpaBlieHHE YBEAOMIICHHS 3aKa3HBIM
[IOYTOBBIM OTIIPABIEHHEM C YBEIOMJIEHHEM O BpydeHHH JHOO B (opMe dIIEKTPOHHOTO JOKyMEHTAa,
MOJIMUCAHHOTO  ONIEKTPOHHOW  MOAMNUCBI0  PYKOBOIUTENSl  HCHBITATENLHOW  OpraHW3aludd WM
YIOJTHOMOYEHHOTO PYKOBOJAWTENEM HCIBITATENIFHOW OpraHW3alliy JIUIA, TMOCPEACTBOM €ro HampaBieHHS Ha
ANIEKTPOHHYIO TIOUTY 3asBHUTENS, agpec KOTOPOW yKa3aH B 3asBICHHH O IPOBEICHWU TOKCHKOJIOTHUYECKUX
WCCIIEIOBAHNI) B TEUCHHE TPEX padOuyuX JHEH CO ITHS MPUHSATHS TaKOTO PEIIeHHs, IOCIe Yero OMpeaenseT ¢
Y4EeTOM Ha3HAYCHUsI M CIIO)KHOCTA MEIWIIMHCKOTO WU3JENUs MPOIOIKUATEIBHOCTh KIMHUYECKUX HWCIBITAHUM,
3aKJIFOUYAET C 3asBUTEIEM JOTOBOP (KOHTPAKT) HA MPOBEJCHUE TAKUX HMCIBITAHUN, U COBMECTHO C 3asBHTEICM
COCTaBJISICT TNPOTrpaMMy KIWHUYECKUX UCIBITAHHUMA, KOTOPYH) YTBEPXKIAET PYKOBOJIUTENb MEIUIIMHCKON
OpraHM3allMY WIN YTIOJIHOMOYEHHOE PYKOBOAUTEIEM MEAUIIMHCKOIN OpraHU3aliy JHIO.

B cnyuae npuHSATHS pelieHUs] 0 HEBO3MOXXHOCTH MPOBEACHHS KIMHMYSCKUX HCIBITAHUN BCIICIACTBHE
OTCYTCTBHS OCHOBAaHHM [UIsi MPOBEACHHMS KIMHUYECKMX MCHBITAHUNW (OTCYTCTBHE B JIMIICH3UM Ha
OCYIIECTBICHHE MEIUITMHCKON NEATENbHOCTH PpaboT (yCIyr), COCTABISIIOIINX MEAWIWHCKYIO JIESTeNbHOCTb,
WCXOZs M3 Ha3HA4YeHHs M OOJaCTH MPUMEHEHHUS MEIWIIMHCKOTO W3JeINHsi), HECOOTBETCTBHUS MPEICTABIEHHOTO
3asBIICHUSI O MPOBEACHUM KIMHUYECKHX HUCIBITAHUA M JIOKYMEHTOB, YKa3aHHBIX B MMYHKTE 33 HACTOSIIETO
[opsnka, TpeboBanmsiM HacTosmiero [lopsaka, MeIUIIMHCKAs OpraHM3aNns cOOOIIaeT B MICBMEHHOM BUe 00
STOM 3asBUTENO (HAIMpaBIEHHE YBEIOMIIEHHS 3aKa3HbIM IIOYTOBBIM OTHPABICHHEM C YBEIOMIIEHHEM O
BpYUYEHHH WM B (OpPME 3JIEKTPOHHOTO JTOKYMEHTA, MOAIMHMCAHHOTO 3JEKTPOHHOW MOIIMUCHI0 PYKOBOIUTEINS
MEMIIMHCKON OpraHW3alid WA YIMOJHOMOYEHHOTO PYKOBOJWTEIIEM MEIUIIMHCKOW OpraHW3alliy JIMIa, Ha
AJIEKTPOHHYIO TIOUTY 3asBUTENS, aipEC KOTOPOH yKa3aH B 3asiBIICHUU O MPOBEICHUY KIMHUYSCKUX UCIBITAHUH )
B TCUCHHE TPeX PabOUYuX JHEW CO JHS MPHUHSTUS TAKOTO PEIICHUS C YKa3aHUEM NMPUYHH OTKa3a B MPOBEIACHUU
KJIIMHUYECKUX UCIIBITAHUM,

[locne monmucanus noroBopa (KOHTPAaKTa) Ha MPOBEACHHE KIMHMYECKUX HCIIBITAHUN 3asBUTENb
MPEICTaBIsIeT B MEIUIIMHCKYI0O OPraHM3alldi0 MEJWIMHCKOE H3JICHe BMECTE C TPUHAJUIC)KHOCTIMH (B
KOJIMUYECTRBE, MPEIyCMOTPEHHOM IIPOSKTOM ITPOrpaMMbl KITHHHYSCKUX UCIIBITAHH).

B oTHOmeHWM MEOWIMHCKHUX W3IENHHA, [UIs KIMHUYECKWX WCHIBITAaHWA WJIM MOHTaxa (BBOJa B
IKCIUTyaTalMi0) KOTOPBIX TpeOyeTcs MoJydeHHe pa3peuInTeNbHONH JOKyMEHTaluu (B TOM YHCIE JINIEH3WH),
MIPOBEJICHNE KAlUTAIBHOTO PEMOHTA, CTPOWTENHCTBO OTHCIBHBIX KANUTAIBHBIX COOPYXKEHHH, JOITyCKaeTcs
MIPOBEJICHNE KIMHUYECKUX WCIBITAHUH Ha TEPPUTOPUH MPOU3BOAMTENS (M3TOTOBHUTENS) MEIUIIMHCKOTO
W3JIeNHs WK B OpPraHU3aIiy, I/ie MEAUIMHCKOE H3/Iee pa3MelIeHo U (W) pa3pelieHo Uil MPUMEHEHUS B
COOTBETCTBHH C 3aKOHOJATEIHCTBOM JaHHOU CTPAHEI.

35. B nporpaMMy KIMHUYECKHUX UCIBITAHUN BKITIOYAFOTCSL:

a) HAaMMEHOBaHHWE MEJUIIMHCKOT0 u3/ienus (C ykazaHueM Mojesei (Mapok) MEAULIMHCKOTO U3AETHs, UX
COCTaBa W MPHUHAJICIKHOCTEH (TIPH HAIWYHH ), TIPU STOM 3asBUTEJb YKa3bIBACT TOBAPHBIH 3HAK M WHBIE CPENICTBA
VHIMBUIyaTH3ald1 MEIUIIMHCKOTO H3IENIUs B CIy4ae HX HAHECEHHsI HA YIIaKOBKY MEIMIIMHCKOTO H3JIEIIHS;

0) Bux (BUIBI) MEAMIMHCKOTO H3JCIUSA B COOTBETCTBUU € HOMEHKIATYPHOW Kraccudukauymen
MEIUIIMHCKHUX H3ICIIHII;

B) KjacCc NOTEHIMAIBFHOTO pHCKa TPUMEHEHUS MEIUIIMHCKOTO W3JENUsS B COOTBETCTBUH C
HOMEHKNaTYPHON Kraccumkaunen MeIuiuHCKUX U3IEIHIT;

T) CBEIEHHWs O TPOM3BOAWTENE (W3TOTOBHUTENE) MEAWUIMHCKOTO W3ACIHSI WM YMOTHOMOYEHHOM
MIpeICTaBUTENE IIPOU3BOIUTENS (M3TOTOBUTEINS) MEIUITUHCKOTO U3/IEIHS:

FOPUMYECKOE JIUIO - TIOJTHOE M COKpalleHHOe (MPU HAIMYUHM) HAMMEHOBAaHHS (C TpaHCIUTEpanuei),
OpraHMU3alUOHHO-TIpaBoBas (hopMa, WACHTU(DUKAIMOHHBI HOMEP HAJOTOIUIATENbIIUKA (ISl IPOU3BOAUTENCH
(3roToBUTENEH) MEIUIIMHCKOTO W3JIENUs, SBISIFOINUXCS pe3uaeHTamu Poccuiickoii @enepanun), agpec Mecra
HaXOXKACHUS, a TaK)Ke HOMEp TelieoHa U aipec JEKTPOHHON IOYTHL;

¢duznuecKoe M0, 3apETUCTPUPOBAHHOE B KAYECTBE UHIUBHIYaIbHOTO MPEAIPUHUMATENS, - (haMUIIHS,
UM W OTYeCTBO (NPU HAIWYMK), BHJ W PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOIIETO JHYHOCTb,
UACHTU(QHUKAIMOHHBIA HOMEp HAJIOTOIIATENBIINKA (ISl TIPOU3BOAUTENECH (M3rOTOBUTENEM) MEIUIIUHCKOTO
W3JIETUs, SBISTIOIMXCS pe3uaeHTamMu Poccmiickoit Demepariui), aapec MecTa >KUTENbCTBA (MpeOBIBaHMS), a
Takke HoMep TenedoHa U afpec AIEKTPOHHOMN MOYTH (TP HATHIHHN);

I) ampec (ampeca) MecTa HaXO0XICHHSI PON3BOACTBEHHOM IIIOMAIKH (TIPOHU3BOICTBEHHBIX IIIOMAIOK);

€) OCHOBaHUS MPOBEICHUS KIIMHUIECKIX UCTIBITAaHHU;

) [IeJh MTPOBEJCHISI KIMHUYECKUX HCITBITAHUH;
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3) MepeYeHb HOPMATHUBHBIX IIPABOBBIX AKTOB, B COOTBETCTBUHU C KOTOPHIMH MPOBOISATCS KIMHUYECCKHE
HCIIBITAHUS;

1) 33/1a4¥ KIIMHUYECKUX MCTIBITAaHUN;

K) CBEJICHHS O MEUIIMHCKON OpTraHU3aIiuu:

[TOJTHOE HAUMEHOBaHHUE;

ajZipec B Mpeeax MecTa HaXOXK/IeHHS,

PEKBH3UTHI JTUICH3UN Ha MEUIINHCKYIO IEATEIbHOCTD, CPOK JAEUCTBUS TAKOU JIMIICH3UU;

J1) TUTAHUPYEMBIH TIEPUOJT IPOBEACHUS KITMHHYECKUX UCTTBITAHUI;,

M) CBEJICHUS O IPEJOCTABICHHOM Ha KJIMHHYSCKUE UCITBITAHUS MEIUITUHCKOM W3/ICIIUU:

KOJIMYECTBO;

HOMEp cepuu (apTUH) MEAMIIMHCKOTO H3/ICHUS WU 3aBOJICKUE HOMEPA MEIMIIMHCKUX U3]ICITHIA;

JlaTa TMPOU3BOJICTBA (M3TOTOBJICHUS ) MEIUIIMHCKOTO U3/ICTIHUS;

CPOK TOAHOCTH WJIM CPOK CITYKObI METUITMHCKOTO U3AENuUs (IPH HAJIHYIUH);

H) MepeyueHb MPEACTaBICHHBIX Ha KIMHUYECKUE UCIIBITAHUS JOKYMEHTOB;

0) KpaTKOoe ONHCAHNE METUITMHCKOTO M3AeTus (BHEIITHUM BT, HA3HAUCHHUE);

M) hopMa KIIMHUYECKUX UCTIBITAHUT;

p) TJaH KIIMHUYECKUX HCITBITaHUH;

C) STaHOCTH MPOBEIEHUS KINHUIECKUX HCIIBITAHNN;

T) ohopMIICHHE PE3YIhTATOB KIIMHUYECKUX WCIIBITAHNH.

36. [IporpamMma KITMHHYECKUX UCIBITAHUHN, YTBEPKACHHAS PYKOBOUTEIEM METUITMHCKONW OpTaHU3aluN
WIM YIOJIHOMOYEHHBIM PYKOBOAMTEIEM MEAUIMHCKOW OPraHM3allid JIUIIOM, TMPOBOJSINCH KIMHUYCCKHE
HCTBITAHUS, BMECTE C JOKYMEHTaMH, MPEAyCMOTPEHHBIMH MYHKTOM 33 mactosmiero Ilopsimka, B ciydae
MPOBECHUS KIIMHUYECKUX UCTIBITAHWN C YYaCTHEM YEIOBEKA, HANPABIISCTCS 3asSBUTEIIEM B COBET MO ITHKE B

cepe obpamenus MeMITMHCKUX H3euii MuHucTepCTBa 31paBooxpanenns Poccuiickoii ®eneparun’ (nanee
- COBET I10 3THUKE).

B cpok, me mpesbrmaromuii 30 pabounx AHEH CO HSA MOCTYIUICHHUS JTOKYMEHTOB HAa PacCMOTPEHHUE,
COBET [0 3TUKE BbIIaeT 3aKI0YeHNEe 00 3THUecKoil 000CHOBAHHOCTH MPOBEICHUS KIMHUYECKUX HCTIBITAaHUN
MEJIULUHCKOIO U3IETIHS.

37. IlpoBeneHne KIMHUYECKUX HWCHBITAHUA C YJYacTHEM 4YeJIOBEKa OCYIIECTBIISIETCS Ha OCHOBAHHUHU
3aKkroYeHnss o6 oSTuueckoi O0OOCHOBAHHOCTH BO3MOKHOCTH IIPOBEACHHS KJIMHHYECKMX HCIIBITAaHUM
MEAUILMHCKUX U3JENUH C yJacTHEeM YeI0BeKa B KauecTBE CyOBeKTa.

B cnydae oTka3a MEAMIMHCKOTO W3IENHS WM YXYALIECHUS COCTOSHMS MalleHTa NpU MPOBEICHUH
KJIIMHUYECKHUX UCIBITAHUM PyKOBOIUTENb MEIUIIMHCKON OpraHM3alMM WX YIOJIHOMOUYEHHOE PYKOBOAMTEIEM
MEIUIMHCKOM  OpraHM3allid  JHIO, OCYIIECTBISIIOIIEH  IMPOBEJAEHHE  KIMHUYECKHX  HCIBITAHWM,

IPHOCTAHABIMBACT MM NPEKPAIACT TAKHE HCIBITAHUSA, O YeM YBEIOMIAET 3asBHTENS C OOOCHOBAHHEM
MIPUYWH MPUOCTAHOBIICHSI WITH MTPEKPALCHHS.

38. [IpoBeaeHNE KIMHUYECKUX UCTIBITAHHUIA MPOTPAMMHOTO O0ECTICUSHUSI, SIBJISFOIIETOCS MEAUIIMHCKAM
u3gendeM, U (WiM) MporpaMMHOrO oOecreueHHus C MPUMEHEHHUEM TEXHOJIOTMH MCKYCCTBEHHOI'O MHTEIUIEKTA,
SIBIISTIOIIETOCSl  MEAWIMHCKAM H3JENHEM, OCYIIECTBISIETCS C HCMOJB30BAHUEM MEAWIMHCKUX JaHHBIX
MaIMEeHTOB, BepU(OUIMPOBAHHBIX MEIUIIMHCKOW OpraHM3alfel, MOJYyYSHHBIX B XOJ€ AMAarHOCTUKH, JICUCHUS,
peadMIMTaluy, WM JaHHBIX MAllMEHTOB, MOJYYaeMBIX BO BpEMsl NMPOBEACHUS KIMHUYECKUX HCIBITAHUHA C
y4acTHEM YesloBeKa (110 MPUMEHUMOCTH).

39. Tlpu npoBeJeHNN KIMHUYECKUX HMCIBITAHUH, B TOM YHCJIC KIMHHYECKHX UCIBITAHUHA C y4acTHEeM
YeNIOBEKa, OCYIIECTBISETCS:

a) OIIEHKAa MOJHOTHI W JIOCTaTOYHOCTH CBENIEHHWH, COMEpXKAIIWXCS B 3asABICHHH O NPOBEACHUU
KIMHUYECKUX WCIBITAHUH, ¥ JIOKYMEHTOB, MPEJCTABICHHBIX 3asBUTEIEM B COOTBETCTBHU C [MYHKTOM 33
Hactosmiero [lopsaka;

0) OIIEHKa CBEJIEHUI O MPOBOJUBIIHNXCS KIMHUYECKH 3HAYMMBIX KOPPEKTHPYIOIIUX NEHCTBUIX, B TOM
YHCIie O MPUOCTAHOBIICHUH NMPUMEHEHUS MEIUIIMHCKOTO U3JeNns, 00 U3BATHH U3 OOpaIleHHs] MEIUIITHCKOTO
u3aenusi, 00 OT3bIBaX MEAUIMHCKOTO U3EIHS;

B) aHaJIM3 HAYYHOH TUTEpaTypsl U (WIM) OMyOJMKOBAHHBIX HCCIIEAOBAaHUN (HAy4YHbBIE CTaTbu, W (MIIN)
MoHorpaduu, u (WIiK) JUcCcepTaliMd B OOJACTH MEIUIIMHCKOIO TPUMEHEHHS] MEIUIIMHCKOTO W3CIHS),
COOTHECECHHBIX C MPeHa3HAYeHHBIM MPOU3BOANTENEM (M3TOTOBUTEIEM) MEUIIMHCKOTO U3ACTHS TPUMEHEHUEM
UCTIBITYEMOT0 MEIUIIMHCKOTO U3JIEIUS U TIpeIIaraéMbIM METOJIOM €T0 UCTIOb30BAHHUS;

I) OIICHKAa JOCTOBEPHOCTH KIMHUYECKOW CBS3M, AHATUTUYCCKOM W KIMHUYCCKOW BaTUIAIIH
MPOTPaMMHOTO  O0ecIieueHHsl ¢ TPUMEHEHHEM TEXHOJIOTUH WMCKYCCTBEHHOTO HMHTEIUICKTa, SBIISIOIIETOCS
MEIUIIMHCKAM U3/IEINEM;

n) aHamu3 3¢ GEKTHBHOCTH, OE30IMACHOCTH M KadecTBa HCIOJIB30BAHHMS CHCTEM HMCKYCCTBEHHOTO
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HMHTEIJICKTAa MNPOrPaMMHOI0 OO0ECICYCHHS C IPUMEHECHHEM TEXHOJOTUH HCKYCCTBEHHOTO HHTEIUICKTA,
SIBJIOIIETOCS. MEIUIIMHCKUM U3/ICITHEM;

e) JopaboTKa HOPMATHBHOM JOKYMEHTAIIUHM, TEXHUYECKOW M DKCILTyaTallMOHHOW JOKYMEHTAIHU
MPOU3BOJUTENS (M3TOTOBUTENS) MEJAMIMHCKOTO W3JCTHs Ha MEJUIUHCKOE W3JCIHe M0 pe3yibTaTam
KIIMHUYECKHUX UCITBITAaHUH (ITPH HEOOXOIMMOCTH);

K) aHAJIM3 U OLICHKA CBEJCHUI O B3aMMO3aMEHSIEMbIX MEIUIIMHCKUX H3/ICITHAX;

3) oopMIIEHHE W BbIadya (3aKa3HBIM ITOYTOBBIM OTIPABJICHUEM C YBEIOMIIEHUEM O BPYUYEHHUH HIIU B
(opMe BIEKTPOHHOTO TOKYMEHTA, MOIMHCAHHOTO ONIEKTPOHHOW MOAMUCHID PYKOBOIMTENS MEIUIMHCKOM
OpraHU3aIlUN WU YIIOJTHOMOYCHHOTO PYKOBOJIUTENEM MEIUIIMHCKON OpraHU3alliH JIUIA U COOTBETCTBYIOIIETO
TpeboBanusaM MyHKTa 54 TIpaBuil, MOCPEACTBOM €TI0 HAIMPABJICHUS HA DJICKTPOHHYIO MOYTY 3asBUTEIS, aapec
KOTOPOH YKa3aH B 3asBJICHUM O MPOBEJACHUN KIMHUYCCKUX HCIBITAHUN) 3asBUTEIIIO aKTa OIICHKH PE3yJIbTaToOB
KJIMHUYECKUX UCIIBITAHUI MEIUIIMHCKOTO U3CIUs C YKa3aHUEM JIaThl U HOMEPa aKTa;

1) BHECCHHE CBEICHUIN O MPOBEACHHBIX KIMHHUYECKUX HCIBITAHHUSAX, BKIIOYAsl CBEACHUS O BBIIAHHOM
aKTe OLEHKUA PE3YJIbTATOB KIMHUYECKHUX HCIBITAHUA MEAMIIMHCKOTO W3ACIUS, B aBTOMAaTH3MPOBAHHYIO

UHGOPMAIIMOHHYIO CUCTEMY PErHCTPUPYOIIETO opraHas.

40. B xone mpoBeneHNs KIMHAYCCKUX UCTIBITAHUN OTPEIICIISIFOTCS:

a) COOTBETCTBHC MEIUITMHCKOTO UW3JCTUS HOPMATUBHOW JOKYMCHTAIIMHM, TEXHUYECKOW W
AKCIUTyaTallMOHHON JOKYMEHTAITUH TTPOU3BOIUTENS (M3TOTOBUTEIS) METUITMHCKOTO MU3IETHSI Ha MEIUIIMHCKOE
H3JIEIINE;

0) COOTBETCTBHE TPEJCTABICHHON 3asBUTENEM HOPMATHBHON JOKYMEHTAIMH, TEXHUYECKOH U
AKCIUTyaTallMOHHON JOKYMEHTAIUU MPOU3BOIUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3/IEIHS Ha MEIUIIUMHCKOE
W3JIeNMe YCTAaHOBIICHHBIM IPOU3BOJUTENEM (M3rOTOBUTENEM) MEIUIUHCKOTO W3NS Ha3HAUYCHUIO W
MOKa3aHUsIM K MPUMEHEHUIO MEAUIIMHCKOTO U3JICNHSI;

B) TOJHOTA ¥ JIOCTOBEPHOCTH YCTAHOBJICHHBIX HOPMATHUBHOW JOKYMEHTAIlMU, TEXHUYECKOH W
SKCILTyaTaIllHOHHOMN JOKYMEHTAlUEH MPOU3BOAUTENS (M3TOTOBUTEIS) METUIIMHCKOTO U3/ICNNs Ha MEIUIIMHCKOE
U3JIETINE XapaKTePUCTHK MEAUIIMHCKOTO U3JICIINS;

') KAYECTBO MEIUIIMHCKOTO U3ieiust, 3PHEKTUBHOCTh U 0€30IaCHOCTh €r0 IPUMEHEHHUS.

41. Pe3ynapTaThl KIMHUYECKUX HCIBITAHUA MEIUITMHCKOTO H3ICIHS CUYUTAIOTCS OTPHUIATCILHBEIMHU B
CITy4ae HEBBITOTHEHUS XOTS OBl OJTHOTO U3 CIEIYIONTNX YCIOBUMN:

a) MEIWIIMHCKOE W3JeHe COOTBETCTBYET HOPMATHUBHON JIOKYMEHTAIlUH, TEXHWUYECKOW W
9KCIUTyaTallMOHHON JOKYMEHTAIUU MPOU3BOIUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3/IEIHS Ha MEIUIINHCKOE
H3JIEIINE;

0) mpencTaBlIeHHAs 3asBUTEIEM HOPMATHUBHAS [TOKYMEHTAIMH, TEXHHUYECKash M DKCILTyaTal[MOHHAs
JOKYMEHTAIlMS TPOU3BOIUTENST (M3rOTOBUTENS) MEIAWIIMHCKOTO U3JeNUs Ha MEAULUHCKOE H3JIeine
COOTBETCTBYET yCTAHOBJICHHBIM TPOHM3BOIUTENIEM (M3TOTOBUTEIEM) MEIUIIUHCKOTO W3JICNUs HAa3HAYCHHUIO U
MOKa3aHUSIM K TPUMEHEHUIO MEAUIIMHCKOTO U3,

B) HOpMAaTHBHAs JIOKyMCHTAIUsl, TEXHUYECKAs M 3KCIUTyaTal[MOHHAS JOKYMEHTAIUS MPOU3BOIUTEIS
(m3roroBUTENS) METUITMHCKOTO U3IEHS Ha MEIUIIMHCKOE U3/ENIMe TOTBEPKAIAI0T MOJHOTY U JOCTOBEPHOCTH
YCTaHOBJICHHBIX B HUX XapaKTEPUCTUK MEIUITTHCKOTO W3S,

) KayecTBO MEIUIMHCKOro wu3jenus, S(P(OEeKTHBHOCTP W 0€30HaCHOCTh €ro IPUMEHCHHS
TIOATBEPKIACHBI B X0]1¢ KITMHUICCKUX MCTIHITAHUN MEIUIIMHCKOTO H3ICITHS.

VI. OueHka co0TBeTCTBUSI MeIUIMHCKUX U31eJUil A5 INATHOCTUKH in vitro B ¢gopMe KIMHUYECKHUX
HCNBITAHUI

42. KinuHuueckue WCHBITAaHUA MEIUIIMHCKUX W3JENUN s AMAarHOCTHUKU in Vitro MpoBOAATCS B
na0opaTOPHBIX YCIOBHUAX C TPUMEHEHHEM 00pa3loB Ouomarepwaia TalMeHTOB, B3SATBIX B  XOC
Ne4eOHO-TMarHOCTHYECKOTO Tpoiiecca Ha Tepputopun Poccuiickoit denepanuu ot pedepeHTHON MOmyIsIu,
BKJIFOYAsl OCTaTOYHBIC OOpaslibl, apXWBHBIC 00pa3ilbl WM IICJICHAIPABICHHO OTOOpaHHBIC 00pa3ilbl (najnee -
KJIMHUKO-1a00paTOpHbIE  HMCIBITAHWS) JJIsl TMPOBEPKH  (DYHKIMOHAIBHBIX — XapakTepUCTHK H (W)
3¢ (HEKTUBHOCTH MEIUIIMHCKOTO W3JICNIUsS TPH MCIOJNB30BAHUM €ro0 B COOTBETCTBHMM C Ha3HAuUCHHUEM,
MPEeyCMOTPEHHBIM HOPMATUBHOM JIOKYMEHTAllMeNd, TEXHUYECKOW M SKCIUTYyaTallMOHHOW JOKyMEHTaluen
TIPOW3BOAUTENS (M3TOTOBUTENS) METUITMHCKOTO M3ACTUS I TUATHOCTUKH in Vitro Ha MEIUIIMHCKOE U3MICTTHE.

Knmanko-nabopaTopHble HCIBITAaHWS METUIIMHCKOTO H3AENUs [UIsi AWArHOCTHKK in Vitro HOBBIX
MH(PEKITHOHHBIX 3a00JIeBaHUN WIIH PEAKO BCTPEUAIOIIMXCS MPUPOIHO-0YAarOBBIX HHPEKIIMOHHBIX 3a00JIEBaHUH
MPOBOASTCA B JTaOOpaTOPHBIX YCIOBUSAX C MPUMEHEHHWEM MY3€WHBIX TEeCT-IITaMMOB M3 TOCYJapCTBEHHBIX,
HaI[MOHAIBHBIX, WCCIIENOBATENLCKAX W MHBIX KOJUICKIMH MaTOT€HHBIX MHKPOOPTaHW3MOB W (WiH) 00pa3IoB,
TIOJTyYEHHBIX TeHHO-MHKEHEPHBIM CITOCOO0OM.
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Knuanko-nabopatopHble WCHBITAHUS MEAWIIMHCKOTO H3ISHHS IS JUATHOCTHKU in vitro ocobo
OTACHBIX HWHMEKITMH OCYIIECTBISIOTCS MEIWIIMHCKOW OpraHm3aliied, WMemeld MmpaBo Ha paboTy ¢
mukpoopranusmamu I - II rpymnm maToreHHoCTH.

Knuauko-nabopaTopHble HUCMBITAHUS MEOUIIMHCKAX W3JENANA UIsi AWAarHOCTHKU in Vitro B BuUie
AHAIMTUYECKUX CUCTEM, MPOBOJMMEBIE B OTHOIICHWH MEIHWIIMHCKOTO W3JENUs, BMECTe C MPUHAIC)KHOCTIIMH,
Ha0oOpaMH peareHTOB W KamuOpaTopoB, HEOOXOAWMBIMH [UIsl TPUMEHEHHS MEIWIMHCKOTO U3IENus TI0
Ha3HAYCHHUIO, POBOJATCA B PAMKaxX OJTHOTO UCIBITAHUS.

43. Jlng npoBeleHUsT KIMHUKO-Ta00paTOPHBIX WUCIBITAHUH 3asBUTENb TPEACTABISCT B METUIIMHCKYIO
OpPraHM3alMI0 3asBJICHUC O TMPOBEJACHUM KIMHUKO-JIA0OPATOPHBIX HCIBITAHUN C YKa3aHUEM CBEJCHHIA,

IpeyCMOTPEHHBIX MOANyHKTamm "a" - "o", "p" - "y", "x" (no mpumenumoctn), "U" u "4" nyHkra 64 Ilpasui, ¢
HPUIOKEHHEM TOKYMEHTOB, MPEIyCMOTPEHHBIX NOAMyHKTamm "a" - "a", "k" - "M" u "0" nyHkTa 65 IIpaBun.

B cnyyae ecnm TOKyMEHTH Ha MEIMIMHCKOE W3JENHE JUIsl JAWATHOCTHKH in Vitro, yKa3aHHBIE B
HACTOSIIEM MYHKTE, COCTABIICHBI HA HMHOCTPAaHHOM $3bIKE, OHH MPEICTABIISIOTCS C 3aBEPSHHBIM IEPEBOIOM Ha
PYCCKU SI3BIK.

44. MennnuHCKas OpraHU3anus, MPOBOMIAs KINHUKO-Ta00paTOpHBIE HCHBITAHHS, PacCMaTPUBAET
3as{BJICHHE O NPOBEACHHU KIMHUKO-TA0OPATOPHBIX HCIBITAHUH M JOKYMEHTBI, yKa3aHHbBIE B MyHKTE 44
Hacrosmero [lopsiaka, B cpok, He mpeBblmaromyid 10 paboynx co JHS UX HONYyYSHUS, U IPHHUMAET PElIeHHe O

BO3MOXHOCTHU (HCBO3MO)KHOCTI/I) MMIPOBCACHU KJ'II/IHI/IKO-J'Ia60paTOpHLIX HUCIBITAaHHM.

I'APAHT: Ilo-BuanMomy, B TEKCTe MPEABLAYIIEro ad3ama JOMyIIeHa OoredyaTKa. 37ech U Jajiee 0 TEeKCTy
BMecTO "myHKTe 44" umeercst B Buy "NMyHKTe 43"

45. B ciydyae TpuHSATHS pemieHHs 0 BO3MOXKHOCTH TPOBENEHHUS KIMHUKO-Ta00paTOPHBIX HCTIBITAHHHA
MEIUIIMHCKAs OpraHu3aIus coodmaer 00 3TOM 3asBUTENI0 B MUCHbMEHHOM BHUE (HANpaBIEHWE YBEIOMJICHHS
3aKa3HBIM ITOYTOBBIM OTIIPABICHUEM C YBEJIOMIICHHEM O Bpy4YeHHH JTUOO B (hOpMe 3IEKTPOHHOTO JOKYMEHTA,
MOJMUCAHHOTO  ONIEKTPOHHOW  MOAMUCBID  PYKOBOMUTENS  WCTBITATEILHOW  OpraHW3aldd WM
YIOJHOMOYEHHOTO PYKOBOJUTENEM HCHBITATEIHLHOW OpraHu3alliyl JIMIA, MOCPEACTBOM €ro HamlpaBlICHUsS Ha
3JICKTPOHHYIO TIOUTY 3asIBUTENS, aJipeC KOTOPOH yKa3aH B 3asABJICHHU O MPOBEACHUU KIMHHKO-Ta00paTOPHBIX
UCTIBITAHMI) B TCUECHUE TPeX PabOuYuX JTHEH CO JIHSA MPUHATHS TAKOTO PELICHHS, MOCJIE Yero ONpeNeisieT C
Y4eTOM Ha3HAYEHMS M CJIO)KHOCTH MEIMIIMHCKOI'O W3JENUs JUIS JTUArHOCTUKH in Vitro MpoAOKUTEIEHOCTD
KJIIMHAKO-J1a00PaTOPHBIX MCIBITAHUH, COCTABISIET MPOEKT MPOTpaMMBbl KIMHHUKO-Ta00PaTOPHBIX HCIBITAHHM,
YTBEP)KIIaeMO# PYKOBOJMUTEIIEM OPTaHH3AIUN WIIH YIIOTHOMOUYECHHBIM PYKOBOJIUTEIEM OPTaHU3AINH JIUIIOM,
3aKITFOYAET C 3asBHUTENEM JOTOBOP (KOHTPAKT) HA MPOBEIEHUE TAKUX MCIIBITAHUH.

B ciydae mpuHATHS pelieHHs O HEBO3MOXKHOCTH TPOBENEHUS KIMHUKO-Ta00paTOPHBIX HCIBITAHHHA
BCIIE/ICTBUE OTCYTCTBHS OCHOBaHWH I TPOBEICHHS KIMHUKO-TA0OPATOPHBIX HCHBITAHUHA (OTCYTCTBHE
AKKpEAUTAllMU WIH OTCYTCTBUE B JIMIIEH3WU HA OCYIIECTBICHHE MEIUIIMHCKOW NEATENBHOCTH padoT (ycmyr),
COCTaBJISIONINX MEIUIIMHCKYIO JIESTeNbHOCTh, UCXO/I U3 HA3HAYCHUS U 00JIACTH MPUMEHEHHS MEIUIIMHCKOTO
v3enus JUIS  JUArHOCTUKUA in  Vitro), HECOOTBETCTBHS TPEACTABICHHOTO 3asBJICHUS O IPOBEICHUH
KITMHUKO-Ta00paTOPHBIX HCOBITAHUNA ¥ JOKYMEHTOB, YyKa3aHHBIX B MyHKTe 44 wuactosmiero Ilopsika,
TpeOoBanusM HacTosiiiero Ilopsaka, MeIUIIMHCKAs OpraHM3alus COOOIIAeT B MUCHMEHHOM BHJIE 00 3TOM
3asBUTENIO (HAIpaBlICHUE YBEAOMIICHHUS 3aKa3HBIM IMOYTOBBIM OTIIPABICHHEM C YBEIOMJICHHEM O BPYYCHHUU
WK B (hopMe JIEKTPOHHOTO JIOKYMEHTA, MOAIMMCAHHOTO 3JICKTPOHHOMN MOIMUCHI0 PYKOBOJUTENS MEIUIIMHCKON
OpraHU3alUd WIN YIOJIHOMOYECHHOTO PYKOBOAHWTEIEM MEIWITMHCKON OpTraHM3aIliyl JIUIA, Ha 3JICKTPOHHYIO
TIOYTY 3asBUTEIIS, aapec KOTOPOH yKa3aH B 3asABICHUU O MPOBEACHUH KIMHHKO-TA00PATOPHBIX HUCIBITAHUN) B
TEYEeHHE TpeX pabouMX THEW cOo IHS MPUHSATHS TaKOTO PEIIeHHUs C yKa3zaHHeM MPUYHMH OTKa3a B MPOBEICHHUH
KIIMHUKO-T1a00paTOPHBIX UCITBITAHUH.

[locme moammcanusi moroBopa (KOHTpakTa) Ha MPOBEASHHE KIMHHUKO-TA00pATOPHBIX HWCTIBITAHHH
3asiBUTENb MPEJCTABIAECT B MEIUIIMHCKYI) OPraHM3AlNI0 MEIUIIMHCKOE H3JeHe s TUArHOCTUKH in Vitro
BMECTE C  TPUHAUISKHOCTIMH (B KOJIHMYECTBE, TNPEAYCMOTPEHHOM  IPOEKTOM  IMPOrPaMMBI
KIIMHUKO-1a00paTOPHBIX HCITLITAHUT).

46. B nporpaMmy KIHMHHUKO-JIA00OPATOPHBIX UCIIBITAHUN BKITFOYAFOTCS:

a) HAaMMEHOBaHME MEJUIIMHCKOT0 u3/enus (C ykazaHueM Mojesei (Mapok) MEAULIMHCKOTO U3AENHs, UX
COCTaBa ¥ MPUHAICIKHOCTEH (IIPU HATMYIHUH ), TIPH 3TOM 3asBUTEIb YKa3bIBACT TOBAPHBIN 3HAK U UHEIE CPEICTBA
WHIUBUIYATU3AIUHA METUITMHCKOTO U3/ICTUS B CIIydae MX HAHECEHUS Ha YIAKOBKY MEIUIIMHCKOTO U3/ICIIHS;

0) By (BUABI) MEIUIIMHCKOTO M3CIHS JIUIS JMArHOCTHKY In Vitro B COOTBETCTBUU ¢ HOMEHKIaTypHOM
Kraccudukauen MeIuinHCKUX U3 IEIHi;

B) KJlacC MOTEHIIMAIBHOTO PUCKA MPUMEHEHHS MEAWIIMHCKOTO W3JAETHs IS TUArHOCTHKH in Vitro B
COOTBETCTBHH ¢ HOMEHKIATYPHOWN Kriaccupmkaunen MeIuuuHCKUX U3 IEITHT;

T) CBEACHUS O TIPOM3BOJANTENE (M3TOTOBUTEINE) METUIIMHCKOTO M3AETHS IS JUATHOCTUKY in Vitro Wim
YIOJTHOMOUYEHHOM IIPEICTAaBUTENE TTPOU3BOAUTENS (M3TOTOBUTEIS) MEAUIIMHCKOTO U3ACTUS Il TUATHOCTUKH
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In vitro:

FOPUIUICCKOE JIUIO - TOJIHOE M COKpaIieHHOe (IIPW HaJMYWK) HAMMEHOBAaHWS (C TpaHCIHTEpaIueii),
OpraHM3aNMOHHO-TIpaBoBas (opMa, WACHTU(DUKATMOHHBI HOMEP HaJOTOIIIATEeNbINNKA (TSI TIPOM3BOANTENCH
(M3roroBUTENICH) MEIUIIMHCKOTO M3ICIHAS I TUATHOCTUKH in Vitro, SBJISIOIIMXCS pe3nneHTaMu Poccuiickoit
®denepanun), agpec MecTa HaXOXKJCHHS, a TAKKe HOMep Tene]oHa u afpec dIEKTPOHHON MOYTEHI;

(hmznyeckoe IO, 3aPETUCTPUPOBAHHOE B KAYECTBE HHIUBUIAYAITEHOTO TIPEANPUHIMATENS, - (haMUITHs,
UM W OT4YecTBO (TIpM HAIWYWH), BUJ H PEKBU3HUTH JIOKYMEHTA, YIOCTOBEPSIOUIETO JINYHOCTD,
UICHTU()UKAIIMOHHBI HOMEp HAaJOTOIUIATENbIUKa (U1 TPOW3BOMUTENCH (M3rOTOBUTENCH) MEIUITUMHCKOTO
u3nenus JUis JAMArHOCTHKHU in Vitro, sIBISIONIMXCS pe3upeHTtamu Poccuiickoit ®enepanmu), agpec mecra
JKUTEILCTBA (NTPEeObIBAHMUS), a TAKXKE HOMEp TeliehOHA U aJIpec MICKTPOHHOM MOUTHI (TIPY HAJTUYHN );

1) azmpec (aapeca) MecTa HaXOXJICHHS POU3BOACTBEHHOM IIOMAIKU (TIPOU3BOICTBEHHBIX IIIOMIAIO0K);

€) OCHOBAHUSI MPOBEICHUSI KITMHUKO-T1a00paTOPHBIX UCTIBITAHUIA;

) LIEJTb MPOBEACHHMSI KIIMHUKO-1a00paTOPHBIX MCITBITAHUH;

3) TMepeYeHb HOPMATHBHBIX IPABOBBIX aKTOB, B COOTBETCTBHMM C KOTOPHIMH MPOBOISTCS
KIIMHUKO-71a00paTOpHBIE MCTIBITAHNS;

1) CBEIIEHUS O MEIUITUHCKOW OpTaHU3aIlNN:

MTOJTHO€ HAUMEHOBAHMUS;

PEKBH3UTHI IUIEH3UH Ha MEAWIHUHCKYIO JEATElIhbHOCTh, CPOK JIEHCTBHA TaKOW IHUICH3UH (IIpH
HaJIUYHH ),

MecTo (MecTa) M3MEpeHHH (aHaiu3a), MPOBOAMMEBIX B paMKax KIWHHKO-Ta00paTOPHBIX HCIBITAHHMA
(ecyu HE COBMAZIACT C AAPECOM MECTa HAXOXKJICHUS MEUIIMHCKON OpraHu3aIum);

K) CBEJICHHUS O NPEJOCTABICHHOM Ha KJIMHUKO-JIA0OPATOPHBIC MCIBITAHUS MEIUIIMHCKOM H3ICIUH IS
IUArHOCTHKH In VItro:

KOJINYECTBO;

HOMeEp cepuH (MapTHUH) UK 3aBOJICKHE HOMEPa MEAUIIMHCKOTO M3AEIH ISl TUAarHOCTUKH in Vitro;

JlaTa TMPOU3BOJICTBA (M3TOTOBJICHIS ) METUITMHCKOTO U3ICITHUS TSI JUATHOCTUKH In Vitro;

CPOK T'OJTHOCTH HUTH CPOK CITY>KOBI METUITMHCKOTO M3ACIUS U TUATHOCTUKH in Vitro (TIpy HaJIHMYHHN);

J) TepedeHb JOKYMEHTOB, KOTOpBIE TPEACTABISAIOTCS i TPOBEACHUS KIMHHUKO-Ta00paTOPHBIX
HCITBITAHMI;

M) KpaTKOe OMUCaHUe MEAUIIUMHCKOTO U3IEIHSI U JUATHOCTUKY in Vitro (BHEUTHHIA BHl, HA3HAYCHHE);

H) TEXHUYECKUE XapPaKTEPUCTHKH MEIUIIMHCKOTO M3AEIHUS IS TUarHOCTUKH in Vitro;

0) MOKa3aHUs W MPOTHUBOIOKA3aHUS K MPUMEHEHUI0 MEIUIIMHCKOTO W3JMICNHS, BKIIOYAs CBEIACHHUS O
BO3MOXKHBIX OCJIOXHCHHSX 3a00JICBaHMs Yy TAIMCHTa NPU NPUMEHCHHH MEAMIUHCKOTO W3JCHHS IS
IUArHOCTHKU In VItro;

1) opMa KITMHUKO-Ta00PATOPHBIX UCIIBITAHHIA,

P) TUTaH KJIIMHUKO-JIA00PATOPHBIX HCIIBITAHUH;

C) METOJIMKA KJIMHHUKO-JIa00PaTOPHBIX UCTIBITAHHIA;

T) 0)OpPMIICHHE BBIBOJIOB PE3YJILTATOB KIIMHUKO-IA00PATOPHBIX UCTIBITAHUH.

47. llpn poBeIeHNN KITMHUKO-TA00PATOPHBIX MCIIBITAHUN B TOM YHCIIE€ OCYIIECTBIISETCA:

a) OIEHKAa MOJHOTHI W JIOCTaTOYHOCTH CBENIEHHUH, COMEpKAIMWXCS B 3asABICHHH O NPOBEACHUU
KIIMHUKO-Ta00paTOPHBIX HCIIBITAHUH, U JJOKYMEHTOB, TIPECTaBIICHHBIX 3asIBUTEIIEM B COOTBETCTBHH C MYHKTOM
44 wnacrosmiero [Topsimka;

0) OIleHKa M aHaJdW3 JAaHHBIX O (PYHKIMOHAIBHBIX XapaKTEPUCTHKAX MEAMIIMHCKOTO H3ICIUs s
JUATHOCTUKH 1in Vitro, TOJYYeHHBIX B XOJA€ KIMHHUKO-JIA0OPATOPHBIX HWCIIBITAHWH, HA COOTBETCTBUE
YCTaHOBJICHHBIM HOPMATHBHOM JOKyMEHTallMeH, TEXHUYECKOH W OSKCIUTyaTallMOHHOW JIOKYMEHTAI[UeH
MIPOU3BOJUTENS (M3TOTOBUTEIISI) MEIUIIUHCKOTO U3MENHS JUIS TUATHOCTUKH in Vitro Ha MEIUIMHCKOE U3IICIIHE
JUISL TUaTHOCTUKY in Vitro XapakTepUCTHKaM;

B) J0pab0OTKa HOPMATHUBHOW JOKYMEHTAIlUH, TEXHHUYECKOH M 3KCIUTyaTalldHOHHOM JOKyMEHTAIUU
MIPOU3BOIUTENS (M3TOTOBUTENSI) METUIIMHCKOTO U3CHS JUIsl JUATHOCTUKY in Vitro Ha MEJIUIIMHCKOE H3JIeNUe
JUTS TUarHOCTUKY in Vitro 1o pe3yibTaTtaM KIMHUKO-JIA00PaTOPHBIX UCTIBITAHUN (TIPH HEOOXOTUMOCTH);

r) ohopMieHHEe W BbIIada (3aKa3HBIM ITOYTOBBIM OTIIPABICHHEM C YBEIOMIIEHHEM O BPYYEHHUH WU B
(dopMe BIEKTPOHHOTO JIOKYMEHTA, MOJIHCAHHOTO ONIEKTPOHHOM MOAMUCHID PYKOBOJMTENS MEIUITMHCKON
OpTraHM3alN WIIH YIIOJTHOMOYEHHOTO PYKOBOJUTENEM METUITMHCKON OpraHW3alliH JINIA U COOTBETCTBYIOIIETO
TpeboBanusM MyHKTa 54 IpaBui, MOCPEACTBOM €ro HAMpPABJICHUS HA DJICKTPOHHYIO MOYTY 3asBUTEINS, aapec
KOTOpOW yKa3aH B 3asBJICHUU O MPOBEIECHUH KIIMHUKO-TA00PaTOPHBIX HCIBITAHUI) 3aSBUTEIIO aKTa OIICHKH
PE3yJIBTaTOB KIIMHUKO-Ta00paTOPHBIX HCITBITAHUM;

Jl) BHECCHHE CBEACHUU O MPOBEACHHBIX KIIMHUKO-TA00PAaTOPHBIX UCIBITAHUSX, BKIIOYAS CBEACHUS O
BBIJIAHHOM aKT€ OLEHKH pPe3yJbTaTOB KIMHUKO-TA00PATOPHBIX HUCHBITAHUA MEIUIIMHCKOTO W3S s

JUAarHOCTHUKH in VitI'O, B aBTOMAaTU3UPOBAHHYTO I/IH(I)OpMaLII/IOHHYIO CUCTCMY PCTUCTPHUPYIOIICTO opraHa(’.
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48. B xozne mpoBefeHNs KIMHUKO-Ta00paTOPHBIX NCIIBITAHUH ONPEIeNsioT:

a) COOTBETCTBHE MEIUIIMHCKOTO HW3ICNHUS JUIS JUATHOCTHUKU in Vitr0 HOPMATHBHOW TOKYMEHTAI[VH,
TEXHUYIECKOW WM DKCIUTyaTAIlMOHHON NOKYMEHTAIlMH MPOU3BOMMUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO W3ACIHS
JUIg TMarHOCTHKH 1n Vitro Ha MEIULIMHCKOE U3AEIue I JUarHOCTUKY In Vitro;

0) COOTBETCTBHE MEIWUIIMHCKOTO W3IENus Uil JUArHOCTUKH in  Vitro TpexHa3HAaYeHHOMY
MpOM3BOANTENEeM (M3rOTOBHUTEIEM) MEIWIIUHCKOTO W3JENUs s JWATHOCTHKH in Vitro TPUMEHEHWIO H
IpearaeMbIM UM METOJIaM HCIIOJIb30BaHUS;

B) MOJNHOTY W JOCTOBEPHOCTh YCTAaHOBIICHHBIX HOPMATHBHOHM JIOKyMCHTAIlUEH, TEXHHUYECKOW H
AKCIUTyaTallMOHHOW  JOKYMEHTAlMEH NpPOM3BOAUTENS  (M3TOTOBUTENS) MEIUIIMHCKOTO — W3JIENHS IS
JIMArHOCTUKH in Vitro Ha MEAMIIMHCKOE M3JCIHE JJIs JUArHOCTHKHU in Vitro XapakTepHCTUK OE30MacHOCTH H
3¢ (HEKTUBHOCTH MEIAMIIMHCKOTO W3ACTUS JUIS JUArHOCTHKHM in Vitr0 B COOTBETCTBHUHM C IMpPEIHA3HAYCHHBIM
MPOU3BOAMUTENEM (M3rOTOBUTEIEM) MEAMIMHCKOTO W3ACAUS JUIS JHArHOCTHKH In  Vitro NpPUMEHEHHUEM
MEIMIIMHCKOIO M3JCIUs JJIs JUArHOCTHKH in Vitro MO Ha3HAYEHHWIO, B TOM 4YHCJE €ro JHarHOCTHYECKYIO
YYBCTBUTEBHOCTb, CIICIHU(MUIHOCTh M BOCIIPOU3BOIUMOCTh, a TAKKE (PYHKIIMOHAIBHBIX XapaKTEPUCTHK (B TOM
YUCIe TI0 TPUMEHHMOCTH aHaJUTHYECKYI0 YYBCTBHUTEIBHOCTB, CIEIU(DUIHOCTh, BOCIIPOU3BOIUMOCTD,
JMHEWHOCTD), YKa3aHHBIX B HOPMATHBHOM NOKYMEHTAIIMH, TEXHUYECKOH W AKCIUTYaTallMOHHOMN TOKYMEHTAIlHH
MIPOM3BOAUTENS (M3TOTOBUTEIS) MEIUITMHCKOTO M3MIENHS JUIS TUATHOCTUKH in Vitro Ha MEIUIIMHCKOE H3JIENHe
JUIA TMarHOCTHKH 1n Vitro;

I') Ka4eCTBO MEIUIIMHCKOIO M3JENHs IS JUArHOCTHKH in Vvitro, 3()()eKTUBHOCTh U 0€30MacHOCTh €ro
MIPUMEHEHUS.

49. Pe3ynbTaThl KJIMHUKO-TA0OPATOPHBIX HWCIIBITAHUN CUUTAOTCS OTPHUIATCIBHBIMU B CIydae
HEBBIIOJHCHUS XOTS ObI OJIHOTO M3 CICAYIOIIMX YCIOBUH:

a) MEIMIIMHCKOE HW3JIENHe JJIs JIMAarHOCTHKM In Vitro COOTBETCTBYET HOPMATHBHOM JOKYMEHTAIIWMH,
TEXHUYECKOW W IKCIUTyaTallMOHHOHN TOKYMEHTAI[MH MPOU3BOJAUTENS (M3TOTOBUTEIIS) MEIUIUMHCKOTO H3JIEIHS
IUIST JUATHOCTHKH 1N Vitro Ha MEIUIIMHCKOE U3/IeINe IS JUArHOCTHKH in Vitro;

0) MEIWIMHCKOEC H3JeNUe I JUArHOCTHKH in  VItro COOTBETCTBYET IpeIHA3HAYCHHOMY
MIPOW3BOANTENIEM (M3TOTOBUTEIEM) METUITHHCKOTO W3ICTUS JUIT AUArHOCTHUKM in Vitro NPUMEHCHUI0 H
MpeayIaracMbIM UM METOaM HCIIOh30BAHUS;

B) HOpMaTHBHas IOKYMEHTAIWs, TEXHWYECKass M DIKCIUTyaTallMOHHAS JTOKYMEHTAIlHsl TPON3BOAUTEINS
(M3roTOBUTENA) MEAUIIMHCKOTO U3IEHS I TUATHOCTUKH in Vitro Ha MEIMIIMHCKOE M3ICITHE IS AUArHOCTHKH
in Vitro TOATBEpXkIaeT MOJHOTY M JOCTOBEPHOCTh YCTAHOBIICHHBIX B HUX XapaKTEPUCTHK OE30MAacHOCTH U
3¢ (HEeKTUBHOCTH MEAMIIMHCKOTO W3ACTHUS I IUATHOCTHKH in Vitr0 B COOTBETCTBUHM C IMpeIHA3HAYCHHBIM
MPOU3BOAUTENEM (M3TOTOBUTENEM) MEIUIIMHCKOTO W3JCNHus Ui JAMAarHOCTHUKU in  Vitro TNpUMEHEHHEeM
MEJIMIIMHCKOTO M3JCNusl JUIs JUArHOCTHKHU in Vitro Mo Ha3HAYCHWIO, B TOM YHCJE €ro JUarHOCTUYECKYIO
YYBCTBUTEBHOCTb, CIICIIU(DUIHOCTh ¥ BOCIIPOU3BOJUMOCThD, a TAKKE (PYHKIIMOHATBHBIX XapaKTEPUCTHK (B TOM
YUCIIE 10 MNPUMEHHMMOCTH aHAJMTUYECKYI0 UYBCTBUTEIBHOCTh, CICUU(DUIHOCTh, BOCIPOU3BOAMMOCTD,
JIMHEWHOCTB);

I') Ka4eCTBO MEAMIIMHCKOTO W3JIEIHS IS TUAarHOCTHKH in Vitro, 3(h(EeKTUBHOCTh M OE30MaCHOCTh €T0
TIPUMEHEHHS TTOATBEPKACHBI B X0JI¢ KITMHUKO-IA00paTOPHBIX UCITBITAHHM.

! ®epepanbHbld 3akoH ot 29 wurons 2015 1. Ne 162-®3 "O cranpapruzaiuu B Poccuiickoit

Oepepanun".

? Mpukas MunucTepcTBa 3paBooxpanenus Poccuiickoit denepamuu ot 6 mons 2012 r. Ne 41 "O6
YTBEPKIACHUH HOMEHKJIATYPHOH KIacCU(pHUKAINN MEAUIUHCKUX M3Jenuil” (3apeructpupoBad MUHHCTEPCTBOM
octunun  Poccuiickoit ®exepanun 9 wmroms 2012 1., peructpamuoHHbii Ne 24852) ¢ M3MEHEHUSIMH,
BHECEHHBIMU TNpHKa3aMu MuHHCTEpCTBa 31paBooxpaHenus Poccuiickoii @eneparm 0T 25 ceHTabpsa 2014 r.
Ne 557H (3apeructpupoBan MunuctepcTBoM toctuiun Poccuiickoit ®epepaumu 17 nekadbps 2014 r.,
peructparmonnbiid Ne 35201), ot 7 uona 2020 r. Ne 686H (3apeructpupoBad MUHHUCTEPCTBOM IOCTHIIMH
Poccuiickoit ®eneparuu 10 aBrycra 2020 r., perucrpanuonssii Ne 59225), o1 24 wiroHa 2025 r. Ne 364H
(3apeructpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit @enepanuu 5 asrycra 2025 r., perucTparyioHHbIN
Ne 83136).

3 MyHkThl 32 - 49 Tlpasu.

*YacTb 3 ctatbn 96 denepanbroro 3akona ot 21 HosGpst 2011 r. Ne 323-®3 "O6 0CHOBaX OXpaHbI
310pOBbs rpaxkaad B Pocculickoit @enepanun’.

> MoanyHKT "e" nyHkTa 6 IpaBu.
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® MoanyHkT "a" nyHkTa 7 Ipasw.

MpunoxeHune Ne 1

K [Nopsgky npoBeaeHUsi OLeHKU
COOTBETCTBMUA B (pOpMe TeXHUYECKUX
MUCNbITaHUW, TOKCUKONTOrMYECKUX
nccneaoBaHWUN, KMTMHUYECKUX UCNbITAHUN,
MeOULUMHCKUX U34enun B Luensx
rocyaapcTBeHHOM perucrpauum
MeAUNLMHCKUX U3aenumn,

yTBepXaeHHoOMy npukasom MuHucTepcTBa
3apaBooxpaHeHus Poccuiickon ®epepaumm
oT 13 masa 2026 r. Ne 421H

PekomeHayembin o6pasel,

HaMMeHOBAHME MCIBITATEJIbHOM OopTaHM3alMKu, alpec B Opelejiax MecTa HaxXOXIeHUS
VCHHTAaTENIbHOY opTraHu3almMy, HoMep TejieboHa, DSJIeKTPOHHAas IouTa, CChEJIKa Ha
OGMUMAJILHEIM CaWT MCIHTATEJIbHOY opraHu3aluu B
MHOOPMALMOHHO-TEJIEKOMMYHUKALIMOHHON ceTu "VIHTepHeT", yHMKAJIbHBIM HOMEP
3anmcy o0 akKKpemuTaluuy B peecTpe aKKPpeIMTOBAHHEBEIX JIMII

YTBEPXIAIO

PYKOBOIUTEJbL UM MHOE YIIOJIHOMOUEHHOE
PYKOBOIUTEJIEM MCIBITATEJILHOM
opraHmM3aumumM JmMuo, GaMmuinsg, MMS M OTUeCTBO
(mpm HamMuumM), OOINMCH, IledaThb
(mpu HaAAMUMU)

o 20 .

MIPOTOKOJI TEXHUUECKUX WUCIHIHTAHUM e
MEIMLMHCKOTO M3OeJMA MM MEeIMLMHCKOIO M3OeNMA IOJ4d OMATHOCTUKM in vitro

[ToJIHOE HAMMEHOBAaHME, ampecC MeCTa HaxOXIeHUs, HoMep TejeboHa, DIEKTPOHHAS
rrouTa IpomM3BOOMUTEIA (MBI‘OTOBMT@J’[H) MeIOIMILIVMHCKOI'O mz3nejmmda mnimn
YIIOJIHOMOYEHHOT'O IIpenCTaBUTEJIA IIPOM3BOIOUTEIA (MSI‘OTOBMTGJ’IH) MeIVMIVMHCKOI'O

U3OeJUS :

HamMeHOBaHME MEeOULMHCKOTO M3OeJIUA:

Momesb (Mapka) MEeOMIIMHCKOTO M3IEJIUS:

OaTa npencrTaBJieHUMS MEIMULMHCKOTO M3OEJ Vs B AaKKPEeOMTOBAHHYI B HAIMOHAJBLHOM
CUCTEME aKKpeIMTalUMM MCIHTATEJbHYIO JnabopaTopuio (ueHTP) (majee -
VCIIBITATEeJIbHada OpI‘aHMSaLL]/[H) B IHeJjiax HpOBe,HeHMH TEXHNUUECKUX ]/[CHE)I'I‘aHM]Z!

IaTa OpreMa MCIOBEITATEJIBHOM OpraHmu3auMer MEeOMLUMHCKOTO M3IOeJIMA:

[lepron npoBeneHMA TEeXHUYECKUX MCIETaHUNA:

Anpec NpoBeIeHMs TEXHUYECKUX MCIBITaHMI:

[I[popepka MEIMLMHCKOI'O M3OeJMsa Ha COOTBETCTBME TpPpeOOBaHMAM IIPUMEHMMEIX
OOKYMEHTOB HALMOHAJIBHOM CMHMCTEMBl CTaHOAPTM3aUUM M TEXHMUECKOM IOKyMEeHTalUM
NpoM3BOOUTENS (M3TOTOBUTEJNA) MEOMLUMHCKOTO M3IOEJIMA:

3akJod4eHre O COOTBETCTBUM MENUUMHCKOTO WU3medmud TpeOOBAaHUAM IPMMEHUMBIX
IOOKYMEHTOB HALMOHAJIBHOM CUCTEMBl CTaHOApPTU3aLUM M TEXHMUECKOM IOKYyMeHTAalWM
NPpOMU3BOOUTENA (M3TOTOBMTEJA) MEAMLUMHCKOTO M3IOEJIUA:

JornoJjHuTebHasa MHOoOpMaLMA:

1. Obume nDaHHEBE:

oOBeKT UCIIEITaHUSA, IIPOMU3BOOUTETIb (M3TOTOBUTEIL)
MEeIMLIMHCKOT'O u3nenms, ampec IPOU3BOOUTENS
(Mm3TOoTOBUTENIA) MEOMLMHCKOTO u3nenmsd, HaVMeHOBaHMe
(HaMeHOBAaHMS) (c TpaHCcAUTepalLuen) IPOMBBOIACTBEHHOM
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JIOWAaIKY (NPOU3BOAOCTBEHHEIX I1JIOWAINOK) , anpec (ampeca)
MecTa ee (MX) HaxXOXIeHHud, aIpec IIpueMa MeIMUMHCKOIO
nUsIenuns, HaVWMeHOBAHME NPEelCTaBJIEHHOT'O Ha TeXHUUYeCKMue
VCIIEITAaHMS MEeIUMLMHCKOTO UIIeJIUI

2. Kparkoe omnmMcaHme, Ha3HaueHUe, obJylacThb IpUMeHEeHU S M OCHOBHEIE
XapakKTEPUCTUKY MEeIMLUMHCKOTO M3OeJIMA:

3. IllepeyeHb OOKYMEHTOB, IPEIOCTABJIEHHHX Ha TEeXHUUECKME MCILITaHUA:

4. Ilpouenypa TEeXHUUECKUX MUCIBITAHUN:

YCIJIOBVA INPOBENEHMA TEXHUMUYECKUX UCIIEIT aHUM

5. MeTOonsl TEXHUUYECKUX WCIBEITaHUM :
6. CBemeHusa oO YIIOJIHOMOYEHHOM pykroBOOMTEIIEM UCHBEITAaTEJILHOM OpraHM3aumum
Jmie, IpOBOIMBIIEM TEXHUMYECKME MCIBITAHMA:

baMmmMsa, MMS M OTUECTBO
(mpy HaIMuuM), HOOJDKHOCTHb

7. CpemcrBa VUBMEPEHUM, UCIBITATEJIBHOE obopynoBaHue, BCIIOMOT'aTeJIbHOE

obopynoBaHMEe U

MaTepnralJlbl, KOTOPEIEe MCIIOJIBE30BAJIMChb J14 IIpoBegeHMA

TeXHUUECKUX MUCIIETAHNUIN :

HauMeHOBaHMue, 3aBOICKOM HOMEP

8. Pel3ybTaTh TEXHUUECKUX WCIIBITaHUM :

9. BHIBOOEL:

MH@OpMaHMH O HOPMATMBHEIX TEXHMNUECKUX Tp@@OBaHMHX
(pa3nen IIPVIMEHMMBIX ITOKYMEHTOB HalMOHAJIbHOM CUCTEME
CTaHIOapT3alumum " TeXHUUECKOM ﬂOKyMeHTaHMM),
pre3syJibTaTheL MCHI:I'I‘aHMIZ, BEIB O IIEL

CoOTBETCTBUE Tpe@OBaHMHM IIPVIMEHVIMBEIX IOKYMEHTOB HaHMOHaﬂbHOﬁ

CTaHIOapTMIzaumm,

HOPMAaTMBHOM INOKYMEHTALUMM, TEXHUUECKOM M SKCIJIyaTalMOHHOM

OJOKYMEHTALIM TIPOM3BOOUTEITIA (M3TOoTOBUTENIA) MEIMLIMHCKOT'O M3Oeus

[TpoumioxeHms :

Homonmucu:

PYyKOBOIMUTEJbE CTPYKTYPHOTO MNOOpas3mdesieHus
VCIBITATEJIbHOY OpTaHU3aLUN

bamMmmsa, MMA M OTUECTBO (IpM HalIMuumM) , OOIONMUCH

OTBeTCTBEHHOE 3a O@OpMHeHMe
IIPOTOKOJIa YIIOJIHOMOYEHHOE PYKOBOIOMUTEJIEM
VICIIEITATEJIEHOM OpraHmM3aumnmM JIMIO

bamMmmsa, MMA M OTUECTBO (IpM HaJIMuuM) , ODOIONMUCH

MpunoxeHwue Ne 2

K [lopsagky npoBeAeHUA OLEeHKU
cooTBeTCTBUA B hOopMe TEXHUYECKUX
MUCNbITAHUN, TOKCUKONOTMYECKNX
uccrnenoBaHUM, KITIMHUYECKUX UCTIbITaHUN,
MeOULMHCKUX u3genun B Lensx
rocyaapcTBeHHOM perucrpauum
MeAULIMHCKUX U3aenum,

yTBepXXaeHHoOMY rnpukazom MuHuctepcTBa
3gpaBooxpaHeHus Poccunckon ®epgepauum
oT 13 mas 2026 r. Ne 421H

PekomeHayembi o6pasel,

HaMMeHOBAHME MCIBEITATEJIbHOM opTaHM3alMKu, alpec B Opelejiax MecTa HaxXOXIeHUS
VCHHTAaTENIbHOY opTraHu3almMy, HoMep TejieboHa, DSJIeKTPOHHAas IouTa, CCHEJIKa Ha
OGMUMAJILHEIM CaWT MCIHTATEJIbHOY opraHM3aluu B
MHOOPMALMOHHO-TEJIEKOMMYHUKALIMOHHON ceTu "VIHTepHeT", yHMKAJIbHBEIM HOMEP
3anmucy o0 akKKpemuTaluuy B peecTpe aKKPpeIMTOBAHHEBEIX JIMII

30.06.2026

YTBEPXIAIO

PYKOBOIOIMTEJIE MIJIM MHOE YIIOJIHOMOUEHHOE

Cuctema F'APAHT 17



Mpuka3 MuHnctepcTBa 3gpaBooxpaHeHust Poccuiickonn Pegepaumm oT 13 mas 2026 r. Ne 4211 "O6

PYKOBOOMTEJIEM MCIBEITATEJIbEHOM OpIraHM3alum
Mo, GaMmiams, MMS UM OTUYEeCTBO
(mpm HamMuumM), OOIANMCH, IledaThb
" Al 2 O iy

MMPOTOKOJI TOKCUKOJIOTMUECKUX UCCJIEIOBAHNIA Nt

[loTHOe HaMMEeHOBaHMeEe, ampeC MeCcTa HAXOXIEHWUs, HOoMep TejieboHa, DIEKTPOHHAS

ImodyTa npoms3BoOgmTeEIIA (M3POTOBMT€HH) MEeIVMIMHCKOI'O mns3nejinga wnin
YIIOJIHOMOYEHHOTI'O IIpelCTaBUTe A nIpom3BoOmUTEIIA (MBPOTOBMTGHH) MEIVMIIMHCKOI'O
mna3neJjimAa .

HamMeHOBaHME MEeOMLMHCKOTO M3OeJIMId:
Momesb (Mapka) MEeOMIMHCKOITO M3IOEJIMUA:
IJDaTa npencTaBJIeHMS MEeOMIIMHCKOIO M3IENMSA B aKKPeIMTOBAHHYI B  HALMOHAJILHOMU

CUCTeMe aKKpeOIMTaluMM MCIETATEJbHYI JabopaTopui (zeuTP) (mnanee -
VCIHTAaTeJIbHasa opraHmu3anmsa) B LeJyax IpOBEeNeHUA TOKCHUKOJIOTHUUE CKUX
MCCJIegOoBaHUM &

IJaTa npmeMa MCHOBHTATEJIBHOM OpTraHM3alMel MeOMUMHCKOTO M3OeJMA:

[lepron NpPOBENEHMSA TOKCUKOJOTUUECKMUX MCCIEOOBAHUM:

Ajpec NpoBemeHMI TOKCUKOJOTMUECKMX MCCIIeIOBaHUN:

[[poBepka MeIMLUMHCKOTO WU3OeJMd Ha COOTBETCTBME TpPeOOBAHMUAM IPMMEHUMBIX
IOOKYMEHTOB HALMOHAJIbBHOM CUCTEMBl CTaHOAPTU3aALUM M TEXHMUECKOM IOKYyMeHTAalWM
NPOMU3BOOUTENA (M3TOTOBMUTEJS) MEAMLUMHCKOTO M3IOEJIUA:

3akJI4eHMe O COOTBETCTBMM MEAMULUMHCKOTO U3OelMsa TpebOBaHMAM [IPMMEHMMBIX
OOKYMEHTOB HALMOHAJIBHOM CMHMCTEMBl CTaHOAPTM3aLUMM M TEXHMUECKOM IOKyMeHTalUMU
NpoM3BOOUTENS (M3TOTOBUTENA) MEOMLUMHCKOTO M3IOEJIMA:

JonoJsiHMUTeJIbHasa MHOOpMaLMA:

1. OBume pJaHHBIE:

OOBEKT MCIEBEITaHUSA, NPOMU3BOOUTEJIL (M3TOTOBUTEJD)
MEIUIMHCKOTO M3OEeNus, aOpecC OPOMU3BOOUTEIS
(MBTOTOBUTEJIS) MEIULMHCKOITO WMBOeJMsa, HaVMMeHOBAaHMUEe
(HamMeHOBaHMA) (C TpaHCAMTepaluelM) OPOU3BONCTBEHHOMU
IJIoWalKM (IPOM3BOICTBEHHEIX ILJIOWAIOK), azpec (azmpeca)
MecTa ee (MX) HaxXOXIeHMd, alpec IpMeMa MeOUIMHCKOTO
n3nesms, HaMMeHOBaHME MPeICTaBJIEHHOTO Ha TOKCUKOJIOTUMUECKHUE
MCCcJeIoOBaHMAa MeIMLMHCKOTO M3Oenud

2. Kparkoe omnmcaHme, HasHa4dYeHue, obJlacTe IPMMEHEHUA M OCHOBHEHE
XAPaKTEPUCTUKM MEIULMHCKOI'O M3OeJIMA:

3. IlepedeHb IOOKYMEHTOB, npencTaBJIeHHBIX Ha TOKCUKOJIOTUUECKHUE
MCCJIeNOBaHUA

4. Tlpouenypa TOKCUKOJIOTMUECKUX MCCIJIEOOBAHUMN :

YCJIOBUS INPOBEeIeHUS
TOKCHUKOJIOTMUECKUX MCCJIeIOBAaHUM
5. MeTonpl TOKCHMKOJIOTMUECKUX MCCJIeIOBAHUM :
6. CBemeHus o006 YIOJHOMOUYEHHOM PYKOBOIMUTEJIEM MCIHETATEJIbLHOW OpIlaHM3alumn
Juie, TNPOBOAMBIIEM TOKCUKOJIOTUUECKME MCCJIEOOBaHMUA:

baMmuimsa, MMS M OTUECTBO

(mpr HaIMuumM), OOJDKHOCTH
7. CpemcTBa U3MEepeHUY, VCHBEITATEJIbHOE obopyrnoBaHue, BCIIOMOT'@TeJIbHOE
obopyInoBaHueE U MaTepMraJtl, KOTOpPHE MCIIOJIb30BAJINCE  IJIsA IpOBENEHUA
TOKCUKOJIOT'MUECKUX MCCJIeIOBaHUM :

HauMeHOBaHMe, 3aBOICKOM HOMEP
8. Pel3yJbTaTH TOKCUKOJOTMUECKMUX MCCIIeIOBAHMUIN:
MH@OpMaHMH O HOPMATVMBHEIX TEXHMYECKUX
TpeboOBaHUAX (pa3mell NPMMEeHVMBIX
IJOKYMEHTOB HaHMOHaﬂbHOﬁ CUCTEeMEBL
CTaHOapTU3aUUM U TEeXHUUEeCKOM
OOKYMEHTAaUUM) , Pe3yJIbTaTh MUCIBETAaHUM,
BBIB O ITHI

9. BEBOIH:

cooTBETCTBUE Tp@@OBaHMHM IIPVIMEHVIMBIX IIOKYMEHTOB HalMOHAaJIbHOM
CTaHIIapTMzaumm, HOpMaTMBHOﬁ JOKyMeHTauum, TEXHUUECKOM U SKCHHyaTauMOHHOﬁ
JOKYMEHTalUVV IIPOM3BOONTEIIA (MBPOTOBMT@HH) MEeIVILIIMMIHCKOI'O M3OeJinAa

[IpntoxeHmA @
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Homonmucu:

PYyKOBOIMUTEJbE CTPYKTYPHOTO MNOOpas3mdesieHus
VCIIBITATEJIbHOY OpTaHU3aLUN

bamMmmsa, MMA M OTUECTBO (IpM HaaIMuumM) , OOIONUCH

OTBeTCTBEHHOE 3a OQopMIIEeHUE
IIPOTOKOJIa YIHNOJIHOMOUEHHOE PYKOBOAUTEJEM
VCIHBEITATEJILHON OpTaHM3alUuuM JIMLIO

bamMmmsa, MMSA M OTUECTBO (IpM HaJIMuuM), HDOIONUCH

MpunoxeHue Ne 3

K [Mopsiaky npoBeAeHNUs OLEHKU
cooTBeTCTBUA B hopMe TEXHUYECKUX
MUCNbITaHUN, TOKCUKONOTMYECKNX
nccriegoBaHUM, KMMMHNYECKUX UCTbITaHUMN,
MeOULMHCKUX u3genun B Luensx
rocyaapcTBeHHOM perncrTpauum
MeAULIMHCKUX N3aenunm,

yTBepxaeHHoMmy npukasom MuHucTepcTBa
3apaBooxpaHeHus Poccunckon ®egepauum
oT 13 masa 2026 r. Ne 421H

PekomeHayembin o6pasel,

HauMMeHOBaHMEe MEeOMLIMHCKOM OopraHM3aluM, aIpec B Ipenejlax MecTa HaXOXIeHUS
MEeOMIUMHCKOM opTraHMs3aluM, HoMmep TejedoHa

YTBEPXIAIO

PYKOBOIMTEJIL WM MHOE
YIIOJIHOMOUYEHHOE PYKOBOIOUTEJIEM
MEOMUMHCKOM OpTaHM3aluum JMLO,
baMmmsa, MMS M OTUECTBO

(mpn HaaMuumM), OOONMCH, IIedaThb
(mpn HaIMuUM)

n n 20 .

AKT
OLIEHKM pPe3yJIbTaTOB KIJIMHMNYECKUX MCIIBEIT aHUM MeIVMLIVMHCKOI'O M3OeJina

Ne or " " 20 T.

HalMMeHOBaHIMe MeIMLUIVMHCKOI'O UM3OeJinA

CocrarJjieH

HaMMeHOBaHME MEeIMLMHCKOM opraHmMsaunuy,

C YKa3aHMeM MecCcTa IIpOoBeldeHUA VICTIEIT aHUM

[IoslHOMOUMSA Ha NpOoBeneHMe paboT O MCHIBETAHUAM.
JInieH3mMsa Ha MEeIMULUMHCKYI IesSTeJIbHOCThL oT " " 20 r. e
CPOKOM IeMCTBUSA

1. B nepumon c " " 20 . nno " " 20 T.

HaMMeHOBaHMe MeOMUMHCKOM OpraHM3aluM, OPOBOIAUEM KIMHUUECKME MCILITaHUSI
IIpOoBeleHa OlLlIeHKa Pe3yJlbTaTOB KIMHMUECKMX MCIETAaHMM B QopMe MCCIeIOBaHUM,

B TOM 4YMCJIEe IIOCpenCTBOM aHajJjlM3a U’ OLEHKMN KIIMHNYECKUMX JaHHBIX (manee -
aHaJM3 M OlleHKa KJIMHMUECKMX IOaHHBIX) , n B (bopme VICTIEIT@HUM C ydyacTmeM
yeJjioBeka (majiee — KIMHUMYECKME MCIBITAaHMSA C ydaCTUeM yeJsjioBekKa)

HeobOxoomMmoe yKasaThb
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HaVMEHOBAHME MEIUIMHCKOTO M3Menus (C yKaz3aHMEeM IIPpMHAaNOJIeXHOCTeN,
HeOOXOOMMEIX IJIS IPMMEHEHMS MEeIMLUMHCKOI'O M3OeJMs MM er'0 MozejieM (Mapok)
10 HalHAUYEHMIO)

IPOM3BOOCTRBA

HAaMMEHOBAHME MNPOM3BOOUTEJIS (M3TOTOBUTEJS) MEIOUIMHCKOTO U3OEJMs,
CTpaHa OIPOM3BOICTBA
B COOTBEeTCTBUM C

HaMMEeHOBAaHME M O0DOO3HAUEHME TeXHUUEeCKOM
U BKCIJyaTalMOHHOM IOOKYMEHTAalMM
2. Jna npoBeleHUS KIMHUUECKUX MUCIEITAHUM [IPeOCTaBJIEHH :

IIepedYeHb IOOKYMEHTOB, KOJIMYECTBO MEOMLUVHCKOIO WM3IOeJINA
3.

HaMMeHOBaHME MEeIMLMHCKOWM OpraHmM3almn
IIpoBee€Ha OLE€HKa pe3yJIbTaTOB KIIMHUMYECKUX UCHOBITaHUM

HaVMMeHOBaHMe
MEIMLMHCKOTO M3OEeNMUs
B COOTBETCTBUM C YTBEPXIESHHOM NPOTPaMMOM KIMHUYECKMX MCIBTaHMN:
3.1.

HauMMEeHOBAaHME MeOMLMHCKOTO mM3menmsa (cC YKas3aHeEM MozmeJsien (Mapox)
MeIMIMHCKOI'O M3neisindgd, MX COoOCTaka " HpMHaJIJ'Ie)KHOCTef/I (HpM HaJ'[MT-:H/H/I) ’
TOBaprI]Z 3SHaK UM MHBEIE CpenCTBa VHIMBMOYyAJIM3AaUMM MEOMIMHCKOI'O M3IOEeJIMAd B
Cllydae MX HaHeCeHMA Ha YIaKOBKY MeIMIVMHCKOI'O V[S,HeJ'H/IH)
3.2.

BUO (BUIOE) MEOULUMHCKOTO U3OEJMS B COOTBETCTBUM C HOMEHKJIATYPHOM
KJIacCcudmkalumem MeIULMHCKUX mu3meini (1)
3.3.

KJlIaCC IIOTEHLUMaJIbHOT'O pHMCKa IPMMEHEHVA MeIMIMHCKOI'O M3OeJjiMd B COOTBETCTBUM

C HOMEHKJIaTYyPHOU KJaccudmralumelr MeIUIMHCKUX U3OeJIUMN
3.4.

CBeIeHMA O IPOmM3BOIOMTEJIE (MBI‘OTOBMT@J’[@) MEIMIIVMHCKOI'O UM3OeJId WIIN
YIIOJIHOMOYEHHOM IIpencTaBMUTeJIe INIPpOM3BOOMUTEITIA (V[SI‘OTOBMT@J’IF{) MeIVMIIVMHCKOI'O
nsgennsa (opuandeckoe JIMLO — IIOJIHOE M COKpAalleHHOe (IpM HaJnduu)
HaVMEHOBAaHMA (C TpaHCIMTepaluMel), OpraHM3alMOHHO-IpaBoras dopma,
UOeHTUOMKALMOHHE HOMEP HaJloToJjlaTesibiiMKa (IOJI9 NPpOU3BOIUTEJIEN
(M3TOTOBUTEJIEV) MEOMIMHCKOTO M3IENMUSA, ABJIAOIMXCHA pe3uleHTamMMu POCCUMCKOM
demepaumu) , ampec MecTa HaxXOXIOEeHMsa, a TakkXe HoMep TenedoHa M ajpec
BJIEKTPOHHOM II0UTH,; QM3MUeckoe JMLO, 3aPeTUCTPUPOBAHHOE B KadeCTBe
VMHIOIVBUOYAJBHOT'O NpedlIpuHMMaTesnsa, - baMuiamda, MMS M OTYEeCTBO (IpM HaduMduu) ,
BUI U PEKBU3BUTH IOKYMeHTa, YyIOCTOBEPAWNIETO JIMUHOCTL, MUIASHTUOMKALMOHHEI
HOMEePp HaJIoToIJlaTelNbliMKka (OJIS NPOM3BOOMTEJIEN (M3TOTOBUTEJIEM) MEeIULMHCKOTO
u3nemsa, SBJISAKIMXCS pe3uIeHTaMu PoccuMickon demepaumu) , amgpec MecTa
XUTenbCcTBa (NpebblBaHMA), a TakkXe HoMep TejedoHa M ampecC BJIEKTPOHHOM TOYUTH
(mpm HaIMuMM)

3.5.
ampec (ampeca) MecTa HAaxXOXIOeHMS MNPOM3BOACTBEHHOM MJIOMAIKU
(MPOM3BOIOCTBEHHEIX IIJIOWAOOK)
3.6.
OCHOBAHMUS MNPOBENEHUS KIMHUUECKUX MWCIHETAHUMN
3.7.
1eJIb NPOBENEeHMUS KIVMHUUECKMUX MCIBTaHUM
3.8.

IlepedeHb HOPMaTMBHO-IIPABOBEIX aKTOB, B COOTBETCTBMM C KOTOPEBIMM IIPOBOIOATCHA
KIIMHMYEeCKMEe MCIIBEITaHMAa
3.9.

3aJa4dl KIIMHUMYECKUMX MWMCIIBIT aHUM
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3.10.

CBeIOeHUsS O MeOMLMHCKOMN OpraHm3almn (moyHoEe HaVvIMeHOBaHMe, aIpeC B Ipenejiax
MEeCTa HaxXOXIeHUd MeIOULMHCKOM OopraHM3aluuy, PEeKBU3NVTHEI JIMIEH3UM Ha
MEIVIIMHCKYK OeATeJIbHOCTLB, CPOK OeViCTBMA TaKou’ JIVLLEH3UN)

3.11.

HHaHMpyeMHﬁ Inepruon IIpoBEeOEHMA KIIMHMUECKMX MUCIBITaHUM
3.12.

CBEeINeHMrs O MNPeldOoCTAaBJIEHHOM Ha KJIMHMUECKME MUCIHTAHUSA MeOULVHCKOM M3OeJIUM
(KkoIMUeCcTBO, HOMEpP cepuM (MapTur) MEeOVLMHCKOTO M3IEeJIMS WM BaBOICKME
HOMepa MEeIMUIMHCKUX MBIOEeJIMM, IaTa IPOM3BOICTBA (M3TOTOBJIEHUS) MEIMLMHCKOITO
nUsmenuns, CPOK TONHOCTU MM CPOK CJYyXOH MEOMUIMHCKOTO M3IeNus ([IpM HaJIUUUN)

3.13.

IIepedYeHb IMpelCTaBJIEHHBEIX Ha KIJIIMHMYECKME MCIIBITAHVMA IOJOKYMEHTOB

3.14.
KpaTKoOe OINMCaHMEe MeOMIIMHCKOIO u3Inenusa (BHEWHMM BUIO, HA3HAUEHUE)
3.15.
bopMa KIAMHMUECKMX MCIBITAaHUN
3.16.
IJIaH KJIMHUUYECKUX MCIBITAaHUMN
3.17.
STAMNHOCTL MNPOBEIEeHUS KIIMHUUECKUX MUCIEITAaHUM
3.18.
obopMIIeHME PEe3YJIbTATOR KJIMHUUECKUX MCIBITaHUM
4.

XapaKTepuCTHUKa MNalMeHTOB (KOJIMYecTBO, I[I0JI, BO3pacT, IOMATHO3), UX
MHQOPMMPOBAHHOE CcoTJlacue

CBell€eHMAd O B3aMMO3aMeEHAEMBIX MEIVMUIMHCKUX U3OEeJIMAX
6.

HapaboTka MeOMUIMHCKOTO M3IENMSA B Yacax B TeUeHMe KIMHUUECKUX MCIBTaHUN,
KOJIMUECTBO M3MEPEHUM, LMKIJIOB CTepuiu3aluum (Ipu HaJIUuduu)

7.
QYHKHMOHaHbHHe KadyeCTBa MEIMIMHCKOI'O M3neJin4g, BQQGKTMBHOCTB eTro
IIPMMEHEHNMHA, IIOKa3aHMA UM IIPOTUMBOIIOKaA3adHMA K €I'0 IIPMMEHEHMIO
8.
BO3SMOXHOCTNM MeIMIVMHCKOI'O M3OeJiMd, KacapmmecCda TOYHOCTU MBMepeHMﬁ,
OJOCTOBEPHOCTNM, BOCIIPOM3BOIOVMOCTINM, HAIOEXHOCTN
9.

DKCIJIyaTalMOHHEE KaueCTBa MEOMUMHCKOTO M3IOEeNMSA, BO3MOXHOCTM YIPaBJIEHUS U
yoo6CcTBO oOOpalleHMsa C HMM, TexXHMUecKasd DBCTeTHKa MeIULMHCKOITO M3IOesusd, eIo
obopMIIeHME, YCTOMUMBOCTL K IOe3MHQeKUMM, CTepuIM3alumn

10.

nHbopmMaluysa 06 OBHAPYXEHHEIX B IPOLIECCE KJIIMHMUECKMX MCIBITAHMY HEeIOCTaTKaX

KOHCTPYKLUMM UM KadeCTBa MEeOMLMHCKOTO M3IeNus (IpM Hajluduy), OCOOEHHOCTU
pafoTH C HMM B IpOlleCcCe SKCIJIyaTaluu

11.

PesyJbTATHE NPOBENEHHEX KJIMHUYECKUX MCIBITAHUM MeIULMHCKOI'O M3OeJMA C
yKaszaHMeM KOoJMYUecTBa MNPOBEIEeHHEIX OOCJeNoBaHMi, onepalmii, OpoLenyp,
aHaJIM30B
12. KpaTkoe M3JIOXKEHME Pes3yJbTAaTOB KJIMHMUECKUX MCIBITaHUM :
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13. BHIBOOH IO pe3yJibTaTaM KJIMHMUYUECKUX MCIBITaHUM :
14. OueHka pPe3yJIbTATOB KJIMHMYUECKUX MCIBITAHUM:

SAKJIIOUEHVE

HaVMMeHOBaHIMe MeIMUVMHCKOI'O UM3OeJiMA

cooTBEeTCTBYeT (He COOTBEeTCTBYEeT) TpebOBaHMAM HOPMATMBHOM HOOKyMeHTalUM,
TeXHUUYEeCKOM u (11r111) DKCIIJIYaTalLUMOHHOM OOKYyMEeHTalUum IpOU3BOOUTEI A
(M3TOTOBUTENISI) MEIULMHCKOTO WM3OesMsa Ha MeIMLUMHCKOe M3IeJiMe, Hal3HAueHUI U
IoKasaHuAM K IIPMMEHEHMIO

IIOOTBEPXIEHE (HEe MNOOTBEPXIeHH) 0e30MNacHOCTb UM 20OeKTMBHOCTL MEIOMIUIMHCKOIT'O
U3Oenms

[IpuiioXxeHmMA :

1. BaxkJoueHMre 06 BTUYECKOU O0BOCHOBAHHOCTH IpoBeneHmns KJIMHUYE CKUX
VCHOBEITAHUY MEeOMUMHCKOTO M3Ienmsa (KOolusd), BbIDAHHOE COBETOM IIO 3THUKe B chepe
obpalleHMsa MeIMLMHCKUX U3OeJuy MHUMHUCTepCTBa 3IpaBoOxXpaHeHusa Poccumckoun
Oemepauum (B Ciiydae I[pPOBeIeHMs KJIMHUYUECKUX VICTIBEIT AHUM c ydJacTueM
yeJioBeKa) .

2. YTBepxIeHHas NporpaMMa KIMHMUECKMX MCIBTaHUM MeIMLMHCKOTO MU3OeJIUd.

3. IIPOTOKOJE KJIMHUYECKMX MCIBITAHMUNM MIM pes3yJbTaTh OLEeHKM M aHalus3a
OaHHEIX, BKJoOUYas I'paduKM, CHUMKM, B TOM UYMCJIE U3 I[IEePBUYHOM MEeOMLUMHCKOM
OOKyMeHTaluuu, IoOTBEepXIalIMe IDaHHEBE KJIIMHUYECKOTO HabJIoIOeHusd,
TaOyJIMPOBAHHEM, CTAaTUCTHUYECKM OOpabOTaHHBIM MaTepHual.

4. JIaHHBE [0 MCIIOJIb30BAHMIO MEIUIMHCKMX M3OEJMM B MEeIOMLUMHCKOM MIPaKTUKeE
(mpm HaIMuMM) .

5. JkcnnyarTaluMoHHAsS OOKYMeHTalM4a NIpPOU3BOOUTEIA (m3TOoTOBUTENIS)
MEOUIIMHCKOTO MU3IEeNIMsa Ha MeOMLIMHCKOEe u3mesive (Komnmus), B CcJydae IopaboTKu
IO pe3yJbTaTaM KJIMHUMUECKUX MCIBITaHUM, (B TOM umMcCIe MHCTPYKUMS II0

MEOUIIMHCKOMY IIPUMMEHEHMI0) MM PYKOBOICTBO IO DSKCIJyaTaluuM MeIMLUMHCKOIO
n3jenmns.
[IpUIIOXEeHUA SABJIAITCH HEOTBHhEeMJIEMOM YaCThb HAaCTOAWEeIro AKTa.

[Mogonwucnm:
PyKOBOOUTENE CTPYKTYPHOT'O HNOIOpasleJIEHUS
MEOUILIMHCKOM OpITaHM3alumn

OOJDXKHOCTL, GaMmuiusa, MMS M OTUEeCTRBO (IpM HaJIWUUMM)

OTBeTCTBEeHHOE 3a obopmIieHMe
aKTa YIOJIHOMOUEHHOE PYKOBOIUTEJIEM
MEOMILIMHCKOM OpIaHM3aluM JIMLO
OOJDKHOCTEL, GbaMuims, ¥MMS ¥ OTUECTBO (IIPM HAJIUUIMN)

' Mpukas MunucrepeTBa 31paBooxpanenus Poccuiickoit denepamun ot 6 mions 2012 r. Ne 4u "O6
YTBEPKIACHUH HOMEHKJIATYPHOH KIacCU(pHUKAINN MEAUIIMHCKUX U3Jenuil” (3apeructpupoBad MUHHCTEPCTBOM
octunun  Poccuiickoit ®exeparnun 9 wmroms 2012 1., peructparmuoHHbii Ne 24852) ¢ M3MEHEHUSIMH,
BHECEHHBIMU TNpHKa3aMu MuHHCTEpCTBa 31paBooxpaHenus Poccuiickoii @eneparm 0T 25 ceHTabpsa 2014 r.
Ne 557H (3apeructpupoBan MunuctepcTBoM toctuiun Poccuiickoit ®epepaumu 17 nekadbps 2014 r.,
peructparmonnbiii Ne 35201), ot 7 mona 2020 r. Ne 686H (3apeructpupoBad MUHHUCTEPCTBOM IOCTHIIMH
Poccuiickoit ®eneparuu 10 aBrycra 2020 r., perucrpamuonssii Ne 59225), o1 24 wiroHa 2025 r. Ne 364H
(3apeructpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit @enepanuu 5 asrycra 2025 r., perucTparyioHHbIN
Ne 83136).

MpunoxeHue Ne 4

K [Nopsagky npoBeaeHUs OLeHKU
COOTBeTCTBUSA B hopMe TEXHUUYECKUX
MUCNbITaHUN, TOKCUKOJTOrMYECKNX
nccnegoBaHUN, KMMMHUYECKUX UCMbITAaHUN,
MeOULUMHCKUX U3aenumn B Lensx
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rocyaapcTBeHHOM perucrpauumm
MeAUNLMHCKUX U3aenuu,

yTBepXaeHHOMYy npukazom MuHucTepcTBa
3apaBooxpaHeHusi Poccuickon ®epepaumm
oT 13 mas 2026 r. N2 421H

PekomeHpyembi ob6pasel

HaMMeHOBAHME MEeIULIMHCKOM OopraHM3auuy, ajgpec B IpelnejlaxXx MecCTa HaXOXIEeHNMA
MEIMLIMHCKOM OopraHM3alnumMmM, HOMEP Teﬂe@OHa

YTBEPXIAIO

PYKOBOOUTEJIb WM MHOE
YIIOJIHOMOUYEHHOE PYKOBOOUTEJIEM
MENVUIMHCKOM OpIraHM3aluumu Jnlo,
bamMmmsa, MMA UM OTUECTBO

(mpu HaIMuuwM), OOIONMCH, IIedaThb
(mpr HaIMuUM)

n n 20 .

AKT
OLIEHKM PEe3yJIbTATOB KIVMHUUECKMX MCIHTAaHUM MEeOVLMHCKOTO M3OeJIUI
OJid OMAarHOCTMKM 1n vitro

Ne or " " 20 T.

HalVMMeHOBaHIMe MeIMLVMHCKOI'O UM3OeJiMA

CocTarJjieH

HaMMeHOBaHME MEeIMLMHCKOM opraHmMszaunny,

C YKa3aHMEM MecCTa NpOBEedeHMA KIIMHUMYECKUX VICTIEIT aHUM

[IomHOMOUMS Ha IIpoBemeHMe paboT MO KJIMHUUECKMM MUCIBTAHUSIM.
JInlieH3mMsa Ha MEeIMUMHCKYI IesSTeJIbHOCThL oT " " 20 . N
CPOKOM IeMCTBUSA

1. B nepmon c " " 20 . o " " 20 T.

HalMEHOBaHMe MeHMHMHCKOﬁ OopraHmM3aunm, HpOBOHHmeﬁ KIIMHMYEeCKMEe MCIIBITaHMAa

InIpopeneHa OLEeHKa pre3sysirTaTOB KIIMHNYECKUMX MCHHTaHMﬁ, IIPOBENEHHBIX B
na6opaTopHHX YCIIOBUMAX C IIPVIMEHEHMEM o6pa3u0B 6MOMaTepmana IIallMeHTOB,
B34TEIX B xXxonoe JIeuyeOHO—OIMAaTHOCTUUECKOT O rnpounecca (manee -

KJIMHMKO-JIabOpaTOPHEIE MCIBEITAaHMA)

HaVMMeHOBaHVe MeIMIIVMMHCKOI'O UM3neJiMd IOJId IOVMAaT'HOCTUKU in VitrO (C YKasaHMeM
HpMHaﬂﬂeXHOCTeﬁ, HGO@XOHMMHX OJIdg HpMMeHeHMH MeIMIIVMHCKOI'O M3neJind Mjinm €10
MonmeJiey (MapoK) IO Has3HAYEHMO)

IPOM3BOOCTRBA
HaVMEHOBAHME IIPOMUIBOIUTENS (M3TOTOBUTEJIS) MEIMLMHCKOTO M3OeJMUsS
OJiS IMarHOCTUMKM in vitro, cCcTpaHa NPOMBBOINCTRBA

B COOTBEeTCTBUM C

HaMMEHOBaHMe M OOO3HAUeHMVEe TEexXHUUEeCKOMU
M BKCIUIyaTalLUMOHHOM IOKYMEHTALUM
2. s npoBeneHUs KIIMHUKO-JIAOOPATOPHHEX MCIHTAHUM NPEIbABIJIEHE:

nepequb IJOKYMEHTOB, KOJIMYEeCTBO MEeIMIVMHCKOI'O M3OeJiMd IOJid IOMAaT'HOCTUKU in
vitro
3.

HaMMeHOBaHMEe MeIMLMHCKOM OpraHmM3alumnm
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NpoBeIeHa OlleHKa Pes3yJIbTATOB KJIMHUKO-JIaO0PAaTOPHEIX MCIIEITaHUM

HaMMeHOBaHUe
MEeIMUMHCKOTO M3IeJINA
OJid IOMarHocTuMkM in vitro
B COOTBETCTBUM C YTBEPXISHHOMW MNPOTPaAMMOM KIMHUKO-JIAOOPATOPHEIX MCIILTAHUN
3.1.

HaMMeHOBaHMEe MEeOUUMHCKOTO M3menusa (C ykKaszaHueM MomeJieM (Mapok)
MEeOMIIMHCKOI'O M3IOeJMda, MX COCTaBa M IPMHAIJIEXHOCTEeM (IpM HaIMuum) ,
TOBAPHEIM 3HAK M MHEE CpelCcTBa MHIOMBMIAYyAJIM3AUMM MENUUMHCKOI'O M3OENMS B
cliydyae MX HaHeCeHMsSa Ha YHNAaKOBKY MEeIMIMHCKOTO MIOesMs)
3.2.

BUO (BUIOB) MEIOMLUMHCKOID'O M3IOEJNIMA IOJIS OMAaTHOCTUKM 1n Vitro B COOTBETCTBUM C
HOMEHKJIATYPHOM KJlacCudMKaluMer MeOUUMHCKUX manesum (1)
3.3.

KJIACC MNOTEeHUMAJBLHOTO PMUCKa NIPUMMEHEeHMS MEeIMULMHCKOTO MI3OeNaus OJisd
OVMATHOCTMKM 1in vitro B COOTBETCTBUM C HOMEHKJIATYPHOM KJjaccubrkaimen
MEeIMLUMHCKUX WUIOEJIUN
3.4.

CBeIeHMsa O NpoM3BOoIUTeJIe (M3TOTOBUTEJIE) MEIMUUMHCKOTO MU3OeNMd IOJid
IOIMATHOCTMKM 1in vitro mMiay yNOJIJHOMOYUEHHOM MPENCTaBUTEJIE IPOM3BOOUTEJIS
(MBTOTOBUTENSA) MEOULMHCKOTO MI3OENMS OJsS OUMATHOCTMKM in vitro (opuomyeckoe
JIMLIO — IIOJIHOE UM COKpalleHHOe (IpM HalMuMM) HaMMEHOBAaHMSA (C
TpaHCIUTEepaluueln) , OpraHM3alMOHHO-NpaeoBas ¢opMma, MOSHTUOMKALMOHHEI HOMED
HAJIOTOIJIaTeJIblIiMKa (OIS NPOM3BOOUTEJIEM (M3TOTOBMUTEJIEN) MEIMLMHCKOI'O
nsjenusa nJjg OMarHOCTUMKM 1in vitro, 4BJISOUMXCS pesuIeHTaMu PoCCUMCKOM
demepaumu) , ampec MecTa HaxXOXIeHMsa, a Takxke HoMep TejnedoHa M ampec
BJIEKTPOHHOM IOUYTH; QUIMUECKOoe MO, BaperMCTPUPOBAHHOE B KaueCcTBe
VHIOVBUOYAJBHOTO NPEenIpMHMMAaTENS — (aMuUiIMsa, MMS M OTUeCTBO (IpM HaJIWU4UUU) ,
BUI M PEKBUBUTH HNOKYMEHTa, YIOOCTOBEPANIEIO JIMUHOCTL, MISHTUOUKALMOHHEMI
HOMEp HaJIoToIJlaTeJlbliMKa (AN OPpOM3BOOUTEJIEM (M3TOTOBUTEJIEN) MEeIMLMHCKOIO
nsjenmsa nJjg OMarHOCTUMKM in vitro, 4BJISOLMXCS pesuIeHTaMu PoCCUMCKOM
denepaluun) , alpec MecTa XUTeJIbCTBa (npebbBaHMUA), a TakKxe HoMep TejedoHa U
ampec BJEeKTPOHHOM INOUTH (IpM HaJIWU4dMM)

3.5.
ampec (ampeca) MecCcTa HaxXOXIEHMS NPOM3BOIOCTBEHHOM IIJIOWAIKU
(MPOMB3BOOCTREHHEIX I1JIOMAIOK)
3.6.
OCHOBAHUSA NPOBEINEHUS KJIMHUKO-JIaOOPaTOPHEIX MCIBEITaHUM
3.7.
1eJib MNPOBeIEeHUsa KIMHUKO-JIabOPaTOPHHX MCIHTaHUNM
3.8.

repeyeHb HOPMATMBHO-IIPABOBHX aKTOB, B COOTBETCTBUM C KOTOPHEMM IPOBOISTCSH
KJIMHUKO-J1a00paTOPHLIE MCIHHTAHUSA
3.9.

CBeIEeHMSA O MeIMUMHCKOM opraHM3aluMu (II0JIHOe HaMMeHOBaHMe, PEeKBUIUTEHL
JIMLUEH3UM Ha MeOMUMHCKYK HOedTeJIbHOCTb, CPOK IEeMCTBMUA TakoM JMLUEeH3UM (Ipu
HaJIMUUM)

3.10.

MecTO (MecTa) u3MepeHMM (aHaamMsza), OPOBOIMMEIX B paMKax
KIMHUKO-JIabDOpPaTOPHEIX MCIBTAHUM (ecyM He CcOoBIlalaeT C ampecoM MecTa
HaxXOXIEeHUS MeIOULMHCKOM OpITaHM3aluM)
3.11.

CBeIeHUsa O MNPenNoCTaBJIEHHOM Ha KJIMHUKO-JIabOopaTOpHBE MCIBTAHUS MeIUIIVHCKOM
UBOeaUKY OJiS OMATHOCTMKM in vitro (kKojgmMuecTBO, HOMEp cepuy (mapTum)
MEOMLUMHCKOTO M3IeNMs IJid IMAaTHOCTMKM in vitro mim 3aBOAOCKME HOMepa

MEeIUUIMHCKUX MB3OENUY IOJIS OMATHOCTMKM in vitro, maTa HOpPOM3BOACTBA
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(MBTOTOBJIEHMS) MEOMUMHCKOTO M3IOeNMs IJIS OMATHOCTMKM in vitro, cpok
TOOHOCTM WMJIM CPOK CJIyXOB MEeIMUIMHCKOT'O M3IOEeNUs IJiS OIMAarHOCTUKM in vitro
(mpm HaIMuMM)
3.12.

epedeHb IOOKYMEHTOB, KOTOPEE NPeNCTaBJISTCA IJid [IPpOBeIeHMd
KJIMHUKO-J1aB0paTOPHEX MCIIETAaHUNA
3.13.

KpaTKoe ONMCaHMe MEeOULUMHCKOTO M3IOeNrs IJiS IMATHOCTUKM in vitro (BHemHwW
BUI, HasHaueHUue)
3.14.

TeXHUYECKMEe XapaKTePUCTUKM MEIULMHCKOI'O M3OeNusa OJ8 OMaTHOCTMKM in vitro
3.15.

IOoKa3aHusa UM OPOTUBOIOKABAHMSA K NIPUMEHEHUN MEeIMIMHCKOTO M3OeNMrs BKJIIUad
CBEINEeHMs O BOS3MOXHEIX OCJIOXHEHMSX 3abojieBaHMsa y MHalMeHTa OPU IPVMEeHEeHUM
MEIOMUVMHCKOI'O MB3IeJiMda IOJS OMAaTHOCTUMKM 1n vitro

3.16.
bopMa KIIMHUKO-JIAOOPATOPHEIX MCIBTAHUN
3.17.
IJIaH KJIMHUKO-JIaDOPaTOPHEIX MCIIBITAaHUM
3.18.
MeTOOMKAa KJIMHUKO—-JIaOOPAaTOPHEIX MCIBITAaHUN
3.19.
obopMIIeHME BEBOLNOB PE3yJIbTATOB KIMHUKO-JIaDOPATOPHBIX MCIIBITaHMUNA
4.
XapaKTeprCcTUKa MaTepualla
5.
CpaBHEeHME O QYHKLMOHAJIBHEIX XapPaKTEePUCTMKAX MEOMUMHCKMUX M3OEeJINN,
NPVMEHABIMXCSA B pPedepeHTHOM MeTOoIMKe (NpM HaJIMUMM)
6.
byHKIUMOHaNbHEE KadecTBa MEeIMUMHCKOTO mu3meiusa, 300eKTMBHOCTBL €TI0
IPMMEHEHM, [IOKa3aHMA M NPOTMBOINOKABaHMA K €U0 NPUMEHEHU
7.

BO3SMOXHOCTNM MEeIMIVMHCKOI'O M3OeJiMd, Kacapmmecd TOYHOCTU M3MepeHMﬁ,
JOCTOBEPHOCTNM, BOCIIPOM3BOIOVMOCTINM, HAIEXHOCTN
8.

OKCIIJIyaTalMOHHEIE KadecCcTBa MEOMUMHCKOI'O M3OeJiMd, BO3MOXHOCTHM YIIPABJIEHUMA U

YHOGCTBO o6pameHMH C HIVM, TeXHMnuUueCKasda SCTeTHMKa MeIMIVMHCKOI'O m3nmeJinmda, eIr0

obpopmMmiieHMre, CTaOMIIBHOCTE M3OENMI IPU DBKCIJIyaTaluM B YCJIOBUAX NPAKTUYECKOM
JabopaTopun

9.

nHpopMaumsa o6 OOHAPYXEHHHX B NpOolLecce KIMHMYECKMX MCIOETaHMM HemocTaTkax

KOHCTPYKLUUM M KadeCTBa MEOMILIMHCKOIO MU3IZenusa (IpM HaJIuuuM), OCOOEHHOCTHU
paboTH C HMM B MpPOlLleCCe 3KCIIlyaTaluu

10. KpaTkoe MBJIOXKEHMNE Pes3yJIbTAaTOB KJIMHUKO-JIADOPAaTOPHBIX MCIILITaHMN

11. BHBOZIH MO pPe3yJibTaTaM KJIMHUKO-JIaOOPaTOPHEIX MCIHTAHMUIN :

12. OueHKa pPe3yJIbTAaTOB KIMHUKO-JIabOpPaTOPHBIX MCIIBITaHWM :

SAKJIIOUEHNE

HaMMeHOBaHME MEOVLIMHCKOTO M3IOEeNUs IOJIsS IMAaTHOCTMKM 1in vitro

COoOTBEeTCTBYyeT (He COOTBETCTBYET) TpeBoOBaHMAM HOPMATMBHOM HOOKYyMeHTAalMUM,
TeXHUUYECKOM u (1m1r11) BKCIIJIYAaTAaUMOHHOM OOKYMEeHTAalUMM, a TaKxe
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IIPEeEOHaA3HAUEHHOMY IIPOM3BOOMTEIJIEM (MSI‘OTOBMTGJ’IGM) MEeIMIMHCKOI'O M3neJind IJIA
IVMaT'HOCTUKU in vitro IIPVMMEHEHMIO M IIpenjiaraeMbIM VIM MeTOIaM MCIIOJIE30OBAHMA

[MONTBEPXIEHE (HE MOOTBEPXIEHH) Oe30MaCHOCTb UM 3bOeKTUBHOCTL MEOMLMHCKOT'O
U3Oenmsa OJjsa OMaTHOCTMKM 1n vitro

[IpuiioXxeHmMA :

1. YTBepxIOeHHasa OporpaMMa KJIIMHUKO-JIAOOPATOPHBEIX MCIBITAHUM.

2. TIPOTOKOJIEl KJIMHMYECKMX MCIBITAHMM WMIM PpPes3yJbTaTE OLEHKM U aHajlmsa
IOAaHHEIX, BKJoOYad I'paduKM, CHUMKM, B TOM UYMCJIe W3 I[IEePBUYHOM MEeOMLMHCKOM

OOKyMeHTaluuu, oOTBEepPXIanluMe IOaHHBIE KJIMHUYECKOTO HabJoneHus,
TaOyJIMPOBAHHEM, CTaTUCTUUYECKHU obpaboTaHHBM MaTepmall, rnacropra Ha
MCIOJIb30BAHHBIE My3eMHEIE TeCT-UTaMMbI M MHBIX KOJIJIEKLUM IaTOTEHHBIX

MUKPOOPTaHU3MOB U O0OpPa3LO0OB, I[IOJYUYEeHHEX I'€HHO-MHXEHEPHBIM CIOCODOM.

3. JaHHEE II0 MCIOJIb30BAaHMUI MEeIMIMHCKUX MBIEeJIUMM IJIS OMATHOCTUKM in vitro B
MEeIVMUMHCKOM NPpakKTUKe (IpU HaJIMuUM) .

4. 3SxchnjayaTaluMOHHAS OOKyMeHTalumsa IPOU3BOOUTEI I (MsTOoTOBUTENA)
MEIMLMHCKOT'O M3OeNMs OJS OMAaTHOCTMKM in vitro Ha MEeOIMUMHCKOE M3IeyiMe IJisg
OVATHOCTHMKM 1in vitro, (B TOM uUMCJIe MHCTPYKUMS 10 MEOULMHCKOMY IPUMMEHEHMIO)
WY PYKOBOICTBO II0 BKCIUIyaTaluuy MeOUUMHCKOTO M3IOeJMUS IOJid OUATHOCTUKM 1n
vitro.

[IpnJIOXeHMS SABJSIOTCH HEeOTBHEMJIEMOM YaCThI HacTosAmero AKTa.

Homonmucu:
PyxkoBomuTesip CTPYKTYPHOI'O NOOpa3nOeJIeHUA
MEeOMIIMHCKOM OpITaHM3alun

OOJDXKHOCTE, GaMmuinusa, MMS M OTUECTBO (IPpM HAJIWUYMM)

OTBeTCTBEHHOE 3a OQopMIIEeHUE
aKTa YINOJIHOMOUEHHOE PYKOBOIOUTEJIEM
MEOMIIMHCKOM OpIaHM3alKuM JIMIO
OOJDXKHOCTE, GaMuiausa, MMS M OTUECTBO (IpM HaJIWUMN)

' Mpukas MunucreperBa 31paBooxpanenus Poccuiickoit ®enepamun ot 6 mions 2012 r. Ne 41 "0O6
YTBEP)KACHUN HOMEHKIATYPHOH KiIaccU(pHUKaIUK MEAULUUHCKUX HU3Jenuil” (3apeructpupoBad MHHHUCTEPCTBOM
toctuniua  Poccmiickoit @enmeparuu 9 wrons 2012 1., peructparuonsaeiii Ne 24852) ¢ W3MEHEHUSAMH,
BHECEHHBIMU TIpHKa3zaMu MHUHHCTEPCTBA 3IpaBooXxpanenus Poccuiickoit @enmeparin OT 25 ceHTs0psa 2014 r.
Ne 557H (3apeructpupoBan MunucrepcTBoM roctuuuu Poccuiickoit ®enepaumn 17 nekadps 2014 1.,
peructpanuonubiii Ne 35201), ot 7 nonga 2020 r. Ne 686H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIUH
Poccuiickoii @enepanmu 10 aBrycra 2020 r., peructpanuonusiii Ne 59225), o1 24 unioHga 2025 r. Ne 364H
(3apeructpupoBad MuHucTepcTBoM roctuiiuu Poccuiickoit @enepanmu 5 aprycra 2025 T., perucTparioHHbINH

Ne 83136).
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