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1. HABHAYEHHE W OBJIACTb IIPUMEHEHHWS

1.1. Haznauenue monoxKeHus 0 KIMHUYECKHX HCITBITAHUIX MEIUIMHCKUX H3JCIHH (KIHHHYEe-
CKHX MCITBITAHMSIX) — ONpPE/IeNICHHE TTOPS/Ka Opraiu3aliii U NpoBeIeHUs B Y HUREPCUTETE KIWHHU-
YCCKHX HCHBITATHA MCIMIIHHCKUN W3S M MCIMITMHCKHX W31CIHH JUTH JIMArHOCTHKHM 1N VILro.

.20 Hozomenne spasceres o083aTe,IbHbIM JUIsE COOITIO/ICHUS BCEMH CTPYKTYPHBIMH 10, (pa3jic-
JCHUSAMH M TUIAMM. YHACTBYIOHHMH B ITPOBC/ICHHM KJIMHUHMCCKHX UCIBITAHUH MEJIMUHHCKHX H31C-

JIHH.

2. TEPMHWHBI H ONIPEJAEJIEHUSI
B nacrosiem ITonoxkennn nenosib30Banbl ClIEYIONHE TEPMUHBL U OTIPE/ICIIEHHSL:
AKT OHECHKH PE3yjbTATOB KIAHHHYECKHX HCHLITAHNIT MEAUIHMHCKOI0 H3Je/JHd - JIOKY-
MEHT, COJIEp’Kall|il ONMCaHKHe, PE3yJIbTATEI U OLEHKY KJIMHHYECKHX HMCIBITAHHH 1OCIe MX 3aBep-

IHICHHA.

Komucenst mo KAHHIYECKHM HCHBITAHUAM — BPEMCHHBIH TPYJAOROH KOIJICKTHRB. CO3aHHbIH
H3 UHC K ORCHEPTOR. VEBCPIR ICHTTBIN p.’.lt‘llﬂpﬁ}i\'&‘llll\.‘.\l peKTopa }"IIHHCDCH'I‘C'I'E.I HJIN pacllopsazKCHH-
CM IpOpCKTOpa 110 Hi]_\“illﬂii pu()mc H HlIHOHQIU‘]UIIIIUH JCHTCIILHOCTH  JUTd HCHTOCPCICTBCHHOI'O
HPOBE/ICHUST KIMHHYECKUX UCIHTBITANNI ME/IMIIMHCKOTO W3/1e/ns Ha Oa3ze Y HUBEpPCHTETA.

Meannnueroe u3eane - o0 HICTPYMEHTLL annaparsl. npudopel. obopyloBatue. ma-
TCPHAIBL W [IPOYHE H3JICIHS. IPHMCHICMBIC B MC/IMIIMHCKUN HEISIX OT/IC/IBHO HJIH B COUCTAHUH
MeKay co0oi, a TaKKe BMECTE ¢ JIPYTHMH NPUHAJUIEIKHOCTSIMH, HEOOXOAUMBIMH JJI8 TIPUMEHEHHS
YKa3aHHBIX H3JCJIUH 110 HA3HAYCHHIO, BKIIIOYAs CICIUAILHOE NporpaMMHoe obecrieuenue, 1 mpe/i-
Ha3HAUYEHHBIC TTPOU3BOJMTENEM IS NPOHIIAKTHKH, JHATHOCTHKH, JICUCHHUS U MEAMIMHCKOH pea-
6“.]’[1‘['[‘21][111'{ fiﬂ6().‘lCBﬂllI’Iﬁ. MOHHTOPHHI'a COCTOAHWUSA OpraHr3Ma HCJIOBEKa. IMPOBCJICHUSA MC/IMIIHH-
CKUX HCCIIC/I0BaHHi. BOCCTAHOBICHHS. 3aMCHICHUSA. U3MEHEHHS aHATOMMUYUECKOH CTPYKTYpbl WIIH
(Qrsponornucekux  Gyukiuni  oprauuiMa. npesloTBpaleHds WM 1IpepbiBaing  OEpEeMEHHOCTH.
(VHKIHOHATBHOC HAZHAYCHHC KOTOPBIN HC PCaIH3VeTes HyTeM (hapMakoI10rHyecKoro. MMMYHO10-
FUHCCKOTO. TCHCTHHCCKOTIO Wi MeTA00IMHCCKOT0 BO3/ICHCTRIS HA Opraun3M uesjoseka. Me imn-
CKHC M3JIC/IMS MOTYT MPH3HABATLCS B3aHMO3aAMCHIEMBIMU. €C/IH OHHU CPABHUMBI 110 (PYHKIIMOHAIb-
HOMY HA3HAUCHHIO. KAYCCTBCHHBIM M TEXHUUYECKHM XapaKTEePHCTHKAM M CIIOCOOHBI 3aMEHUTH JpYT
Apyra (cr. 38, ®enepanbhblii 3akod ot 21.11.2011r. No323-®P3 "O6 ocHOBax 0XpaHbl 3/10POBbS
rpaz;/iad B Poccuiickoit denepanun™).

HenpeasujieHnoe cepbe3Hoe HeOJIATONPUATHOE (HEKEAATEIBHOE) BO3/ICIICTBHE H3/1e/ s

(unanticipated serious adverse device effect; USADE) - cepbe3noe HeONaronpusTHOe BO3JCHCTBHE
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M3JICTIHA, XapakTep, CTENCHb BIMAHUS, TAKECTh WIH IOCJIEACTBHS IIPUMEHEHHS KOTOPOro He ObuIH
HICHT(UUMPOBAHbI B TEKYIICH/IeHCTBYIOIIEH BEPCHH OTYETA 110 AHAIM3Y PHCKA.

[Tpumeuanue - Oxnjlacmoe cepbezHoe HebmaronpusaTHoe BosjelcTsre usjienus (ASADE)
SIBISICTCS BO3JICHCTBHEM. NAPaKTep. CTCHCHb BIHAHHA, TAMKCCTh HIH NMOC/IC/ICTBAA TPHMCHCHHA KO-
TOpOro ObLLIH ll_'lClI'l'l[(')lI]lHPOHLlIIhI B OTHCTC 11O dHATH3Y pUCKA.

[TporpaMvia KANHHYCCKIN HCNBITAHHI/HCCICI0BANNI - COCTABIACTCH 3aSBUTCICM COB-
MCCTHO ¢ MC/IHITHHCKON Opranu3aiieii. ocynecTBIsomeH npoBe/ICHHE KIMHUYECKUX HCIBITAHHI
MCIHITMHCKOTO W3/IC/IHSL. B COOTBETCTBMM ¢ TPeDOBAHUSAMU. YKA3aHHLIMH B TEXHUUCCKOI M IKCILITY-
ATANHONHONH JIOKYMCHTAIMH [IPOU3BO/MTE/IA, a Takke TpeOoBaHHAMH HOPMATUBHON JIOKyMCHTA-
IHH.

3akazunk (opranusanns-paspadoTynk, crnoucop) - GU3NUECKOE HIH IOPHIHYECKOE JIHIIO.
HECYIIIMEe OTBETCTBCHHOCTL M MMEIOIIHE O0A3aHHOCTH 110 HHUIMALIMK HJIH TIPOBE/IEHUIO KJIMHHYE-
CKOr0 MCCJIE/10BaHuS.

[lC.’llr = OCHOBHAA I1C b NPOBCJACHHA KIIHHHUYCCKOTO UCCJIC/I0BAHH .

DRCHEPTHAT KOMUICCHS 110 KAHHIMECKEM HCHBITAHHAM  CO3/1ACTCs PHKA30M peKkTopa
YHHBCPCHTCTA 118 OPEHAHIZAIHH ITPOBCICHHS KIMHHYCCKUN HCHBITAIMH (MCC/IC/10BaHUN). ope/ie-
JACT HPEJICE/1aTeIs U UICHOB KOMHCCHH 110 KJIMHHYECKMM HCIBITAHUAM. KOOP/IMHUPYET KIHHHYE-

CKHE HUCIBITaHMS MEJIMIIMHCKHX H3/ICIIHH.

3. OIIMCAHUE

3.1. OGmue mosiosKeHust

3.1.1. KiimHuveckoe UCIBITAHHE MEJIHIIMHCKHX H3JIeJIHH [IPOBOITCS B (hOpME HCCIie/[0Ba-
HHH, OCYILECTBIISIEMBIX JUlsl OLICHKH Oe30MacHOCTH M YPPEKTUBHOCTH MEAMIIMHCKOTO M3CIHsI HIIN
B 1a0opaTopHbIX YCJIOBUSX ¢ pUMeHeHHemM o0pasiloB dHomarTepraia nanHeHToB, BIMTHIX B X0/1C
ACHCOHO-THAIHOCTHYCCKOIO HPOoIecea (M IMIIMHCKNE W3/1C)IMs ISl JIMarHOCTHKH in vitro).

3.1.20 Hpasosbie OCHOBL! HPOBC/ICHHSA KIHHHUUYCCKUX HCTIBITAHHI MEIHIIMHCKUX H3JICTUH:
Koucruryims Pocenfickoit deiepainn: 1paxciancknii Kojexe Poceniickoil deqtepannn: Tpy,to-
Boit  Kozaexe Poccuiickoit ®eneparmn:  Haunonansnbiit  crangapt Poceuiickoit  Mejepaiiiu
«Hamnexamas kauunueckass npaktuka Good Clinical Practice (GCP)» I'OCT P 52379-2005
(yTRep#AUIeHHBIM TpUKa3oM DelepalibHOrO areHTCTRa 110 TEXHUYECKOMY PEryJIMpOBaHHIO U METPO-
aorun ot 27 centadps 20051, No232-cr1); [Nocranosnenune [pasurenscrsa Poccuiickoit deepaitu
o1 27.12.2012r. Ne1416 «O6 yreepaxaenuu IlpaBus rocy1apcTBeHHOH perucTpaiuyd MeJIHIHHCKUX
usnenuiin; FOCT P UCO 14155-2014 Knunnueckue uccienosanus. Hamrexaras KIHHUYECKast

npakruka: [lpukas Munzapasa Poccnn ot 30.08.2021 N 8851"06 yreepnienun [lopsaka npose-
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JICHUS] OLIEHKH COOTBETCTBHS MEJIMIUHCKUX W3/ B (OpMe TEXHUUECKHUX MCIIBITAHHH, TOKCHKO-
JTOTHYECKHX MCCIICIOBAHUH, KIMHHUECKMX HCIBITAaHWI B 111X rOCY/JapCTBEHHOH perucrpaimu
METMITHHCKHX w3aeauit”™: Yeras Yuusepeurera.

3130 Kimnnueekoe wenuitanue J10/KHO [IPOBOMTHLCS B COOTBETCTBHH € ITHUYECKHMH
NPHHIMIAMH. OCHOBaHHBLIMH Ha XeabCHUKeKoH Jlekimapalini. DTH NpUHIKIBL 3alMIIAI0T paBa 1
00CCTICHHBAIOT OC30MACHOCTL H OIaroHoAYIHE JHO/CH. UTO ABAACTCS HAHDOJICC BAKHBIM aClICKTOM
M JLOJIKHO TIPCBATHPOBATL HIYL HHTEPECAMH HAYKH H 001ecTBa. JTH HPUHIMTILL CJIS/IYCT NMOHUMATD.
cO0110/1aTh U IIPUMEHAThL HA KAKJIOM dTalle KIMHUYECKOr0 MUCCIEI0BaHUs.

3.1.4. Dkcrepraas KOMUCCHS 110 KJIMHHUYECCKHM UCIBITAHUAM OPraiH3yerT U KOOpJAHHHpYET
BCce paboThl, CBA3AHHBIE C IPOBEJACHHEM KIMHHUYECKUX MCIBITAHUI MEMIIMHCKUX W3/ICJIHH B By3e.

3.1.5. DxcriepTHas KOMHCCHS 110 KJIMHUYECKHM HCIBITAHHSIM HA3HAYACTCsl PaclopsimeHuem
pexTopa YHHUBEPCHTETa WM pacrnopsyKEHHUEM MPOpeKTopa rno HayuHoi paboTe M MHHOBAIIMOHHOM
JACATC/ILHOCTH B COCTABE He MEHEEe 3-X YesIOBEK (B TOM HWHCIIE npeJiceiaTens) u cexkperaps 0e3 npa-
Ra TOI0C,

31,6, KOunuucekue Hennpimanus Me IIMHCKHN 13,111 1HPOBOSITCS KOMHCCHEH 10 K-
HHYECKHM HCIIBITAHHAM B COCTABE HE MCHEE 3-X YC/IOBCK (B TOM UMciIe Npe/ceaarelis).

3.1.7. CoctaR KOMHCCHM 110 KJIMHMYCCKUM HCIBITAHUSM Mpejyuiaraeres DKCIepTHOH Ko-
MHCCHEH 110 KITMHUYCCKUM HCITBITAHHAM M VTBCPACIACTCS PACTIOPSIKCHUEM PCKTOPE Y HHBCPCHTCTE
WM PacliopsiKeHHEM TIPOEKTOpa 110 HayuHol padore 1 MHHOBALHOHHOMH JeATEILHOCTH.

3.1.8. Bce cropoHbl, NPUHHUMAIOIIHE YYACTHE B NPOBEACHHH KIHHHYECKOTO MCILITAHHSA.
JIOJKHBI HMETh KBAJTU(PHKAIMIO, TTOJATBEPIKICHHYIO 00yUYEHHUEM, CTAXKHPOBKOH HIIH HAJTHUHEM OIlbI-
Ta BBITIOJIHCHUS 110,100HBIX 3a/1au.

3.1.9. Jlg BICTIOHMCHHS B HHCII0 DKCICPTOBR 110 KJIMHHMCCKHM HMCHBITAHMSAM MEAUIIMHCKHX
H3ICIHH COTPYIHUK YHUBCPCHTCTA 110,1aCT B DKCICPTHYIO KOMHCCHIO 110 KIMHHYECKUM HCTIbITA-
HHSAM TTHCLMCHITOE 3asBICHUC. JICHCTBYIONIHHE CCPTH(PHKAT CHCIHAIHCTA, AKKPEIHTAllHOHHOE Y/10-
CTOBCPCHHC M HHBIC JTOKY MCHTBL 110, ITBCPHS A0 HIHC 00YUCHHL, CTAKHPOBKH M HAJIMUKHE ONLITA Bbl-
MOTHCHHUSA 337144, 10,100HBLIX BBLITOIHCHHIO KAMHHUYCCKOTO HCHbITAHKS,

3.1.10. Tlocae BKJIOUCHUS B COCTAB JKCHICPTOR 1O KJAMHHUYECKHM HCIBITAHHAM MC/HIHH-
CKHUX H3JC/HH COTPYJIHHK JIOJKEH NMPOHTH oOyueHWe [0 BONPOCaM KJAHHHYECKHX HCIIBbITAHWH,
[MOITBEPIK/ICHHOE IOKYMEHTA/IBHO.

3.1.11. Hacrosmee [Toaoxenne yTouHgeTcsi 1 H3MEHAETCSl B COOTBETCTBHH ¢ H3MEHCHHEM
JEHCTBYIONIErO 3aKOHOAATE/bCTBA, OPraHM3allHOHHBIX W 3KOHOMHYECKHX YCJIOBHH NEATENLHOCTH

Yuusepcurera.
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3.2, llopsitok obpamenns opramm3anuy pazpadorauka u ¢xemMa HHHIHALNH HCCIe/10-
BaHHii

3210 Tpu npoBe;iIcHuH KIMHHUYUCCKUX HClbITanui B JOpMe HCCIIe/I0BaHHi U1 MHHIIHALIHH
[TPOBC/ICHNS KIAMHHYCCKHUX HCIBITAHNIT MC/IMIIMHCKNX u3aeauit na Gase YHuBepcuTeTa opraHusa-
HAA-Pa3padOTUUK ME/IMIIHHCKOTO H3/1CHHs (CHOHCOP)  HPC/IOCTARISCT B DKCIEPTHYIO KOMHCCHIO
10 KJUHHUCCKAM HCHIBITAHHUAM CACAYIONHE JIOKYMCHTRL. 0(hopMIICHHbBIC B cooTBeTCTRHM ¢ [lpHKa-
3om Munsapasa Poccun ot 30.08.2021 N 885u "O6 yrepskacuuu [lopsjika npoBeieHHs OLEHKH
COOTBETCTBHS MEJIMIIMHCKUX M3AeIMil B (pOpMe TEXHHYCCKUX UCIBITAHHH, TOKCHMKOJIOTHYECKUX HC-
CJICIOBANMH, KIIMHHYECKHUX MCIIBITAHMI B 11ESIX IMOCYapCTBEHHON PerucTpaiuy MeJIMITMHCKUX W3-

aenui":

o

3.2.1.1. 3asBJICHHE O NPOBCACHHH KJIMHHUYECKHX MCITLITAHHIA;

|
3

2

® e 06]7{1'%![]:! (Uﬁp{i’%t‘ll) MCTHITHHCKOTO H3ICHHs (38 MCKIIIOUMCHHEM MEJTHITMHCKUX M3/1e-
SR U MOHTAAKA (BBO LA B OKCILNATAIHIO) KOTOPLIX TPeOYETes HOJIYUCHHE pa3pellieHuil (JMien-
3HEH ). COBTANNC CHCHHAIBHBLIN YCIOBHH, CTPOMTCILCTBA OT1C/ABHBLIX KAITUTAJILHBIX COOPYKCHHH U
JONOJHHTCILHOIO 00YUYEHHS CTIEIHAINCTOBR, @ B HEKOTOPBIX ClIyHasX - BbI€3/l Ha MCCTO 1PON3BO/1-
CTBA METMIIMHCKOTO H3/1C]THS ):

3.2.1.3. pazpelieHue Ha [POBEJICHHE K/IMHMYCCKUX HCIbITaHWH, BbllanHoe Pocsipasianzo-
pOM (He IPE/IOCTABIISACTCS MPHU IIPOBEICHUH HCITBITAHUH MEJMIIMHCKHUX H3JIe/IMH 1 Kiacca pUcka,

3.2.1.4. aKkT OLEHKH PE3yNbTaTOB TEXHHYECKUX MCIBITAHUN MEIHUIIMHCKOTO M3JE/IHS C [IPH-
NIOKCHUEM JIOKYMEHTOB, 00OCHOBBIBAIOIIUX PE3y/IbTaThl TEXHUUECKUX HCIILITAHWI;]

3.2.1.5. zamodenye no pesyibrataM TOKCHKOMOHYECKHX HMCC/ICOBAHMIH MEIMIIMHCKOTO
H31CIHA € ITPHIOKCHHCM JIOKYMCHTOB. 0'6()CIIOBh]B‘dIOIIli—iX PE3VJIbTAThl TOKCHKOJIOTHUCCKHX HC-
CACLOBAHRIT (V1180 MC/IHIIMHCKUX HIC ML MCITOIL30BAHUC KOTOPBLIX [IPEJINoaracT HaJIiuHue Kotl-
FAKTA ¢ OPratitisMon HCIIORBCKA):

3.2.1.06. pe3yIbTaThl HCILITAHNS B ICHSX VIBCPAKACHHS THIIA CPEIACTB M3IMEpPeHUit (B OTHO-
IICHHHA MCJUITMHCKHX H3J1C/IHH, OTHOCHIIHAXCA K CpC/ICTBaM H'S.’\l@p@i-[l”{ﬁ B C(I)Cp('.‘ FOCY 1apCTBCHHOTI'O
peryposanns obecneeHns eAMHCTBA H3IMEPCHHIL. IICPCUCHB KOTOPBIX yTBepiKaaeTess Munuctep-
CTBOM 3jipaBooxpanenus Poccuiickoit Menepanun);

3.2.1.7. cBejIcHUSt O HOPMATHBHOM JIOKYMEHTAIIMH HA MEIMIIHHCKOE H3JCIHE C IepeUHeM
HAI[MOHAJIbHBIX (Me)I(,[[}'Hapo,E[HbIX) CTaH/1apTOB, TpéGOBaHl/ISIM KOTOPBIX COOTBETCTBYET MCIHMIIHH-
CKO€ U3/1enHe (MpH ero NpUMEHEHHH IIPOU3BO/IUTEIIEM );

3.2 1.8, TEXTTHYCCKYIO H OKCILTVATAIHOHHYIO JIOKYMEHTAIIHIO TTPOU3BOJIMTEISE HA MCJIHITHH -

CKOC WL TUC:

s
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3.2.1.90 gororpadguueckie H300paxeiivg 001ICTO B MCIHIIMHCKOTO M3/1C/IUSl BMECTE ¢
HPHHAUICKHOCTAMH. HCOOXOMMBIMH LIS TPHUMCHCHHSA MC/IMIHHCKOIO W3JCNHUSI 110 HA3HAYECHHIO
(pasmepom He Menee 18 X 24 em):

3.2.1.10. AOKYMEHTBI (MaTCpHAlIbl)., COCPKAILNC TAHHBIC O KIMHHUCCKOM HPUMEHEHHH M-
JMIUHCKOTO W3JICIINs. B TOM YKciie 3a npedeiiamu Poceniickoit dejepaliii. B TOM YuciIe 0030pbl.
OTYETBl O [POBEJACHHBIX HAYYHBIX HCCICAOBAHMSAX, NYOIMKAIMHU, JIOKJIA/bl, aHAIM3 pUCKA ITPUME-
HCHHS., METO/IbI TPUMEHEHH S MEJIMIIMHCKOTO H3AC/THS (MTPH HATHYHHN).

3.2.1.11. cBejicHHS O B3aUMO3aMEHSACMOM MEJMIIMHCKOM W3/e/MH, 0(popMIIeHHBIE B BHJIE
TabJIMILBI CPABHEHMSI ¢ PETHCTPHPYEMBIM MEIHLMHCKHM H3JICJIMEM, U coJieprKkalllel JaHHbIC O NI0Ka-
3AHUAX. TPOTHRBONOKA3aHHUAX, NOOOUHBIX YPPEKTax. TEXHUUECKUX H (PYHKIIHOHATLHBIX XapaKTepH-
CTHKax.

3.2.20 Hpn npoBCIcnm KIHHHICCKIX HelbiTannii B 1adopaTopibIX YCJAOBHSAX ¢ IPHUMCHE-
Huem odpasioB dHomarepHana NalMeHTOR. B3ATLIX B XO/C J1c4eOHO-AHAarHOCTHUECKOIO Npolecca
(MCJIMIMHCKHE M3IC/IMS /U181 JIMArHOCTHKH N VItro), U1 MHMIMALMK TIPOBE/ICHUS KIMHHYCCKHX HC-
HBITAHWH MC/IHIAHCKIX U311 Ha Oase YHUBCpeHTETa Opranu3alms-pa3paboTHHK Me IHITMHCKO-
[0 W3JIC]IUS (CIIOHCOP) TIPEIOCTaBISICT B DKCICPTHYIO KOMHUCCHIO 0 KIMHUYECKHM HCIBITAHHAM
CJIC/IYIONINE JIOKYMENTBI, oopmieHble B cooTBercTBUH ¢ [lpukaszom Munsnpasa Poccun ot
30.08.2021 N 885H "O6 yteep:xkaenun [lopsiika mpoBeeHHs! OIEHKH COOTBETCTBHS MEAMLIMHCKHX
n3ieui B GopMe TEXHMYECKHX MCIBITAHHWH, TOKCHKOJIOMHYECKHX HCCJIE0BAHUH, KIMHUYECKHX
HCIIBITAHWE B HE/SIX TOCYIaPCTBEHHON perucTpaiii MeJIMIIMHCKUX W31e/ it

3.2.2.1. zasgBiciue O HPOBC/ICHUH KIMHHYCCKHX HCHBITAHUA MCAMIMMHCKUX M3JICITHHA Ui
JMATHOCTHRH 1N Vitro:

3.2.2.2,0 ofpasitsl (06pazeit) M HIMICKOTO HAIC IS LIS JIHAarOCTHKH in Vilro BMECTe ¢
HPHHALICKHOCTIME (0Gopy/loBane. HabOPLl PCArcHTOR. KAIHOPATOPBI, PCAKTHBBL, TECT-CHCTCMbI.
KOHTPOJIBHBIC MAaTEePHAJIbI. KAIMOPaTOPhl. MUTATEILHBIC CPEJibl), HEOOXOMMBIMU JUIsl TPUMEHEHHS
ME/IMILMHCKOTO M3/1C/IMsl 110 HA3HAYCHHIO!

3.2.2.3. aKkT OUCHKH Pe3y/bTaTOB TEXHWYECKHX HCHBITAHHH MEAMIIMHCKOTO W3/E/IUs JU1s
JIMArHOCTHKH in Vitro, MoJATBEPKAAIONIMX Pe3yJIbTAaThl IPUMEHEHHS 110 HA3HAUEHHIO MEIHIIMHCKOTO
M3J1eJTHS JUTS TMarHOCTHKH in Vitro BMecTe ¢ NpHHaUICKHOCTAMH (000py/i0Banue, Habopbl peareH-
TOB. KaJIWOPATOPhI, PEaKTHRbBI. TECT-CHCTEMbI, KOHTPOJIbHBIE MATCPUAlIB], KATMOPATOPbI, MMHTATEb-
HBIC CPC/IbL):

32240 OKCIZDNATAIHOHHN IO JTOKYMCHTAIHIO HA MC THITHHCKOS HIJHE JUIS JIHAIHOCTHKH

in vitro ¢ HPHHQ LICKHOCTIMHA (06()]))',’[0“&“[1\.‘. il'clﬁﬂplxl PCArCcHTOB, I\’BJII‘I(’SPH']‘O}')I)I_ PCAKTHBLL. TCCT-
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CHCTCMBbL. KOHTPOIILILIC MATCPHAILI W KAJIHOPATOPBL HHTATE/LHBIC CPE/ibl), HCOOXOMMBIMH IS
HPHMCHCHHMS MCTMITHHCKOTO H3,1CIHS 110 HAHAUCHHIO (1IPH HCOOXOIMMOCTH):
3.2.2.5. JIOKYMCHTBI (MATCpHallbl). COJACPKANINC AHAIN3 JAHHBIX IPUMCHCHHS ME/MIHH-

CKOIO M3€/IMs1 iN VIlro (IIpy HAJIMYHH ).

MEHHU MEJIMIIMHCKUX W3J1eJIMH IS JIMarHOCTHKH 1N VItro, OTHOCSIIMXCS K CPEJICTBAM H3MCPEHHH B
cepe rocyIlapcTBEHHOTO PETyAHPOBAHUs 0DCCIICUCHHS eMHCTBA U3MEPEHHUI, NIepevyeHb KOTOPbIX
yreepikaerces: MuaueTepeTBoM 31paBooxpanctus Poccuiickoit ®ejiepaiin) (pu HaJIWYHK).

3.2.3. Bces joxkymentanus oT 3aka3zuuka HCNLITAHHI [TPHHHUMAETCS TOJBKO HA PYCCKOM
siabike. 13 COVUAC HAJTHYHA JTORKVMCHTOR. MATCPHAIIOR HA HHOCTPAHHOM SA3BIKC 3aKa3HHK [pelocraBs-
AT SO HOTAPHATBEHO 'illHL‘PCHHI:!“ HCPCBO/L.

3240 DkcneprHast KOMHCCHS 110 KJAHHHUUCCKHM HCIBITAHHAM B XO0JIC CBOCIO 3acc/aHus
POBEPSICT COOTBCTCTBHE 1ICAH W IPOPHIS IITAHHPYEMOTO JUIsl KIMHUYECKOTO HCCIIE/IOBAHMS Me-
JUITMHCKOTO H31CTHA II]")O(])H.’IIU MC/IHIHIICKOT AKKPCIMTAIIHH BY13a, OHpeJIe/ibacT coCTan Konmuccuu
HO KIHHHYCCKHM HCIIBITAHHAM € YHCTOM BO3MOKHOCTCH [TPOBC/ICHHS KIIMHHYCCKHX HCCJ]C,‘[OBHH[/IFI
B [10JIpa3/IeJICHUSIX Y HUBEPCUTETA U KOMIICTEHI[MH HCCIIE0BATEIICH.

3.2.5. Pesynbrars! 3aceiaHust DKCIEPTHOH KOMUCCHH MO KIMHUYECKHM HCIIBITAHHAM (DHK-
CHPYIOTCS B IIPOTOKOJIC 3aCC/IaHHNs,

3.2.6. Pazpeinienne Ha npoBe/icHHE KIHHHUCCKUX HCITLITAHHT MEIMIIHHCKHX U31e/1il U co-
cras KOMHCCHH 110 KIIMHHYCCKHM HCIBITalHIM VTBCPAIACTCH paclopsaXKCHHEM pCKTOpa yE]HBCp—

CHTCTA MM HPOPCKTOPE 110 Hay 1ioii padoTe 1 HHIHOBAIIMOHHOMN /1S TETLHOCTH.

3.3, 3ariouenie jlorosopa

3.3.1. Jlast 3akinoueHust JIoroBopa 0 1POBC/ICHUM KJAMHMHYCCKHX MCCIC/AOBAHUNH MEJMILHI-
CKUX W3/Ie/Mit 3akazuuk 1epejaer B KOMHCCHIO 110 KIMHHYECKHM MCHBITAHUSIM KOMILICKT JIOKY-
MEHTORB B cOOTBeTCTBMM ¢ 11. 3.2.1. i 3.2.2, (B 3aBUCUMOCTH OT THIIA MEIULIMHCKOIO U3/1eJIHs)

3.3.2. CrouMocCTh NMpOBE/ICHMS KIMHUYECKHX HCHbITaHuit onpejensercs Komuccuei 1o
KJIMHMUYECKMM MCIIBITAHUSM M 3aKa3UMKOM, HCXO0/1s1 H3 00bemMa M COIepKaHUs KIIMHMYECKOTO UCIIbI-
TaHMsI.

334 Hpu npuusitHi HOJA0AKHTCILHOIO PCHICHUS O HPOBE/ICHHH KIMHHYCCKOIO UCTTLITAHUS
B Yuusepenrere Hpesee wrein KoMueenn no KIMInuccKuM HClbITanusM 11POBOMT 0POpM/ICHHUE

A0TOBOPA H CONTACOBAHHC ¢r'O C JTOTKHOCTHBIMHA JTHIAMH yH[‘1HCDCI1'I‘C'!'R.
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3.3.5. Jhobbie wivenenns u onoanenus B Jloropope u lporpaMMe KIMHHUECKOTO HCIIbI-
FAHHS COIJIACOBLIBACTCA ¢ 3aKa34HKOM H ()(I)()DMJIS{L"!’CH B BH/IC ,'l.OEIO.’I]ICHHfl. HOJINHCAHHBIX € o0e-

HX CTOPOH.

3.4. [Iposeaenne KIHHHYMECKOT0 HCCICIOBAHNI METHIHICKOTO H3/1e/IH

3.4.1 llpenceaarens Komuccuu 1o KIMHUYECKMM HCIIBITAHUSIM BO3IIIABISET HCCIIE/I0Ba-
TEIBLCKYIO KOMaHLy.

3.4.2. llpoBe/ieHne KIMHUYECKHUX UCIBITAHUH ITPOBOAUTCS WIEHAMH KOMUCCHH 0 KJIMHHYE-
CKHM HCHBITAHHAN B COOTRCTCTRHI € COMNTACOBAHHON 3aKa3UUKOM U YHMBEPCUTETOM MPOrPaMMOi
KAMHHYCCKIN HCHBITAHT M THITTICKOTO W3 THS,

3430 KUMHHYUCCKHE UCTIBITAHHS ME IHIMHCKUX W3S poBOATEs B (pOpME M Ie/10Ba-
HUH WM B 1aDOPaTOPHBIX YCIOBHIX € TPUMEHCHHEM 00pa3iloB Ouomarepuaia nalueHTOB, B3SThIX
B X0/1¢ JIeUeOHO~THArHOCTHUCCKOTO 1TpoTiecca (MCJIMITMHCKHC U3JICIUS JUTS JIMArHOCTHKH in Vitro).

344, llpu npoBe/jcHHH KJIMHHYCCKUX MCenbitanuil B Gopme Heeae/oBaunil (anajing o
OLCHKA KIMHHYECKHX JaHHBIX) OCYIIECTBRISAIOTCS:

3.4.4.1. aHaynu3 W OlEHKA KIIMHUYECKUX JIAHHBLIX JIOKYMEHTOB U MaTepHasloB, I1peACcTaBlIeH-
HBIX 3a8BUTEJICM B COOTBETCTBHH € IMYHKTOM 3.2.1.;

3.4.4.2. onenka cBeJICHUI O IPOBOJUBUIMXCSH KJIMHMYECKH 3HAYUMBIX KOPPEKTHPYIOIIHX
JICHCTBHSX. B TOM UHCIC O PHOCTAHOBICHUN TPUMECHCHHS MCHIIMHCKOTO W3/1e/Hsl. 00 H3bITHH W3
OOPALICHHS MCTHTTHHCKOTO H3/1C/H. 00 0T3hIBAX MC/IMITMHCKOIO H3JICUS:

34430 anaims navauoi auTeparypel 1o (an) neonyO0IMKOBaHHBIX JAaHHBIX W COOOIEHUH.
COOTHCCCHHBIX € HPCIHAZHAUCHIBIM HPOH3BOMTCICM HPHMCHCHHCM HCHBITYCMOIO MCTHIMHCKOIO
H3JICJIHS M NPE/UIaraeMbIM METO/I0M CIO MCIOJIb30BAH U,

3.4.4.4. cocrapicHUE NPOrpaMMbl KIIHHHYCCKUX UCTTBITAHHI;

3.4.4.5. nopaboTka “KCIyaTalMOHHOW JIOKYMEHTAIHM [POH3BOIMTEN HA MEJIHMIHHCKOE
M3J1e/IMe 110 pe3yJibTaTaM MCTIBITaAHHH (ITPH HEOOXO0AUMOCTH);

3.4.4.6. opopmiicHHe W BBIaUa (BpyueHHE WM HAIPaBJICHHE 3aKa3HBIM MOYTOBBIM OTIIPAB-
JI@HHEM C YBEJIOMJIEHHEM O BPYYEHHH) 3agBHTEIIO aKTa OLEHKH Pe3yJbTaTOR KIIMHUYECKUX HCIIbI-
TAHWH MEHITMHCKOIO H3J1C/Hs.

3450 B NOTIC HpOBSIICHUS KIMNHUCCKUX Henbitannil B GopMe neesie/loBaunil (aHanus u
OICHKA KIMHUYCCKHX LA HBIX) OUPC I ISI0TCS

3.4.5.1. COOTBCTCTBHC M, IHILMHCKOTO W3/IC/IHA HOPMATHBHON JTOKYMEHTAILHH. TEXHHYECKOHN

H ')KL‘II.'])'El'l‘allll()il!l()ﬁ JIOKNYMCHTAIHH TTIPOH3BOTHTCIIA ]
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3.4.5.2. COOTBCTCTBHC MPEICTARICHHON 3aSBHTCICM JIOKYMEHTALIMM, YCTAHOBICHHBIM [TPO-
H3BOTHTCIICM HAZHAYCHUIO W TOKA3AHUSAM K HPHMCHCHHUIO!

3.4.5.3. noHOTA W JIOCTOBEPHOCTh YCTAHOBJICHHBIX HOPMATHBHOW JIOKYMEHTALMCH, TEXHHU-
YCCKOH M OKCIUIyaTalMOHHON JIOKYMEHTALMEH NPOU3BOJNTENSI XapaKTEPUCTUK MEJIULIMHCKOTO H3-
JIeJTHsI,

3.4.5.4. xauecTBO MEAMIUHCKOIO H3aenus, 3Q(HeKTHBHOCTL W O€30MacHOCTh €ro IPUMEHe-
HHs. B TOM YHCJIE OKMJIACMBbIi TepaneRTHueckui 3(h(heKT B OTHOIMEHHH MEIMIMHCKUX H3JIC/IHH,
HPHMEHSACMBIX /1151 TCPAITHH,

3.4.00 PepvanTarbl KIMHHUCCKHN HCHBITAHHI B (JOPMC MCC/IC/IOBAHWH  MCMITMHCKOTO HU3-
JCIHA CHUTAIOTCS OTPHIATC IbHBIMI B CACSIYIOHUN CIIYHASX. CCINH:

3.4.6.1. MC/MIMHCKOE W3IC/IHC HE COOTBCTCTBYCT HAZHAUCHHUIO U OKAZAHMIM K [IPUMCHE-
HUKO, YCTAHOBJICHHBIM [IPOU3BOIMTENIEM B IKCIUIYATAIIHOHHOH JIOKYMEHTAUMK HA MEJIHIHHCKOE
H31emme,

3.4.6.2.  BbigicHbl 1000UHBIC JICACTBUS, HE YKA3aHHLIC B MHCTPYKIIMH MO TPUMEHEHHIO
WJIH PYKOBOJICTBE M0 DKCILIyaTallMd MEJIHIIMHCKOTO W3JIEIHsl, HEXEIATe/IbHbIE Peakiluu MpH €ro
[IPUMEHEHHH;

3.4.6.3. ycranoByieHbl (PaKTLl U 0OCTOATENILCTBRA, CO3JIAIOIIME YIPO3Y HKH3HH H 3J0POBBIO
Fpask/lal U MEJAMIUHCKUN padOTHHKOB 1IPU IPUMCHCHHH W DKCIUIYATAlMM ME/IMIIMHCKOTO W3/18J1 S,

347, Pesyabrarsl KIMHHUCCKUX MenbITannil B hopMme HeeeIoBalui  MEMIMHCKOTO W3-
eI, 30 HCKIOUCHHCM CAVUACR. VKA3AHHBIX B VHKTE 3.4.6 HACTOSULICIO TOJIOKECHHS. CHHTAIOTCS
HOJOIKHTCHBHBIMH W HOITTBCPATAOT COOTRCTCTRHE MCIHITMHCKOTO W3IJUSA TpeOORaHHIM 0¢3-
ONacHoOCTH H MPPCKTHBHOCTH B COOTBETCTBHH ¢ HAZHAYCHUEM, 1IPEYCMOTPEHHBIM JIOKYMEH Tallnei
POU3BOJAUTETS.

3.4.8. Tlpn npoBe/IeHHH KIMHHYECKMX MCIIBITAHUH B J1JaGOPAaTOPHBIX YCIOBHAX C IIPUMEHE-
Huem oOpasnos OHoMarepuasia NalMeHTOB, B3AThIX B X0J€ JieueOHO-HarHOCTHUECKOro 1polecca
(MeMIIMHCKHE W3JIeHs JUIs JMarHOCTHKH in Vitro) OCYIIECTRIISIIOTCS

3.4.9.1. ananu3 npeJCcTaBIeHHOH JIOKYMEHTAIUHA HA MEJIHIIHHCKOE H3/1e/THE JUTSl IMArHOCTH-
KM i Vilro. mpeJICTaBICHHBIX 3asiBUTE/ICM B COOTBETCTBUH ¢ ITYHKTOM 3.2.2:

34920 cocTaBacue NPOIPANMBL HCHBLITANHN:

34930 HpoBe/IcHHe KIMHIKO-1a00paTOpHBLIX HCIILITaHHA 00pa3ioB (oOpasia) MeMIHH-
CKOI'O M3/1C:IMs UIs JIMATHOCTHKM 1N VIlro BMCCTC ¢ npUHAVICKHOCTIMH (00opyiosanue. Habopbl
pearenToB. KaaHOpaTophl. PEaKTHBLL. TECT-CHCTEMbl. KOHTPOJBLHBLIE MaTepHallbl U KaMOpaTopsl.

HUTATS/IbHBIC CPL/1bl). HCOONO, THMBIMH 115 IMPHMCHCHHS MCTHITHHCKOTO H3JIC/ WA 110 HATHAYCHH O]

\

—
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3.4.9.4. onenka M anaius MOJYUCHHBIX JIAHHBIX H HX COOTBCTCTBHEC 3aABJICHHBIM XapaKTe-
PHUCTHKAM:

3.4.9.5. nopaborka 3KCIUTyaTallMOHHON JOKYMEHTAILMH IIPOM3BOJIMTEIIS HA MEHIIMHCKOE
M31eJIHE VIS JIMArHOCTHKH in Vitro 1o pe3ylbrartaM HCIBITAHHH (IpH He0OXOAUMOCTH);

3.4.9.6. ogopmicHHe W BblJa4a (BpydeHHE MM HANpPaBIeHHE 3aKa3HbIM MOYTOBBIM OT-
NPaBJICHHEM € YBEJIOMJICHHEM O BpPYYECHHM) 3asiBUTEIO aKTa OLEHKH Pe3yJIbTaTOB KIJIWHHKO-
1a00PaTOPHBIX HCHBITAHNIT MCTMIMICKOIO W3/C/IUs JUIS JIMArHOCTHKH N Vitro,

SAT00 B xose nposeeng KIMHIUCCKHX HCHBITannit B J1adOpaTOPHBIX YCIORUSIX € TIPHME-
HCHHCM UGP&I'H[UH GII(P\IZI'IC]WII'LIJILI HATIHCHTOR. B3ATHIN B XO,1¢ .'IL“ICGIiO",’LHLl]'H()C'I‘I‘i'-!CCKUl‘U IIPUILCC**
Ci (MEIMIIMHCKUC W31C/1Hs! JL18 JIMATHOCTHKH 1N VILrO) O1PEICc/sIOTCS

3.4.10.1. cOOTBCTCTBHE MEIHIIMHCKOIO M3/IC/IHS JUls JIMATHOCTHKH in Vitro HOpMaTHBHOM
JOKYMCHTAIHK, TEXHHUCCKOH W OKCIIYaTAIMOBHON JIOKYMEHTAIHH TPOH3BO/IMTESL:

3.4.10.2. coOTBETCTBUE MEJMIMHCKOIO M3/1CJIMs JUIst JIMArHOCTHKM in Vitro 1npejaHasHavcH-
HOMY MPOU3BOIUTEIEM IIPUMEHEHHUIO U [IPEUIaraéMbIM UM METO/1aM MCII0JIb30BaHUs;

3.4.10.3. 1noJiHOTA M JOCTOBEPHOCTH YCTAHOBIEHHBIX HOPMATHUBHOM JIOKYMEHTaIlMEH, TeX-
HHYECKON M HKCILIyaTallMOHHON JIOKYMEHTalMeH IIPOU3BOIMTENISE 3asiBICHHBIX XapakTepuCcTHK Oe3-
ONMacHoCTH U HYPPEKTHBHOCTH MEJMITMHCKOTO H3JICUS [UIst JIMANHOCTHKH 1N VItr0 B COOTBETCTBHU ¢
HPCTHAZHAMCHIBIM  TPOH3IBOIHTCICM  TIPHUMCHCHHEM ME/IHIIMICKOIO H3C/IMS 10 HA3HAYCHUIO, B
TOM HHCIIC CIO JIMAIHOCTHUCCKAs UVBCTBHTCILHOCTL, CHEMPUIHOCTE W BOCITPOU3BOJIMMOCTh. YKa-
JAHHBIN B TCXHHUCCKON W OKCIHINATAHOTTHON JIOKYMCHTAIHH TPOH3BOIMTCII:

3.4.10.4. kauccTBO MEJIMIIMHCKOTO W3ICAHS. dYPPEKTUBHOCTL U 0E30M1aCHOCTh €0 IpHMe-
HCHUSL.

3.4.11. Pe3yapTarsl KIUHHUECKHX MCIBITAHWH B J1aDOPAaTOPHBIX YCIIOBHIX ¢ NPUMEHEHHEM
o0pasios OHomaTepraia nalueHToR, B3SThIX B X0/I€ JieyeOHO-/IMarHOCTHYECKOr O rpoiecca (Me/iu-
IIMHCKHE H3/ICJIMsL [T TUarHOCTHKH N Vitro) CYMTAIOTCS OTPHLIATE/ILHBIMU B CJICAYIOUIMX CIIyHasX,
CCJIH:

3.4.11.1. vcupITyeMoe MEJAHITMHCKOC H3/IEJIHE HE COOTBETCTBYET IMpe/Ha3HAYEHHOMY TPO-
H3BO, IHTCICN TIPHMCHCHHIO M TTPCILUTAIACMBING UM MCTO 1AM HCHOIB3OBAH WAL

320 veranoBiacunbl Paxthl i 0OCTOA TCILCTBA. CO3AIONIME YCIOBHS HEYPPCKTHBHOCTH
M (MIH) IPIMOH KM KOCBCHHON YI'PO3bl U3HH U 3JI0POBLIO MEJMIIMHCKUX paOOTHUKOB [IPH 1IpH-
MCHEHHH M IKCIIYATAIMH ME/IMIHHCKOTO M3/1CIIHS.

34120 Pesvabtarsl KIMHHKO-1a00paTopHbIX HCIILITAHH ME/IHITHIICKOTO H31€IHS LIS J1Ha-
FHOCTUKH 1N VIlro, 3a HCKIIOUCHHEM CJIyuacB. VKadaHHbIX B nyHKTe 3.4.11 nacrosinero llosoxe-

HHS. CHHTAIOTCAH MOJIOKHUTCIILHBIMHA U MIOATBCPIKAAIOT COOTBCTCTBUC Tp€6OBaHI/l$lM 0e30MacHOCTH U
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YPPEKTUBHOCTH IIPUMEHEHHS! MEJIMIIMHCKOTO M3/ICJIMSI TIPH UCIIOJIL30BAHUM €0 B COOTBETCTBHH €
Ha3HAYEHUEM, [IPELYCMOTPEHHBIM A0KYMEHTALIMEH TPOU3BOIUTEISL.

3.4.13. B xoze 11poBe/IeHNs KIMHWYECKHUX MCIBITAHUH YJIeHBl KOMMCCHH PYKOBO/ICTBYIOTCS
NPUHIAIIAMH JI0KA3aTe/ILHOH MEJUIMHLI U MEIUIMHCKON CTAaTUCTHKH, NPH HEOoOXOIMMOCTH T1pH-
BJICKAIOT J1a00PaTOPHIO JlIOKa3aTeNLHOH MeIMIIMHbL Y HUBepcHuTeTa (110 3a1pocy YWICHOB KOMHCCHU
MO KJIHHHYCCKHM HCHBITOHHAM MC/THILTHHCKHN li'i.'[C.']HIui).

b T AN K THIHUICCKOTO HECIC TOBANMS MOKCT ObITL POBCICH CHOHCOPOM WM TPCTh-
¢l CTOPOHOI. HAMAUYCHHOI CHIOHCOPOM JUISL OILCHKH COOTBCTCTBHS JICHCTRYIONICMY 3aKOHO1aTC b=
CTBY. DTOT ay/AMT MOKET BK/IHOUATh BCE BOBJICUCHHBIC CTOPOHbI, CHCTEMbI U YUPEIKIACHHS H SIBJISICT-

CH HE3ABUCHMbIM M OT/ICILHBIM OT (l)_\'IIE\']lHﬁ TCRYIICTO MOHUTOPHHTA WJIH KOHTPOJIS Ka4eCTRa,

3.5. 3aBepmenne KIHHHYECKHX HCIBITAHUI MEIHIIMHCKHX H3/1C/IHI

3.5.1. AKT OIICHKH pe3yNbTaTOB KJIMHUYECKUX HUCHBITAHUH MEAUIMHCKOIO HU3/AeNIHsl MTOINH-
coiBaercs [lpencenaresiem KomMucenn mo KIMHHUECKHM HCTIBITAHUSAM H BCEMH WICHAMH KOMHCCHH.

3.5.2. llocsie npoBeJICHHOIO KJIMHUYECKOro Heee/loBanust KoMHCCHs 110 KIMHHYECKUM UC-
NBITAHUAM HpelocTaBaset 1 aK3eMiuisip AKTa OICHKH PE3YILTATOB KIMHHYECKUX HCHBITAHHUN Me-
JHITMHCKOTO W3 1CTHS B ’)]\'CIICP'I'H}'IO KOMHCCHIO 11O KIHHHYCCKHM HMCITLITAHHUSAM yl!lf’lBt‘pCH'[‘CTa B
reucnue gt padounx Jweii. 2 Hk3zezisgpa AKTa OHCHKH Pe3y ibTaTOB KJIMHHUCCKHX HCITbITAHHIH
MC/IHIHHCKOI'O M3/1CIHs 3UKA3HHKY.

3.5.3. B ycTanoB/eHHbIe JIOrOBOPOM CPOKH ITPOH3BONTCS C/lada-1pueMka padoTsl 110 aKTy.
KOTOPBIH sABISCTCH OCHOBAHHEM JUIsl IPOBEJICHUS ONJIATHI 3aKA3UHKOM.

3.5.4. DxcnepTHas KOMUCCHS 110 KJIHMHHYCCKHM HCITbITaHusiM o0ecrieunBaeT XpaHeHue K-
3CMILIAPOB AKTaA OIIEHKH Pe3yJIbTaTOB KJIMHHYECKUX HMCNBITAHWH MEJAMIIMHCKOIO M3Aeusl B Y HU-

BCPCUTETE.

3.6. llponeypa npHOCTAHOBKH W HPEKPANIeHHS

3.0.10 3aRa3uHK  MOKCT HPHOCTAHOBHTE WM HPCKPATHTEL (JIOCPOMHO 3ABEPHINTE) M0Hoe
KIMHHUCCKOC HCCIICIOBAITHC B OHPC/ICICHHOM HCCIIC I0BATCILCKOM 1ICHTPE MU BCE KIMHHUYCCKOEC
HCCIICIOBAHKE 1O CYULCCTBCHHBIM H JIOKYMCHTHPOBAHHBIM HTPHYHHAM.

3.6.2. PyKOBOACTBO YHHBCPCHTCTA WK PErYIMPYIOUIMI Opral MOXKET [PUOCTAHOBHThL WIIH
HPEKPATHTL YHACTHC YHHBCPCHTETA B KIMHHUYCCKOM HCHLITAHHH,

3.6.3. Ecau npoucxoinT npHOCTaHOBKa WM JIOCPOUHOE MPEKpalICHHE KIMHHYECKOro He-
[bITAHs, CTOPOHA, €ro HHUIIMHPOBABIIAs, 10 KHA 000CHOBAThH CBOE pellIeHHE B ITUCBMEHHOM BHJIE

H HEe3aMeJUTHTE/IbHO IIpOHH(I)OpMHpOBaTb ApYTHE CTOPOHLI, ¢ KOTOPLIMH OHa HaIpsAMYIO B3aMMO-
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JleiicTryer.

4 OTBETCTBEHHOCTSL U ITOJTHOMOY U SI
4.1. Ob6mee pyKoBoJACTRO:

4.1.1. TpopexTop 1o nayunoii padore 1 UHHOBALMOHHON JEATE/ILHOCTH Y HUBEPCUTETA SIR-
JACTCH OTBRSTCTBCHIBINM 3A UGIHL‘L‘ PYROBOJICTBO 30 KIOHHHYCCKHME HCCITC/IOBATHAMA MCJIMITUHCKHX
M3 B Yinsepeniere,

4.1.2. PacnipesieiicHue OTBETCTBEHHOCTH 3@ [POBCJCHHAC KJIMHUYECKHX HCIBITAHHN Me/1H-

IIHHCKHX H3J1CITHH IPHUBC/ICHO B tabune 1.

4.2, DKenepTHAs KOMHCCHS 110 KIANHHYECKHM HCNBITAHUSAM

4.2.1. Dkeneprias KOMHCCHS 110 KIIMHHYECKHM HCIBITAHHAM KOOPAMHHPYET BeCh X0/ paboT
110 JIAHHOMY HallpaBJIEHUIO!

4.2.1.1 npuHuMaer 3asBjeHue A1 TPOBEACHHSI KITMHHUCCKOTO HCITBITAHHS OT 3aKa3uuKa.

4.2.1.2 npoBepseT COOTBETCTBHE 1EH W TIPOQUITS IIIaHUPYEMOTo JUISl KITMHHYECKOTO UCTbl-
Fatus MCITHIHHCKODO W3 IC THE HPO{t]H,‘IlU MC/IHITHHCKON AKKPC/IHTAallMH BY3d]

4.2.1.3. onpestedster coeran KoMHCCHH 110 KIHHHUCCKUM HCHBLITAHUAM € YYETOM BO3IMOKHO-
CTEH NPOBC/ICHUS KIHHUUCCKHX HCHBITAHWA B 0 IPA3IC/ICHAAX Y HUBEPCHTETA W KOMIICTEHIIMH HEC-
CJIC/I0BATCIICH!

4.2.1.4. kourposupyer cobinojcHne Komuccenell 110 KJIMHUYCCKUM MCHBITAHMAM CPOKOB U
JIPYTHX YCIOBHH JIOTOBOPOR 110 IPOBE/ICHHIO KIHHHUYECKUX HCIIBITAHUH MEeIHIIMHCKHX H3JICIUH:

4.2.1.5. KOHTPOJMPYET XpaHCHHE IK3EMIIAPOB AKTa OICHKH pe3yJLTaTOB KIMHHYCCKUX

UCITBITAHME MEIMIIMHCKOIO U3JICIIN B Hay4YHOM OTJIC]IC YHHBCPCH'[‘CTH.

4.3. Komuecens no KIIMAHYecKHM HCHLITAHNAM

4.5 10 Hpunuaiae T JJOKYMCHTBE LI HPOBCICHNS KIMHHYCCKOTO HCHIBITAHMS OT 3aKa3uuKa.

+.3.2. Hpopepsetr cOOTBCTCTRHC HPEJCTABICHHON 3aKa3UMKOM JIokyMenTanuu n, 3.2.1, uiu
1. 3.2.2 HACTOSIICTO MOJI0KCHUS:

4.3.3. lposoanT oopMICHHE JIOMOBOPA 10 KIHHHUYCCKHM UCIBITAHUSAM ME/UIIMHCKOTO H3-
JICITHS M COTIIACYCT €10 ¢ JIOJIKHOCTHLIMY JTHIaMH Y HUBCPCHTCTA.,

4.3.4. Henocpe,/IcTBEHHO TPOBOJIMT KIIMHUYECKUE UCIIBITAHUS MEJIMITMHCKOIO M3/1C/I1S.

4.3.5. Cocrannsier 1 oopmiisieT AKT OIIEHKH pe3yJibTaTOB KIMHHYECKHX UCIBITAHUNA Me/1-

ILIHHCKOT'O HU3OCTHS.

[Bepeun: 40 | | L, Cmp 13 us 16
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| CTH HPOBEACHHS KIMHHUUYCCKOI'O i f ; |
MCTILITAHMS METHIMHCKOTO H3/1C- ‘ 5 i
Jus B YHUBEPCHTETE W COCTABE
KOMUCCHH 1O KTHHUYECKHM HC-
MbITAHUSIM
3. llpomeneHue nepBUUHON IKC- H H o/p H ¥
NEPTH3LI NMPEACTABICHHON JI0KY-
| MCHTalMK

4.3.6. PyKOBOJCTBYIOTCS TIPHHIMITAMH JIOKA3aTEILHON MEHIMHELI ¥ MEAMIMHCKOH CTaTH-
CTHKH, 1IpH HEOOXOMUMOCTH MPHBIEKAIOT J1ad0paTOpHIO JI0Ka3aTeIbHOH MEMIUHEl Y HUBEPCHTCTA

(1o 3arpocy YWICHOB KOMHCCHH 110 KJIIMHHUYCCKHM WCITBITAHUAM MEIHITHHCKHAX 1’13,'16.?'1”?1).

4.4. ()'I'B("l'(."l'BL‘HII(JC'I b

441 Bee ¢ropolbl, BOBCHCHITLIC B HPOBCICHHC KIHHHHUCCKOIO UCITBITAHUS. HECYT OTRCT-
CTBCHHOCTE 3a co0/0/1eHmne TpeboBatnii HOPMATHBHO-NPABOBLIX JIOKYMEHTOB M YTHUYCCKHUN TIPHH-
IHIOB B COOTBETCTRBUH C POJILIO KAXKJIOH CTOPOHBI B KIMHUYECKOM MCCICI0BaAHMH.

4.4.2, Tpeacerarens v vienbl KOMHCCHM 110 KIMHUUMCCKHM UCTIBITAHUSM HECYT JIMCIMILIN-
HAPHYIO OTBCTCTBCHHOCTE 38 HECBOEBPEMEHHOE H HEHaUIeKalllee HelloIHeHHe 00s3aHHOoCTeH, BO3-
JIOJKEHHBIX Ha HUX TpeOOBAHUAMU HOPMATHBHO-IIPABOBBIX JIOKYMEHTOR, PEryJIHUPYIOUIMX KIMHHYE-
CKHE MCIIBLITAHMST MEJMIIMHCKUX Hu3e/ui, [lonoxkeHeM 0 NpOBEJACHHH KIMHHYECKUX HCITLITAHHH

MEJIMIHHCKUX H3eluil, HacTosAiuM [TonoxeHnem.

Taboanma 1.
Marpuna pacipeeJeHns 0TBCTCTBCHHOCTH

Corpynukn Ynusepenrera |
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5. HOPMATHBHBIE CCbIUIKH
Koneruryuust Poceniickoit @enepannu (¢ yueToMm HONpaBoK, BHECEHHBIX 3akoHamu Poccuii-
ckoit @entepanmu o nonpaskax k Koncturyumu Poccuiickoit @enepanuu ot 30.12.2008 Neo-
®K3. o1 30.12.2008 Ne7-DK3. ot 05.02.2014 Ne2-PK3, ot 21.07.2014 Ne 11-0K3).
Iocranosacuue [papurensersa PO or 27 jnexadps 2012 r. No 1416 «O06 yreepauieHun 1pa-
BH1 I"UL‘}',‘[‘L\PC']'BCIl[lﬂﬁ perucrpaidyd MeJIMIHHCKHUX H'S,'IC.']I‘IIUD).
Hpnkaz Munspara Pocenn o1 30.08.2021 N 885106 vreepwennu Tlopsika uposeaeHus
OICHKHN COOTBCTCTBHS MC THIHHCKUN HEICIHI B (POPMC TCXHHYCCKHX HCIBITaHIT. TOKCHKOI10-
FHYECKUX MCCIIC/IOBAHMIT. KIMHHUYECKHX HCITBITAHWH B LEJSIX I'OCY/1apPCTBEHHON perncTpaltiu
MEIMIHHCKUX U31eui"
Menepaibublit 3akon ot 21.11.2011 No323-P3 «O06 ocHoBax OXpaHbl 3/10pOBbSl I'PakK/aH B
Poceniickoit Mejiepannmy.
['OCT P UCO 14155-2014 Kinuuueckue uccnenosanus. Hamnexxamas kivHu4eckas 1pakTi-
Ka
[Tpukasz Poesnpasnanzopa ot 19.08.2013 Ned220-11p/13 «O6 yreepx#/ienun (opMbl pazperiie-
HIEGE T HPOBCTICHNC KITHHHYCCRKHN HCHBITAHHI MO ITHIHHCKOTO H3IC U,
Hpukas Munspasa Poccnn o1 08.02.2013 No38n «O0 vrsepuaicnny Honoxenus o cosere 1o
HTHKE B cepe 00parieHms MeIHIIHHCKHX H3/1C/THIH»,
Hpukaz Muuzpasa Pocenn o1 03.06.2015 No303n "O Buecenuu n3mMeHeHui B npukaz Munu-
crepersa 3pasooxpanctus Poceuniickoil @ejepatnn or 21 ackadps 2012 ro Nol353u "O6
yreepiieHun Hops/ika oprannsalliy M IPOBE/ACHNSA IKCIIEPTH3bI KauecTna, IPPEKTUBHOCTH ¢

0e30MacHOCTH MEHIIMHCKUX U31enit",
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6. INCT COINJIACOBAHUSI

Havansuuk opgena opraus3aliii KJIHHHYCCKHX HCC/IC IOBAHMH

P.B. Maiiopog ——
(DPHO) (marta)

[IpopexTop 110 Hay4Hoit paboTe W HIHOBATMOHHON JICATEILHOCTH

T
2
{j [’M’/ O.11. baxapesa
(HoJumnes) (PO (Jlara)

Hauanbnuxk YHPABICHUS TPABOBOTO U JIOKYMCHTAIIMOHHOI'O obecriguenus

" Vg AA. KoKyX0OBCKHH
(MoMes) (dHO) (nara)

[ Bepcus: 4.0
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