EBPA3UNCKASI DKOHOMUYECKAS KOMUCCHUS
COBET

PEIMEHHE

«12» dpepans 2016 r. Ne 29 r. Mocksa

O [IpaBuaax npoBeleHus KJIHHHYECKHX H KJIHHHKO-1a00paTOpHBIX
HCNBITAHHH (MecJieToBANMIL) MeITHIITHHCKHX H3Ie i

B coorserctBuu ¢ nysktom 2 crateu 31 Jlorosopa o Espasuiickom
IKOHOMHYECKOM coroze o1 29 mas 2014 ropa, nmyHktamud 4 u 5 cratbu 4
Cornaimienust 0 e/IMHBIX TPUHLMIIAX U NpaBHIax oOpaleHus MeIHLMHCKAX
W3JeNHd (M34e/Hii MeJIHIMHCKOr0 Ha3HauYeHHs W MEIMLIMHCKON TeXHUKH)
B pamkax Eepasuiickoro skoHomudeckoro corosa ot 23 nexabps 2014 rona,
nynkramu 105 u 106 npunoxkenus Ne | k Pernamenty pabotel Espasuiickoii
IKOHOMMYECKOH  KOMMCCHHM,  yTBepamaeHHomy Pemenwem  Briciero
EBpasuiickoro skoHomuyeckoro coeeta ot 23 nexabps 2014 r. No 98,
n  Pewenuem Beicmero  EBpasulickoro  9KOHOMHMYECKOTO  coBera
or 23 jexabps 2014 r. Ne 109 «O peanmmsauuun Cornamenus
O E[WHBIX TPHHIHKIAX M [paBuiax oOpallleHus MeAHLUHCKHX W3Iesnii
(M30eIMi MEIUIMHCKOrO Ha3HA4YeHUs M MEAMIMHCKON TEXHUKH) B pamkax
Erpasuiickoro YKOHOMHUYECKOTO COI03a» Coser Espasuiickoii
IKOHOMHYECKOH KOMHCCHH P € Il 1 J1:

1. Vreepaurs npunaraemsie [IpaBuiia npopeieHdst KIMHHYECKHX
M KIMHHKO-a0OpaToOpHBIX HMCHBITAHMH  (MCCIEOBAHMI) MeIMLHMHCKHX

H3IeTHiH.



2. YCcTaHoBUTB, 4TO IS MEJMUMHCKUX  M3JENMH  K1accoB
MOTEHUMATBHOTO  pHCKA npumeHeHua 3, 20 W UMIUIAHTHPYEMBIX
MEIHUIMHCKUX M3Je/HH KIMHHYECKUe MCBbITaHUs (UCCNeOBaHus) B LENX
perucTpaluy JI0JIKHBI MPOBOJNTECH B (POPME MHOTOLEHTPOBBIX MCIMLITAHMI
(MCCIIeJOBaHMi) H COOTBETCTBOBAThL OJAHOMY M3 CIIEIYIOIINX YCIIOBHIA:

a) KIMHUYECKHe HCIIbITAH U (MccnenoBaHus ) MpOBeAEeHbI
B COOTBETCTBHMH ¢ 3aKOHO/ATeNbCTBOM TocylapcTB — uieHoB Eppasuiickoro
IKOHOMMYECKOTO COI03a M Ha UX TeppuTopudax 1o 1 suBaps 2016 r. (no aare
NOC/eAHEr0 BH3MTa TMOCAEAHEr0 MallMeHTa WM CyOBeKTa WCIbITAHHUS
(ucciieoBanus)) WM OPOAOIKANM  BBINOTHATHECS [0 COCTOSHMIO Ha
1 suBapsa 2016 r. (npu 3aBepiieHHOM HAbOpe MaLHEHTOB);

0) KIMHUYEeCKHe UCTIBITAHUSA (HcenenoBanu) MPOBEIEHBI
Ha TEPPUTOPHAX TOCYAapeTB, He ABsIOMXCs wieHamu EBpasuiickoro
IKOHOMHHYECKOTo coto3a, 1o | gusaps 2016 r. (1o gate mociaegHero BU3MTA
MOC/EHEr0 mnalueHTa WKW cy0bekTa HCIBITaHHsd (McClieloBaHusA)) HIH
NPOJOKAIH  BBIMOJHATLCA 10 cocTosHMO Ha | sausaps 2016 T.
(mpu 3aBeplieHHOM Habope NMalMeHTOB) B COOTBETCTBHH ¢ PEKOMEHIALUSAMH
Me:xnynapoanoro gopyma peryisaTopoB MeIuiuHckux uigeauii (IMDRF);

B) KJIMHUYECKHE MCITBITAHMUA (MUCCIIeI0BAHNUS ), MHUIIMMPOBAHHBIE MOCIE
I suBaps 2016 r., mpoBeleHbl B COOTBETCTBHM C NpaBoM EBpaswuiickoro
KOHOMHYECKOTO COI03a, MPH 3TOM OJHO W3 KIHHHYECKHMX HCIBITaHUMH
(MccneoBanuit) MPOBE/ICHO B OTHOM M3 TOCYapeTB — wieHoB EBpasuiickoro
IKOHOMHYECKOr0 COIO34,

3. Hacrosmee Pewmenuwe Berymaer B CHIYy 110 HCTEYEHHH
10 xanenmapubix JHell ¢ jgaThl  BeTymuleHus B cuiy  IIportokona,
noanucaHtHoro 2 nexadbps 2015 roma, o npucoeguHeHuH PecnyOamikw
Apmennst K CorjialieHur0 0 eIMHBIX NPUHLHMAX W MpaBHiax obpanieHus

MEHIIHHCKHX H31e/ il (M3enuii MEIHIMHCKOro Ha3zHaAYEeHU
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W MEIMIMHCKON TeXHUKH) B pamkax EBpasuiickoro sKOHOMHYECKOTO colo3a
ot 23 nexabps 2014 roga, Ho He panee yeM no ucreveHun 10 KaneHaapHbIX

IHel ¢ aarel opUUHaANBHOTrO onyOIMKOBaHMA HacTosmero Pemenus.

Yaenwl Cosera EBpa3suiickoil 3K0HOMHYeCKOH KOMHCCHH:
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YTBEPXKJIEHbI

Pemennem Cosera
EBpasuiickoii 3KOHOMHYECKOH KOMHCCHH
ot 12 epans 2016 r. Ne 29

IIPABHJIA
NpOBeIeHHS KAHHAYECKHX U KIIHHHKO-/1a00paTOPHBIX HCNBITAHMI
(MccsieqoBaHMIT) MEAHIHHCKHX W3ACTHI

I. Ob1me nonoxkenus

1. Hacrosiume IlpaBuna paspaboraHbl B COOTBETCTBHH C MYHKTOM 2
cratb 31 Jlorosopa o EBpasuiickoM 5KOHOMHYECKOM coio3e oT 29 wmas
2014 rona, mynkramu 4 1 5 craren 4 CorsamieHus 0 eIMHBIX NPHHLHNAX 1
npagunax oOpalleHus MEJULMHCKHX W3Aeuil (M3enuii MeIMUMHCKOro
HazHauYeHWs ¥  MEIAMUMHCKOM TeXHHKM) B pamkax Epasuiickoro
3KOHOMHYECKOro cors3a orT 23 gexabps 2014 roma M ycTaHaBaHBaioT
B pamkax Espasuiickoro skonomudeckoro cotosa (manee — Coros) npasuna
NpOBEJEHUSs  KIMHUYECKMX M KJIMHHKO-Ta0OpaTOpPHBIX  MCHBITAHMIA
(MccnemoBanMil) MEIHLIMHCKUX WU3IETHIA.

2. linsa ueneit Hactrosiux [lpaBun HCHONL3YIOTCS MOHATHS, KOTOpPBIE
03HAYAIOT ClIE/YIOLIEE:

«aHAIMT» — KOMIIOHEHT MPO0OEI ¢ H3MEPHUMBIM CBOHCTBOM;

«aHajiuTH4eckas A(P(EKTUBHOCTE  MEAMIMHCKOTO  M3JIENHs s
JAHArHOCTHKH In  vitro» — crmocoOHOCTh MEAMIMHCKOrO W3Ienus aas
JIMArHOCTHKH 1N Vitro BBIABJIATL MPUCYTCTBHE MIIH OMpEeaTh cojlepikaHue
KOHKPETHOro aHanuTa B OMonoruueckoii nmpode;

«ayaur KITMHUYECKHX UCTIBITAHHUH (uccie0BaHMM )» -
cucTeMaTHYecKas M He3aBHCHMas [IpoBepKa JOKYMEHTAIlHH, MEepPOnpHsTHi,

CBA3dHHEIX C TIPOBEIOCHHUEM HCIBITAHHA (HEEJ’IE}IOBEHHH), H JCATCABHOCTH



CTOPOH,  YYacTBYIOIIMX B  TMPOBEJEHHH  KIMHUYECKOTO  HCHLITAHUS
(MccnelIoBaHMsA) MENMLUMHCKOrO W3JeNusi, KOTOpas TMpPOBOAUTCS  JUIs
NOATBEPIKICHUA BLIIOJIHEHHA MEPOIPUATHI OIEHMBAEMOT0 HCIILITAHUS
(MccrnenoBanus),  dakta  OpoBelieHUss  KAMHHUYECKOT'O  HMCIBITAHMS
(HcenleloBaHKsl), a TaKkKe [UIA OLEHKH COOTBETCTBMS mnpouenyp cbopa,
aHalln3a JaHHBIX M OTYETHOCTH TpeDOBaHUAM MNPOrpaMMbl KJIMHHYECKOTO
MCTIBITAHUS (HCCIIEJI0BAHMSA), CTaHAAPTHBIX OIEPalMOHHBIX TpPOIENyp M
TpeOOBaHUAM 3aKOHOAATENLCTBA rocyaapeTs — uinenoB Corosa;

«Opomtopa MCClefoBaTeNs» — CBOJHOE W3JOKEHHE aKTyalbHOI
KIMHHYECKOH M HEKAMHMYecKod  uudopmanmun o6  ucenemyemom
MEIULIUHCKOM U3/IeJIMM, OTHOCAIIEHCS K KIMHHYECKOMY HCIBITAHHIO
(Mcene0BaHuID);

«IBOMHOH CIIEMmoi MeTo/» — Tmpoueaypa KIHHHYECKMX HCIbITAHUH
(MccnenoBanui), B KOTOpPOH cyOBekTsl HcnbITanuii  (MccnegoBaHuil)
M MCCIIE[0BATe/H, YYAaCTBYHIIHE B [OJy4eHHMH W 00paboTke nepBHYHLIX
JaHHBIX, HE OCBEJOMJIEHBI O (aKTHYeCKOM NpPHMEHEHHH K cyObekTam
HCTIBITAHWH (McCenoBannil) BO3AeHCTBIS METUIIUHCKOTO W3/1ETHS,

«AM3alH KIMHHYECKOI0 UCMBITAaHUA (UCCIIeIOBAHHS)» — METOI0I0THS
NPOBE/IEHHA KIMHUYECKOr0 WCNBITAHUs (MCCIeNOBaHMA) C  yyacTHEM
YernoBeKa B KauecTBe CyObeKTa MCCNEe[OBaHMS, C IIOMOLIBI) KOTOPOro
[JIAaHUPYETCsl MOJYYHTh CTATUCTHYECKHM JOCTOBEpHbIE JI0Ka3aTe/IbCeTRa
KJIMHUYECKOMH beszomnacHocTH " apexTHBHOCTH HCITBITYEMOTO
(MccnenyeMoro)  MeJMUIMHCKOTO — M3JIeNud, BKIOYalom@s B cebs
MCIOIL30BaHHE KOHTPOJBHBIX rpymnn cyOBeKToR UCILITAHMS
(MccnemoBanus), W (Wiau) pacnpenelneHne  CcyOBEKTOB  MCIHBITAHMIA
(MceneoBaHuil) o rpymnnam caydaiHeiM 06pazom, U (HIIM) HCIONB30BaHKE
OAMHAPHOIO WM JABOWHOIO CJEMNOro MeTroAa, a Takke BbIOOD OCHOBHBIX M

JAONMOMHHTENBHEIX KOHEUHEBIX TOYEK;,



«IOMNOJIHUTENbHAS KOHEYHas To4yKa» — MokKaszaTenb (nokasarenu),
UCMOJIb3YEMBIH JUISI MPOBEPKH NOMOJHUTENLHONH THITOTE3bl KIMHHYECKOTO
MCIIBITAHUS (MCCIeq0BaHNs);

«3aKOHHBIH TPEJCTaBUTENIbY — (PU3HUecKoe WITH IOPUINYECKOoe JHLO,
KOTOpOE B COOTBETCTBHH C 3aKOHOaTENBLCTBOM rocyaapersa — unena Corosa
MMEeT [paBO jaBaTh WHOOPMHPOBAHHOE COIJIACHE HA yyacTHe B
KJIMHUYECKOM HCHBITAHMM (MCCIEeNOBaHMKM) OT HMMEHH [OTEHIMAILHOrO
cyObexTa ucnblTaHus (McclenoBanus);

«3aBUTENBY — HOPHJIMYECKOE MM (U3HYECKOE JIHI0, SBJSHOIIEecs
UHHLMATOPOM KJIMHHYECKOTO WCIBITaHWs (MCCIeNoBaHMs) W Hecyllee
OTBETCTBEHHOCTH 3a €0 OpraHU3aluio H (KUITH) (UHAHCHPOBaHHE;

CMHIAMBUJyallbHas ~ pPErMCTPallMOHHAs — Kapra»  —  JOKYMEHT,
MpeAHa3HAYeHHBIH Ul BHECEHMS B Hero Bcedl TpeaycMOTpeHHOMH
IPOrpaMMOil HCTIBITAHMS (UCCITeI0BaHM) UHPOPMALIHH O KakKI0M CyDheKTe
MCTIBITAHHS (MCCIeN0BaHHS);

«HHCTICKLIHA KIHHHYECKOro HcHblTaHus (MccleoBanus)» — aeiicTsue
YMOJTHOMOYEHHLIX OpraHoB, 3akiovaronieecs B O(HLMAIBHON NpoBepKe
JNOKYMEHTALMH, 000PY10BaHHs, HHBIX MATEPHANIOB, UMEIOIIUX OTHOIIEHHUE K
KIMHUYECKOMY HCTIBITAaHMIO (MCCHAENOBAHUIO) MEIUIIHHCKUX — H3eIIHii,
HaXOIsMUIMXCsl B HCCIEN0BATE/LCKOM LIGHTpPe, TOMELICHHAX 3asiBUTEs,
a TaKKe B MHBIX OpraHu3alMaX, MMEINIHX OTHOLIEHHE K HMCIBITAHHIO
(Hccle/10BaHMI0), B [OPSJKe, YCTAHOBJIEHHOM  3aKOHOAATENHLCTBOM
rocynapcts — wieHoB Corosa W MeXAyHapOJHBIMH [IOTOBOPAMH M aKTaMH,
cocTasisroLumu nparo Corosa;

«MHOOPMHUPOBAHHOE COTJIACHEY» — IUCLMEHHBIH TOKYMEHT, B KOTOPOM
CyOBEKT HCMBITAHMS (MCCIIEIOBAHUA) WM €ro 3aKOHHBIH NpeacTaBHTeNb

NOATBEPpAAaET ﬂDﬁpDEOﬂBHDE corjjacie Ha y4acTHe B KIHMHHYECKHX
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MCTIBITAaHUSX (MCCIIEIOBaHHUAX) HA OCHOBAHMHM TPEICTABIEHHON eMy MOJIHOI
HH(pOPMALIUK O KITMHHYECKOM HCIBITAHUH (MCCIIe0BaHIN);

«UCIBITYEMOE (HecIelyemMoe) MeIMLIMHCKOe U3JIeNTHe» — MEIHLIMHCKOe
H3/le/IMe, KOTOPOe B XOJe KIMHHYECKOrO HCIbITaHus (HCcieloBaHusi) MIH
KJIMHUKO-Ia00paTOPHbIX HMCTBITAHUH (MCCiieloBaHuil) Ut MeUIMHCKHAX
M3JIeNHi I JUarHOCTHKHM 1N Vitro oueHHuBaeTcsl Ha npeaMer 6e30nacHoCTH
U (1nH) s3peKTHBHOCTH;

«rccreioBaTellby — (PU3HUECKoe JIMLO, OTBETCTBEHHOE 3a NPOBeleHHEe
KIMHHYECKOrO HCIBITaHusl (MCCle/JoBaHNs) B MEIMIMHCKOHW OpraHu3aliu
WM JIPYroM (pakTHYECKOM MecTe IMPOBEICHHs WCHbITAHHS (MCCle0BaHms)
B Clly4ae NpoBe/IeHus KIMHHKO-7a0d0paTOpHLIX MCIBITAHWH (HCCienoBaHuii)
AN METUIMHCKUX M3[eInH I AMarHocTHKH in vitro. B ciyuae ecin
UCTIBITAHWE [IPOBOJMTCS KOJUIEKTHMBOM HcclieioBaresiei, pYKOBOIHTEIb
JAHHOTO KOJUIEKTHBA ABIISETCS ITaBHBIM HCCIEN0BATENIEM;,

«KJIIMHUKO-71a00paTOpHbIe MCIIBITAHUS (MCCIEM0BAHMS) MeIHLIHHCKOTO
M3JIeJIMs Ul AMAarHOCTHKM in  Vitro» — CHCTEMaTHYeCKHe WCIBITAHMS
AHATUTHYECKMX  XApaKTepUCTHK M, TJe [PUMEHHUMO, KJIWHHYeCKOil
3G (HEKTHBHOCTH, MPOBOIAUMBIE C LIENbI0 YCTAHOBJICHUS MM MOJTBEPIKICHUS
COOTBETCTBMA  MEIHIIMHCKOTO W3JIeNHs  JUIS  JIMAarHOCTHKM in  Vitro
HA3HAYEHMIO, YCTAHOBIIEHHOMY NPOM3BOAHTENIEM;

«KIMHUYECKass  A(QQEeKTUBHOCTH  MEAMIIMHCKOTO  HU3AeNusA s
JUArHOCTHUKH in  vitro» — cnoco0HOCTE MEIUIMHCKOrO W3AeNHs JUIs
JAHArHOCTHKH In  VIitro [IOKa3eIBaTh pe3Y/bTaThl, KOPPEIUPYIOIHE C
KOHKPETHBIM KIHHHYECKHM MM (PU3HOJNOTHYECKHM COCTOSHHEM B 1I€JI€BOI
MOTYJIALMH TTPH €0 NPUMEHEHUN Npe/IHa3HAuYeHHBIM [10/1b30BaTeNeM;

«KJTMHUYECKME [laHHble» — JjaHHble 1o Oe3omacHocTH ©  (WIiIH)
S(Q(EKTUBHOCTH,  TOJYYEHHBIE  [PH  KJIMHMYECKOM  MpHUMEHEeHHUH

MEIHIHHCKOrQ H3IenH. Knunnueckumu JAaHHBIMH TAKME ABIAKOTCA JaHHLIC
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no OesonacHocTd H (Mn) 3pPEeKTHBHOCTH, TONYUYEHHBIE MIPH KIIMHAYECKOM
MPUMEHEHHHM  MEIHLMHCKMX  M3/eNWii, 3KBHUBAJIEHTHOCTH  KOTOPKIX
paccMaTpHBaEMOMY MEJIMIITMHCKOMY M3/IeIHI0 MosKeT ObITh JOKa3aHa;

«KJIMHUYECKHUE UCTIBITaHUs (McCIe10BaHus) METHITHHCKOTO U3EIUs» —
nodoe McneITaHWE (MccleoBaHME) ¢ Y4YacTHEM UYEJOBEKA B KayecTBe
cyObeKkTa HcnbITaHus (HCC/ENOBAHKS), MPOBOAUMOE C IENbI0 H3y4YeHHs
OesomacHoctd M (uiaM) 3QQEKTHBHOCTH HCNBITYEMOro (HCCIemnyeMoro)
MEAMIMHCKOrO M3[enus W (WIM) MeToja JHATHOCTHKM MM JIeYeHHH,
CBSI3aHHOTO € €r0 MPUMEHEHUEM;

«KJIMHHYECKoe JokasaTenscTBO 3ddexkTrBHocTH W Oe30macHOCTH
MEIULHHCKOrO H3JIeJIHA» — OTYeT, [OJATBePKIAONIMH  KIMHHYECKYIO
spdexTuBHOCTE M GE30MACHOCTH  MEAMLMHCKOTO HM3IENHs [pH  ero
HCTIONB30BAHMHM 110  HA3HAYCHMIO, YCTAaHOBJIEHHOMY IPOM3BOJIHTENEM,
Ha OCHOBE KIMHHYECKUX NaHHBIX;

«KIMHHYECKOE JIOKas3aTenbeTBO d(deKTusBHoCTH H  Oe30macHoCTH
MEIHLUHCKOTO M3JIeNHs Ul [HAarHOCTHKM in Vitro» — OoTYeT, cojepikaliiuii
JaHHble,  MOATBEPIKIAIONIME  HAY4YHYO  ODOCHOBAaHHOCTL  AHAJIMTA,
aHAIMTHUECKYIO J(OEKTHBHOCTE MW, T/leé TIPHMEHHMO, KIMHHYECKYIO
5((eKTUBHOCTD MEIULMHCKOTO M3[eNHsl JUTA AHArHOCTHKH in VItro mpu ero
HCIIOIBE30BAHHH O HA3HAYEHHUIO, YCTAHOBICHHOMY MPOU3BOIUTENIEM;

«KOMHTET 10 3THKE» — HE3aBUCHMbIH SKCIEPTHBI OpraH, KOTOpHIi
paccMaTpuBaeT BONPOCHE oOecnevyeHus mpas, O€30MaCHOCTH W OXPaHbl
310pOBbA CYOBEKTOB UCIBITaHWI (MccenoBanuii);

«KOHTPOJIBHOE MEIMIMHCKOE H3/ieNue» — H3JeNHe, HCIO/Ib3yeMoe B
KIMHHYECKOM MCIBITAHUN (MCCIEeI0BAaHUM) A CPABHEHHUS C HMCIBITYEMBIM
(McenenyeMbIM) MeJMIIMHCKHM H3/IENHeM;

«KOOpAMHATOp-HCCAENOBaTeNb» —  HCCIeNoBaTelb, Ha3HAYEHHBIH

MPOU3BOIUTENEM (€ro YNOJIHOMOUEHHBIM MPECTABUTENEM) U OTBEYArOIIH
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38 KOOpAMHALMIO pabdoThl B XOAe MHOTOLEHTPOBOIO KIMHHYECKOro
HCIILITaHKS (MCCneIoRaHMs);

«MEJIMIIMHCKHE H3JeJHs Ul JHarHOCTHKH In  vitro» — Jo0ble
MHCTPYMEHTBI, anmnaparbl, IpuOopel, 000pyJ0BaHHe, MATEPHATBI, PeareHTh,
KanuOparopel, KOHTPOJIbHEIE MATEPHAIIBI U TIPOYNE M3IENHs, NPUMEHSeMble
B MEIHUIIMHCKHX LEsIX OTIAENbHO WIIM B COYETaHHH Mexay coboi, a Takike
BMeCTe C NPUHAIEKHOCTAMM, HEOOXOUMBIMH I IPUMEHEHHS YKA3aHHBIX
M3MeNHH 10  Ha3HayeHHWio  (BKJIOYash — CrelNHalbHOE  [POrpaMMHOE
obecrieyenue), U npejHasHAuEHHbIE TPOU3BOMUTENEM s IPUMEHEHHS T1PH
MCCIeI0BaHMAX In Vitro oOpa3ior GHOMOTHYECKUX MATEpPHAJIOB YeloBeKa s
moyiydenuss  MHQOpPMALUM  OTHOCHTEIBHO  (M3MOJOTHYECKOIO WM
naToJI0THYecKOro COCTOSIHHS, BPOK/IEHHOH NaToJIOTHH,
MPepacloiOKEHHOCTH K OMNpeJe/IeHHOMY KIMHMYeCKOMY COCTOSHHIO HIIH
Oosie3HH, COBMECTUMOCTH TKaHel ¢ TIOTEHIMANBHLIM  PEIMITHEHTOM,
MPOrHO3UPOBAHMA peaKlMid Ha TepaneBTHYECKMe BO3jeiicTBHA, Bhibopa
TepaneBTHYECKUX CPEeICTB U (WIIH) KOHTPOJIS JICUeHU

«MHOTOLIEHTPOBOE K/IMHMYecKOoe (KIMHUKO-1abopaTopHOe) HCnbITaHHE
(MccnemoBanye)y — KIMHUYECKOe (KIMHMKO-ITabOpaTopHOE) MCMbITaHKe
(MccnenoBaHue), KOTOpOE TMpOBOJMTCS B OBYX M Oojiee MeIHIIHHCKHX
OpraHu3al|sax 1Mo eIHHoH nporpaMme;

«MOHHTOPHHI' KJIIMHHYECKOT0 (KIMHUKO-1ab0opaTOpHOTO) HCMBITAHUS
(uccieoBaHus)» — [eATeNIbHOCTh, CBA3aHHAs ¢ HaOMIOJEHHEM 3a XOJ0M
KIMHAYECKOTO (KIMHHKO-JIabopaTopHOro) MCHbITaHus (MCCIemnoBaHus) s
MPOBEPKH TOTO, YTO JAHHKLIE MCCIEOBAHUS MTPOBOMISTCS M 3alHCLIBAIOTCS, a
OTYET O MOHHUTOPUHTE (OPMHPYETCs B COOTBETCTBHH C IIPOrpaMMoil
KIMHAYECKHX  (KIMHMKO-1abOpaToOpHBIX) HcHbITaHuil  (WccienoBanuit),

JOKYMEHTHPOBaHHBIMHU MpoLeypamMu U Hactosiuumu [Ipasunamu;
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«Ha3HAYEeHWe MEIULMHCKOrO W3JeNus» — pelleHHe TPOH3BOANTENs
B OTHOLIEHHHM 1€JIeBOI0  MCMNONB30BAHMSA  MEIMIHHCKOTO  H3[eNHs,
OCHOBaHHOE Ha €ro creuH(puueckux CBolicTBax, oDecneyrBaOUIMX
JOCTHIKEHHE [eliell  MEIHLMHCKOr0 [PUMEHEHHST W OTPaKEeHHBIX B
TEXHHYECKHX XapaKTepUCTHKAX U HHCTPYKLMSIX TI0 MPHMEHEHHIO;

«Hay4Has 0D0CHOBaHHOCTEL AHAIMUTA» — CBA3h AHAINTA ¢ KIMHUYECKUM
HJTH (PU3HOIOTHYECKUM COCTOSIHUEM OPraHu3Ma YeoBeKa;

«ONMHAPHBIM CNenoi MeTom» — Npoueaypa KIHHHYECKHUX WCIBITAaHWil
(MceneioBanuii), B KOTOpOH cyOLeKTHl HCHBITAHUE (HMccienoBanuil) He
OCBEJIOMJIEHBl 0 (aKTHYeCKOM TIPUMEHEHHWH K HHM  BO3JeilcTBMS
MEJIHIIMHCKOTO M3eHs;

«OCHOBHAsi ~ KOHeYHas TOYKa» — [0OKa3aTelb (loKasaTesH),
MCIOJIb3YEMBIH  [I/I1  [POBEPKH  OCHOBHOW  THIOTE3bl  KJIMHHYECKOTO
HCILITAHHA (MCCeToBaHus);

«OTYET O KIMHHYECKOM (KJIMHHUKO-IAbOpaTopHOM)  HMCIBITAHWH
(MCcceloBaHUM)» — MUCBMEHHOE ONMUCAHHE KIMHHYECKOro (KIMHHMKO-
nabopaTopHOro) MCNbITAHUA (MCCIENOBAHMS) MEIMIMHCKOIO M3/eNus C
y4acTHeM 4e/ioBeKa B KauyecTBe cyObekTa, 00beAMHSIOEE KIMHHYECKOE
(KnMHMKO-12a00paTOPHOE) U CTATHCTHYECKOE OIMCAHMS, MpecTaBlIeHHe
JIAHHBIX ¥ MX aHa/IM3 110 YCTaHOBJIEHHOH hopme;

«TIepBUYHBIE JaHHBIE» — Jto0as uH(OpPMALUA B BHAE OPHIHHAIBHBIX
3allMCe WM 3aBEpeHHBIX KONUH OPHUIMHANBHBIX 3alHCEH O KIMHHYEeCKHX
(axrax, HaOmMONEHHSIX W JAPYTMX COOBITHAX BO BpeMsl KIMHHYECKHX
MCTIBITAHUI (HcCreloBaHMi), HeoOXoxuMmas Uil MOHMTOPHHTA M OLEHKH
pe3yNbLTaTOB KIHHHYECKHUX UCIIBITAHUH (MCCIe10BaHmi);

«INompaBKa K MporpaMMme MCNbITaHWi (HceneloBaHnii)» — MUCbMEHHOe

OMMcaHWEe H3MEHEHMH Wi (opMallbHOE pazbsicHEHHEe TEKCTa MPOrpamMel,



KOTOPKIE 3aTParuBarOT UM MOTYT MOBJIMATE HA JOCTOBEPHOCTD MOJIY4aeMbIX
pe3yabTaTOB M MCXO0/1 KIIMHHYECKOTO UCIBITAHKS (MCCIIeoBaHus);

«npeaHasHaYeHHbIH Mosb30oBaTens» — ocobas rpymnmna (rpyniei) aui,
obo3HayeHHas B CONPOBOAMUTENBHONH JOKYMEHTAlMH K MEJUIIHHCKOMY
M3JIeIMI0,  KOTOpas  MOMXET  OPUMEHSTh  MEAHUMHCKOE  H3JIeHe
B COOTBETCTBUH C €r0 Ha3HAUCHHEM;

«IporpamMMa  KIMHHYECKOro (KIMHMKO-Ta00paTOpPHOT0) HCIBITAHHUS
(HccneoBaHus )» — JOKYMEHT, B KOTOPOM YCTaHOBIIEHEI 000CHOBaHHE, 1IEIH,
JIM3aiiH KJIMHUYECKOTO (KITHHHKO-1a00paTopHOTO) HCIIBITAHUSA
(MccneoBannsl) W IpejnoliaraeMblil aHaIM3, METOJOJOTHS, MOHWTOPHHT,
NPOBENCHUE M BEACHUE 3alMucel 0 KIIMHUYECKOM (KIMHHMKO-1a0opaTopHOM)
UCIIBITAHUH (HCC/IeIOBaHHH);

«cyOBeKT ucneiTaHus (McciemoBaHus)» — (H3MUECKOe  JIUIIO,
YUacTBYIOIEE B KIMHMYECKOM MCHBITAHUM (MCCNEOBAHMM) B COCTaBe
TPYTINEL, K KOTOPO# MpUMEHSIETes HeelielyeMoe MeIHITHHCKOe u3jienue, nubo
B COCTaBE KOHTPOILHOMH IPYIIIb;

«TeXHUYeCKHUi (haiiin —  JIOKYMEHTHPOBaHHbIE TlaHHBIE,
NOATBEPIAAIOIIHE  COOTBETCTBHE  MEIHIMHCKOrO  W3Jenus  oOLIUM
TpeboBanusam OezonacHocTH MU IPDEKTUBHOCTH MEIMIMHCKHX W3JIE/uii,
TpeDoBaHUAM K MX MapKHpOBKE M SKCIUTyaTallHOHHOH JOKYMEHTalu# Ha
HHX, YTBepiKJaeMbiM EBpasuiickoif 5KOHOMUYECKO# KOMUCCHEIH;

«YNOTHOMOYEHHBIH OpraH» — Opral TIOCYIapCTBEHHOH BIACTH
rocymapcrsa — wieHa Corosa, ynoJHOMOYEHHBIH Ha ocyllecTBiieHue U (1im)
KOOPAHMHALMIO AEATENLHOCTH B chepe obparieHns MeIUIIMHCKUX H3IeInil Ha
TEPPUTOPHH 3TOro rocyaapcersa — unena Corosa;

«ysa3BUMblE CYOBEKTHl HCHBITAHMs (MCCIeNOBaHHA)» — JIMIA, HA
JKEJIAHHE KOTOPBIX Y4aCTBOBATE B KITMHUYECKOM MCITBLITAHUY (HCCIIeIoBaHHM)

MOXET OKa3aThk BAHAHHE OXMHIOAHHE (DﬁOCHDBaHHDE HJIH HEOﬁGCHGEHHHGE)
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TeX MM WHBIX MPEMMYIIECTB, CBA3aHHBIX € Y4YacTHeM B MCILITAaHHH
(MceneloBannM), WM BO3MOJKHbIE CAHKIHH BBIIECTOSNIMX JIHIl B Cllydae
OTKa3a OT y4YacTHs B MCHLITaHHK (uccnepoBanuu). K ys3BUMbBIM cyObekTaM
MCTIBITaHMsl (MCCleJOBaHMs) OTHOCATCH Yuallhecs BBICIIMX W CPEIHHX
MEIMLIUHCKHX, (apMaleBTHUYECKUX W CTOMATOJOTMMECKHX  yueOHBIX
3aBe/IeHH i, MIIaIIMH NepcoHal MeJHLMHCKHX yupexaeHnii u nabopatopuii,
BOCHHOCNYKAIMEe M 3aK/OYEHHble, a Takke OObHBIE, CTPajaloNHe
HEH3JIeYUMBIMU 3aD0JieBaHMAMM, JIHLA, Haxo[dlllecs B JoMax 10 YXOWy,
majioobecneyeHsbie W OespaboTHble, nuua 0e3 rpaaaHCTBa, MAlHEHTHI,
HaxoAAMMeECs B HEOTJIONKHOM COCTOAHWH, TMPEINCTABUTENH HAIlMOHAIBHBIX
MEHBIIUHCTB, Oe3noMHBIE, Opoasiru, DeKeHIIbI, anarpuel,
HECOBEpUICHHOJIETHHE W JIMIA, HaxoJsdlludecs [ojJ  ONeKoH Wi
[MONEeYUTENLCTBOM, a TAKKe JIMLE, HeCrocoOHele naTh MH(MOPMHUPOBAHHOE
cornacue;

«3(pPEKTUBHOCTE  MEAMLMHCKOIO  M3JENHA» —  CIHOCOOHOCTE

MEIHIIHHCKOTO H3JC/IHA COOTBETCTBOBATE Ha3zHAYCHHIO, YCTAHOBJIICHHOMY

IMPOH3BOIHTCIICM.

[1. ObocHoBanme Oe30macHOCTH U KIHMHHYECKOH 3 dhekTHBHOCTH
MEIUIMHCKUX U3EHi, KpoMe MEeJIMITMHCKUX U3IeITHi
JUISl IMArHOCTHKM in Vitro

3. Jina pokaszarenbcTBa 0e30MaCHOCTU M KIHHUYECKOH 3 dekTHBHOCTH
MEIMIIMHCKOTO W3/IENINA TPOU3BOUTENh [IOJIKEH:

a) onpejenuTs TpeboBaHus M3 0OHMX TpeGoBaHuil Ge3onacHocTH M
3G PeKTUBHOCTH MEIMUMHCKHX H3Jeluil, TpeboBaHMil K MX MapKHpOBKE W
IKCIITYaTaMOHHON JOKYMEHTALMKH Ha HMX, yTBepikaaembix Epasuiickoi
3KOHOMMYECKOH KOMHCCHEH, J0Ka3aTelnbCTBa COOTBETCTBHS — KOTOPBIM

JOJZKHBI OBITh OCHOBAHB! Ha KITHHHYECKHX JaHHBIX,
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0) onpenenuTh KIMHUYECKHEe TaHHBIE, OTHOCSIINECS K MEIUIHHCKOMY
M3/IeTHI0 ¥ €r0 HA3HA4YEHHIO, KOTOPBIE TMOIYHYEHBl TITeM MOHCKA B HAYYHOMH
JUTEPAType, W3 ONbITA KIMHHYECKOTO NPUMEHEHMS WIH M3 KIMHHUYECKHX
HCIIBITAHHH (HCCIeNOBaHMi ) MEAUIITHHCKOTO H3IETHS;

B) OLIEHUTh KIMHMYECKUE [aHHBIE HA TNpPEJMET BO3MOKHOCTH MX
MCTIONB30BaHM I J0KasatenscTBa OesonacHocTd W addeKTHBHOCTH
MEIHIHHCKOTO M3/1e/Hsl;

I) IPOBECTH KIMHHYECKHE MCOBITaHWS (HCCeNOoBaHUA) MO  Tem
acriektam OesonacHoCTH M H(PQEKTHUBHOCTH MEAMIMHCKHX W3IEIHil, s
KOTOPBIX HEJAOCTATOYHO UMEIOUIUXCS KITMHUYECKHUX JaHHbIX,

1) IPOBECTH aHallM3 Kak ONaronpusTHEIX, TaKk M HeGJaronpHsTHLIX
KIIMHUYECKHX JaHHBIX, [MOJIYYEHHBIX TTyTEM IOMCKA B HAYYHOH IHTEparype,
M3 ONbITa KIMHUYECKOIO NPUMEHEHHs WJM B pe3ysbTaTe IpOBe/IeHHs
KITMHHYECKHUX MCHBITaHWN (MccnenoBaHuii), w claenateh 000CHOBaHHOE
3aKJIIOYEHHE O  KIMHUYECKOM  JIOKAa3aTelbeTBE — OE30IIaCHOCTH |
3(Q(heKTHBHOCTH MEIUIIMHCKOTO u3jiesius B ¢opMe oTdera. AHAIU3
OPOBOJAMTCS € Y4YETOM Kjacca [OTEHLIHANbHOTO PHCKA TPHMEHEHHS,
HasHavyeHus U crnenuduueckux ocobeHHOCTEH NpPUMEHEHHA MeIULHHCKOTO
M3Aenus.

4. OBbocHoBanue KIMHUYECKOH s(dexTuBHocTH U OezomacHOCTH
JOMKHO OCHOBBIBATBCA Ha KIMHMYECKHMX JaHHBIX, [OJYYeHHBIX [pu
MPOBEAECHUH KIIMHHYECKUX WCIIBITAHU (HceleoBaHuit), /s

a) UMILUIAHTUPYEMBIX MEIULMHCKHX M3/IeMHi U MeJUIIMHCKUX M3Telnil
Klacca TIOTEHIMANBHOTO pHCKAa NpUMEHEeHUs 3, €ClM CIEeNHATbHO He
J0Ka3aHo, 4YTO KJIMHH4YecKas 3 (eKTHBHOCTL W De30macHOCTh 3asgBJISeMOro
MEIMIHHCKOTO H3/1e/1Ms MOKeT OBITh JOKAa3aHa HHBIM CIIocoboM;

0) MenUMHCKUX — W3jienii,  QyHKIMOHANBHBIE  XapaKTEPUCTHKH,

MPHHITHII ﬂEﬁCTBHﬂ, HA3HAYCHHE, MOKA3aHHA K MEJIHIHHCKOMY NPUMEHEHHTIO
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I 0CODEHHOCTH  MEIMIMHCKOTO  HPUMEHEHUsI  KOTOPBIX  paHee
He UCClIe10BalliCh;

B) MOAM(DUKALMI MEIMIMHCKUX M3JeIWH, paHee [JONYLIeHHBIX K
MEIMIIMHCKOMY TPUMEHEHHIO, B Cilydae, €ciid MPOM3Be/IeHHBIE M3MEHEHUs
CBA3aHBl C IOABJIEHHEM HOBBIX (DYHKIHMOHAIBHBIX  XapaKTePHCTHK,
H3MEHEHMEM NPOrpaMMHOT0o obecrneyeHns, PUHLKNA J(eficTBUSI, HA3HAYEHNS
WM ocobeHHOCTEH MEIMIMHCKOTO TpPHMEHEHHS, KOTOphble paHee He
HCCIIeI0BATHCH;

r) MEULIMHCKUX M3IEAHH, cojep:aliuX HOBBIE, KOHTAKTHPYIOIIHE ¢
OpPraHu3MOM 4eOBeKa, paHee He W3YUYeHHbIE B 4acTH OUONOrHYECKOTro
JIeHCTBUA MaTepHalibl UIH W3BECTHBIE MATEPHAIbl, KOHTAKTHPYIOLIHE ¢ TEMH
OpraHaMM MJIM TKaHAMHM 4YeloBeKa, B OTHOLIEHWH KOTOPBIX OTCYTCTBYET
ONBIT UX MEIMIMHCKOTO TIPUMEHEHHS, WM B ClIydae, ecili Tako# KOHTaKT
aBnseTcs Ooliee NPOAOIIKUTENLHEIM, YeM paHee 3yUeHHBIN.

5. Knunuyeckue JlaHHble, NoJIydeHHbIe TIPH [TPOBEAeHUHN KIMHHYECKHX
UCTIBITAHUM (McCeoBaHmil) WIN NPH NPUMEHEHHH MEAMLMHCKOTO M3/eIns
B rocyjapcTBax, He sBjstoinxces dineHamu Corosa, MPH3HAIOTCS B KAueCTBe
MCTOYHHKA  KIMHWYECKHMX JIaHHBIX O MEIMLHHCKOM  W3JIelIMH  [IpH
BBITIOJIHEHUHM OJHOTO U3 CIENYIOLUX YCIOBHIL:

a) KIIMHWYeCKue  JIaHHBIE  TOATBEpIKAeHB  NyOAMKALMAMH B
CleHAIM3MPOBAHHBIX KypHanax WM orderamMu BeemupHo# opranmsaimin
3/IpaBOOXpaHeHus 110 IporpaMme KOHTposs 6esonacHocTH M 3¢ dekTHBHOCTH
meguuuHekux — m3genuit  («The WHO  prequalification  projecty»),
pasMelIeHHbIMH Ha caiite BecemupHO# opraHwzaliiy 3ApaBoOXpaHeHusi B
MH(OPMALMOHHON-TEIEKOMMYHHUKAIMOHHOH ceTn « MuTepHeT»;

0) mpejcraBieHbl Pe3yabTarhl MPOBEIeHHA KIHHHYECKHX MCIBITAHWI
(uccnenoBanKii) B COOTBETCTBMM € pekoMeHHauusMu MexayHapoHoro
dopyma perynsropo meguuuHekux uzgenuii (IMDRF). [lokasarenncrra
COOTBETCTBUS TIPOBEJEHHBIX KIMHHYECKMX MCHBITAHUI (MccieoBaHMil)

MeXIYHAPOIHLIM TpeOOBAHUIM JOJIKHLI OBITE BepHMUIIMPYEMEI.
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Knunuyeckne JlaHHble A8 MEAMIMHCKHX — H3JIE/HH  KJIACCOB
NOTEHUHAJIBHOTO pHCKa TMpUMEHeHHs 3 W 20 M HMIUVIAaHTHPYEMBIX
MEIMIHHCKHUX M3AENHH J0/KHBI OBITEL MOJYYEHBl B pe3yabTaTe MPOBEeHUS
KJIHHHYECKMX MCIbITaHHi  (uMcchemoBanuil). KiuHudeckue wcnuITanus
(nccnenoBanus) MeIMIMHCKUX M3JelMil KJIacCOB IOTEHLHMAIBHOTO PHCKA
npuMeHeHuss 3 W 20 M UMIUIAHTHPYEMBIX MEIHLMHCKUX HM3J1eHH,
MHULHHpoBaHHbie mnocme | gHBaps 2016 r.,, npoBOAsTCS Ha OCHOBE
MHOTOLIEHTPOBLIX HCILITAHUH (MCCleNoBaHMil), B TOM YHCIE B OJIHOM H3
rocyaapcts — uieHoB Coro3a (Janee — rocyjaperpa-ulieHst ).

6. Knuuudeckue jnaHHBIe, MONyYEHHBIE I APYTOTO MEIMIHUHCKOIO
u3jieNiks, MOTrYT OBITh TPHMHATBL K  PACCMOTPEHHIO TOJBKO TIpH
MpeJCTaBICHHH  JIOKA3aTe/bCTB  €r0  3KBUBAJEHTHOCTH  3asiBISEMOMY
MEIMLMHCKOMY W3JIeJIHIO TPH OJHOBPEMEHHOM BBIOJIHEHUH CHEAYIOIINX
YCIIOBHH:

a) paccMaTpHBaeMble MEJAMLUMHCKHE W3JETHS HMMEIOT OJHHAKOBOE
Ha3Ha4YeHHe;

0) TexHHUyeCKME U OMOIOrHYECKHE XAPAKTEPUCTHKH PACCMaTPHBAEMBIX
MENHMIHHCKUX M3JENUi OJMHAKOBLEI B TOH CTENEHH, KOTopas rapaHtupyer
OTCYTCTBHE pa3/IHuMii B MX KIMHHYECKOH 3¢ deKTUBHOCTH U De30MacHOCTH.

7. Knunuueckoe nokasarenbcTBo 3Gh(GEeKTHBHOCTH H  0e3011aCHOCTH
MEIHLMHCKOrO H3Je/Hsl, BK/IOUarollee B ceba Bce KIMHHYECKHE JaHHBIE,
Ha KOTOPBIX OHO OCHOBaHO, JOJDKHO ObITE oopmieHo B (opme oTyera,
ABJIAIONIErocs YacThio JOKYMEHTALMH MPOH3BOIUTENS.

8.0TyeT © KIOMHMYECKOM JloKasarenbCTBe  3(EeKTHBHOCTH |
OesonacHOCTH  MEAMUMHCKOrO M3JEMHs JO/UKeH TMOJIepKHBATLCS B
AKTYQIBHOM COCTOSHHMM € YYeTOM JIaHHBIX, [OJYYEHHHIX B XOJe
MOCTIPOJAKHOTO  MOHUTOPHMHIa W (MIHM) TpPH  TOSBIAEHHH  HOBOM
NOATBEPAKACHHOH HMHG(OpPMaMM M3 HAYYHBIX JIMTEPATYPHBIX HCTOYHHKOB,

Kacatouleiics ero OesonacHoct 1 3hHEKTHBHOCTH.
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I11. KomuTeT 1o aTHKe

9. B uensx oxpaHbl MH3HH, 3/0POBbS M MpaR CyOBEKTOB HCIBITAHUA
(MceneaoBanys) NpH MPOBEIEHNH KIMHUYECKUX HCTILITAHMH (MCceae10BaHmil)
MEIHIMHCKUX W3/IENIMH B rocyjapcrBax-ujieHax JeHCTBYIOT KOMHTETHI I10
ITHKE.

10. B cBoeii paboTe KOMMTET MO ITUKE PYKOBOJACTBYETCS IIPHHILUTIAMHE
XenbcHHCKOH — Jleknapaumu  BeemupHo#  MeQMUMHCKOH — accolMailvu
1964 roga «Drudeckue MPHHLMIE MEIUIMHCKHX HCCIIEOBAHUI C yUacTHEM
yeloBeKa B KadecTBe CYOBEKTa MCCIEIOBAHHA» H 3aKOHOJATEeIbCTBOM
rocy1apcTB-4JIEHOB.

11. OcHOBHBIMH NPUHIHUNAMH JIEATEIBHOCTH KOMHTETa I10 JTHKE
SBJISAOTCS:

a) obecneueHue npas, 0€30MaCHOCTH U OXPAHBI 370POBhA (PH3MUECKHX
JML, YYacTBYIOIUMX B KJIMHHYECKHMX MCHBITAHUSIX (MCCleqOBaHHUAX)
MEIHIIMHCKHX U3IeIIHIi;

0) cobnrofieHne MOPANBHO-3THYECKUX HOPM M HOPM OOIIECTBEHHOMN
MOpaITH;

B) coltoieHue NPUHUMIIOB TYMaHHOCTH;

I') HE3aBUCUMOCTE CYKAEHHIH;

1) cobmo/ieHne KOH(PUACHIIHANEHOCTH NMOAYyYeHHON nHbopMalmy;

e) cobmoienre HopM npodhecCHOHATBEHON STHKH;

JK) HeJonyieHHe KOH(IMKTA MHTEepPEeCOoB.

12. OcHoBHBIMH (QYHKIMSAMH KOMHTETA 1O 3THKE SIBJIAIOTCH:

a) pacCMOTpeHHE [porpaMm KIUHUYECKUX HCILITAHUH
(MccnenoBaHuMid);

©) BeiHECEHHE 3aKioYeHus 00 3THYecKol obocHoBaHHOCTH NGO 00

ITHYECKOil HeoDOCHOBAHHOCTH NpoOBEAEHHA KIHHHYECKHX HUCIBLITAHHH
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(ncenefioBaHni)  MEIMUMHCKMX M3eJMiIl B pamkax [PejCTaBIeHHOro
[POEKTa MPOTpaMMbl KIHHHYECKUX MCTIBITAHMH (MCcCIenoBanmii);

B) OLlEHKa COOTBETCTBUS KBaJTM(pUKALHH HCCIea0BaTens
MpeAaraeMoMy HCIbITAHUIO (MCCIe10BaHUIO).

13. 3asgBuTens JOMKEH MpeICTABUTE B KOMHUTET [0 3THKE Bee
JAOKYMEHTBI, HEO0OXOAMMBIE 7 TOJHOH ¥ THIATENBHON 3KCIepTH3bI
[UIAHHPYEMOT'O HCCIENOBaHMsA, DTH IOKYMEHTBI JIOJKHBI BKJIFOYATE B ceds:

a) 3aABIIEHHME HA PACCMOTPEHHE,

0) mporpammy IIaHUPYeMOro HCIBITaHMs (MCCIeN0BaHus);

B) MHAMBHYabHbIE  PErHCTPAlMOHHBIE  KapThl, JIHEBHUKH |
BOIIPOCHUKH, KOTOPBIE [IPEACTOMUT 3an0NHATEL UCCIIEI0BATENAM;

r) OMMCaHUe JAaHHBIX MO OE30MaCHOCTH MEJUIIMHCKOrO H3JIeNs,
HCTIBITaHWE (MCCleIoBAHNE) KOTOPOro 3aljlaHHpOBAaHO, a Takke ero
TCXHHYECKHE XapaKTEepPUCTHKH, NaHHBE [POBEAECHHBIX TOKCHKOJIOTMUECKHX
MCTIBITAHUH ¢ ONHCaHHEM  CYIIECTBYIOIIEro Ha JaHHBIH  MOMeEHT
KIMHHYECKOr O ONbITa MPUMEHEHUS MEIHIIMHCKOTO U3/1e/IHs;

1) Opounopy MccnenoBares;

€) TeKyUIyl0 pe/lakIliio pe3loMe HMcciaeoBarens U (Wiu) apyrue
MaTepHaibl, OATBEPKAAIONIHE er0 KBAIH(PHKALNIO;

K) MaTepHalsl  (BKIIOYAs — peKJIaMHbIE),  UCIOAB3YeMbIE LIS
NpHBIIeYeHHs MOTEHUHAILHBIX CYOBEKTOB HCIBLITAHHUA (MCCIe0BaHMs);

3) hopMy HMH(POPMHPOBAHHOTO COTNIACHS C ONMCAHHEM MPOLIECCa ero
MOJYYEHHUS W NOKYMEHTHPOBaHHSA, a Takike JApyrue (opmbl, CoJepikaline
MH(OPMALHIO TS TOTEHUHANLHBIX CYOBeKTOB HCIbITaHHs (MCCIeI0BaHMs);

M) ONIHCAHHE BCEX KOMIIGHCALMH 338 y4YyacTHe B  HCIBLITAHHH
(McceoBaHMM) [Nl YYACTHUKOB MCTIBITAHUS (MCCNIEOBAHUS), BKIIFOUAs

[TOKPBITHE PACXOJ0B H MEAHIIHHCKYHO IMTOMOILb,



15

K) MH(pOpMalMio 00 YCIOBHSAX BBIIAT U KOMIeHcauuit cybnexTam
HCIBLITAHKS (MCCNe0BaHMs);

JT) ONUCaHKWe YCIIOBUIA CTPAXOBAHUSA YMACTHHKOB HCCIEIORAHHNS;

M) MOJIOKEHHE O COrNACUM  CJiejlIoBaTh JTHYECKUM  TPUHIMIIAM,
M3105KEHHBIM B COOTBETCTBYIOIIMX PYKOBOICTBAX;

H) NpebIIYIHE PEIIeHUs, IPUHATBIE IPYTHMHU KOMUTETAMH [0 STHKE.

14, KomuTer no 3THKe AOKEH PAcCMOTPETH BOIPOC O NPOBEIEHHH
MpeiaraeMoro KIMHUYECKOTO HCTIBITAHHS (ucciie oBaHms ) B
COOTBETCTBYIOILIME CPOKM M JaTh 3aKIOYeHME B NHUCBMEHHOM BHIE, B
KOTOPOM JIOJUKHO OBITE WACHTH(OHUMPOBAHO HCHBITAHWE (MCClefoBaHuE) ¢
yKazaHHEM PacCMOTPEHHBIX JJOKYMEHTOB M /1aThl IPUHATHS PeLLeHHS:

a) 006 omobpeHun (Bbllave 3aK/IOYEHHS) HA TPOBENEHHE HCIBITAHMS
(MccnenoBaHu);

0) 0 BHECEHMM HM3MEHEHHMH B NPEICTABICHHYIO JOKYMEHTALMIO IS
NOJy4eHHs 0A00peHus (BBIJIA4YM 3aKIIOYEHHs) Ha NPOBEICHHE HCIBITAHHSA
(HceneoBaHus ),

B) 00 orkasze B oj00penuM (Bbladaue 3aKIFOUEHHsA) Ha IPOBeJieHHE
UCTIBITAHMS (MCCIIeI0BaHMUs );

r)o0 oTMeHe (MpPUOCTAHOBIIEHWH) CHEJAHHOIO paHee O0A00peHus
(BRIZIAHHOTO 3aKJIFOYEHMS) HA MPOBEJIEHUE UCIILITAHUS (MCCIeIOBaHNS ),

15. B cocrap koMHMTETa MO 3THKE BKJIIOYAIOTCH JiMila, 0Dnanaroime B
COBOKYNHOCTH HEOOXOAMMOM KBanu(UKaluel U ONBITOM I/ PACCMOTPEHMS
M OKCMEPTHOH OLEHKH HaY4YHBIX, MEIMIMHCKHX W ATHYECKMX AaCIEeKTOB
MIaHHPYEMOI'0 WCTbITaHWs (HccaeaoBaHus).

16. Komurer 1Mo 95THKE [OOKEH OCYIIECTRIATH [eSTeNbHOCTL B

COOTBETCTBHH C AOKYMEHTAJIEHO DIiIDpMH CHHBLIMH [poLeaypamMH.
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Ero nestensHOCTE [AOMKHA COOTBETCTBOBaTH Hacrosiuum [Ipasumam u
3aKOHOAATEJILCTBY MOCY1apCTB-UJIEHOB.

17. Komuter 110 3THKE HECET OTBETCTBEHHOCTH 3a TO, UTO OH JeiicTByeT
MOJHOCTBED B MHTEpecax [OTeHUHANbHBIX CYOBEKTOB  HMCHBITAHHA
(uccnenoBaHHs) ¢ YYETOM HHTEPECOB M noTpedHOoCTel YI3BUMBIX CYOBEKTOB
MCTIBITAHUS (MCCIeIoBaHMs), a TAK/Ke HAJIMYUSI 3aKOHHBIX MPEJCTABUTENEH B

Cclyyae ux HEDﬁXDﬂHMDCTH ;

IV. Paspemenne Ha npoBejieHNe
K/IIMHMYECKUX MCIBITAHUH (McceoBaHuii)

18. Ina npoBenenus KIMHUYECKOrO MCHBITAHUS (MCCIEIOBAHMSA)
MEIULMHCKOr0 H3/leius (KpoMe MEeIMIMHCKUX H3JeNui U1 JTHarHOCTHKH
in vitro) po/ukHO OBITE MOJYYEHO pa3pelleHHe YMOJTHOMOYEHHOTO OpraHa
roCcy/apcTBa-wieHa, Ha TEpPPUTOPHH KOTOPOro IIaHMPYETCs MNpoBeJeHue
JNAHHBIX ~ MCTIBITAHMH  (MccnefgosaHuit), Jlns  npoBegeHust  KIMHHMKO-
nabopaTopHOTO WCMBITAHHUA (MCCHeNOBAHMS) MEIULMHCKOTO H3JIEnUs s
JIMarHOCTHUKH in Vitro J0JBKHO OBITH HANPABIEHO YBEAOMIEHHE B CBOOOIHO¥
dbopMe B  YHONHOMOYEHHBIH  OpraH  (IKCHNEPTHYI  OpPraHH3aluio)
rocy/1apeTBa-yieHa.

19. /Ins nonyuenus paspelieHHs Ha OPOBeAeHHE KIHHHUYECKOTO
MCTIBITAHUS (MCCIIEOBAHUA) MEJUUUHCKOIO W3JIe/usi NPOU3BOIUTENL WIIH
€ro YHOJHOMOYEHHBIH NpeACcTaBuTeh HAMPaBASeT B YINOJHOMOYEHHEIH
OpraH, Ha TEPPUTOPMH KOTOPOTO MIAHHPYETCH MPOBEAECHUE KIMHMUYECKOrO
UCTIBITAHUA  (MCCIENOBAHMA) MEIULIMHCKOTO M3JIe/IHs, 3adBJIeHHE Ha
[OJIy4eHUEe paspellieHuss Ha [poBefieHHe KIMHHYECKOTO HCIBITAHUs
(Mccnenosanus) no  qopme  cormacHo  mpunoxkenuto  Ne 1 ¢

COHpDBOHHTEﬂBHDﬁ HDK}’MEHTHHHEﬁ, cn,uep}mameﬁ CJIENYIOLUIHE CBEICHHA!
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a) 3asB/IEHHE  MPOM3BOJAMTENA  WJIM  €ro  yIOJHOMOHYEHHOIo
MpeJICTABUTENA O TOM, YTO JaHHOE MEIHMLMHCKOE HM3JENHe YIOBJIETBOPSET
npuMEHHMbIM  TpeOoBaHusM  OesonacHoctH u  addekTusHocTH, 3a
MCKIIIOUEHHMEM CBOMCTB M XapakTepucTHK OezonacHoctv M 3(heKTHBHOCTH
MENHLIMHCKOro M3J1e/IHs, KOTOpbIE JO/KHBI OBITE HMCCHAENOBaHbI B XOje
KIMHUYECKMX MCIBITAHWH (MCCIeIOBaHMii), U YTO MO OTHOLUEHHIO K HHUM
OBIIM  TPUHATBL MEphl NPENOCTOPOIKHOCTH JUIS 3alIUTH  3/I0POBBI |
Oe3onacHocTH cyOBEKTOB UCHBITAHUI (HCCe0BAHMI);

0) Konus 3aK/I0YeHUsA KOMUTETa MO 3THUKE, BBIAAHHOTO B COOTBETCTBUU
¢ Hacrosmmmu [lpaBunamu, 3aBepeHHas NPOUIBOAMTENEM MM  €ro
YTIOIHOMOYEHHBIM MPeACTABHTEIEM;

B) Opouitopa MccneoBaress, COCTABJICHHAs B COOTBETCTBHH €
TpefoBaHUAMM COTNIACHO TTpuoKeHuHIo No 2;

r) obpasen WHAMBHIYaNbHOH pErHCTpPallMOHHOH KapTel cyOnekTa
MCCe0BaHus (MpH HAMHYMH);

1) TexHuueckuit (aiin Ha MEIULMHCKOE H3JelHe, COOTBETCTBYIOMIH
TpeboBaHUsAM corjlacHO npuwiokeHuo Ne 3, 3a HMCKIOYEHHWEM CBOMCTB
U XapaKkTepUCTHK De30MmacHOCTH M 3(P(EeKTUBHOCTH MEOUIMHCKOTO H3/eNus,
KOTOpBIE JI0JDKHBI OBITE OMpeneneHbl B X0[€ KIMHHYECKUX MCILITAHUN
(MccneIoBaHuM );

e) mporpaMma  KIMHHHYECKOIr0  HCNbITaHus  (MccnefoBaHus) ¢
0DOCHOBaHMEM KOJIMYECTBA MEIMLMHCKMX W3/IeNHi, MpeacTaBisieMbIX [
KAHMHUYECKOTO HCIBITAHUS (MCCIENOBAHUSA), CPOKM €€ TpPOBEIEHHS B
COOTBETCTBHHU € TPeDOBAHUSM U COIJIACHO NMPUIIOKEHHIO No 4;

) nepeyeHb HeOJaronpuATHBIX COOBITHH (MHLIMIOEHTOB), B cliydae
BO3HMKHOBEHHUA KOTOPBIX HEOOXOIHMO COOOIIMUTE B YIOIHOMOYEHHBIH OpraH

(c yKazaHHeM CpOKOB HallpaBlieHHs cooDILeHHs );
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3) Kol JOKyMeHTa 00 YCIOBMSX CTPaxOBaHHS HIH BO3MEIIeHHs
(KoMIIeHCALIMH) BO3MOMKHOIO Bpe/ia NPy BO3HUKHOBEHHH HebIaronpuaTHIX
coObITHII  (HHUMJEHTOB) B  COOTBETCTBMM €  3aKOHOJAATE/bCTBOM
rocyjiapcTea-ujieHa, Ha TEPPHTOPHH KOTOPOTO TMPOBOAWUTCA KIMHHYECKOE
UcnBITaHue (Mceaea0BaHue).

20.B cnmydae ecniM  OpHUIMHANBl  JOKYMEHTOB COCTABJIEHBI Ha
MHOCTPAHHOM $I3bIKE, OHH MPEJCTABAAIOTCS C NEPEBOIOM HAa PYCCKHI S3BIK,
3aBEPEHHBIM MMPOH3BOIUTENEM HITH €T0 YIIOJTHOMOYEHHBIM [IPE/ICTABUTEIIEM.

2]1. YrnonHoMO4YEHHBIH opraH (3KCHepTHas OpraHu3alus) MpoBepseT
KOMIUIEKTHOCTE TIpeJICTaB/IeHHbIX MAaTepHalOB M HAMpaBiseT 3aABUTENIO
pelleHHe  OTHOCHTENbHO  BO3MOMHOCTH  MPOBEAEHUA  KIMHHYECKUX
MCTIBITAHUM (MccnenoBanuii) He nozanee 30 pabounx gHeil.

B ciyuae nefocTarouHOCTH MpeCTABICHHBIX 3asBUTE/IEM MaTepHaloB
W CBENEHMH [ [PUHATHS PEIICHHS 0 BO3MOXKHOCTH TPOBEIACHHS
KIMHHYECKHX  MCIBITAHUN  (MCCe/l0BaHMii)  YIMOJNHOMOYEHHBIH  oprad
(aKcnepTHas opraHusauus) B TedeHue S5 pabouMx ¢ JgHeH co jHs
MOCTYIJIEHWSI 3adBJIEHWS O TMOJYYEHWH paspelleHds Ha I[IpOBejieHue
KIHHUYECKHX  MCOBITAaHMH  (MCcclefoBaHUM) W CONPOBOAMTENBHOMH
JIOKYMEHTALlMH HalpaBiseT [POU3BOIAUTENK WM €ro YINOJIHOMOYEHHOMY
[MpeACTaBUTEN0  3alpoc O [NpejicTaBieHMH HeoOXOAMMBIX CBelIeHHH
(c ykasanueMm xapakrepa 3aMedaHuii u cnocoba UX ycTpaHeHHs).

YxazaHHBIH 3a1IpoC HAMPaBJIsSETCs OJHOKPATHO U MOXKeET OBITh nepean
MPOU3BOJIMTENIO WIH €ro YHNOJTHOMOYEHHOMY TPEICTABHTENIO JIMYHO IOJ
pacnycky, HanpaejeH MO [OYTE 3aKa3HbIM THCBMOM WM [lepejaH B
3NEKTPOHHOH (popme [OCPeICTBOM MCIIOB30BaAHUsA
TEIEKOMMYHHKALHOHHLIX KAaHAIOB CBA3W MO0 B (opMe 3IEKTPOHHOIO

JAOKYMEHTA, [NOANHCaHHOTO BJT'BKTPDHHDﬁ MNOANHCEHD.
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ITpousBoauTens uiaM ero ynoaHOMOYEHHBIH MpeicTaBUTeNs 00sS3aHbI
NPEACTaBUTE OTBET HA 3alpoc YMOJHOMOYEHHOrO oOpraHa (3KcrnepTHOil
OpraHusalMi) B CpOK, He mnpeBbimaoommi 60 pabounmx pgHell co JHs
TOJIYYEHHsST 3TOro sanpoca. B cnyuae HenpeacraBieHMs MO0 HCTEUEHHH
60 paGouux nHeil 3adBHTE]EM OTBETA HA 3alPOC YNOJHOMOUYEHHOIO OpraHa
(9KCNEepTHOH OpraHM3alMK) pelieHHe MNPUHUMAETCS  YIOJIHOMOYEHHBIM
opraHoM (2KcrneprHoit  opraHu3anMei) Ha OCHOBAaHHM  JJOKYMEHTOB,
HMEIOIIMXCA B €r0 pacnopsKeHHH.

Bpewms co 1Hs HampaBieHHS YIIOJIHOMOYEHHBIM OPraHoM (3KCrepTHOi
OpraHusaliel) sampoca J0 JHA TOTYYeHHS OTBeTa Ha 3amnpoc MM
YBEIOMIICHHs O HENpEe/ICTABIIEHNH OTBETa Ha 3allpoc He YYHTHIBAETCS NpH
MCYHCIICHHH CpPOKa TMPHHATHS YIOJHOMOYEHHBIM OpraHoM (3KcrepTHO#H
OpraHusaniel) pelleHds OTHOCHUTEIBHO  BO3MOJKHOCTH — TpPOBejIeHHs
K/IMHUYECKHX MCIILITAaHUH (MCCiie/loBaHMi ).

B ciydae npuHSTHS OTPHUATENBHOTO PELICHHS  OTHOCHTENILHO
BO3MOJKHOCTH [MPOBEJCHHS KIMHMYECKMX HMCIBITAHUNH (McclegoBaHHii)
MEIULHHCKOTO W3/IeJIHS  YMOJHOMOYEHHBIH  opraH  yBeLOMJISeT
[MPOU3BOJIMTENSA WM €ro YIOJHOMOYEHHOIO NMpeACTaBUTENs B NMHUCLMEHHOM
topMe wmIM HampapiseT MHCbMO 3aKa3HBIM TOYTOBBIM OTIIPABIEHHEM C
YBEIOMIIEHHEM O BpydeHHMH ub0 B QopMme D3IeKTPOHHOIO IOKYMEHTa,
MOAMUCAHHOIO DJIEKTPOHHOM TIOANMCLIO, WM B DJIEKTPOHHOH dopme
[OCPEICTBOM HMCIOJIB30BaHUs TEIEKOMMYHHMKAIMOHHBIX KaHAIOB CBs3H. K
NMUChMY TIpHIaraeTcs IKCHEePTHOE 3aKioueHue ¢ 0DOCHOBaHWMEM TNpPHYHH
OTKasa B paspelieHWd Ha [POBEIEHUE KIMHUYECKHX  MCHBITAHWi

(McenenoBaHK) METMIIMHCKOTO U3/,
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V. TpeboBanusi K MEIUMIIMHCKUM OpraHU3aLMsM,
MPOBOMAALLIMM KJIIMHUYECKHE U KIHHUKO-TabopaTopHblie
HCIBLITAHUS (MCCIIE0BaHMS) MEIHIIHHCKIX U3IEMHl

22. YnonHOMOYeHHbIE OpraHbl ONpejieNsioT NepedeHb OpraHu3alui,
MMEIOUIMX TMPaBO MPOBOAMTL HCHBITAHMA (MCCIEIOBAHMSA) MeAMIIMHCKUX
M3EeNHH B LENsAX HX perucTpauyu (fJanee — nepedeHb OpraHusaiuii), B
KOTOPBIH  BKJIIOYAIOTCA  MEIMLIMHCKHE OpraHusaluv s TIPOBejleHMs
KIMHUYECKUX W KIMHHKO-1aD0paTOPHBEIX HMCMBITAHUH  (MccieoBaHuii)
MEIHMIMHCKHX H3IeIHi.

23.B  nepedeHb  opraHMzaluil  BKIIOYAKOTCA  MEIULIMHCKHE
OpraHu3aluy JuUisi MpoBeJeHHs KIHHMYECKMX HCIBITAaHHH (MCcnenoBanmii)
MEJMIMHCKHX H3/IENTHH, COOTBETCTRYIOIINE CASIYIOUUM TpebOBaHMSM

a) HaJlM4yHe MHLEH3HH Ha OCYLECTBICHHE MeJIHIIMHCKON JIeATeNbHOCTH
(c ykasanueMm nepedHs paboT (ycnyr), COCTaBJSIOLIMX MEIHIMHCKYIO
HEATENBHOCTE), COOTBETCTBYIONEH HasHauyeHHi0 W 00JacTH MpUMEHEeHUs
MEIHLMHCKUX H3/1eNHi, B OTHOLIEHWH KOTOPHIX TPOBOJAATCHS WCIIBITAHUS
(uccrnenoBanms);

0) HaimM4Ke TONOKEHUH (CTAHTAPTHBIX OIEPALMOHHLIX MPOLENYD),
perJIaMeHTHPYIOLIHX MPOBEJCHHE KIIMHUYECKHX HCNBITaHUH (MccnenoBanumii)
MEIHLIHHCKHX H3JIeNHi, OXBATHIBAIOIIMX B TOM YHCIIE:

KBaTH(UKALHOHHEBIE TpeboBaHus 1 00ydeHHe nepcoHaa;

B3aUMOJIEHCTBHE ¢ KOMUTETOM IO ITHKE,

MoJy4yeHHue HHPOPMHUPOBAHHOTO COTTIACHS;

MOPSAAOK MPOBEAEHNUA KIIMHHYECKMX MCTIBITAHUH (HCCIe/1I0BaHmi);

perucTpaiias M HalpasieHHe coobumeHuid o HeOnaronpHATHLIX
COOBITHAX (MHUMACHTAX) B YIIOMTHOMOYEHHBIH OpraH;

Be/leHue W y4YerT  JIOKYMEHTAlLMM  KIMHHYECKOTO0  UCIBITAHUA

(McenenoBanus);
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obecrieuenue 3aMTE KOHQUACHLIUAIBLHOM HHDOpMAIIH;

B) HUIMYME YCIOBMH Ul MPOBEACHUS 3asgBiasieMoro npoduis
KJIMHHYECKHX MCIBITAaHUH (MceneoBanuil) MeIUIIHHCKHX H3Zemuil;

) HalWM4Yke YCIIOBMH JUld  TNpOBeIEeHWs HMHTEHCHBHOW Tepanuu
M peaHuMalliK;

J1) HaJlMYKMe TepcoHana, MMeIollero MeJAMLMHCKOe obpa3oBaHue WU
JOKYMEHT,  TOJATBEPKIAIOIIMH  NpoxoikaeHWe  oOydeHHs  npaBuiam
MPOBEAeHHs  KIMHUYECKHMX  MCOBITaHMH  (Hajnexaliell  KIMHHUYECKOH
IpaKTHKH).

24. B nepeyeHb opraHu3alui BKTHOYAIOTCA MeJIHIHHCKHE
OpraHusanuy JUls [POBEAECHHS  KIMHUKO-1ad0opaTOpHBIX — HCIIBITAHWI
(MccnenoBaHWil) MEAMUMHCKHX HM3JENMH [ JUAardoCTMKH in  Vitro,
COOTBETCTBYIOILHE CIeIYIONIMM TpeDoBaHUAM:

a) Ha/IM4Ke JIMLEH3MH Ha OCYILECTBICHHE MEAHIIMHCKOMN JesSTebHOCTH
B obnactu sabopatopHoil jauarHocTukn (KnmHMYeckas jaboparopHas
JIHArHOCTHKA);

0) HanmMuMe MOJIOMEHUH (CTAHTAPTHBIX OMNEPALMOHHBIX TPOLENYp),
pPErIaMEeHTUPYIOUMX [NPOBEJACHHE KIMHMKO-TA00OpATOPHBIX  HMCIHLITAHUI
(McciieoBaHMi) MEAMIMHCKHAX M3[ENHH JUIs  JMAarHOCTHKM in  Vitro,
OXBATHIBAIONUIMX B TOM YHCIIE:

KBaTH(UKALHOHHBIE TpeDoBaHus 1 00yUeHue nepcoHana;

HOPSJIOK MOBEPKH M KanubpoBKH obopyoBaHus;

MOPSIIOK MpoBEIeHHS KJIUHHKO-11a00paToOpHBIX HCIBITAHUT
(uccnemoBaHuii);

BEJIEHHE M Y4eT JOKYMEHTAIMH KIMHUKO-1a00paTOPHBIX HCIIBITAHHIA
(uccnenopanmii);

obecrieueHue 3alUTE KOH(GUAEHIHATBHOH HH(pOPMALIWH,
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25. YnonHOMOYEHHBIE OpraHbl paccMaTPHUBAIOT 3asBKU MEIHIMHCKUX
Opranu3auiii © BKJIIOYEHHH B [epedeHb OpraHM3aluid W KOMIUIEKT
JIOKYMEHTOB, MOATBEPHAAAIOIUIMX COOTBETCTBHE MEJMLHHCKONH OpraHu3alnuu
TpeOOBaHUAM, YCTAHOBIIEHHBIM nyHkTamu 23 u 24 wacrosimmx Ilpasun, u
[MPHHUMAET pelleHHe O COOTBETCTBMM WM HECOOTBETCTBUH MEIHIIHHCKOH
opranmsaunn TpeboBanusm Hactosmux Ilpasun B Teuenne 20 pabounx aHei
CO JHS MOJAa4M YKa3aHHBIX JOKYMEHTOB.

B cnyvyae npuHATHS pemieHHs O COOTBETCTBHH  MEIUIUHCKOH
OpraHusanyu TpedoBaHMAM HacTosuMx [lpaBun ynomHoModeHHbIH opraH B
TeyeHre 3 pabouux AHEN ¢ JaThl NPUHITHS TAKOTO PEIIeHHs YBeIOMIISeT
MeIHLUHCKYIO OpPraHH3alMio O TPHHATOM pelIeHrH B THChbMEeHHOH (opme,

B ciyyae npuHsTHS peuieHHs O HECOOTBETCTBHM MeIHIIMHCKOM
opranmsanuM TpeboBaHuAM HacTosmux lIpaBun ynonnomouyeHHbl opraH B
TeueHue 3 padouMx OHEH ¢ JaThl NPUHATHS TAKOrO pelleHus YBeJOMIIseT
MEIHIMHCKYIO0 OPraHU3alMIo O IPUHATOM pellleHHH B MUCbMEHHOI dopme (¢
0DOCHOBaHHMEM MTPUYHH).

26. Obxanosanue peleHuns YIOJIHOMOYEHHOTO oprasa
OCYLUECTB/IACTCS B COOTBETCTBHH € 3aKOHOJATENILCTBOM ATOIO I'OCY/1apCTRa.

27. ¥YnonHoMo4YeHHbIE Oprausl obecrneunBaroT XpaHeHue,
CHCTEMaTH3alWI0, aKTyaaus3aluw W u3MeHeHWe wuHpopmaiun ol
opraHusalusax, MMelUMX NpPaBo NMPOBOAWTE HMCIBITAHHUS (HMCCIeN0BaHMs)
MEIMIMHCKUX HM3[eNuil B LENAX UX perucTpaluu, a TaKiKe 3aliuTy 3TOH
MH(pOpMALIMK OT HECAHKLIMOHHPOBAHHOTO JIOCTYTIA,

[lepeueHs opraHuzauMii pasmeniaeTcss Ha calTax YIOJIHOMOYEHHEIX
OpraHoB B HH(MOPMalMOHHO-TENEKOMMYHUKAUUMOHHOH cetn «MutepHery
M B OTKPBITOH YacTu uHopMauuoHHOH cucremsl Colo3a B chepe obparienus

MEMHIITMHCKUX H3/EITHH.
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KonTpone cobnmoaeHus MEIUIMHCKUMH OpPraHu3alusMy, UMEIOIIHMU
MpaBo Ha [pOBEJEHHE KIMHHYECKHX MIIM  KJIMHUKO-NabopaTopHbIX
MCTIBITAHUK  (MCcleoBaHMi) — MeJUUMHCKMX — u3enui, TpeGosanuii
Hacrosumx IlpaBun ocymecrsisercs YNOTHOMOYEHHBIM OpraHoM B
NOpsJIKe, YCTAHOB/ICHHOM 3aKOHO/1aTENILCTBOM 3TOT0 IOCY IapCTRA.

28. Mcknmoyenne  MEIMIMHCKOH  OpraHmsaldd W3 [epeyHs
OpraHu3ailuii OCYIIECTBIISIETCS YIOJIHOMOYEHHBIM OpraHoM rocy/lapcTBa-
YyjeHa B CIeIYIONIHX CIIyJasx:

a) MoCTyI/ieHHe  3asBiAeHUs 00  MCKIIOYEHMH  MeJIHIHHCKOMH
OpraHM3allid M3 MepevyHs OpraHu3almil, NOJANUCAHHOTO PYKOBOJIWTEIEM
MEMLIMHCKOH OpraHu3alium;

0) mo pesyabpraraM KOHTPOJS 33 COOIOZIEHMEM MEHIMHCKUMU
opraHMsauMsMH TpeOoBanuii Hactosumx IlpaBun, ocyuecTrisieMoro
YIIOJIHOMOYEHHEIM OPraHoM.

29. ¥YnosHoMoueHHbIe OpraHel B TedeHue 3 pabouux [HEH ¢ aarwl
BHECEHHS M3MEHEHHH B CBEJIEHMS, COoAepIKalluecs B MepeyHe opraHusalui,
oDecreunBaloT pasMellleHHe COOTBEeTCTBYMOUIeH HHpopMaluH Ha CBOMX
opHIHaNBHEIX caiiTax B HHGOPMAIMOHHO-TENEKOMMYHUKAIIMOHHON CceTH
«MurepHeT», a TaKkKe ee npejcrasnenue B EBpasuiickyio 3KOHOMHYECKYIO
KOMHMCCHIO ¢ HCIONIB30BAHHEM CPEICTB MHTEIPHPOBAHHO HHMOPMALUOHHOM
cuctemel Cotrosa.

30. IlpenocrapiieHe  3aMHTEpPECOBAHHBIM  JTUIIAM  CBEJEHHH 00
OpraHM3alygX, BKIIOUEHHBIX B IlepedeHb OpraHu3anuii, OCYLIECTBIAETCH

YNOJIHOMOYEHHBIMH OpraHaMHi B COOTBETCTBHH € 3aKOHOIATE/ILCTBOM

rocyaapcTB-4JICHOB.
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VI. TpeGoBanus K NpoBeAeHHIO KIMHUYECKHX HCIIBITAHU
(MccnenoBaHMii) MeULIMHCKUX W3Ieui

31. KnuHuueckne ucnbitanus (MccnenoBaHus) MEIHLMHCKUX W3JIeNnid
JOKHBL TIPOBOIUTBCS B COOTBETCTBMM C TIPHHIMIAMH XeJhCHHCKOMN
Jeknapanun BeemupHol meaunuHekoi accounanuu 1964 roaa « 3tuueckue
NPUHLMITET MEAHIIMHCKUX HCCIEN0BAHUI ¢ yyacTHeM YelOBeKa B KauyecTee
cyOBeKTa uccnenoBaHus .

Knunudeckue wHcenbiTaHus (MCCleOBaHMA) MEIULMHCKHX M3IelInii
JOJDKHBEI TPOBOJIMTECS HA OCHOBE MPOrpaMMbl KIMHUYECKOTO HCIBITAHMS
(uccnenoBanus) TakuMm  o0OpasoM, uTOOBI  Pe3yABTATHI  MCILITAHMIA
(MccnemoBaHuil) MOITIM  MOATBEPAWTH MM  ONPOBEPTHYTH 3asBIICHHLIE
MPOM3BOJUTEIEM  KIMHUYeCKYI0  OesonmacHocTs M 3D EeKTHBHOCTE.
KonuuecTso npope/ieHHBIX HAOMIOAEHMH AOMKHO ObITH JOCTATOYHBIM IS
TOrO, 4TOOBI obecneynTh CTATHCTUYECKYIO JIOCTOBEPHOCTh,
BOCIIPOM3BOIMMOCTE PE3YJILTATOB U HAYUHYK) 000CHOBAHHOCTE BLIBOJIOB.

32. Kiiunndeckue ucnbiTanus (HCClieOBAHNSA) MEIUIIMHCKUX H3Aenuil
JIODKHBL IPOBOANTLECS B YC/IOBHSX, YCTAHOBJIEHHBIX MPOU3BOJHTENEM [UIs
[NPUMEHEHHs MEAMIHHCKOrO H3JIeNHs, M JOJKHBl OBIThE TNpeayCcMOTpPEHEI
NporpamMmoii KIMHHYECKOT0 UCTILITAHUS (MCCIe10BaHus ),

33. MccnenoBateis  HeceT  OTBETCTBEHHOCTH 3@  [IPOBEJIEHHE
KIHHHYECKOI0  UCMBITAHHUS  (MCCMeqoBaHWsA) MEIULMHCKOTO  H3JesIHs.
HccnegoBarens JOKEH HMETh AOCTYI KO BCEM HMEIOIIMMCH TEXHHYECKHUM U
KIMHUYECKHM JIJaHHBIM 00 ucclieayeMoM MeIHIIMHCKOM H3/IEIIHH,

34. Ins obecniedenus wuccrenonarefieil HeoOXOAMMBIM  00BEMOM
UHpoOpMalMH O  MEIMIIMHCKOM  M3JE/IMH  [POM3BOAMTENb MM

YIOJIHOMOYEHHBIH MPeJCTaBUTENbL ITPOU3BOAMTENS MPEACTABIAET OpOIIOpY
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HeCeloBaTels B COOTBETCTBMM ¢ TpeDOBaHMAMH, MpPeIyCMOTPEHHBIMH
npuioxkenuem No 2 k Hacrosium I Ipasumam.

35. Ilporpamma KIMHHYECKOrO HCHBITAHUS (MCCIENOBAHMS) IOKHA
BKMIOYaTe B cebs cBeJeHWss B COOTBETCTBHM ¢  TpeDoBaHHIMH,
npeaycMOTpeHHbIMH npunozxkenuem Ne 4 k Hacrosumm [pasnnam.

36. Onucanue au3aiiHa KIMHHYECKOTO MCMBITaHHsA (HCCiieoBaHKs)
JIOJIKHO BKJIIOYATH B celsi:

a) cTpareruio obecrieueHHs] KIMHUYECKOH 3HAYMMOCTH H HAy4HO
000CHOBAHHOCTH Pe3yabTaTOB ¢ 000CHOBaHHEM ee BRIOOpA;

0) OCHOBHBIE W JOTIOITHUTEIBHBIE KOHEUHBIE TOUKH ¢ 000CHOBaHHEM HX
BEIDOpA M M3MEpeHus.

37. [Iporpamma KJIHHHYECKOT0 HCIIBITAHUS  (MCCIIe0BaHKA)
COIJIACOBBIBACTCS € MEJMIMHCKMMH OpPraHu3alusaIMH M KOOPIAHHATOPOM-
HccneoBaTe/ieM  [PH  IPOBEJEHWM  MHOTOIEHTPOBBIX  HCHLITAHMIA
(MccnejloBaHWi) W YTBepXKIAeTCS  MPOMU3BOAMTENEM WM €ro
YITOTHOMOYEHHBIM MPEACTABUTEIIEM.

38. /Ins npoBeneHHs] KIMHMYECKOTrO HCHBITAHUS (HCCIIENOBaHHMS)
MEAUILMHCKOTO M3JeHs NPOU3BOAMTENL HIM  €ro  YHOJHOMOYEHHBIH
NpejcTaBuTellb IPeICTaBIseT B MEAMIMHCKYI0 OpraHW3allfio Cclieqyiolue
JOKYMEHTBl (B cilydyae eclli OpHUIHHalbl AOKYMEHTOB COCTaBJIE€HBI Ha
MHOCTPAHHOM $3BbIKE, OHH IMPEACTABISIOTCH ¢ TIEPEBOJIOM HA PYCCKHI S3BIK,
3aBEPEHHBLIM IIPOU3BOJUTENIEM HIIM €0 YIIOJIHOMOYEHHBIM MpeICTaBUTe/IeM);

a) paspelieHye  YNOJHOMOYEHHOTO — opraHa  Ha  [POBEJIEHHE
KITMHMYECKOTO MCTIBITAHNS (HCCIeIoBaHNA) MEJMIIMHCKOTO M3IeITHS;

0) sasiBlleHWe  Ha  MpOBeleHHe  KIMHHYECKOTO  WCHEBITAHUS
(MceneoBaHKs ) MEJIMIIMHCKOTO U3/IENHS;

B) 3adBNIeHHE C TMOATBEpPIKIEHHEM TOTO, YTO JaHHOE MEIMIIMHCKOe

H3e/He YAOBICTBOpAET BCEM NPHMEHHMBIM TpﬁﬁDBaHHHM De3ornacHoCcTH H
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() EeKTUBHOCTH, HMCKIIOYAss Te CBOHCTBA W XapakTEPHCTHKH, KOTOpbIE
NO/KHBI  OBITH  MCCNENOBaHBI B XO[€  KIMHWUYECKHX  MCIBITaAHH
(MceneIoBaHMi ) MeIHIIMHCKUX HU3/1e/IHii;

r) Opoiropa uccienoBarelis;

1) TPOEKT NpOrpaMMel KITMHUYECKOTO UCTIBITAHUS (UCCIIeJOBAHMS);

e) oOpasubel  (oOpasen)  MEOMIMHCKOrO — M3JelHs  BMecTe ¢
NPHHAUIEKHOCTAMHY, HeoDXOAUMBIMM JUIsi TPUMEHEHHS MEIULMHCKOTO
M3J1eHUs 110 Ha3HAYeHHUIO (MPU HAJTMYMH NPHHANIEHKHOCTEH ),

) CBEJIGHUS. O COOTBETCTBUH MEAMLIMHCKOIO HW3jeius  obummm
TpeOoBauusaM OezomacHocTH M APHEKTHBHOCTH MEAHIHMHCKUX W3/ENIHI,
TpeDOBaHUsM K MX MapKHpPOBKe M OSKCIUTyaTallMOHHOH HOKYMEHTAlluH
Ha HHX;

3) HHCTPYKLUS 110 TPHMEHEHHIO (SKCIUIyaTallMOHHas JOKYMEHTALIMs)
Ha MEAMUHHCKOE H3JeNnue C MNpUHAMLIEKHOCTAMH, HeoOXOAMMBIMH IS
MPUMEHEHHS MEIMIMHCKOrO H3[eMusA 110 HazHavyeHWo (IpH  HAJIH4YHK
MPUHAICHKHOCTEH);

M) JOKYMEHTHI (MaTepHaibl), COAEpIKallne pe3yJbTaTkl COOCTBEHHBIX
HCIBITAHUH (MCCIIe/I0BaHMH) MPOM3BOMNTENS, B TOM YMC/Ie aHATN3 JaHHEBIX
NPHMEHEHHs MEAMLIMHCKOTO W3AeNnus (pH HATMYUK);

K) pe3ynbTaThl MCIBITAHMHA B LleJsiX YTBEPIKIEHHS THIIA CpEJICTB
M3MepeHuH (U1 MeAMUMHCKUX HW3/IeNHi, BKIIOYEHHBIX B [epeueHb
MEOMLIMHCKHX — M3JeJIMi, OTHOCHIIMXCS K  CPEJCTBAM  H3MEpeHHid,
B OTHOILIEHHH KOTOPBIX MPOBOASTCS UCMBITAHMS B HENAX YTBEPKIEHUs THIIA
CpPEJICTB U3MEPEHHI );

1) 0100peHHe KOMHMTETa MO0 3THKE Ha [POBEJeHHe KIHHHYECKOro
HCTBITAHUS (MCCIIeIOBAHNS ) MEIMLIMHCKOTO U3/1eIIHs;

M) KOTIHSl JOKyMeHTa 00 YCIOBHAX CTPaxoBaHHs HWIH BO3MELIEHUS

{:KDM]’[EHC&HHH) BOIMOMXKHOTIO Bpela IMpH BO3HHKHOBEHHH HEﬁH&FDHpHHTHLiX
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COOBITHIH  (MHUWMAEHTOB),  OCYLIECTBISIEMBIX B COOTBETCTBHH ¢
3aKOHOJATENIbCTBOM — TOCYAapeTBa-4jieHa, Ha  TEPPUTOPHH  KOTOPOro
MPOBOJAMTCA KJIMHUYECKOE WCNbITaHUE (MCCaeq0BaHHue) MEIUIHHCKOTO
H3IETIHS;

i) Gopma HHGOPMHUPOBAHHOTO COTIACHS;

0) hopMa UHAMBHIYAIBHONH PEerHCTPALMOHHON KapThl;

1) (pOpMBI OTHETA O HEONArONPUATHBIX CODBITHSIX (HHIMAEHTAX);

p) opMEl OTYETa O HEOCTATKAX METHIIMHCKOTO H3JIeITns;

C) GOpPMEI  OTYETOB © KJIMHHYECKOM MCHBITAHUK (MCCIIeOBaHHK)
MEJIMIHHCKOTO H3/IENN, BK/IIOYAs [IPOMEIKYTOUHEIH OTYET.

39. IlpoBeneHue  KIMHUYECKOrO  HMCOBITAHHS  (MCCIIEIOBAHMs)
MEAMIMHCKOTO H3JIe/Ids Kiacca MOTEHIHAIBHOIO PHCKA NPUMEHEHHS 3 WiH
206, a Tak¥kKe MMIUTAHTHPYEMOTO MEIHIIMHCKOTO H3/Ie/iUsl OCYILECTBISETCs B
o0sA3aresnbHOM  nopAake B (OpME  MHOTOLEHTPOBBIX  MCIBITAHWIA
(uccnenoBanmii), B TOM YKCIE B OJHOM U3 rOCYAapCTB-UIEHOB,

40. Otyer 0 KJIMHUYECKOM HCIIBITAHHUH (MceneoBaHMH)
(c mpunoxkennem obobwatrommx  Tabnuin  (rpadMKoOB)  pe3ysbTATOB
MCITBITAHMH  (MCCNeoBaHMi) € COOTBETCTBYIOIIEH — CTATHCTHYECKOMH
00pabOTKOH W KOMMEHTApHEB K HHM) JO/DKEH COMEpkKaTh KPHTHYECKYIO
OLICHKY BCEX [AHHLIX, ITOJIYYEHHBLIX B X0Jle¢ MCIBITAHUH (MCCie/10BaHuMil), B
TOM YHCIe HEeraTHBHBIX JaHHBIX. TaKoi OTUeT JOJKeH OBITH COCTABIEH [0
dopme coriacHo npuwiokenuto Ne 5, TMOANMCAaH HcCleNoOBaTENsAMH M
YTBEPKIEH PYKOBOAUTEIEM MEAUIIMHCKONH OpraHnu3alim.

Ilpp mpoBeseHMM  MHOTOIEHTPOBBIX  KIMHHYECKMX  HCITBITAHUIL
(uceneioBaHuii) coctaBnserca oOLIMI OTYeT, KOTOPBIH JOKEH ObITh
MOJNKHCAH  WCCIENOBATENAMH W PYKOBOJMTENSAMH  MEIHIIMHCKHX

Dp]"&HHBHHHﬁ H YTBEPKIEH KOOPAHHATOPOM-HCCIICIOBATEIIEM.
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41, 3asBuTens  MMEET  [paBO  KOHTPOJMPOBATL  MPOBEJIEHHE
KITMHHYECKOTO MCTIBITAHMS (MCCIEeN0BaHMs) ME/IMIIMHCKOTO H3JIeTHs Ha Beex
aTanax MocpeicTBOM HAa3HAYEHHs JIMIL COOTBETCTBYIONIEH KBaMU(UKALUU U
MPOBEACHHA  MpOLEIyp MOHMTOPMHra HWJIH  HE3aBUCUMOH  OLIEHKH

COOTBCTCTBHA € LEJILIO [MTONMYYEHHUA JOCTOBEPHBIX JaHHBIX.

VII. ObocHoBanue knunndeckoi sqdexrusHoctn u HezonacHocTH
MEIHULUHCKUX U3/1eIMil /18 AMarHOCTHKH in vitro

42, Jloka3aTenbCTBO COOTBETCTBHUS MEIHLMHCKHX  M3Jeui 1
JIMarHOCTHKH In vitro obuium TpedoBanusm GezonacHocTH U 3P PeKTHBHOCTH
MEIUIHHCKAX  M3jenuii, TpeboBaHusM K  HX  MapKUpoBKe H
AKCILIyaTallHOHHOW JOKYMEHTalMu Ha HHUX BKoudaeT B cebs obocHoBaHue
KIMHHYeckol addexTHBHOCTH M 0e30MacHOCTH MEIMIMHCKUX M3Ienuil s
JIMArHOCTHKH 1N Vitro.

ObocHoBanue knuHH4eckoil sddexruHoctn u  Ge30nacHOCTH
OCHOBBIBA€TCS Ha  ONpeJe/IeHHH  WIH  TOATBEPIKACHUH  HAYYHOH
0DOCHOBAHHOCTH  @HANUTA, aHaTMTHYecKOH 3dQeKTHBHOCTH M, e
MPUMEHHUMO, KIHHUYECKOH 3((MEeKTHBHOCTH MEIHULUHCKOTO W3Jeus s
JIMardHoCTHKH In  VItro 0OpH ero MCHONb30BAHWK 110  HA3HAYEHMIO,
YCTAHOBIEHHOMY TPOU3BOAUTEIIEM.

43. Onpelenedde WM TOJATBEpi/EHHE HaydyHOH 00OCHOBAHHOCTH
aHaliTa He sBJIsIeTC] HEOOXOOWMBIM B clyyae, €C/id CBA3b aHAIUTAa C
KIMHUYECKMM MM (HU3MOJOIMYECKUM COCTOSIHMEM OPraHmM3Ma 4esloBeKa
XOPOIIIO W3BECTHA U OCHOBLIBAETCS HAa JOCTYNHON MH(pOPMALIHH.

44. JIns HOBOro aHamuTa WKW HOBOIO Ha3zHAYEHWUS MEIUIHHCKOro
W3JIeNKa 1 TMarHOCTHKH In Vitro HayuHas 000CHOBAHHOCTE AHATHTA MOKET

OBITh YCTAHOBJICHA OHUM HJIM HECKOJIBKHMH CHEIYIOUIHMH crnocobamu:
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a) HA OCHOBE K/AMHHYECKOrO OMNbITa MNPUMEHEHUS MEIHIMHCKHX
M3IeMUH U1t JJMarHOCTHKH In Vitro, onpeaelisioliX TOT JKe aHaluT H ¢ TeM
ke HasHAYEHHEM;

0) Ha OCHOBE JaHHBIX HAayYHOI JTUTEPaTyPHI;

B)B XOAe KIMHMKO-1aDOpaTOpHBIX HCIBITAHUH (MCcieoBanuii)
MEIUIMHCKOTO H3/Ie/Ius It JIMArHOCTHKH in vitro.

45. Ananurryeckas 3Q(eKTUBHOCTL A0MKHA ObITh YCTAHOBJIEHA WM
MOJATBEPIKAEHA  pesy/braTaMd  KIMHMKO-Ta0OpaToOpHBIX — MCNBITAHUMH
(uccnenoBanuil) MeOUUMHCKOrO M3AeNus 8 AMATHOCTHKM in vitro mms
3aAB/IAEMOr0 MEJULMHCKOTO M3eNHs /1S IHArHOCTHKH 1n Vitro.

B  cnywae  HenpuMMeHHMMOCTH  rokasaTefiel  aHaJMTHYECKOMH
M KIMHHYECKOH S((EKTHBHOCTH K MEANIMHCKOMY H3JENHI0 g
IOMarHOCTHKH In Vitro KiMHMKO-nabopaTopHble MCHbITaHUs (UCCIIeq0BaHus)
MEIHITHHCKOTO U3JIeNus JUTs IMarHOCTHKH in VItro He MpPOBOJSTCS.

46. Onpejenenre UMM MOATBEPIKICHHE KIMHHYECKOH 3()(eKTHBHOCTH
B X0JI¢ KJIMHHKO-1a00paTOpHBIX MCTIBITAHUI (HCcC/ie0BaHi) MeIHIIMHCKOrO
u3jleNdst I JIMarHOCTHKHM In Vitro He sBisercd HeoOXOMUMBIM  JIs
MEIUIMHCKHX M3/ JUls  JAMarHOCTHKHM In  Vvitro, JUis  KOTOPBIX
KnuHuYeckas S(QQEeKTHBHOCTE UEJHKOM ONpelelseTcs aHaIuTHYECKOI
() PEKTHBHOCTEIO M 3TOT (JAKT XOPOIIO W3BECTEH W OCHOBLIBACTCS HA
JNOCTYITHOH HH(OpMaIuH.

47. Knunudeckass 5QQEKTUBHOCTE MEIMIHHCKOTO  M3Jenus UiA
JUAarHOCTUKH In Vitro MokeT OBITH YCTAHOBJIEHA OJHWM WM HECKOJIbKHUMH
CIIEYIOLMMHM croco0amu:

a)B  XoAe KIMHHKO-1aDOpaTOpHBIX UCHBITAHWI (UcclieoBaHuil)
MEIULUMHCKOrO U3e/usl [/ JHArHOCTHKH in vitro:

©) Ha OCHOBE JaHHBIX HAayYHOI JTUTEPATYDHI;
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B) Ha OCHOBE KIHHHYECKOIo OnbiTa TPHMEHEHHA MEIHIHMHCKOTO

H3OCIIHA O] AHarHoCTHKH n vitro B rocyaapcreax-4jicHax.

VIII. Tpebosanus K npoBeIEHUIO KIMHUKO-1a00paTOPHBIX
MCHBITAHMI (MCCIIeNOBaHMI ) MEAMIIMHCKHX U3JIeNuii
JU1S THArHOCTHKH 1n Vitro

48. Kimauueckue vensiTaHus (MCCae10BaHAs) MEIUITHHCKUX W3/1e/IHi
IJIg AMArHOCTHKH In Vitro mpopoasTcs B (opMe KIMHHKO-TIabOpaTopHBIX
MCTIBITAHHH  (MCCNeOBaHMIT) MENUUMHCKUX M3JeNHH IS [HArHOCTHKH
in vitro.

Kinuko-naboparopueie  MCNbITaHMs (HMCCIENOBAHUSA) MEAMLIMHCKHX
M3/1eNMi JUIs JIMarHOCTHKHM In Vitro JO/DKHBI NPOBOAMTBCH HA OCHOBE
nporpamMMbl  KJIMHUKO-1a00paTOPHBIX HCHBITAHUIT (MccneoBanuii) TakuMm
obpasomM, uToOBI  pe3ysabTaThl MCHOBITAHMM  (MCCreIOBaHUil)  MOIJH
NOATBEPAMTL WM ONPOBEPrHYTh  3aABIEHHBIE  TMPOU3BOJUTENIEM
XapakTepPUCTUKH aHAJIMTHYECKOH 3(M(EKTHBHOCTH M, TIe NPUMEHUMO,
KIIMHHYECKOH 3((EeKTHBHOCTH, KOJIWYECTBO MPOBEIEHHBIX JIabopaTopHBIX
TECTOB JIO/DKHO OBITh JOCTAaTOYHBIM JAJIsi  TOro, 4TOOBI 0OecrneduTs
CTATHCTHYECKYHO IOCTOBEPHOCTE Pe3y/ILTATOB MCIIBITAHM (HCcneqoBaHHmid ),

49, IlporpaMma KIHHUKO-1a00PaTOPHEIX MCMBITAHHHE (HCCieoBaHui)
J0/KHAa OBITH COCTAB/IEHA B COOTBETCTBHM € TpeDOBAaHUSMH COTJIACHO
npuioxeHuo Ne 6.

50. Mcneitanust  (MccneloBaHus) — MeOMIMHCKMX — HM34eMi  Juis
JOUAarHOCTHUKM In vitro, npeAHa3HaYeHHBIX IJIS UCIOJL30BAHUS JIHLAMH,
HE WMMEHIIMMH MeIUIMHCKOro oOpaszoBaHus B 00JaCTH KIMHHYECKOM
nabopaTopHoit  IMAarHOCTHKH, JOJ/KHBI  MPOBOAMTECA B YCJIOBHSAX,
MOJEITHPYIOIUX YCIOBHS MCNOMB30BAHKA 3THX MEAMLMHCKUX H3/EHH 10

Ha3Ha4CHHIO,
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51. Knunuko-nabopatopHsie MCTIBITAHUS (uccnepoBanms)
MEIMWIIHHCKUX WM3AeMHil s JHarHOCTHKH In Vitro, npefHasHauyeHHbIX s
[pUMeHeHUs B COYETAHMHM JPYr ¢ APYroM B BHJE aHAIUTHUECKHX CHCTEM,
MOTYT MPOBOJAMUTLCS B paMKaxX OHOTO MCTIBITAHUSA (MccieqoBaHNs) (BMecTe ©
MPUHAIEKHOCTSIMH, HEOOXOAUMBIMU [ HCIOJIL30BAHUS MEIULIMHCKOTO
M3/1eNHs [0 HA3HAUCHHIO).

52. IlpoOs1, Wcmonb3yemble B KIMHHUKO-TAOOPAaTOPHBIX HMCMBITAHUAX
(uceneoBaHusaX) MEAUIMHCKUX M3/IeNUi U8 IHArHOCTHKH in Vvitro, MOTyT
OBITE COOPAHBI M3 HECKOJILKMX MCTOYMHHKOB, BKIIIOHAS OCTATOYHbIe 00pasLbl,
apxHBHbIe 00pasiibl WK IeNeHanpaBleHHo oToOpaHHBIe 0Dpa3iibl.

OcraTouHbBIMM 0OpasiiaMi CUMTAIOTCs OCTaTKH 0Opa3ios, coOpaHHBIX
B X0/1e JiedeOHO-IHarHoCTHYECKOro IpoLecca.

K apxueHBIM 00paziam uin npobaM OTHOCSTCH OXapaKTepH30BaHHbIE
oOpasupl WiM npodbl, KOoTOpele OBUIM OTOOpaHbl paHee M IMOMYYEHBbl W3
perno3uTopueB (B TOM uncae OaHKH TKaHel, CTaHlapTHBIE NaHesH, My3eHHbIe
TECT-IITaMMBbl H HHBIE KOJUIEKIIHH).

I[oj uenenanpaBiaeHHO 0TOOpaHHBIMH 00pa3ilaMu MOHUMAIOT 00pasilk,
KOTOpBIE OBIIM B3ATHl Y MALMEHTOR CIELHANBLHO JJIS MCHOJL30BaHHS MX B
KOHKPETHOM HMCMbITaHuu (McenegoBanuu). B 1aHHOM ciydae OT nanueHTta
JIOJDKHO OBITH MOYYeHO MOANHCAaHHOE UM HH(OPMHUPOBAHHOE COTIacHe.

53. Pesynbtarel TecTHpoBaHMS Npod B XOAe KIMHHUKO-Ta00paTOPHBIX
MCMBITAHMH  (MCCeIoBaHuil) MeIUIMHCKOro M3Jelnus [ JAHACHOCTUKU
in vitro He MODKHBI UCTIONB30BATHCS [UIS APYTHX 1e/el, KpoMe OLEHKH ero
aHanuTHuYeckoit W (unu) kIuHWYeckod 3(eKTUBHOCTH, ecnu 3THUYECKHE
cooOpaxkeHus, [OJHOCTBIO  pa3jelsieMble BCEMH  MCCIeNOBaTelsMHU,
YUacTBYIOIIMMH B MCIBITAHMM (MCCIEI0BaHKMM), HE NpejnosaraioT obparHoe
(Bkmoyas HeoOxomuMocTh WHGOPMHpPOBAaHUS CYOBEKTOB  MCIBITAHHH

(vccnenopanuii) O  pesyinbTarax TecTUpoBaHus)). B Takom  ciyudae
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HeeneoBaTeNls  MpPUHUMAaeT Ha cedsS MONHYKR OTBETCTBEHHOCTL 3a
MOC/IEACTBHA HHOTO MCTIOJIB30BAHMS MOMYUEHHBIX JaHHBIX.

54, Knuauko-nadbopatopHeie MCTILITAH sl (MccneoBaHms)
MEIMIIMHCKUX W3JeNHi 118 [OMAarHOCTUKM In Vitro HOBBIX MM 0c0D0
onacHelx HH(pEKUHOHHBIX 3aloneBaHuii nubO peako BCTPEYAIONIHXCS
saboneBaHuii, B TOM 4HMCIE [MPUPOJHO-OYATOBBIX  MHMEKIHOHHBIX
3aboneBaHMii, MOTYT MpPOBOAUTECA B 1a0OPATOPHBIX  YCIOBUSAX €
MpUMEHEHUeM apXUBHBEIX 00pa3noB U (win) obpas3ios, NOJyYeHHBIX FeHHO-
HHXKEHEPHBIM crnocoboM. B yka3zaHHBIX ciydasx NOpOM3BOAMTENb 110
COIJIACOBAHMIO C YNOJHOMOYEHHBIM OPraHOM rocyAapcTBa-wieHa MPOBOIHT
MOCTPETHCTPAllHOHHBIH ~ KIMHUYECKUH  MOHUTOPMHI  0e30MacHOCTH W
3(pQeKTHBHOCTH MEIMULHUHCKUX H3/eINil B COOTBETCTBHH C TpaBHIIaMu
[poBejleHUss MOHMTOpUHra Oe3onacHocTH, KayecTBA M 3(M(PEKTHBHOCTH
MEIAMLIMHCKUX H3JeNInii, yTBepiaaemMbiMu EBpaszuiickoil 3KoHOMUYECKO#H
KOMMCCHEH, € 1enbl0  TIONYYEHHS  CTAaTMCTHYECKH  [JOCTOBEPHBIX
XapaKTEPUCTHK MX aHAIMTHYECKOH U (MIH) KIHHUYeCKO#H 2 DeKTUBHOCTH.

55. Aas NIpOBEICHHS KIIMHUKO-JTabopaTopHOTro MCIBITAHHS
(MceneoBaHMs) MEAHIHHCKOro H3JieNiua s JIMarHOCTHKM  in  Vvitro
[MPOU3BOJUTEIb WIH €ro YIMOJIHOMOYEHHBIH MpecTaBUTeNb MpecTaBiseT B
MEAMIMHCKYI) OpraHM3alyio CHeIylollde [JOKYMEHTEl (B cllyyae eciH
OPUIrHHAIBl JOKYMEHTOB COCTaBJeHBl HA HHOCTPAHHOM  $3bIKE, OHH
MPEeJCTaBIAOTCA ¢ IIEPEeBOJIOM HA  PYCCKMH  S3BIK, 3aBEPEHHLIM
NPOU3BOIUTENIEM WJIH €0 YNOJTHOMOYEHHBIM MPE/ICTABUTEIEM ):

a)3adBeHHe O TMPOBEJEHHH KIHHUKO-Ta00paTOPHOrO HCIIBLITAHMS
(MceneoBanus) MEJMLIMHCKOTO M31eis Ui IHarHOCTHKH In Vitro;

0) 3asBieHME C NOJTBEPKIEHHEM TOr0, YTO [aHHOE MEIMIMHCKOEe
M3lenue Ui AMArHOCTHKW In VIro YJIOBIETBOpSeT BCeM MNPUMEHHMBIM

tpebopanusm OGezonacHocTd U H(QHEKTUBHOCTH, MCKIIOYAs Te CBOHCTBA H
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XAPaKTEPUCTHKH, KOTOPLIE JOMKHBI OBITH MCCHENIOBaHBl B XO/AE KIMHUKO-
1ab0paTOPHBIX HCNBITAHUN (MCCNEIOBAaHUH) MEIUIMHCKOTO W3IENus JUIs
JHArHOCTHKM 1IN Vitro;

B) MPOEKT MporpaMmal KIMHUKO-1abopaTopHoro HCTIBITAHUS
(MccrenoBaHug);

r) obpasusl (oOpasen) MeIHUUHCKOrO W3NS IS JHArHOCTHKH
in vitro BMecTe ¢ NPMHAIEKHOCTAMHU, HEOOXOMUMBIMH U1 NMPUMEHEHHS
MEAUIMHCKOTO U3JIENUs M0 Ha3HAYEHHIO ([IPH HAMYUY [IPHHAIIEKHOCTEH );

JI) cBeJleHHss O COOTBETCTBHMM  MEIMIIMHCKOTO HM3Ienus  o0umum
TpeboBaHusmM OezonacHOCTH M 3((EKTHBHOCTH MEAMLMHCKHX W3JIENid,
TpeOOBaHMAM K MX MapKMpOBKE M 3KCIUIyaTallMOHHOH JIOKYMEHTal[iH
Ha HHX;

€) MHCTPYKLUMS 110 HNpHUMEHEHUIO (DKCIUTyaTaldoHHas TOKYMEHTALHA)
Ha MEJULMHCKOE U3/e/IHe 1 THArHOCTHKH In VItro ¢ MpHHAINeKHOCTIMM,
HEOOXOJIMMBIMH 1711 TPUMEHEHHS MEIMIIMHCKOTO M3Je]Hs [0 HA3HAYEeHHIO
(1pH HANMMYKUK TIPUHALIIEKHOCTEH );

) JOKYMEHTHI (MaTepHalibl), CoAepiKalllie pe3ylibTaThl COOCTBEHHBIX
MCIBITAHUN (HCcaeqoBaHHIl) MPOU3BOJAUTENS, B TOM YHCIEe aHAIM3 JaHHBIX
NpUMEHEeHUs  MeJMUMHCKOrO  W3Jenus [A7as  JMarHOCTHKM  in  Vitro
(MpH HATUYMH);

3) pe3y/ibTaThl MCMBITAHWI B LENAX YTBEpIKIEHUS THMA CPEACTB
U3MEPEHHH (B OTHOLIEHHH MEJIMIIUHCKUX W3IeNHi 1)1 IHArHOCTHKH 1n Vitro,
BKJIIOYEHHBIX B IepedYeHb MEJMIHHCKHUX M3IENHH, OTHOCAIIMXCHS K
cpeAcTBaM M3MEpPEHHI, B OTHOILIEHHH KOTOPBIX NPOBOJSLTCS HCIBITAHUS B
LeNsX YTBepAKIeHUS THIIA CPEJICTB U3MEPEHHIt).

56. IlporpamMma KIMHMKO-1a00paTOPHBIX HCMBITAHUWH (HCChne0BaHui)

MEIHIIMHCKOIO H3IOCIHA A7 JHArHOCTHKH in Vitro CorjiacoBeIBaeTCH C
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MEAMLUHCKUMHU OpraHu3alusaMi 1 YTBEPXKIaeTcs TPOU3BOIMTENIEM HIIH €ro
YIIONIHOMOYEHHBIM MPeCTABUTENEM.,

57. Ilpu MPOBEACHHH KIHHHKO-1ab0paTopHbIX MCTIBLITAHHH
(MccneoBaHKMiA) MEMUIIMHCKOTO M3[eNHus  Add JHArHOCTHKH in  Vitro
OCYIIIECTBIAIOTCA:

a) MPOLEAYPLl B COOTBETCTBUU € MPOrpaMMON KIMHHKO-1ab0paTopHEIX
HCNBITAHKH (MCCne0BaHmit);

0) BeneHue ONHO3ZHAYHO HACHTHPUUUPYEMBIX 3aluceil 1o OIeHKe
(QYHKIHMOHANBHBIX  XAPAKTEPUCTUK,  COAEPIKALMX  BCE  pPe3yJIbTaThl
M3MEPEHHI;

B) OLIEHKa M aHaJIW3 MOJYYEHHBIX NaHHBIX C LENbI0 MOJITBEPKICHHUS
MX COOTBETCTBUSA 3a8BJIEHHBIM XapaKTepPUCTHKAM;

r) fopaboTka DKCIUYATAUMOHHOW JOKYMEHTAIMH  TIPOM3BOIUTENS
Ha MEIMLMHCKOEe H3/eNue Ui JHAarHOCTHKHM In Vitro mo pe3yibTaraMm
HCTBITAHWH (HeenenoBaHuit) (MpU HEOOXOUMOCTH ).

58. PesynbraTel HenbiTaHui (HMccheq0BaHuil) MEIUIIMHCKOIO W3/e/nus
JUIA AMArHOCTHKM In Viiro CYMTAIOTCS OTPULATENBHBIMH B CIy4asx, e€ciH
pe3yibTaTel  KIHHUKO-AbopaTOpHbIX — MCHBITAHMI  (McclemoBaHuii)
MEJHIIMHCKOrO H3JIelus /Ui IMarHOCTHKH IN Vitro CBHAETENLCTBYIOT O TOM,
YTO aHanuTHYecKas ¥ (MaH) KIuHU4Yeckas 3QQeKTHBHOCTE YKA3aHHOI'O
MEINITMHCKOTO M3/e/INs HHKE 3asBIEHHOM TPOU3BOUTETIEM.

59. OTuer o KIMHHMKO-1a0OPATOPHEIX MCMBITAHHAX (HMCCIIeN0BaHUsX)
MEAMIMHCKOTO H3JeMsd A JHarHOCTHKH 1IN VIIro AOJDKEH COJEPIKaTh
KPUTUYECKYI0 OILIEHKY BCEX HaHHBIX, MOJYYEHHBIX B XOJIe HCIMBITAHHH
(McclieloBaHuil), B TOM 4MC/ie HEraTMBHBIX JaHHBIX. Takoil oTuer no/mKeH
ObiTh OopmieH no Qopme cornacHo npunokeHnuro Ne 7, mojnucaH

HCCIIENOBATENAMH H YTBCpMACH PYKOBOAHTEIEM MEIMIHHCKOH

OopralHHsalivui.
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B ciiydae IpOBEHCHUA MHOTOLEHTPOBBIX KHHHHKG-HHﬁGp&T{}th[X

WCIIBITAHUH (MCCHNEAOBAHMM) MEIHIIMHCKOTO W3EeNus A AMArHOCTHKH in

vitro coctaBasiercss oOumwMit OTYET, KOTOPBIH JO/KeH OBITh TOANNCAH

HcenegoBare/lsMu U pYKOBOJIHUTENAMH

\ AHCKHX opranMsaniid ©
YTBEPIKJIEH KOOPJAMHATOPOM-HCCIIe10Ba , ' \x
|I|}l'- II J-Iq Ill

| | AOK YME HTOBJ"

V),




IMPUJIOXKEHHME Ne 1

K [IpaBunam npoBeieHNs KIMHHHYECKHX
U KJIIMHUKO-1aDopaTOpHBIX UCIBLITAHWH
(MechieoBaHuil) MEIUITHHCKUX M3/IENIH

(dopma)

3ASIBJIEHUE
HA pa3pelnieHne NpoBeJleHNs KAHHHYECKNX HCIBITAHHI
(MccaeqoBaHMIl) MeIHIHHCKOTO W3/1e/THS

(ﬂDﬂHDE HRHMEHOBAHHE MEIWLHHCKOMD II?ﬂﬁHHH}

(kparkoe HAHMEHOBAHIE MEIHLMHCKOTD WANENHA (IPH HANHYHK))

Ne oT «  » 20 r.

1. HaumenoBanue 1 ajipec npou3BOaUTENS

2. Ajijpec mMecTa NpoM3BOACTBA MEAUIMHCKOTO M3/1enus (MPOMU3BOICTBEHHON
MJIOILAIKH)

3. HaumenoBanune  u ajpec  YNOJHOMOHYEHHOTO  MPeACTABHUTEIs
NPOU3BOAMTENS (B ciayuyae TMpPOM3BOACTBA HE HA  TEPPHTOPUAX
rocygapeTs — 4jaeHoB Eppazuiickoro 3KoHOMHYECKOro cor3a)

4. Gamunus UMsl, 0TYECTBO (NpH HAUYMM), ajpec, HoMepa TenedoHa H
(pakca, agpec 37€KTPOHHOH MOYTHI (MPH HATHYHHK) KOHTAKTHOIO JMUIA TO
JaHHOMY

3asBJIEHUIO

. ﬂ]JH ]'[DBTCI]JHCIE nojayve 3adaBjeHHs 1Mo JaHHOMY MEJHMIUHHCKOMY H3e/IHID
AaTd H HOMED HPEeAblAYIISTro 3aABIIEHHA
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6. [lonHoMouus Ha TpoBeleHHe KIMHHYECKUX HCHBITaHui (MccneqoBaHmii)

7. Ilepnon BpeMeHn NMpoBeeHNs KIMHHYECKAX HCTIBITAHHI

8. lanneie 00 HCClieJoBaTernsx, KOOpIMHATOpE-UCCIIe/l0BaTeNe
(IpH HANHYKHK)

(. M. O. (npu wamimumm), MecTo padoThl, JOMKHOCTE, HAYYHAA CTENEHS (MPH HANWTHH))

9. UnenTudukanuss U ONHCcaHWE HMCCISIYEMOro MEJMIMHCKOrO W3/eHsl,
BK/TIOYAs MEpEeYeHb HCIONHEHWI, KoHQUrypauuil U npuHamIeKHOCTeH, Ha
KOTOpbIE PpacipoCTPaHsIIOTCs Pe3YIbTAThl HCIIBEITAHMIA

10. Hasnayenne MeIULIHHCKOTO H3/1€IHs

11. Knacc noteHUMansHOro pucka npuMeHeHus

12. Kog BuIa B COOTBETCTBMM ¢ HOMEHKJIATYPOH MEJHIMHCKHX W3Jemnii,
nmpumensieMoi B pamkax Espasmiickoro  skoHOMMYecKOro  coroza

13. Llenn v runoressl KIMHHYECKOTO UCTIBLITAHUS

14. Konnyectso cyObeKTOB HCMBITAHUHN (MCCien0Banmil)

15. KotuuecTso  9K3eMIUIAPOB  HCCHEAYEMOTO MEAMUMHCKOTO M3ens

16. MeuuUMHCKas OpraHu3alus NPOBEACHUS MCHBITAHUH (UcCiemoBaHuil)

C yKaszaHuWeM anpeca, HomepoB TeinedoHa M (akca, a TaKKe agpeca
9JIEKTPOHHOM MOYTHI (IIPU HATTMYHH )
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[Toanues PYKOBOJOHTEIA OPraHH3alluH NMPOU3BOJACTBA WK YIIOTHOMOYEHHOI'O
NpelcTaBHUTE/A:

(. K. O. (npy HANKAMK), MeCTO pABOTH, NOMKHOCTE)

HDHHHCB FAABHUTEIAL

(®. M. O. (mpu nanuuun), Mecto paboTsl, AOIKHOCTE)

HEI}E‘{EHI: [puiaraeMblx JOKYMEHTOBRB!:

1) nporpamma KIIMHM4ECKUX MCTIBITAHMH (MCCe1oBaHmil);
By




IMPUJTOXKEHHE Ne 2

K [IpaBunam nposeaeHus KIHHHYECKHX
H KJIHHUKO-11aD0paToOpHBIX HCTILITAHMA
(MccneaoBaHMil) MEAUIIMHCKHX W3/1€TIHi

TPEBOBAHMUWA
K co/iep:KaHHI0 OPOLIIOPLI Hee/Ie0BATENs 0 MeIHIHHCKOM H3Ie/THH
(KpoMe MeJHIHHCKHX H3/1e/1Hi A8 IHATHOCTUKH in vitro)

[. Obimee onucanue MeAULIMHCKOTO M3EIUs

I. bpoutopa  wccnenopatend  J0/DKHA  COEPXKaTh  CIEAYIOLIYIO
HH(OPMALHIO ¢ OTHCAHUEM MEIHITHHCKOrO W3/1eIus:

a) HAUMEHOBAHUE MEIMIIMHCKOTO U3 Ie/HsI;

0) obliiee onKMcaHKie W Ha3HAYEHHME MEMIIMHCKOTO M3/E/HS;

B) HH(OpMaAlIMA, TO3BONSIOMIAS WICHTH(OHIMPOBATE MEIHIIMHCKOE
H3JeJiHe, B TOM YHC/IE HOMEpP MOJENH, BKIKYAA HOMEP HCHOJIHEHHS
(MOAM(UKALNK) (MPH HATIMYMHA) HITH CCBUIKY Ha UEHTHOHULMPYIOUIMI HoMep
MOIENH;

) BUJ MEIMIHHCKOrO HM3JelUs B COOTBETCTBHH C HOMEHKIATYPOi
MEIUIMHCKUX  M3[E/IuH, [pHMeHsemMoii B  pamkax  Espa3suiickoro
IKOHOMMYECKOr0 COH3a;

J1) MHQOpMaIIKA O peIHA3HAYEHHBIX [10J1b30BaTENSX;

€) MPUHLHIIEI AeHCTBUA MeIHIIMHCKOTO W3NS,

) KIace pHUCKAa M IPUMEHMMBIE KJIACCH(UKAIMOHHBLIE MpaBHjia B
COOTBETCTBMHM C [paBUIaMH KiacCH(UKAIMH MEIULMHCKHX HW3JIeIud B
3aBUCHMOCTH OT MOTEHLHAILHOIO pHCKA MPUMEHEHHS, YTBEPKIaeMBIMH
EBpasuiickoil 3KOHOMHYECKOH KOMHCCHEH;

3) OIIMCAHHE HOBBIX CBOHCTB M XapakTepPUCTHK MEIMIIMHCKOIO

H3IOCIIHA,



1) ONHCaHWe TIPUHAUICIKHOCTEH, APYTHX MEIULHMHCKUX —H3e/uit
M M3/, He ABIAIOINMXCA MEJAMIMHCKMMH, HO MPEeIyCMOTPEHHBIX U5
MCIOJIB30BAHMA B KOMOMHALIMY € MCCIIETyeMbIM MEIULIMHCKIM H3[1eTHEM;

K) onMcanue W (MIM)  TepedeHb  BO3MOXKHBIX  HMCIIOJIHEHMI
(koHGUrypauuii) uceneyeMoro MeJHIIHHCKOTO H3IeITHsL;

1) obliee onvcaHie OCHOBHEIX (YHKIMOHAIBHBIX 3JIEMEHTOB, BKIIIOUAs
AuHarpammsl, Gotorpauu U pUCYHKH, 1€MOHCTPUPYIOIIME OCHOBHBIE YACTH
(KOMIIOHEHTB!)  MEAMIMHCKOTO  W3fleliis M BKIOYalomue B ceds
MOSICHUTENIbHbIE HA/NUCH, JOCTATOYHBIE [UIsl TOHUMAHMs JIHarpamm,
(poTorpatuii u pUCYHKOB;

M) OTIMCAHHE MATepHanoB, BCTYMAIOUIHX B HENOCPEACTBEHHEIH MM

DHDCpEﬂGBHHHBIﬁ KOHTAKT C TEJIOM HEINOBCKA.

I1. ITpumeHeHne MeTHIIMHCKOrO H3/1eIIks

2. bpourtopa  uceenoBarens  JIOMKHA  COAEPIKATEH CJIEAYIOIIYEO
MH(POPMALIHIO O IIPUMEHEHHH METHIIHHCKOTO W3/1e/INs;

a) Ha3HaAYeHHe MEIHITHHCKOTO U3/1eIINs;

0) MHCTPYKIIMH 1O MOHTaXY (BBOJY B 3KCIUTyaTAL[HIO);

B) MHCTPYKIIMS 110 PUMEHEHHIO, BKIIOYAs YCIOBUS TPaHCIIOPTHPOBKH

H XPaHEHHA.

III. Ceenenus 00 HCOBITAHUAX MEJIMIIMHCKOTO U3IEIHs

3. bpourtopa  ucciefoBarens  JOIDKHA  COJEPKATH  CIEAYIOLIYIO
MHGDOPMAIHIO O MPOBEJEHHBIX paHee HCIBITAHHAX MEIHIIMHCKOTO H3/1e/us:
a) pesyJibTaThl JOKIMHHYECKHX UCCIICOBAHMI U UCIILITAHMIL;

6) HMEHINHECH KIHHHYCCKHE JaHHEIE, B TOM HHCNE:



JIaHHBIE ~ HAYYHOM  JIMTEpaTyphl  OTHOCHTENBHO  KOHCTPYKLMH,
OezonacHocTH, 3(QPEKTUBHOCTH ¥ HA3HAYEHWA  AHAIOTHYHLIX  MJIH
OKBUBANEHTHBIX MEIULIMHCKHX W3/1ETHIi;

JNaHHbIE ~ HAYYHOH  JINTEpaTypel  OTHOCHTENBHO  KOHCTPYKIIHH,
OesonacHocTH, (P(PEKTHBHOCTH W  HA3HAYCHHS AHAJIOIMYHBIX  HJIM
AKBUBAJIEHTHBIX MEIUIHHCKHX M3LE/IHH TOro JKe MPOM3BOAMTENS, BKIIOYAas
JaHHBIE O BpeMEHM WX oOpallleHHs Ha pHIHKE, a TaKXke CBejeHHs 000 Bcex
BBIABJICHHBIX rpobinemax ¢ OesomacHocTbio U 3(hDEKTHBHOCTRIO U
MPENPHHATEIX KOPPEKTUPYIOIIUX JeHCTBUSX;

B) pe3y/bTaTbl aHajlM3a PUCKOB, cBeleHHs 0 moDoYHBIX hdexTax
TTPOTHBOIIOKA3aHHAX;

r) nepeyeHb BO3MOXKHBIX HeOMaronpuaTHEIX cOOBITHH (MHIMIEHTOR) H
HEOIaronpuATHBIX BO3ICHCTBUN MEIULIMHCKOTO U3/ETHS;

J.'l,] NnepeyeHb CTAaHAapToB, [IPHMEHHAEMBIX B TIOJTHOM obbeme MM

HACTHYHO.




[TPUIJTIOZKEHUE Ne 3

k IIpaBunam npoBeneHusi KIHHHYECKUX
H KJIMHUKO-JIA00PAaTOPHBIX UCHBITAHMI
(McclieoBaHHH ) MEIMITMHCKUX H3eui

TPEBOBAHMUWA
K COJIePKAHHI0 TeXHHIecKoro daiina Ha MeTHIIMHCKOE H3/1e1He
(Kpome MeIHIIMHCKHX U3Je/IUi /IS IHATHOCTHKH in vitro)

I. Obuiee onucanue MCIHIHMHCKOIO H3Oenus

I. Texunueckuid daiin pomken comepikars clieayouyo HHMOPMAaLHo
C ONMCAHUEM MEAHLIMHCKOTO W3/IeITHS:

a) HaHMEHOBaHHEe MEeHIIMHCKOTO H3/Ie/Hs;

0) obuiee onucanue U HA3HAYEHHE MEIULMHCKOIO M3/1eTHs;

B) HH(OpMAaLHs, [03BOJIAIOMAA HASHTHQULUNPOBATE  MeqHLHHCKOE
H3jenne, B TOM YMCIE€ HOMEpP MOJENH, BKJIKYAs HOMEP HCIONHEHUs
(NMpY HAJTMYMH) MM CCBUIKY Ha MAEHTH(OUIMPYIOUIHIE HOMEp MOIEIH;

r) BUI MEIHLHHCKOrO H3/IeNIs B COOTBETCTBHHM C HOMEHKJATYpPOii
MEMIIMHCKUX — W3Je/uid, npuMeHsemoii B pamkax  Epasuiickoro
3KOHOMHYECKOT0 COK3a;

1) peHa3Ha4YeHHbIe OIB30RaTeNH;

€) IPUHLIKIE! 1efCTBUS MEIHITMHCKOTO H3Ie/IHs;

K) Kace TOTEHIHAJIbHOTO PUCKA [PUMEHEHHS W NpPUMEHHMMbIE
KJaccH(QUKAalMOHHBIE  TIpaBUja B COOTBETCTBHM  C  IIpaBHJIaMM
KAacCH(pUKaUKM MEIUIHUHCKUX H3JIe/IMi B 3aBUCHMOCTH OT MOTEHIIMAILHOTO
pHCKa [NpHMEHEeHMs, yTBepikIaeMbiMH EBpasuiickoii  5KOHOMHYECKOi
KOMMCCHEH;

3) 0ObsCHEHHE CBOHCTB M XapaKTePUCTHK MEIMIIHHCKOTO H3/Ie/Ius;



2

M) ONHCAHKE MPUHALIEHKHOCTEH, APYIHMX MEIMIUHCKHX H3fenuit u
M3JIeNHH, He ABIAIOIMIMXCA  MEJUIHMHCKUMH, HO MNPEIYCMOTPEHHBIX
JUISL MCIOJIb30BAHHS B KOMOMHAIIMH C paccMaTpHBaeMbIM MEIMIIMHCKHM
H3/1eITHeM;

K) onucaHue W (MIM)  nepedeHb  BO3MOMKHBIX  MCIOJHEHWH
(xondurypaumit) paccMaTpuBaAEMOro MeAHLUMHCKOTO H3IETH;

a) obiiee  OnNMcaHWE  OCHOBHBIX  (DYHKIMOHAIBHBIX  3JIEMEHTOB
(amarpammel, OTOrpauu U PUCYHKH, JAEMOHCTPUPYIOIIHE OCHOBHBIE YACTH
(KOMITOHEHTBI) MEJAULHHCKOIO WU3/IeNHs, BKIOYAKIIME B ce0sl MOsACHAIOIINE
HAIMHCH K JuarpaMMam, otorpadusm 0 pUCYHKaM);

M) ONIMCAHWE MaTepHanoB, BCTYNAIOMIMX B HENOCPEACTBEHHBIH HIIH

DHOCPEHDBEHHHﬁ KOHTAKT C TEN1OM HEJIOBCKA.

II. Onucanne MeqUIIMHCKOTO H3JIETHS

2. Texnuueckuit aiin  nomkeH cojaepkarTh MepedeHb OCHOBHBIX
XapaKTepUCTHK, Pa3sMEpPOB M YKaszaHUi [0 JKCIUlyaTaluuu MeIuIMHCKOTO
M3Menus, €ro MCHOJHEHMH W NpUHA/JIeKHOCTEH, KOTOpBEIE HMMEIOTCHd B
TEXHHYECKOH JOKYMEHTALMKM MEUIIMHCKOTO W3/IeNHusd W IPYTUX Marepuanax,
JAOCTYIHBIX KOHEYHOMY IMOJIb30BATEN0, a TaKKe MepedeHb MPUMEHAEMBIX

MNPOHIBOOHTEICEM CTaAHIAPTOR.

II. Ceblnka Ha nogoOHbIE W TPeAbLIYIIIHE MOAUGMHKALIUH
MEIHIIMHCKOTO U3/em sl
3.B cnyuae wucnonb3oBanus uHdpopMmaluuu 0 N0J0OHBIX WM
HpeAblAYLIIHX MOAM(HUKALMIX MEANIMHCKOrO M3/IENHs Ui JI0KA3aTe/LCTRa
cooTBeTcTBUS 00mMM TpeboBanusM OeszonacHoctd u 3P PEKTHBHOCTH
MEIMIMHCKUX  W3denuii, TpeboBaHusM K  MX  MapkMpoBKe H

OKCIUTYATAllHOHHOM JOKYMEHTallMH Ha HHUX, yTBepiKaaeMbiM Espasuiickoii



OKOHOMMYECKOH KOoMHCcHeH (nanee — obmue TpeboBanus), TeXHHYECKHH
(aiin nonKeH cojiepikarh KpaTKoe OnucaHue:

a) NpeAbYIMX MOAU(MUKALUI paccMaTPUBAEMOTO MEJHLUHCKOrO
u3aenus (pu HaTH4YuK);

0) nooOHBIX MOIU(pHKALNI MEIHUMHCKHX H3IETHH, HAXOAMIIMXCS B
oOpamennn B pamkax [EBpasuicKoro 3KOHOMMYECKOrO0 CO3a M HA

MEAAYHAPOAHBIX PEIHKAX.

IV. ConposoanTensHas MH(GOpMAaLIHs

4. Texunyeckui ¢aiin T0DKEH COEPKATE!
a) JaHHBIE O MapKHPOBKE MEJMIMHCKOTO H3/IEHS M €ero YNaKkOBKH

(MpOoeKTHl MAPKHPOBKH);

0) HHCTPYKIIHIO no NpUMEHEHHIO (aKCIITyaTanMoHHYIO

JOKYMCHTA L[HH‘)} MEJIHLUMHCKOTIO U3OeIH4A.

V. [Ipoexktuposanue 1 pazpaboTka MeJUIIMHCKOTO U3IEIHs

5. Texnnueckuit  daitn  gomxen  comepwkars  uHMOpPMAIHIO,
MO3BOJIAIONIYIO [OMY4YHThL OOIIee MpeacTaBlieHde 00 OCHOBHBIX CTAIHIX
[IPOEKTHPOBAHHA PaccCMaTpPHUBAEMOro MEAMIIMHCKOrO H3jenus. JlaHHas

uH(pOpMaLKsa MOKeT OBITE IIpe/icTaB/IeHa B BUe OJOK-CXeMBI POLECCOB.

VI. [IpousBoacTBeHHEIE POLIECCHI

6. Texunueckud  Qailn  jomkeH  cofjepkarb  MH(OPMAIHIO,
MO3BOJIAIONIYIO TOJIY4YHTh OOlllee npeAacTaBieHHE O [POU3BOICTBEHHBIX
nporeccax. Jlannas wH(pOpMalus Mo¥KeT OBITH IpejcTaBieHa B BHJE

DJI0K-CXEeMBI MpOLECCORB, Jarouei obiee NpencTaB/JIcHHE O [POHU3BOICTBE,
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Cﬁﬂp KC, 3aKIIHOYHUTCIIbHBIX  HCMNBITAHHAX  MEIHUMHCKOIO H3JAeIUA W

OKOHYaTe/ILHOH YIIAKOBKE TOTOBOTO MEIAHMUHHCKOTO H3OCIHs.

VII. IIpouseoacTBEHHBIE TLIOIIAIKH

7.B  texuuueckom daiine JO/KHBI  OBITEH UAEHTHOHITHPOBAHL]
MPOH3BOACTBEHHEIE TJTOLIANKH, Ha KOTOPBIX OCYIIECTBIIACTCS
[IPOU3BOACTBEHHAS JEATEILHOCTE [0 PacCMaTpHBAEMOMY MEHLIHHCKOMY
n3jgennio. Ecnu juls JaHHBIX TUIOLIAN0K MMEIOTCS CepTHOUMKATH CHCTEMBI
MEHEKMEHTA KauyecTBa WM pPABHOLEHHBIE HOKYMEHTBI, TO HX KOIHH

NOJDKHBL OBITH MPUIIOKEHBI K TeXHUYecKoMy daiiny.,
VIII. Ceenenust o cootBeTcTBUM 061MM TpeOOBaHUAM
8. Texuuuecknit ¢aiin momken BrmoYaTh B cebs  CBEleHHS O
COOTBETCTBHH 00LIMM TpeboBaHUsIM.

IX. Pesynibrarhl aHanu3a U ynpasieHHs pHCKOM

9. Texuuuecknit ain nomKeH cojiepKaTh KpaTKuil nepeveHs pUCKOB,
HACHTUQULUPOBAHHBIX B MPOLECCe aHaIM3a PUCKA, W OMHCAHUe CrocoboB

YHOpaBlleHHA 3THMH PHCKaMH B LeNaX CHHMKEHHA WX 10 AOMYCTHMOI'O YPOBHA.

X. JlesTenbHOCTE N0 BepuUKALIMH U BaJI1a1H

10. Texnnueckuii (aiin nomken comepikarh ClHeAyIOLHe CBEJSHHS W
JAOKYMEHTBI 10 BepH(QUKAUMU ¥ BaJIUIALNUN, KOTOPBIE HCIIONB30BATNCE IS
J0Ka3aTeIbCTBA COOTBETCTBHS MEJIMLIMHCKOTO H3/1enus o01uM TpeboBaHusaM

(B TOM YHC/IE IO TPUMEHUMOCTH 001HX TpeGoBaHmit):



a) pesysiibTarthl  MCMBITAaHMIT B HCIBITATENBHBIX  JabopaTopusix
(ueHTpax);

0) pesynbraThl  nabopaTopHeIX M (HWAM) 3aBOJCKMX HCIBITAHMIA,
B TOM YHCI€ pe3y/lbTaTbl HMCOBITAHUHA B YCIOBMSX, MMHTHPYIOLIHX
IKCIIyaTalMOHHBIE;

B) pe3y/bTartel  1abOpaTOPHBIX HMCNBITAHWH HA JKHBOTHBIX  JUIS
MOJATBEPHKIEHNs [PABHIBHOCTH KOHIUEMHIHH TOTOBOI0 MEIUIMHCKOrO
M3ENHs;

I) leKjapalii COOTBETCTBMS CTaHJapTaM W3 [MepedHs CTaHAapToB,
B pe3y/ibTaTe NPHMEHEHMs KOTOPhIX Ha A0OPOBONBHON OCHOBE MOJHOCTRIO
MM 4acTHYHO obecriedyuBaercsi cOOMOIEHHE COOTBETCTBUSI MENULIHHCKOTO
u3enus obuM TpeboBaHmMIM;

1) eK/Iapaluyd COOTBETCTBUSt CTAHJAApPTaM, KOTOpBIE HE BKITHOYEHLI
B YKasaHHbIM B TOAMYHKTE «I'» HACTOAIIEro IYHKTA [IEPeYeHb, C
000CHOBaHHEM UX IPUMEHEHMUS

€) 0030p OnyONMKOBAHHBIX JTUTEPATYPHBIX HCTOYHHMKOB KACATEILHO
paccMaTpHBaeMOro MeJMIMHCKOTO HM3AeNUs WM MOJI00HBIX METHIMHCKHX
WU3JEIHH.

11. Texnnueckuii (aiin JomKeH comepKaTh:

a) cBeZieHns 0 OHONIOrHYECKOH COBMECTUMOCTH;

0) cBeleHHss © JIEKAPCTBEHHBIX CPEJICTBAX, BXOMSIIMX B COCTAB
paccMaTpHBaeMOro MeJIHIIMHCKOTO U3/Ielns;

B) cBefleHHs 0 OHolloruyeckoi 0e30MacHOCTH MEAMUMHCKUX H3/eIIHid,
BKJIIOUAIOIIMX B Cce0s KJIETKM, TKAaHH HIM WX TPOW3BOJHBIE, B3ATHIE Y
YEJIOBEKA MITN JKHBOTHBIX;

I') CBEIEHHS 0 METOAAX CTePUIIH3AlINH;

1) CBelleHUs O  BepuMKAUMM M BaJMAANMM  [IPOrPAMMHOrO

obecneyeHus IpH MPpOSKTHPOBaAHHH MEIHIIMHCKOTO U3OEITHS,



e)otuer 00 obocHoBaHMM  KIMHWYeckoil  addexTuBHOCTH M
Oe30macHOCTH MEAHIIMHCKOIO U3/IeITHS.

12. U3noxenue pesynbTaToB MPOBEACHHBIX KIMHMYECKUX HCIILITAHMIA
(MccnenoBanuii), KpoMe BBIBOJIOB, JO/DKHBI BKIIOYaTh B Ce0sl MPOTOKOIBI
HCIBITAHUI (MccnenoBanmil) B oiHOM 00BeME.

13. Texuuueckuii  Qailn  pgomkeH cozepkarh NepedyeHb  Beex
MaTepHaloB, HAXOAALMXCA B HENOCPEACTBEHHOM WM OMOCPENOBAHHOM
KOHTaKTe ¢ OPraHu3MOM TMaLMeHTa, eClIi JUls TOTO, YTOObl 0XapakTepH30BaTh
usnueckne, XMMUUECKHE, TOKCHMKOIOTHYECKHE W  OMonoruueckue
XapakTepHCTHKHM Marepuasia, HeoOX0AHUMO B COOTBETCTBHH € PE3yJILTATAMM
aHaIM3a PHCKOB I[IPOBECTH HCHBITaHHS OMOJIOrMYECKOH COBMECTHMOCTH.
B rtexuudveckuii ¢aiin cneayer BKIOYMTE MOApoOHYIO HHOOpPMAIHIO O
NPOBEJCHHBIX  HMCMBITAHHAX, INPMMEHEHHBIX CTaHJapTax, TPOTOKOJAaX
MCIIBITAHWH, aHalli3 [OJYYEHHBIX JaHHBIX M KPaTKoe H3JI0MKeHHe
Pe3yJILTATOB UCIILITAHUIA.

14. Ecnin MeauiMHCKOE M37elide BKJIouYaer B cebs NeKapCTBEHHbIE
CpelicTBa, TO TEXHMYECKHMH (pain jnomkeH cojepkats noapobHyIO
uHGopMALIMIO O  TMPHMEHSeMbIX  JIEKAPCTBEHHBIX  CPEACTBaX,  HX
NpousBoauTeNe (MPOU3BOAUTENNAX), TTPUYMHE BKIIOYEHHS B MEAMIIHHCKOE
u3zienye, OE30MacHOCTH MPUMEHEHHS W MeXaHu3Mme AeHCTBHS B COCTaBe
u3zenus [pH PelyCMOTPEHHOM IPUMEHEHHH, JIOKYMEHT,
[MOJATBEPAIAIONIMN PETHCTPALIMIO JIEKAPCTBEHHOTO CpPEACTBA B CTpaHE —
TIPOU3BOIUTEIE JIEKAPCTBEHHOTO CPEJICTRA.

15. Texuuveckuit  Qaiin  gomkeH cojepkarh TepeyeHb  Beex
MaTepHaloB  KHBOTHOI'O HITH 4e/I0BEHECKOro MPOUCXOAAEHHUS,
MCITOJIb30BAHHBIX B MEJMLMHCKOM H3AeIuH. TexHuuecKuil ¢ain pomken
cojiepakaTh noapodbHyo nHGopmauuto 0d THX MaTepHanax, OTHOCAILYIOCH K

BEIOOPY MCTOYHMKOB (HOHOPOB), B3ATHIO Tpob, oOpaborke, XpaHeHHIO,
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HCCIIEI0BAHHIO W oOpatenuio c TKaHsAMH, KIETKaMHK
H BELIECTBAMHM JKHMBOTHOTO WIH YEJIOBEYECKOTO MPOHCXOMKIEHHS.

B rtexnuueckuit aiitn cnepyer Takke BKIIOYATh Pe3YJIBTATHI
BATMAAIMM  TPOLECcca, [MOATBEPKAAIONIME HATU4Yhe MPOU3BOACTBEHHBIX
NpoLENyp, MHHUMH3HPYIOIIMX OHONOrMYecKue pHCKH, B YacTHOCTH
B OTHOLLICHWH BUPYCOB M APYTHX BO30yuTeNel DonesHeii.

Taxke crenyer BKIIOYATh ONMCAHWE CHCTEMBI XpaHeHWs 3ariceii,
MO3BOJIAIONIEH  OCYWIECTBIATh  NPOCISKHMBAEMOCTH  OT  HCTOYHHKOB
MaTepHalloB /10 FOTOBOIO MEIULIMHCKOT'O H3/1eJHs.

16. B ciiyuae ecnu MeIMLIMHCKOE W3IETHE TTIOCTABISETCH B CTEPHIBHOM
BUJIE, TEXHWYECKHil (ailn aoipkeH comepikarh CBEJCHHS O BaldJalUu
npolecca  CTEpUIIM3alMK  (BKJIIOYAs HUCHBITAHUS HAa  OHONIOrMYECKYIO
HArpysKy, Hajiu4yue THPOreHHBIX  BelleCTB, HaJW4YhMe OCTATOYHOTO
KOJIMYECTBA CTEPHJIM3YIOIIEro BeLlecTBA) W O BaJIMAALWH [polecca
ynakoebiBanusa. Mudopmauus o Banupanmu OOoKHA BKIoyaTh B cebs
NPUMEHEHHBIH METOJ, JOCTHIHYTHIH ypOBeHb obecnedeHHs CTEpHIIBLHOCTH,
NpUMEHEHHBIE CTaHJapThl, NPOTOKOJI CTepH/IM3aluu, pa3paboTaHHLIH B
COOTBETCTBHM ¢ STHMH CTaHJapTaMH, ¥ KpaTKOe H3IIOKEHHE MOJIyYeHHBIX
PE3YILTATOR.

17. Texunueckuil Qailn nomKeH colepikarh CBeJeHUs O MpoLecce
MPOEKTHPOBaHHUs U pa3pabOTKM mporpaMMHOro obecriedeHHs U BaJIWIalMK
MNpOrpaMMHOro ofecreyeHus, HCHOAb3YEeMOro B TOTOBOM ME/MIIMHCKOM
M3JeNHK. YKazaHHas MH(OpPMAaNUs BKIOYaeT B cebs KpaTKoe H3JI0KeHHe
pe3ynbTaToOB JAEATENILHOCTH IO BepH(DUKALMK, BANUJALUMH H Pe3yJIbTATOB
MCIIBITAHHH, BBIMOJIHEHHBIX B  OpPraHU3alMH-TIPOM3BOAUTENE, a TakKe
CBE/IEHUA O BCEX HMEIOLIMXCs KOH(QMIypalMaXx anmnaparHeiX CpeiacTB H

ONepalMoHHBIX CHCTEMaX, WAECHTHQHUIMPOBAHHBEIX B  COMPOBOIUTENLHON

JOKYMEHTALIHH.



18. Texunueckuit  daiin  gomkeH  comepxarb  MHPOPMALUIO
O TIPOBEJICHHBIX HCCIENOBAHUSIX Ha JKUBOTHBIX ISl TIOATBEPIKICHHUSI
COOTBETCTBHA 001MM TpebosaHuaM (npu Hanuumu). B Texuuueckom Qaiine
NOJKHBL OBITh ONUCAHBI 1eJIH YKa3aHHLIX HCCIEN0BaHUil, MeTO/I0NOoTHs,

PE3YIILTATHI, aHAJIH3 H 3aKII0YCHHA.




[MPHUJIOKEHHME Ne 4

k IlpaBunam npopeneHus KIMHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCTILITAHUH
(nccneoBaHmil) MEIMIIMHCKHX M3/

TPEBOBAHMKSA
K CO/IEP:RAHUIO NPOrPAaMMbl KJIHHHYECKOT0 HCNILITAHUS (HCC/IeJ0BAHNA)
MEIHIMHCKOr0 H3/1e/THs

[. Obuiee onucanue MeITHIMHCKOTO H31eIUs

I. IlporpaMma KIMHHYECKOrO MCILITAHUA (MCCie0OBaHKA) JOJ/DKHA

COACPWATE CIEIYHOUIYHD HHd)GpMEI].[H}D C OINHCAHHEM MEIHIHHCKOTO

H3eIs:

a) HAHMEHOBaHHEe MEMIIMHCKOTO H3IemHs;

0) NPOH3BOJUTENE ¥ YIIOJHOMOYEHHBIH MPeCTaBUTE/ b MEAHIIMHCKOTO
M3/Ie/IUs C yKaszaHueMm ajpeca, HoOMepa Tene(oHa, IeKTPOHHOH MOYTH M
KOHTAKTHOI'O JIHLA;

B) 00l1lee ONHCaAHHE U HA3HAYEHHE MEIMIIMHCKOrO U3/1eIUs;

') uHopmalks, MMO3BOJMOMAS WACHTH(GHLIHPOBATE MEAUIIMHCKOE
H3jie/IMe, B TOM 4YHCJIE€ HOMEp MOJENH, BKIIOYas HOMEpP HCIOJIHEHHS
(MomupuKkalnK) (MpH HATHYKHH ) UIH CCBUIKY Ha WICHTHOUIHPYIOUIHIA HOMED
MOJIEIH;

1) BUJ MEIHIIMHCKOTO M3[eHd B COOTBETCTBMH € HOMEHKIATYPOH
MEJIHUMHCKUX  M3/IeNIMH, T[pHMeHseMOH B  paMmkax  Espasuiickoro
KOHOMHYECKOTO COIO3d;

e) rpyina MalMeHToB W MeJULUHCKHE [TOKa3aHHs, A1 KOTOPBIX
rnpejHasHaveHo MeJIMLHHCKOe U3JieNHe;

}K} Ha3Ha4YCHHE MCOHIITHHCKOTO H3ACIIHA,
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3) KIacC puUcKa M TNpUMEHHMblEe KIacCH(PUKALMOHHBIE TpaBHia
COTJIACHO NpaBH/IaM KjlacCH(pHUKalUu MEIHLIUHCKHX M3Ie/Hi B 3aBHCUMOCTH
OT TOTEHLHWAJILBHOr0 pHCKAa IMpUMEHeHUs, yTBepiaaeMbiM Espasuiickoii
3KOHOMMYECKOH KOMUCCHENH;

1) OOBACHEHHE HOBBIX CBOWCTB M XapakTepUCTHK MeIHLUHCKOTO
W3/1e1ns;

K) OIMCaHie  TOro,  Kak  JIOCTHraeTcss  [POCIIEKMBAEMOCTh
BO BpeMsi M MOC/e NPOBEACHHsS KIMHMYECKOT0 UCHBITAHUS (HMCClIeNOBAHNA)
MEJIMIMHCKOTO M3/e/us (C MOMOIIBIO0 MPUCBOEHHS HOMEpa CepHH, HOMepa
NapTHH, 3aBOJICKHX CEPUHHBIX HOMEPOB H/IH MHBIM CocoboM);

J1) CBeJIeHHsT O MarepHaiax, KOHTaKTHPYIOUIMX C OpraHu3MOM
4es0BeKa;

M] CBEJICHHA O KOHTPOJBHBIX MEIHLIHHCKHX H3JISTTHIX.

[I. Jlannbie 0 KIMHUYECKOM HCMBITAHUU (MCCIIeI0BAHKNA)
MEIHMIIMHCKOIO H3J1e/Ius

2. [Iporpamma KIIMHHYECKOTO HCTIBITAHU (MccnenoBaHMs )
MEIULMHCKOr0 M3JIeNns J0/DKHA COJIepKaTh CAeAYIOIYI0 HH(pOpMAIHIO O
IMPOLEAYPE KIHHUYECKOTO UCHBLITaHN (MCCae0BaHM ):

a) HaUMEeHOBaHHe W WAeHTH(QHKAHOHHbLIE AAHHBIE KIMHUYECKOTO
MCTILITAHUS (MCCIe0BaHNSA);

0) apec ¥ HAaMMEHOBaHHE Me/MLIMHCKOI OpraHu3aluu, mpoBojsIeH
KIMHHYECKHE UCTIBITAaHKs (MCCIeIORaHMA);

B) laHHEle 00  HMccrenoBarelisix,  KOOPAMHATOPE-HCCIefoBaTeie
(IIpH HAIMYMK) U UCTIBITATENILHOM OpraHu3aIum;

I) ONHCaHue CIEeLMAIbHBIX XHPYPrHUECKHX W JIPYTHX MeJMIMHCKHX
MPOLEaYp, CBA3aHHEIX ¢ MCIOJIB30BAHUEM MEIMIIMHCKOTO H3/IE/Hs;

1) TpeDOBaHMA K ONBITY H 00YYEHHIO MEAULIHHCKUX CTIEIMATHCTOR;,



€) onKcaHue Au3aiiHa KIMHHYeCKOro HCNBITAHUS (MCCIeN0BaHus);

) OTIHMCAaHUE PUCKOB M MOJIb3bl MPUMEHEHHS MEIHIMHCKOrO M3/emus
IpPH MPOBEAEHUH KIIMHHYECKOI0 NCITBITaHus (HCCIeqoBaHms ),

3) ONUCAHUE YCIOBHIT U1 TPOBEIEHMA KIMHHUYECKOro WCIBITAHMS
(Mcenei0Banms), ONpeleleHHBIX MPOH3BOIUTENIEM,

M) OMHMCaHWE TPUHANNCKHOCTEH, APYrHX MEAUIIMHCKUX W3Zeunii
W U3IENHH, HE SBISIONMXCH MEIUIMHCKAMH, HO MPeIyCMOTPEHHBIX I
UCIOJIB30BaHUs B KOMOMHAIIMH ¢ MEIHITHHCKHM U3/EIHEM;

K) LM ¥ THIIOTE3bl KIMHUYECKOro UCIBITAHUS (MCCeloBaHu );

1) BbIOOp CyOBEKTOB KIIMHUYECKHX MCTIRITAHMH (MCclieoBaHmil), B TOM
YHCIIE MX KOJIMYECTRO;

M) KOIIMYECTBO HMCIMOJb3YEMBIX HCCIEyeMbIX MEIULIMHCKHX H3JeNnii
(c obocHOBaHHMEM);

H) ONHMCaHKE MPOLEAYD KIMHUYECKUX HCITBITAHUN (MCCIe10Banmil);

0) maH  MOHUTOPMHra B XO[e  KIMHMYECKHX  MCMBITAaHWI

(MccenoBaHuil) ¢ ykasaHueM 4acTOTHI MOCEIIeHNH, KOMYEeCTBA MOHHTOPOB

W WX KOHTAKTOB;

1) CTAaTHCTHYECKUE METO/Ibl aHANIM34A JIAHHBIX;

p) mpolecc MOJydeHHs: MHPOPMUPOBAHHOTO COMIACUs CYOBLEKTOB
KJIMHHYECKHX UCNBITAHHI (MccaenoBaHmii);

C) ONMMCAHME  STHYECKMX  ACMeKTOB  KIHHMYECKOr0  HMCIBITAHUA

(uccnenoBaHus), BKJIIOYAsh HHTEPEChl YS3BMMBIX CYOBEKTOB KIMHHYECKOTO

UCTIBITaHWsA (UCCIIeI0BaHK).




[TPUNTOXEHHME Ne 5

k [IpaBunam npoBeseHUsT KIMHUYECKHX H
KITMHHKO-J1a00paTOpPHBIX HCTBLITAHHIH
(MccnenoBaHMii) MeIMITMHCKHUX H3JIeIHil

®OPMA
0T4YeTA 0 KIANHHYECKOM UCNBITAHHE (HCC/IeI0BAHHH)
MEIHIHHCKOTO W3/1e/1Hsl

VTBEPXIAIO

(pyROBOANTENL MEAHUHHCKON Opradmsaimm, famMitTH, WA,
OTHECTRO, NOANHEE (KOOPAHHATOP-NCCIEN0BATENb, (IaMILIH, HMIL,
OTHECTEOD, MOANHCE — B CTYYAE MHOTOLUEHTPOBLIX HCITRITAHNA))

OTHET
0 KJIMHHYECKOM MCIBITAHUU (MCCAESIOBAHUM) MEJIHIIMHCKOTO M3/1eIus

{Hah MEHOBAHHE MEMHIHHCKOT D H3JIEJTHH}

Ne OT « » 20 T

|. CocTaenen

{(HanMenoBRaHNE W aApec MeINIMHCKOH Opranm3alumm)

2. I[TonHoMouus Ha [poBeJieHHe KITMHHYECKOT0 MCTIBITAHMS
(MccnemoBaHus )
3. Paspeienue Ha MpoBeJIeHHE KJIHHHYECKOro MCTIBITAHHS]
(nceneopanus)

4. Tlepron npoBeieHHs KIMHUYECKOTO HCTIBITAaHMS (MCCeIoBaHus )

5. HaumenoBaHue H ajipec NpoU3BOJIHTES
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6. Azlpec MecTa NPOM3BOACTBA MEAULMHCKOrO W3/enus (Npon3BOACTBEHHOH
MO KH )

7. Haumenosanue " anpec YIIOMHOMOYEHHOTO npeacTaBUTENs!
MPOH3BOIHTEIS (nnis Mpou3BoAUTENEH TPeTBHX CTpaH)

8. lanHbie 00 ucciaenosaresx

(thammnusa, wma, oTuecTso (MpH HamMHH), MecTO paGoTh, NOIKHOCTL, HAYIHAA CTENCHE (PN HATHYMH))

9. Unentudukanys ¥ ONMCcCaHHe HCCIEAYyeMOro MeJHIHHCKOTO H3/IeNus,
BKJIIOYas MepevyeHb HCNOJHEeHUH, koH(purypauuid U npuHaIexkHOCTeH, Ha
KOTOpBIE  pacrlpOCTPAHAKOTCA  Pe3yJbTaThl  KIMHUYECKOrO  HMCIBITaHHs
(ucenenoBanms)

10. HaznaueHue MeJULIMHCKOrO H3/1e/11s

11.Knacc B 3aBMCHMOCTH OT NOTEHUMAILHOIO PUCKA [PHMEHEHHSs

12. Kon BHAa B COOTBETCTBUM C HOMEHKIATYPOH MEOMIIMHCKHX H3JIeNuii,
NpUMEHseMOH B paMkKax  EBpasuiickoro  3KOHOMHYECKOro  corosa

13.lenn M TUNOTE3Bl KIMHHYECKOIO  HMCMNBITAHMA  (MCCIe0BaHHA)

14. CxemMa KJIMHMYECKOTO MCMBITAHMSA (HMCCASOOBAHMS), BKIIOYas ONMMCAHME
KOHEYHBIX TOYEK

15. KonmnuecTBO cyOBEKTOB KIHHMYECKOTO WCHBITAHWA (HCClEIOBaHMs)
(B cnyyae MHOTOLIEHTPOBBIX HCHBITAHMH (MCCIEIOBAHHI) KOMMYECTBO
CyOBEKTOB  KJIMHHYECKOTO HCIHBITAHUS  (MCCNe/oBaHus) B Kakmoi
MEIUIIMHCKOH OpraHu3aiiii)




16. Konnuectro IK3CMINIApPOB  HecledyeMoroe MeIHIHHCKOro  H3NOe/IHA

17. MeauuyHCKHE OpraHu3aldi, B KOTOPBIX MPOBOJAMIOCH KIMHUYECKOE
HCIIBITAHHE (uccnegoBaHue) (ns MHOTOLEHTPOBBIX HCTILITAHHH
(nccnemoBaHMii))

18. Crarucruyeckn oOpaboTtaHHble JIaHHBIE KJIMHWYECKOTOQ HCIHBITAHMS
(HceneoBaHus )

19. Ouenka pe3ynbTaToB KIIMHUYECKOr0 UCIILITAHHUS (HCCIeI0OBaHHS)

20. Berroniel o pe3ynbTaTam KJIHMHHYECKOT0 UCIBITAHKUS (MCCIeNoBaHus )

[loanucu pykopogurenei MeHIUHHCKHX OpraHu3aluii
(B clydyae MHOTOILIEHTPOBBIX MCIBITAHKH (HCCaen0BaHUIA)):

(hamunus, HMa, 0TUECTBO (NPH HANKUKH), MeCTO pabOTh, JOMKHOCTE)

(haninns, uMa, OTHECTEO (PN HaAHHHK), MEecTD paBoThl, IOMHHOCTh)

[loanucu uccleqoBaTene:

((pamunma, HMa, oTHECTED (MPH HATHMHK), MecTO PafoTsl, NONKHOCTS)

{ panunug, uMa, OTHECTEO (IPH HANKMHK), MeCcTo PadoTel, NONKHOCTE)

IlepeueHb npuiaraeMelX 1OKYMEHTOR:
1) mporpaMmMa KJIHHHYECKOTO MCBITaHUS (HCCeq0BaHmus);
2) nepBHYHBIE JlaHHbIE KIMHUYECKOT0 UCMBITAHUS (MCCIeI0BAHNS ).




[TPUJIOXKEHHME Ne 6

K I Ipapunam nposeieHus KIMHHYECKUX N
KJITHHHUKO-/1a00paTOpHBIX UCIIBITAHMI
(HecneoBaHMil ) MEJIMIIMHCKUX U3IeIHH

TPEBOBAHMHWSAS
K COIePRAHUIO MPOTrPaMMbl KIHHHKO-1a00paTOPHOro HCNbLITAHKS
(McesIeI0BAHNS) MEIMITHHCKOT0 H3/1eJTHHA /I8 IHATHOCTHKH in vitro

L. 06[[{&& OIMMUCAHHE MEAUIIHHCKOrO U3e/|s JUIs JIMArHOCTHKH In Vitro

1. Ilporpamma KIMHHKO-71a00paTOPHOrO HCMBITAHUS (HMCC/ie10BaHNUs)
JOJDKHA COJIepKaTh CASAYIOIYI0 HH(OPMALIHIO ¢ ONTHCAHHEM MEIHITHHCKOTO
H3JIeaUs 18 IHarHOCTHKH In vitro:

a) HaUMEHOBaHHE MEAUIIHHCKOTO U3/IeNIHd /I8 JHATHOCTHKH in Vitro;

0) npou3BOAUTENs W YNOTHOMOYEHHbII IIPeCTABUTENbL MEIHIHHCKOTO
M3JleNus IS JIMardHoCTHKKM In Vitro ¢ ykasaHueMm ajpeca, Tesiedona,
3JIEKTPOHHOH NMOYTEI H KOHTAKTHOTO JIHIA;

B) oOllee onucaHue W HasHaveHHWe MEeIHIMHCKOTO H3Ie/NHs s
JIMArHOCTHKH 1N VItro;

r) uHopMalus, TO3BONSIONIAS WIACHTUDUIUPOBATE MEIUIIHHCKOE
u3Jenue As JUArHOCTHUKU in Vitro, B TOM 4HCJIE HOMEP MOJIeNH, BKIOUas
Homep wucnoiHenus (Moguduxauuu) (Npy HANWYMM) WIM CCBUIKY Ha
HACHTH(QULIMPYIOIIHI HOMEp MOJIElH;

1) B MEIMIHHCKOrO M3AelMs Ui JUAarHOCTHKH in  vitro
B COOTBETCTBMM ¢ HOMEHKIIATYPOH MEAMLMHCKHUX M3/e/IHi, NpUMeHseMOii B
pamkax EBpazuiickoro 5KOHOMHYECKOT0 co103a;

e) XxapakTepucTuka o0pasloB WIM Npod, MCHONIL3YEMBIX B KIMHUKO-

7abopaToOPHOM HCHBITAHHH (HCCIEeJOBAHUM);
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K) Kjlace  pucKa W TNpUMEHUMbIe  KiaccH(MKalHOHHBIE TpaBHUia
COIJIACHO NpaBHaM KJIacCHQUKALMH MEJULUHCKAX H3AeTHil B 3aBUCUMOCTH
OT TNOTEHIMATBLHOTO pHCKA [pPHMEHeHusd, yTBep:KaaembeiM Enpasuiickoii
AKOHOMHWYECKOH KOMHCCHEH;

3) 00OBbACHEHHE HOBBIX CBOMCTB M XapaKTEPUCTHK MEIHIIMHCKOIO

W3NS JUIS JIMArHOCTHKH 1n vitro.

I1. Jlannble 0 KIMHHKO-T1200PaTOPHOM HCTIEITAHHH (MCCEI0BAHNH )
MEIUIHHCKOTO U3/IeNIUs U1 IHAaTHOCTHKH in Vitro
2. Tlporpamma KNMHHKO-1a00PaTOPHOrO MCHBITAHUS (HCCIIEOBAHUS)
MEIMIIMHCKOTO M3JeJHus Ul JAMArHOCTHKW In VItro JOJDKHA COJiepiKarh
CJIEYHOILYI0 HH(OPMALIHIO O IPOLeype UCTIBITaHus (McCeoBaHus ):;
a) uelb i 3a/1a4m KJIMHUKO-JIabopaTopHoro MCTIBITAHUS
(MccnenoBanms);
0) HaMMEHOBaHWE  MEIMIIMHCKOH  OpraHusaliyi, [pHHHMAIOLEH
Yy4acTHe B KJIMHUKO-Ta00paTopHOM UCIIBLITAHWH (HCCIeOBAHNN);
B) MecTa MpOBeAcHUS H3MepeHuii (anamusza) (eclH HaxousTCs He
B YKa3aHHBIX MEIHIUHCKUX OPraHU3aliusX);
I') METO/1bl AHAJIN3A JTaHHBIX;
/1) CTATUCTHYECKHE YPOBHH 3HAYMMOCTH;
€) pasmep BBIOOPKM JUIi  OUEHKH TMoKaszareieil KkJIMHMYECKOil
3 PEeKTHBHOCTH;
7K) 11e/1eBas TOMYyJIALlMs HaceIeHus;
3) KpUTEPHUH [PUrOAHOCTH 1pod, oObeM 00pasloB W KpUTEpHH
MCKII04eHHs 00pasLoB;
M) AeTalli NpeaHamTnTHYECKOro JTarna;

K) MpOLIeay Pl CENbIX Npod;
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a) yder  BozjelicTBus  (akTopoB  uHTepdepeHIHH,  BbI3BAHHBIX
YCIIOBHAMM B3siTUs 00pa3sloB, WIH NATONOTMYECKHM ((DHU3HOIOTHUECKuM)
COCTOSAHHEM JIOHOPA NPOOBI HITH JIeHeHHEM;

M) BBIOOp M 00OCHOBaHHE METO/1a CPABHEHHS;

H) MpoLeaypsl KaaubOpoBKH, BKIIOYAs JaHHBIE 110 [POCIEKABAEMOCTH
KanubpaTopos;

0) KPUTEpUM IS TNpPOBEIEHUS [OBTOPHOTO TECTa M HMCKIFOYEHUS
JIAHHBIX;

1) COOTBETCTBYIOIIME  MEphl  JUId  [peAyNpekIeHHs  pucKa

HH q)H HHPOBAHHUA MOJB30BATENA.




[TPHUJIOJKEHHUE Ne 7

K [IpaBunam nposeieHUs KIMHUYECKHX
¥ KJIMHMKO-1a00paTOPHBIX HCILITAHKHN
(MccnenoBaHMi) MeIHLIMHCKIX U31eTH

DOPMA
oT4era o MHHHHG-ﬂﬂﬁﬂpﬂTﬂp]l{]M HCIIBITAHHH (HCEJ’IEI[DBHHHH)
MeIHIHHCKOT0 W3/ieJIus /LISl JHATHOCTHKH in vitro

YTBEPAKIAIO

(pyEOBOIATENE MEAHIIHCKOT OPFAHMIALINH, (DAMHIH, HME,
DTHECTRO, MOANMHCH (KOOPIHHATOP-HCCHEAOBATE b, (haMATIHA, A,
OTUECTBO, NOANNCE — B CIYYAE MHOTOLEHTPORBIX HCOLITAHMI))

OTYHET

0 KIIMHHKO-1a00paTOPHOM HCTIRITAHHH (MCCIEI0OBAHHH )
MEJIMIMHCKOTO M3/1eNHs 171 AMarHOCTHKH in Vitro

(HAHMEHOBAHHE MEIHUMHCKOTO M3AENUA AN AHATHOCTHEN in vitro)

No OT « % 20 1.

1. Cocrasnen

(HaHMeHOBAHKE H ANpec MeIHUHHCKOH opranmiaunn)

2. TlonrHoMouMst Ha mNpoBeAEHHE KJIMHHKO-71aD0paToOpHOro  MCHBITAHUS
(MccnenoBanus)

3. YBenomiieHne © [POBEACHUM  KIWHHUKO-TAOOPATOPHOTO  MCIBITAHMS
(nccnenoBaHus)
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4. Ilepnon BpeMeHH [pOBejleHHS KIMHUKO-IaGOPATOPHOrO HCIHBITAHMS
(MccnegoBanus)

5. HaumenoBanue u anpec npou3BoauTess

6. Afpec MecTa NMpOM3BOACTBA MEAMLMHCKOTO M3IENUS Ul JAHATHOCTHKH
in vitro (Mpon3BOACTBEHHOM MIOIIAIKH)

7. Haumenopaunue U ajpec YITOJIHOMOYEHHOTO MpeACTaBUTENs
HPOU3BOINTENS (U151 IPOU3BOAMTENEH TPEThUX CTPaH)

8. Jlanubie 00 uccneoparenax

((pammunig, HMa, OTHECTEO (NPH HANHUHH), MecTO PaboThI, NOIDKHOCTS, HAYYHAA CTENEHE (MIPH HATHYHY))

9. MneHtudukaiys 1 onucanne UCCiIeNyeMoro MeJUIMHCKOro H3Aenus s
JAMAarHOCTHKM 1IN Vitro, BKJIIOYAs MepeyeHb MCNOJHEHHH, KOHpUrypauuii
M [NPHHAUIEKHOCTEH, Ha KOTOpPble pPaclHpoOCTPaHSIIOTCS  PEe3yIILTATH
HCIILITAHMs (McCae0Banus) (pu HANTMYHH)

10. Haznauenue MeIULIMHCKOrO U3eNNs /151 JHATHOCTHKY 1IN Vitro

11.Knacc B 3aBMCHMOCTH OT MOTEHUMAIBHOTO pPUCKA MPHMEHEHUS

12. Ko BHIa B COOTBETCTBMM C HOMEHKJIATYPOM MEIMIMHCKHX W3IENHil,
npuMeHseMol B paMKax EBpasuiicKoro skOHOMHUYECKOro corwsa

13. Henu kMHUKO-1a00paTOPHOTO UCHBITAHKS (HCCIeN0BAHHNS)
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14. Beibop u obocHoBaHMe METO/1a CPABHEHHS

15. Pasmep BoiOOpkH [Uist OLGHKM ToKa3aTtenieil aHaqMTHYeCKOd u, rie
NPUMEHNMO, KITHHHYeCKOH s dexTuBHOCTH

16. KonuuecTBO 5K3eMIUISIPOB MCCIEAYEMOr0 MEIHIMHCKOrO HM3Ienus s
MHUarHOCTHKH in vitro

17. MenuuMHCKHe OpraHM3alMH, B KOTOPBIX MPOBOAMIOCE KIMHHMKO-
naboparopHoe HcCnbITaHWe (UccieloBaHue), W (MIM) MecTa NpOoBeJIeHHs
HU3MEpPEeHHH

18. Crarucruyeckn  oOpaboraHHble — JaHHble  KIMHHKO-TabopaTopHOro
MCIBITAHUS (UCClieOBaHMS)

19. Ouenxa pe3y/bTaToB KIIHHHKO-1abopaTopHOTO HCHBITAHMUS
(nceneoBanus)

20. BeiBogpl  mo  pesynbTaraM  KJIMHUKO-Ja0OpaTOPHOTO — MCHBITAHMA
(uccnemoBanus)

[Tonnucu pykoBoauTenei MeIULIMHCKUX OpraHu3aumii
(B c1yyae MHOTOLIEHTPOBBIX MCHLITAHUI (MCCie10BaHui)):

(hasenma, ums, OTUECTBO (NPH HATIMYIN), MECTO padoTsl, JOMKHOCTS)

(thamunig, HMA, OTHECTEO (NPH HAIHI), MECTO paboThl, JOMKHOCTh)



[Toanucu uecnenopareneii:

((hasunms, wws, 0THECTBO (NPU HATHYHA), MEcTO paboTel, DOMKHOCTE)

(ibasinna, uma, OTHECTEO (MPH HATHYHE), MECTO paloThl, AOMKHOCTL)

[Tepeuens npunaraeMbiX JIOKYMEHTOB:

1) nporpamma KIHHUKO-Ia00PaTOPHOIO HCNBITAHUS (MCCIEI0BAHNS);

2) nepBUYHEBIE NaHHEIE KJIMHHKO-1a00paTopHOro HCILITAHUS
(uccreoBaHMs ).




