Z-RUSTANDARD

3apeructpuposaHo B MuHiocte Poccum 3 anpena 2014 r. N 31813

MWUHUCTEPCTBO 3[]PABOOXPAHEHNA POCCUNCKOW ®EQEPALUMU

NPUKA3
ot 9 siuBapsa 2014 r. N 21

OB YTBEPXXOEHWUM NOPSAOKA
NPOBEJEHMWS OLIEHKW COOTBETCTBUSA MEOVULIMHCKUX U3OENWIA B ®OPME
TEXHWYECKMX UCTbITAHUIA, TOKCUKONOMMYECKUX MCCNEOOBAHWUNA,
KIMHWYECKMX UCMbITAHUI B LIENAX FOCYOAPCTBEHHOM
PEMMCTPALIMM MEOMLIMHCKUX U3OENUN

B cootBeTcTBMM cO cTaThen 38 PenepanbHOro 3akoHa oT 21 Hosibpst 2011 r. 323-P3 "O6 ocHoBax OXpaHbl
340poBbs rpaxaaH B Poccuiickon ®epepaummn” (CobpaHue 3akoHogaTensctsa Poccunckon ®epepauun, 2011, N
48, cT. 6724; 2012, N 26, cT. 3442, cT. 3446; 2013, N 27, cT. 3459, cT1. 3477; N 30, c1. 4038; N 39, cT. 4883; N 48,
CT. 6165) m nyHktom 5.2.187 TllonoxeHus o MwuHucTepcTBe 3apaBooxpaHeHus Poccunckon depepauuu,
yTBEpXXAEHHOro noctaHoeneHvem MNpaesutensctea Poccuiickon ®epepaumm ot 19 utoHs 2012 r. N 608 (CobpaHue
3akoHogaTtenbcTBa Poccuinckon denepaumm, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970; N 20, cT. 2477; N 22, cT.
2812; N 33, cT. 4386; N 45, c1. 5822), npukasbiBato:

YTtBepauTb [Nopsagok npoBedeHWst OLEHKUM COOTBETCTBUSA MEAUUMHCKUX W3AEenMn B (opMe TeXHUYECKUX
UCMbITaHWI, TOKCUKOINOIMYECKMX UCCNESOBaHNMN, KITMHUYECKUX UCMbITAHUI B LIENSIX FOCY4apCTBEHHON perncrpauum
MEeOULMHCKUX U34enuii COrnacHoO NPUNoXeHuto.

MwuHucTp
B.M.CKBOPLIOBA

MpunoxeHne

K npukady MyuHucTepcTBa 3apaBoOXpaHeHus
Poccwuiickon depgepaumm

ot 9 anBapsa 2014 r. N 2H

noPAQOK
NPOBEQEHUSA OLIEHK/ COOTBETCTBUSA MEAULMHCKUX U3OENUA B ®OPME
TEXHUYECKUX UCMNbITAHUA, TOKCUKONOrMYECKUX UCCNEQOBAHUN,
KNUHUYECKUX UCNbITAHUKA B LEENAX rOCYAAPCTBEHHOW
PEMMCTPALIUX MEOULIMHCKUX U3OENUIA

|. O6wue nonoxeHus

1. Hactosawwmi lNMopsagok yctaHaBnvBaeT TpeboBaHUA K MPOBEAEHUIO OLIEHKM COOTBETCTBUS MEOULMHCKUX
n3genvi, Kotopasi npoBoAUTCS B (OPME TEXHUYECKUX WCMbITAHWUNA, TOKCMKOMOIMYECKUX WUCCrefoBaHUum,
KMMHUYECKUX UCTbITAHUA MEQULMHCKMX M3OeNui B Lensax rocygapCTBEHHON permctpaunm MeauuuHCKUX M3genuim
(Oanee COOTBETCTBEHHO - OLEHKA COOTBETCTBMS, TEXHMYECKME WCMbITAHMS, TOKCUKONMOrMYeckne MccnegoBaHus,
KMUHUYECKNE UCMbITaHUS).

2. TexHn4Yeckne UCNbITaHWs, TOKCUKOMOTMMYecKne MCCnefoBaHus, KIUMHUYECKUE WCMbITaHUS MEeQULMHCKUX
n3genvn OCYLLECTBIISIIOTCA B COOTBETCTBMM C Hactoswwmm [lopsgkom npu  cobniogeHun TpeboBaHui
OencTBylollero 3akoHopaTensctBa Poccuiickon  ®Pepepaumm o6  obpalleHnMM  MeOUUUHCKUX — U3OEenui,
HOPMaTUBHOW, TEXHUYECKOW AOKYMEHTauuu MNpou3BOAMTENS MEAMLMHCKOro U3fenus, a Takke HauMoHamnbHbIX
(MexxgyHapoaHbIX) cTaHgapToB <1>, cogepXalumx npasuna u MeTodbl uccneoBaHum (MCNbITaHU) U U3MEPEHUN
MEeOULMHCKNX U3OENnA.

<1> ®PepepanbHbI 3aKoH OT 27 gekabps 2002 r. N 184-d3 "O texHuveckom perynupoBaHumn” (Cobpanue
3akoHogartenbcTBa Poccunckon deagepaumun, 2005, N 19, c1. 1752; 2007, N 19, c1. 2293; N 49, cT. 6070; 2008, N
30, cT. 3616; 2009, N 29, cT. 3626; N 48, c1. 5711; 2010, N 1, cT. 5, 6; N 40, cT. 4969; 2011, N 30, cT. 4603; N 49,
cT. 7025; N 50, cT. 7351; 2012, N 31, c1. 4322; N 50, c1. 6959; 2013, N 30, cT. 4071).

3. o pesynbTataM OLEHKN COOTBETCTBUSA OHOPMIISIOTCS:

a) aKT OLEHKU pe3ynbTaToB TEXHUYECKUX UCTBbITAaHUN MEOULMUHCKOrO M3OEenus, KOTOpbIn 0hopMnseTca no
o6pasuy cornacHo npunoxenuto N 1 k HacTosiwemy MNopagky;

©) aKT OLEHKM pe3ynbTaToB TEXHWUYECKUX MCMbITAHUA MEOULMHCKOTO WM3AEnus Ans OMAarHOCTMKM in vitro,



KOTOpbIN ocopmnseTcs no obpasuy cornacHo npunoxeruto N 2 k HacTodwemy Mopagky;

B) 3akrnoyeHve Mo pesynbTaTaM TOKCUMKONMOTMMYECKUX WCCReAOBaHUA MELULMHCKOro M3genuvsi, Kotopoe
odhopmnsieTcs no obpasuy cornacHo npunoxeHuio N 3 k HacTosiemy Mopsaaky;

) aKT OLEHKU pe3yrnbTaToOB KMMHUYECKUX UCMbITaHUN MeOMLMHCKOro usgenus, KoTopbli odopmriseTcs no
o6pasuy cornacHo npunoxenuto N 4 k HacTosiemy MNopagky;

) aKT OUEHKM pes3ynbTaToB KIMMHUYECKUX MCNBbITAHUA MEAWMLUMHCKOrO MU3Oenus Ans OMarHocTuku in vitro,
KOTopbIn ocbopmnsieTcst o ob6pasuy cornacHo npunoxeruto N 5 k HacTodawemy Mopsagky.

XpaHeHve pe3ynbTaToB WCMbITAHUA WM WUCCREeSOBaHUM OCYLLECTBMSETCA B MoOpsgke, YCTAHOBIEHHOM
3akoHodatenbcTBoM Poccunckon ®enepaunm o6 apxmeHom gene <1>,

<1> depepanbHbIn 3akoH OoT 22 okTAbps 2004 r. N 125-03 "O6 apxusHom gene B Poccuiickon depepaumn’
(CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaunm, 2004, N 43, c1. 4169; 2006, N 50, ct. 5280; 2007, N 49,
cT. 6079; 2008, N 20, cT1. 2253; 2010, N 19, cT. 2291; 2010, N 31, cT1. 4196; 2013, N 7, cT. 611).

4. |_|p0I/I3BOﬂ,l/ITeJ'Ib MeanLUnHCKOro n3genna nnm yﬂOJ'IHOMO‘-IGHHbIVI npeacraBuUTesNb nNpon3BoanTensa (,qanee -
3aﬂBMTeﬂb) CaMOCTOoATeNIbHO onpeaendeTr ucnblTatellbHYlO OpraHu3auuio, OCYLEeCTBNAKLUYK npoBegeHne
TEXHUYECKMX WUCMbITAHUA U TOKCUKOSIOrMYECKMX MCCrneaoBaHUn, C y4yeTOM obnactn ee akkpeguTaummn, a Takxe
MeONUMNHCKYH opraHu3aunio, npoBOAALLYH KITMHNYECKNE UCNbiTaHNA MEeOULUNHCKNX nagenuin.

[I. OueHka coOTBETCTBUSI MEANLIMHCKUX N3aennin B doopme
TEXHUYECKMX UCTIbITAHUN

OueHKa cooTBETCTBUS MeULIMHCKUX U3aenuit

5. TexHudeckue ucnblTaHUA MEOUUMHCKUX U3Oenui npoBoaAaTca B hOPME UCMbITaHUA U (UNN) OLEHKN U
aHanusa faHHbIX (Janee COOTBETCTBEHHO - UCMbITaHUA, OLUEHKa W aHanu3 AaHHbIX) A58 NPOBEPKN KavecTBa U
6e30nacHOCTM  MEeOWLUMHCKOTO  U3Jenus  NpyM  UCMOMb30BaHMM €ero B COOTBETCTBMM C  Ha3HaveHvem,
NpeayCcMOTPEHHbIM JOKYMEHTaUne NpousBoamTeNs.

6. TexHnuyeckme ucnbiTaHns B QOPME OLEHKM W aHanusa AaHHbIX NPOBOAATCHA TONbKO B OTHOLUEHWUM
MEOVLUMHCKUX M3Oenun, Ans MOHTaxa (BBO4a B SKCMfyaTauuio) KOTOpbIX TpebyeTcs nonyyeHve paspeLueHuin
(TMueH3nit), cosgaHve cneumanbHbIX YCIOBUW, CTPOUTENBbCTBO OTAESbHbIX KanMTamnbHbIX COOPYXXEHUN W
AONOMHUTENBHOrO 0bBy4YeHMs CneumanucToB, @ B HEKOTOPbIX Cryvasix - Bble3, Ha MeCTO MNpOU3BOACTBA
MEeANLMHCKOTO U3aenus).

7. B pamkax OLEeHKMN 1 aHanua3a gaHHbIX NPOBOAATCS:

a) aHanu3 [daHHblX TexXHWYeckow nuTepaTtypbl M UWHpOpMauun, OTHocswencs K 6esonacHocTy,
JKCMIyaTaumMOHHBIM U TEXHUYECKUM XapakTepucTUKaM, a Takke K npegyCcMOTPEHHOMY NPUMEHEHWNIO MEAUNLIMHCKOro
nsgenus;

6) aHann3 pe3ynbTaToB NPOBEAEHHbIX UCTbITAHUIA MEANLNHCKOrO N3Aenus;

B) aHanu3 ycriosui NPouM3BOACTBA MEAULIMHCKOrO U3aenus.

8. B cnyyae ecnu B pe3ynbTare OLEHKM U aHanm3a AaHHbIX HE MOATBEPXAEHbl kavyecTBO U Ge3onacHOCTb
MEeAWLMHCKOrO U34enusi, MpoBOASATCA TEXHUYECKNE UCTbITaHUA MEANLMHCKUX U3aenuin B hopme UcnbITaHWn.

9. [ina npoBeAeHUs TEXHUYECKMX UCTbITaHWUI 3asBUTENb NPeACTaBNSAET B UCTbITaTeNbHY0 OpraHn3aLmio:

a) 3asBreHne o NPOBEeAEHNN TEXHNYECKNX UCMbITAaHUN MEAULMHCKOrO U3Aenus;

0) obpasubl (obpasel) MeAWLMHCKOro u3genusi BMEcTe C NPUHAOSIeXHOCTAMM, HeobxoauMmbiMun ans
NMPUMEHEHNA MEAULIMHCKOIO U3OEeNWs No Ha3HavYeHu o (Npu NPoBeAEeHUN UCTIbITaHU);

B) KONUu NPOTOKOSOB NpeaBapuTeNbHbIX UCMbITaHNA MEAULIMHCKOrOo n3genus (Npyu Hanudmu);

r) KONUW pes3ynbTaToOB TEXHWYECKMX WCMbITAHUN MEAMLUHCKOro M3genus, NpoBeAeHHbIX 3a npegenamu
Poccunckon ®egepaumu (npy Hanu4mu);

[) cBefeHus 0 HopMaTUBHOW JOKYMEHTauun Ha MeauUmnHCKoe U3fenve;

€) TEXHUYECKYIO U SKCNITyaTauMOHHYI0 JOKYMEHTAUMIO NPOU3BOAUTENSA HA MEONLMHCKOE U3OEeNNe;

X) dpoTorpadmnyeckme n3obpaxkeHnsa obLiero Buaa MeauLMHCKOrO U3genus BMecTe C NPUHAANeXHOCTAMM,
HeobXoAMMbIMY ANA NPUMEHEHNsT MEAULIMHCKOrO U34enns No HasHavyeHnto (pa3amepoM He MeHee 18 x 24 cm);

3) HeobxoauMble Ans TEXHUYECKMX UCTbITaHui paboure vyepTexun, Tabnuupbl U Cxembl, ECNN OHN coaepXaTcs
B 9KCMyaTauMOHHOW AOKYMEHTauum Npon3BoanTens;

n) cneumnanbHoe obopyaoBaHue, paspaboTaHHOe Mpou3BOAUTENEM ANS  TEeXHWYECKUX UCTbITaHUA
KOHKPETHOro MeAMLMHCKOro N3Aenusa 1 ykasaHHoOe MM B TEXHUYECKON AOKyMeHTaumu (Npu Hanunuum);

K) AOKYMEHTbl Npou3BOAWTENs, COAepxalume cBefdeHWs 06 OnacHOCTSX, CBSA3AHHbIX C MEAULMHCKAM
nsgenveM, U NPUHATLIX Mepax No CHUXEHUIO OCTaTOYHbIX PUCKOB (MPWU Hanm4um);

n) cBefeHnst O KIMHUYECKOM MPUMEHEHUM MEAULMHCKOrO M3Oenus npu OCYyLLEeCTBEeHUN MeaULUHCKON
AesTenoHocTw 3a npegenamu Poccuickon ®egepauunm (npy Hann4uum).

B cnyyae ecnu opurMHansl JOKYMEHTOB COCTaBfieHbl HA WHOCTPAHHOM A3blKE, OHW MPeacTaBnsaoTCs C
3aBepeHHbIM NepeBOAOM Ha PYCCKUI A3bIK.

10. TexHnYyeckne ncnbiTaHNA MEAULMHCKUX U3AENUA MPOBOASATCS UCMbITAaTENbHOW OpraHM3auuent B CPoK, He



npesbiwatowmii 30 pabounx AHen CO OHSA NpefoCTaBfeHUs 3asBUTENeM B UCMbITATENbHYK OpraHMsauuio
OOKyMeHToB u obpasuoB (obpasua), a Takke cneuuanbHoro obopygoBaHus (MpU Hanuyuuu), MeguuMHCKOro
n3genus, ykasaHHolx B nNyHkTe 9 Hactoswero [lopsaka. Cpok npoBeAeHWs TEeXHUYECKMX WCMbITaHui no
COrnacoBaHuio C 3asBUTENeM MOXeT OblTb MPOANEH PyKOBOAMTENEM WCMbITaTeNbHOW opraHv3aumu, Ho He Gonee
YeM Ha ABaguaTb paboumnx gHewn.

11. lNpun NnpoBegeHUN TEXHNYECKMUX UCMbITAHNA OCYLLECTBNATCA:

a) ngeHTNdUKaLmsa MeanUMHCKOro u3genus;

0) onpepgeneHve n cornacoBaHve C 3asiBUTENEM Buaa MELMUUHCKOIO M3Oennsi U Krnacca noTeHUMarnbHOro
puycka NPUMEHEHUS MEOUNLMHCKOrO U3Oenusa B COOTBETCTBUM C HOMEHKITATYpHON Knaccudukaumen MeamumHCKMX
nsgenun, yteepxaeHHon MuHuctepcTBom 3gpaBooxpaHeHms Pocecuiickon depgepaumm <1>;

<1> lpukas MuHuctepctBa 3gpaBooxpaHeHus Poccuiickon ®epepauun ot 6 uoHa 2012 r. N 4H "O6
YTBEPXAEHUN HOMEHKINATYpPHON Kraccudukauum meguumHcKux msgenun” (3apeructpupoBaH MuHucTepcTBOM
tocTnumm Poccunckon ®egepaumm 9 nionsa 2012 r., perncrpaumnorHsin N 24852).

B) aHanm3 TEXHWYECKON JOKYMEHTaLMM NPOM3BOAMTENS HA MEONLIMHCKOE U3OeNue;

r) COCTaBrneHne nNporpaMmMbl TEXHUYECKMX UCTIbITAHWIA (MPU NPOBEAEHUN UCMbITAHUNA);

4) ucnbiTaHne obpasuos (obpasua) MeguMuUHCKOro n3genus (Npy NpoBeaeHNN NCTbITaHWR);

€) OueHKa M aHanu3 [aHHbIX, OTHOCSALLMXCS K MeOWUMHCKOMY W3LEenuio, ANs MPOBEpKM ero kadectsa U
©e3onacHoCTH;

X) oopaboTka TEXHNYECKON 1 3KCNITyaTauMOHHOW OOKYMEHTaUMM NPpou3BOANTENs HA MeANLMHCKOE nsgenune
no pesynbTaTtamM TEXHUYECKNX UCTIbITaHUI (MPY HEOBXOAMMOCTH), B YaCTK onpeaeneHns:

NMONHOTbI W AOCTaTOMHOCTU TpeboBaHui, obecneuvMBaloWMX KadecTBO U 6e30nacHOCTb MeAMLMHCKOro
n3genus;

COOTBETCTBUS TPeOOBaHWUIA, U3MNOXEHHBIX B TEXHUYECKON OOKYMEHTauMW Npous3BoauTenst Ha MeguumnHCKoe
nsgenve, TpeboBaHUAM NMPUMEHNMBIX HALMOHANbHbIX (MEXAYHapPOAHbLIX) CTaHOAPTOB;

3) ocopmneHve M Bbldaya (BpyvyeHWe WM HanpaelieHWe 3akasHbIM MOYTOBbLIM OTMNPaBIIEHNEM C
YBEOOMITEHNEM O BPYYEHUWN) 3aAABUTENIIO aKTa OLIEHKU pPe3ynibTaTOB TEXHWUYECKUX WCMbITAHUA MEAMLMHCKOro
n3genus.

12. lNporpaMma TEXHUYECKMX UCTbITAHWUI COCTaBMSETCS COBMECTHO C 3aaButenem. Mporpammy n MeToamky
TEXHUYECKNX MCMbITAHUA YTBEPXOAET PYKOBOAWUTENb UCMbITAaTENbHOW OpraHm3auun, NpoBOASLLEN TEXHUYECKMEe
NCMbITaHKUS.

13. B xo4e npoBegeHnst TEXHNYECKUX UCMbITaHUA OnpenensaTcs:

a) COOTBETCTBME MEOULMHCKOTO M3genusi TpeboBaHMAM NPUMEHUMbBIX HaUMOHAamNbHbIX (MeXOyHapoaHbIX)
CTaHOapToOB, a Takke HOPMATUBHOW [OOKYMEHTauuMW, TEXHWYECKOM U 3SKCnnyaTauMOHHOW AOKyMEeHTaLmu
Npou3BOAMTENS;

©) cooTBETCTBUE MpeAcTaBreHHON 3asiBUTENEeM LOKYMEHTauun TpeboBaHUSAM NMPUMEHUMBIX HaLMOHAMNbHbIX
(MexagyHapoaHbIX) CTaHAAPTOB M HOPMATUBHOW LOKYMEHTaLUN Ha MEOULMHCKOE U3LENue;

B) MOnMHOTa W OOBLEKTUBHOCTb YCTAHOBIEHHBIX B TEXHWYECKOW [JOKYMeHTauuu Npov3BOAUTENS
XapakTepUCTUK, NOANEXaLLMX KOHTPOIIO NPU TEXHUYECKUX UCTIbITAHMSX, a Takke MeToadbl UCMbITaHUI;

r) BO3MOXHOCTb MWCMOJSIb30BAHUSA 3KCMyaTaUMOHHOM [OOKYMEHTauMM Npou3BOAUTENS MPU MPUMEHEHUN
MeONLMHCKOro N3aenusi No Ha3HayYeHuo;

) Ka4eCTBO MEAMLIMHCKOro n3genmsi u 6e3onacHoOCTb €ro NPUMEHEHNS.

14. PesynbTaTbl TEXHUYECKMX WCMbITAHUA CUYUTAKOTCA OTpuUaTENbHbIMM B CReAyllWmx cnyyaax (npwm
Hanu4MmM ogHoro u bonee):

a) npencrtaBneHHble obpasubl (obpaseu) MeaMUMHCKOro u3genua BMecTe C  NPUHAAMNEXHOCTAMU,
HEeOOXOAMMbLIMU AN NPUMEHEHMST MEOMUMHCKOrO M3Oenust No HasHa4yeHuto, He COOTBETCTBYHOT TpebGoBaHUSIM
HOPMaTUBHOWN JOKYMEHTaLMMK, TEXHUYECKON N SKCMyaTaLuMOHHON AOKYyMEHTaL M Npon3BoauTenss;

0) cBegeHMs 0 MEOVMLVHCKOM W3AENWU, YKkasaHHble B NPeacTaBlieHHONW TEXHUYECKOW WM IKCMslyaTalMoHHON
OOKYMEHTaLMM NPOM3BOAMTENS, HE MOATBEPXKAAIOT KA4YEeCTBO M 6E30NacCHOCTb MEANLIMHCKOTO U3AEeNus;

B) cneuuanbHoe obopyaoBaHve, paspaboTaHHOe NpoM3BOAMTENEM [ANs TEXHUYECKUX UCMbITaHUN
KOHKPETHOro MeAMLIMHCKOrO M34ENns U yka3aHHOEe MM B MPOEKTaxX TEXHUYECKON OOKyMEeHTauun, He obecneunsaeT
BO3MOXXHOCTb NPOBeAEHNSI HEOOXOAMMbIX TEXHUYECKUX UCTIbITAHUA.

15. Pe3ynbTaTbl TEXHUYECKMX MUCMbITAHUN, 32 UCKIIOYEHWEM CIy4YaeB, yKasaHHbIX B NyHKTe 14 HacTosLiero
Mopsigka, cunTalTCs NONOXUTENbHBIMU U MOATBEPXKAAIOT Ka4eCcTBO M 0e30NacHOCTb MPUMEHEHUS MEeOULMHCKOrO
n3genus.

OLeHKa cooTBETCTBUS MEOULMHCKUX U3Oennn
ONsi AWarHOCTUKM in vitro



16. TexHn4eckme UcnbITaHUA MEULUHCKUX U3genuin ans aumarHocTuku in vitro (npubopbl, o6opyaoBaHue,
Habopbl peareHTOB, peareHTbl, PeaKkTUBbl, TECT-CUCTEMbI, KOHTPOSbHbIE MaTepuansl, kKanubpaTopbl, NUTaTenbHbIE
cpenpbl) NPOBOAATCA B LENsX NMPOBEPKM KadecTBa M 6e30nacHOCTM MeOMLMHCKOrO u3genus ans OuarHOCTUKM in
vitro npm ucnonb3oBaHUM €ero B COOTBETCTBUM C Ha3HayYeHUeM, MpedyCMOTPEHHbIM [JOKYMeHTaumen
npon3soauTensi.

TexHn4ecKkne NcnbiTaHUs MeAULUMHCKUX U3OEeNuin 4nst AMarHoCTMKK in vitro B BUAe 3akpbITbIX aHaNMTUYECKUX
CUCTEM, NPOBOANMbIE B OTHOLLEHUN MEONLMHCKOrO U3genus BMecTe ¢ NpMHannieXxHocTsaMm, Habopammn peareHToB
n kannbpaTopoB, HEOHBXOANMBIMU AN NPUMEHEHUS MEOULMHCKOTO U3AEeNns MO HasHa4YeHuo, MOryT NPOBOANTLCS
B paMKax O4HOro TEXHMYECKOrO MCMbITaHUS.

17. TexHn4eckmne ucnbiTaHUs MeANLUHCKUX N3OENUA ANA AMarHOCTUKM in vitro ocHOBbIBaOTCA Ha:

a) aHanuse OaHHbIX Hay4YHO-TEXHUYECKOM NuTepaTtypbl, OTHOCSLLENCa K ©e3onacHocTn, 3dhpeKkTUBHOCTH,
YHKUMOHANBHOCTN, a Tawkke K NpedyCMOTPEHHOMY HOPMaTMBHOW  AOKYMEHTauuen, TEexXHUYECKon WU
3KCnnyaTauuoHHOW OOKYMEHTaumen npov3BoauTensd NpUMEHEHUIO MEOULUHCKOrO M3genusa Ans OUarHOCTUKM in
vitro;

©) aHanu3e pe3ynbTaToB NPOBEAEHHbIX UCMbITAHUIA MEAULIMHCKOrO U3Aenus Ans AMarHocTuky in vitro.

18. [1ns npoBeAeHNA TEXHUYECKMX UCTMbITAHUWA MEOVULUMHCKUX U3AENUIA NS OMarHOCTUKK in vitro 3asBuTenb
npeacTaBnsaeT B UCMNbITaTENbHYIO OpraHM3aLmio:

a) 3asBreHne 0 NPOBEAEHUN TEXHUYECKUX UCTIbITAHUI MEOULMHCKOIO U3Oenusa Anst UarHoCTUKK in vitro;

0) obpasubl (obpasewl) MeaMUMHCKOrO W3Aenus ANnst AWarHoCTMKM in vitro BMEecTe NpuHagneXHOCTAMU
(npubopbl, 06opynoBaHne, Habopbl peareHTOB, peareHTbl, PeaKTUBbI, TECT-CUCTEMbI, KOHTPOJSIbHbIE MaTepuansbl,
Kannbpartopbl, NUTaTernbHble cpeabl), HEOOXOANMbBIMU ONsi MPUMEHEHUSA MELULIMHCKOTO M3OEenus no HasHa4YeHuto
(B KONIMYECTBE, AOCTATOYHOM AN NPOBEAEHUA TEXHUYECKMX UCTbITAHUA MEAULIMHCKOro U3aenus Anst ANarHoCTUKK
in vitro cormacHo TpeboBaHNAM HOPMaTUBHOW AOKYMEHTaLMN 1 COrnacoBaHHOWN NporpaMMbl UCMbITAHWR);

B) KONWUW NPOTOKOSOB NpeABapuTeNbHbIX UCMbITaHNA MEAULIMHCKOrO n3genuvs (Npyu Hanuamn);

r) KOMWM pesynbTaToB TEeXHUYECKUX WCMbITaHUA MEAMLUUHCKOro usgenus Ans AuarHoCTukM in  vitro,
npoBefeHHbIX 3a npeaenamu Poccuickon ®egepauun (Npy Hann4yum);

) cBeleHUsi 0 HOpMaTUBHOW JOKYMEHTaUUW Ha MeguLMHCKoe nsaenue ans ouarHoCTuku in vitro;

€) TEeXHWYECKYI0 W IKCNNyaTauWOHHYHO OOKyMEHTauuio Mpou3BOAUTENS Ha MeduLMHCKoe usgenve aAng
JVNarHocTUKM in Vitro;

X) doTorpacuyeckne nsodbpaxeHus obLLero Buaa MeaNLMHCKOrO U30enusa Ansd guarHocTukm in vitro Bmecte
C NPUHAAMEXHOCTSAMM, HEOOXOAMMBIMW ANsl NPUMEHEHNST MEOULMHCKOIO U3Oennst No Ha3HayeHuo (pa3vepoM He
MeHee 18 x 24 cm);

3) HeobOxoaumble AN NPOBEAEHUS TEXHUYECKMX UCMbITAHWA ONsi OUArHOCTUKM in vitro Tabnuubl 1 cxemsl,
KOMMbIOTEPHBIE MPOrpaMmbl, €CNM OHM WIIN CChINTKU Ha HUX COAEPXaTCsl B 3KCM/yaTaLMOHHOW LOKYyMEHTauuu
npousBoauTens;

W) cneumansHoe obopygoBaHue Ans NPOBEpKM unu ana obecneyeHms OYHKUMOHUPOBAHMSA MEAMLUHCKOro
n3genusa n ykasaHHoe B TEXHUYECKOW JOKYMEeHTauumn npomssoautens (Npyu Hanmuum n HeobxogumocTu);

K) COBOKYMHOCTb JOKYMEHTOB, CO3[aHHbIX NPON3BOAMTENEM B MpoLlecce aHanusa pucka npumeHeHuna (cdann
MeHeXXMeHTa pucka) (Mpu Hanmumm).

B cnyyae ecnu opurvHanbl OOKYMEHTOB COCTaBfieHbl Ha WMHOCTPAHHOM $3blKe, OHWU NPeaCcTaBnAlTCA C
3aBEPEHHbIM NePEBOAOM Ha PYCCKUI A3bIK.

19. TexHuyeckme WCMbITAHUA MEOUUUHCKMX W3enuin Ana  AnarHocTukM in  vitro  ocylecTBnsawTcA
ncnbiTaTenbHOW opraHM3aumen B Cpok, He npesbiwatowmin 30 paboumx gHEN Co OHA NpefoCTaBNeHNs 3asBUTENEM
B UCMbITaTENbHYIO OpraHn3aumio JOKYMEHTOB 1 obpasuoB (obpasua) MeguLUHCKOro n3genus, ykasaHHbIX B MyHKTE
18 HacToswero Nopsaka. Cpok NpoBeaeHNs TEXHUYECKUX UCTIbITAHUA MEeOULMHCKUX U3OEeNnin Ansa QUarHOCTUKKM in
vitro No cornacoBaHuio ¢ 3asgBUTENeM MOXeT ObiTb NPOANEH PYKOBOAMTENEM UCMbITATENbHOM OpraHM3aummn, HO He
bonee yem Ha aBaguaTe pabounx oHEWN.

TexHnyeckne uCnbITaHUA MEOULUHCKMX U3AEenui Ansi OUarHOCTUKM in vitro 0cob0 onacHbIX MHGEKLnn

OCYLLECTBISATCA UCMbITATENbHON OpraHM3auMen, UMetoLen NpaBo Ha paboTy ¢ MukpoopraHmamamm | - Il rpynn
naToreHHoCTH.

20. MMpu npoBedeHUN TEXHUYECKUX WUCNbITAHUA MEOULUHCKUX WU3genui Ans AuarHoCTUKM in  vitro
OCYLLECTBMSATCA:

a) ngeHTnduKaLmsa MeanUMHCKOro U3genus;

0) onpepgeneHve n cornacoBaHve C 3asiBUTENEM Buaa MEOMLUHCKOro M3Oenusi U Krnacca noTeHUMarnbHOro
pycka NPUMEHEHUS MEOULMHCKOrO U3Oenusa B COOTBETCTBUM C HOMEHKITATYpPHON Knaccudukaumen MeamunmHCKMX
n3genun, yteepxaeHHon MuHuctepcTBom 3gpaBooxpaHeHms Poccuiickon degepaumm <1>;

<1> lpukas MuHuctepctBa 3gpaBooxpaHeHus Poccuiickon ®epepauum ot 6 uoHa 2012 r. N 44 "O6
YTBEPXAEHUN HOMEHKNATYpPHON Kraccudukaumm meguumHcKux msgenun” (3apervctpuposaH MuHUCTEpCTBOM
tocTnumm Poccunckon ®egepaumm 9 nionsa 2012 r., perncrpaumnorHsin N 24852).

B) aHanma TeXHU4YecKom OOKyMeHTauunn npon3sognTtend Ha MmeanunHCKoe nsaernne,;
F) COoCTaBJieHune nporpamMmmbl 1 METOOUKN TEXHUYECKUX ncnblTaHum;



[0) NpoBefeHne TEXHUYECKUX UCTbITaHU NpeacTaBneHHbIX 3aaBuTenemM obpasuos (obpasua) MeanumHCKoro
n3genua Onst AMarHoCcTUMKM in vitro BMecTe C npuHagnexHoCTsMun, Habopamu peareHToB U KanubpaTopos,
HeOOXOAMMbIMM  ONS  MPUMEHEHUS  MEOUUMHCKOTO  M3Aenus MO Has3Ha4yeHwuto, Ans  noaTBepXaeHus
PYHKLUMOHANbHbIX XapakTepPUCTUK (aHanuTUYECKOW YYBCTBUTENBHOCTU, CNEeLUUYHOCTN, BOCMPOU3BOAUMOCTMH,
NUHENHOCTN WU UWHblE XapakTePUCTUKM), YKa3aHHbIX B TEXHUYECKOW W 3IKChMyaTaumoOHHOM [JOKyMeHTauum
Npou3BOAMTENS;

€) OueHKa M aHanu3 [aHHbIX, OTHOCSALLMXCS K MeOWUMHCKOMY W3LEenuvio, ANs MPOBEpKM ero kadecrsa U
6e3onacHocTy;

X) oopaboTKa NPOEKTOB TEXHNYECKOM U IKCMyaTaLMOHHON JOKYMEHTaLUy NPoM3BOANTENS Ha MeAMLUHCKOe
nsgenuve no pesynbtatam uUcnbiTaHui (Npy HEOBXOANMOCTI);

3) ocopmnieHve UM Bbldaya (BpyYyeHWe WM HanpaelfieHWe 3aKka3HbIM MOYTOBbIM OTNPaBIEHWEM C
YBEAOMSIEHNEM O BpPYYEHUWN) 3aABUTENIO aKTa OLUEHKM pe3ynbTaTOB TEXHUYECKUX MWCMbITaHUA MeAULMHCKOro
n3genusa ons guarHoCTUKKM in vitro.

21. MNporpaMma TEXHUYECKUX UCMbITaHUN MEOUUMHCKUX W3AEenuMn Ond AnarHoCcTWUKKM in vitro coctaensetcs
COBMECTHO C 3agBuTenem. [lporpammy WCMbITaHUIN YyTBepXOaeT PYyKOBOAUTEMb UCMbITATENbHOW OpraHu3aLmu,
NpoBOASLLEN TEXHNYECKUE UCTIbITaHUSA MEeOULIMHCKUX U3OenuiA ANg ANarHOCTUKY in vitro.

22. B xoge npoBeaeHns UcnbiTaHU onpeaensatoTcs:

a) COOTBETCTBME MELMUUHCKOrO M3genus TpeboBaHWsM NPUMEHSEMbIX HAaLMOHAMbHbLIX (MEeXOyHapOoaHbIX)
CTaHOapTOB, HOPMATMBHOMN JOKYMEHTAaLMW, TEXHUYECKOM U 3KCMyaTauuoHHON AOKYMEHTALUMM NPOM3BOAMTENS;

0) cooTBeTCTBME MpeACTaBlEHHON 3asiBUTENEM LOKYMEHTauun TpeboBaHUSAM MPUMEHUMbIX HALMOHAMNbHbIX
(MexxgyHapoaHbIX) CTaHAapPTOB Y HOPMAaTVMBHOW AOKYMEHTaUun Ha MeguLUNHCKoe N3enue;

B) MOMHOTa M OOBLEKTUBHOCTb YCTAHOBIIEHHbLIX (PYHKLMOHAMbHbBIX XapakTePUCTUK, MOAMEXALLUMX KOHTPOIO
NpY TEXHUYECKUX UCTIBITAHUSX, @ Takke MeToAbl UCTbITaHWUR;

r) BO3MOXHOCTb MCMOMb30BaHUS 3KCMNyaTauUoOHHOW [AOKYMEHTaLUMM MNpou3BoauTENs Mpu MNpUMEHEHUU
MEAMWLMHCKOro u3genus no Ha3HavyeHuio;

[) Ka4yecTBO MeQULMHCKOro n3genusa n 6e3onacHoCcTb ero NPUMeEHEHHUS.

23. PesynbTaTbl TEXHUYECKUX WUCMbITAHUA MEOULMHCKMX U3Oenui Ons OMarHocTuku in vitro cuutarotcd
oTpuLaTenbHbIMY B CReayloLwWmx cryyasx:

a) npeactaBneHHble obpasubl (obpasel) MeaMUMHCKOrO u3genvs Anst OUarHocTUKM in vitro BmecTe ¢
npuvHagnexHoctamu (npubopbl, obopygoBaHMe, Habopbl peareHToB, peareHTbl, PeaKkTUBbl, TECT-CUCTEMBbI,
KOHTPOMbHbIE MaTepuarnbl, KanMbpaTopbl, NUTaTenbHble Cpefdbl), HEOOXOAUMbBIMY ANA NPUMEHEHUS MEONLNHCKOro
n3genus Mo HasHayeHulo, He COOTBETCTBYIOT TpeboBaHMAM HOPMaTUBHOW [OOKYMEHTauuu, TEXHUYECKON W
3KCMyaTaumoHHOW AOKYMEHTaUMN Npon3BoanTenNs;

0) cneumanbHoe obopynoBaHMe, paspaboTaHHOEe NpoU3BOAMTENEM ANA TEXHUYECKUX MCMbITaHUn
KOHKPETHOrO0 MEOULMHCKOrO M3genusa Ons OUMarHOCTUKM in vitro M ykasaHHOoe UM B MNPOEKTax TEXHWYEeCKON
OOKyMeHTaumn, He obecneunBaeT BO3MOXHOCTb NPOBEAEHUSI HEOHOXOAMMbIX TEXHUYECKUX UCTIbITAHWA.

24. Pe3ynbTaTbl TEXHUYECKMX UCNbITAHNA MEAULMHCKUX U3AENWI ANS ANarHOCTUKK in vitro, 3a UCKoYeHnem
cny4vaes, yka3aHHbIX B NyHKTe 23 HacTtoswero Nopsaka, cuuTaoTca NoNnoXuTenNbHbIMU U NOATBEPXKAA0T KavyeCTBO
1 6e30NacHOCTb NPUMEHEHUSA MEAULIMHCKOTO U3Aenusa Ansa AMarHoCTMKM in vitro.

lll. OueHka cooTBeTCTBUSI B hOPME TOKCUKOITOTMYECKMX
nccrnegoBaHun MeanLMHCKOro n3genus

25. TokcukonorMyeckMe wccrneoBaHns MEeOUUUHCKOTO M3Oenus NpoBOAATCS B OTHOLWIEHWMM u3genus,
KOHTaKTUPYIOLLEro C OpraHM3mMoM YerioBeka Mpu UCMOMb30BaHWM €ro B COOTBETCTBUM C HasHavyeHuewm,
npeaycMoTpPeHHbIM JOKYMEHTaLNeR NPoM3BOANTENS:

a) mMeguumHCckoe wusgenve u (M) NPUHAANEXHOCTU K MEAULUMHCKOMY W3OEenuio, KOHTakTupylowme ¢
MOBEPXHOCTbIO TeNa YenoBeka;

0) MeguUMHCKoe M3genue, BpEMEHHO BBOAMMOE B OpraHvM3m YeroBeka N3BHE;

B) MEOULMHCKOE U3fenuve, UMMNIaHTUpyeEMOEe B OpraHM3m YeroBeka.

26. ToKcuKomnormyeckme MUccrnenoBaHUs MeOUUMHCKOrO U3genvs NpoBOAATCSA ANS OLEHKM OMONornyeckoro
OEVCTBUS MEOMLUHCKOrO M3Oenusa Ha OpraHm3aM 4enoBeka W BKYalT B cebs MNpoBepKy creayroLmx
nokasartenemu:

a) PUNKO-XUMUYECKMX;

©0) caHUTapHO-XMMUNYECKUX;

B) OMONOrMyecknx B yCrioBusx in vitro u in vivo.

27. Ona npoBegeHWs TOKCMKOMOIMYECKMX MWCCredoBaHWN 3asiBUTENb NpeacTaBnsieT B MUCNbITaTenbHYH0
opraHvsaumio:

a) 3asdBrieHmne o nposeneHnn TOKCUKONMOrm4eCcknx I/ICCJ'Ie,EI,OBaHVII7I;

©) obpasubl (obpasel) MeAWLMHCKOrO M34enus unum nNpUHaaNeXHOCTU K MeOULMHCKOMY WU3Aenuio,
KOHTaKTUpYtoLLME C MOBEPXHOCTLIO Tena 4YerioBeka, UM matepuanbl, U3 KOTOpbIX NMPOM3BeAEHbl (M3rOTOBIEHbI)
MeguumHckoe usgenve n (Mnu) NpUHagNeXxXHoCTU K MeOULMHCKOMY U3LENUI0, KOHTaKTUPYOLNE C NOBEPXHOCTLIO
Tena 4yenoBeka;



B) CBE4EHUSA O HOPMATMBHOW JOKYMEHTaUUN Ha MeAULMHCKOE U3enve;

F) TEXHUYECKYKD W 3KcnnyaTauyuOHHYK [OOKyMeHTauuko npoumssoguTena C nepevyHemMm HauuOoHalbHbIX
(MexgyHapoaHbIX) CcTaHOapToB, TpebOBaHUAM KOTOPbIX COOTBETCTBYET MeOUUMHCKOe usgenuve (npy  ux
NPYMEHEHWUM NPOM3BOAUTENEM);

4) CBeeHMs O HOPMaTMBHOW [OKYMEHTaUuW Ha maTtepuanbl, U3 KOTOPbIX MPOu3BeAeHbl (M3roTOBMEHbI)
MeOuUMHCKUE ns3genvs u (Mnu) NPUHaLNEXHOCTU K MeQULMHCKOMY M3OEeNuto, yKasaHHble B MyHKTe 25 HacTosLLero
Mopsagka;

€) Homep dapMakonemHon cTaTbu, a Npu ee OTCYTCTBUM HOMEpP HOPMATMBHOW OOKYMEHTaAUUW WIu
HOPMATUBHOINO [OOKYMEHTa Ha (apMaueBTUYECKyld CyOCTaHUMIO WM Ha JIeKapCTBEHHbI  npenapar,
BKIMOYEHHYIO(bI) B TOCYAApPCTBEHHbI PEECTP JIeKapCTBEHHbIX CpeAcTB (B Clyyae NPUMEHEHWss B COCTaBe
MEeOMLIMHCKOro u3genus nekapCTBeHHOro cpeacrtea) <1>;

<1> ®epepanbHbin 3akoH oT 12 anpensa 2010 r. N 61-®3 "O6 obpalleHun nekapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHoaatenscTBa Poccuiickon ®epepauun, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT. 5293; N
49, cT. 6409; 2011, N 50, c1. 7351; 2012, N 26, cT. 3442, cT. 3446; N 53, c1. 7587; 2013, N 27, cT. 3477).

X) [OOKYMEHTbl, XapaKTepusylolime CcocTaB MaTepuanoB, U3 KOTOpbIX Mpou3BeaeHbl (M3roTOBMNEHbI)
MeguumHckoe usgenve n (Mnv) NpUHagNexHoCTn K MEOULNHCKOMY MU3LENNI0, KOHTaKTUPYOLWKNE C NOBEPXHOCTLIO
Tena 4yenoBeka;

3) KONMUM Pe3ynbTaTOB TOKCMKOMOIMYECKUX MCMbITAHUA (UCMbITaHWA Ha BUOCOBMECTUMOCTL) MEOMLIMHCKNX
n3genun, NnpoeBefeHHble 3a npegenamu Poccunckon Gegepaumm (Npy Hanuyum).

B cnyyae ecnu opurmHanbl OOKYMEHTOB COCTaBIIEHbl Ha WMHOCTPAHHOM $I3blKe, OHW NPeaCcTaBnNsAlTCA C
3aBepeHHbIM NEPEBOAOM Ha PYCCKUN A3bIK.

28. TokcuKonormyeckme wuccnegoBaHus MeOULMHCKUX  M3OEeNvr  OCYLLECTBRASKTCA  UCMNbITaTeNbHOM
opraHusaumen B CpoK, He npesbiwamowmn 30 pabounx pHeW €O AHS NpefocTaBreHus 3asBUTENEM B
ncnblTaTeNbHY0 OpraHM3auuto JOKYMEHTOB U 0bpa3uoB (obpasua) MeanLMHCKOro U3aenunsi, ykazaHHbIX B MyHKTe
27 Hactosuwero [lMopsgka. Cpok NpoBedeHWA TOKCUMKOMOIMYECKUX WCCNeaoBaHUM MEeOUUMHCKMX W3Oenuin no
COrNacoBaHUo ¢ 3asBUTENEM MOXET ObITb MPOASIEH PYKOBOOMTENEM MCNbITATENBHOW OpraHu3aumm, Ho He bornee
YyeM Ha aBaguaTb pabounx gHen.

29. MNpwn npoBeaeHNN TOKCUKONOMMYECKUX UCCnefoBaHNA OCYLLECTBNAIOTCS:

a) ngeHTnduKaLma MeanUMHCKOro usgenvs (Matepvana);

©0) knaccudukaumst MeaULMHCKOro nagenus <1>;

<1> Tlpukas MwuHucTepcTBa 3gpaBooxpaHeHust Poccunckon depepauumn oT 6 uioHa 2012 r. N 44 "OO
YyTBEPXKAEHUN HOMEHKNATYpPHON Kraccudukaunum MeguumHcKux usgenun” (3apeructpuposaH MuHUCTEpCTBOM
tocTnumm Poccunckon ®egepaumm 9 nonsa 2012 r., perncrpaumnorHsin N 24852).

B) onpegeneHve AnuTenbHOCTU KOHTakTa MegULMHCKOro U3Lenus ¢ OpraHM3MoM YeroBeka;

r) aHanu3 npeacTaBneHHon AOKYMEHTaUUM Ha MeANLIMHCKOE n3genue;

[) cocTaBneHue nporpaMmmMbl TOKCUKONOrMYECKUX UCCrefOBaHWUi;

€) NpoBeAeHWe NccrnegoBaHUn MeaMLMHCKOro U3genus;

X) odopmneHMe M Bblidaya (BpyvyeHue WM HanpaefeHwe 3akasHbiM MOYTOBbIM OTMpaBfieHMEM C
yBEAOMIEHMEM O BPYYEHUWN) 3aABUTENIO 3aKMYEHWs MO pedynbTataM TOKCUKONOMMYeCKMX WuccneaoBaHun
MeAWNLMHCKOro n3genus.

30. [lMporpaMmma TOKCMKONOIMMYECKMX MWCCIeaoBaHWA COCTaBMSIETCSA UCMbITATENbHOW  OpraHusaumnemn
COBMECTHO C 3asiBUTENEeM W yTBepXOaeTcs pyKoBoAUTENeM UCNbITaTenbHOW OpraHv3auun, npoBogsLLen
TOKCUKONOTMYeCcKMe nccrnegoBaHus.

31. MeaunumHckme nsgennss Og4HOKpaTHOro (04HOPa3oBOro) NPUMEHEHUs, BbiMyCkaemble B CTEPUIbHOM Buae,
noasepraroT UCcneaoBaHNsaM Ha CTEPUNbHOCTb MPU MOSMOXUTENbHOM pesynbTaTe aHanusa MeTO[dOB U YCroBUiA
cTepunusauum, a Takke MeToA0B UX Banuaauum U KOHTPONs Npou3BoanTENeM.

32. MeauuuHCcKMe n3genusi, KOHTaKTUpYoLWmMe C KPOBbI0 M €€ KOMMOHEeHTaMu, a Takke BellecTBaMmu Ans
BHYTPMCOCYAUCTOrO  BBEAEHMWS, MoanexaTr TOKCUKOMOMMYECKUM  WUCCNEAOBaHWSAM Ha  MUPOreHHOCTb MU
reMoCcoOBMECTMMOCTb.

33. B xoae TOKCUKONOrMYeckux nccnegoBaHum onpeaenstoT:

a) CoOoTBETCTBME MEAMLMHCKOro mspenus TpeboBaHWAaM MPUMEHUMbIX HaUMOHaMbHbIX (MeXAyHapOOHbIX)
CTaHAapTOB, HOPMATUBHOW AOKYMEHTaLUN, TEXHUYECKON U 3KCMyaTauMOHHOW AOKYMEHTauuM nponssoanTens;

6) cooTBeTCTBME MpPEACTaBNEeHHON 3asBUTEeNneM AOoKyMeHTauun TpeboBaHnaM NMPUMEHUMbIX HaLMOHAamNbHbIX
(MexxgyHapoaHbIX) CTaHAapTOB 1 HOPMATUBHOW AOKYMEHTaUun Ha MeguumnHCcKoe n3gernue;

B) MONHOTY W OOBLEKTMBHOCTb YCTAHOBIIEHHbIX TEXHUYECKOW W 3KCMNiyaTauMoHHON AOKyMeHTauuewn
Npou3BOAUTENS XapaKTePUCTUK, nognexawnx KOHTPOSO MpU TOKCUKONOrMYECKUX MCCreaoBaHMaX MeanLUHCKOro
nsgenus, a Takke MeTobl UCCNefoBaHUN;

r) 6e3onacHOCTb NPUMEHEHUsT MEANLIMHCKOTO U3Aenusl.

34. Pe3ynbTaTbl TOKCUKONOrMYECKMX UCCNEA0BAHUIA CYATAIOTCA OTpMLATENbHBIMU B CreayoLWmnX cnyyasx:



a) npeactaBneHHble obpasubl (0bpasel) MeguUMHCKOro U3Aenns UnvM NPUHaSNEXHOCTU K MeULUHCKOMY
N3OEenuIo, KOHTAKTMPYOLME C MOBEPXHOCTbI Tena 4enoBeka, WNu marepuanbl, U3 KOTOPbIX NPOU3BEAEHbI
(n3roToBneHbl) MeaULUMHCKOE u3genve n (Unu) NpUHaanIeXXHoCT K MeaUUUHCKOMY U3LENuio, KOHTaKTUpyloLme ¢
MOBEPXHOCTbLIO Terna 4erioBeka, He COOTBETCTBYIOT TpeOOBaHWSIM HOPMATMBHOW LOKYMEHTaLMKN, TEXHUYECKON U
3KcnnyaTauuoHHOM AOKYMEHTaLUM Npon3BoanNTENs;

0) npeacTaBneHHas TeXHMYECKasd M 3KCMyaTalMoHHas AOKYMEHTauus Mpou3BOAUTENS He MOATBepXOaeT
6e30nacHOCTb NPUMEHEHMS MEONLIMHCKOrO M3aenusl.

35. Pe3ynbTaTbl TOKCUKOMOIMYECKUX WCCMNEeAOBaHUN, 3a WCKMIOYEHUEM CriyyaeB, yKasaHHbIX B MNyHKTe 34
HacToswero [lopagka, CYMTAlOTCSA MONOXUTENbHBIMU MPU  MPUMEHEHWM CUCTEMHOIO MoAxoda C  y4yeToMm
XapaKTePUCTUK BCEX MaTepuarioB, M3 KOTOPbIX MPOM3BeAeHbl (M3rOTOBMEHbI) MeauuMHCcKoe wusgenuve un (1nn)
NPUHaANEXHOCTU K MEeAWMLMHCKOMY W3OENui0, KOHTaKTUpyloWmne C OpraHnsMOM 4erioBeka, W MoATBEepXOaloT
©e30nNacHOCTb NPUMEHEHUSA MEOULMHCKOTO N3aenus.

IV. OueHka cooTBETCTBUS MEAULIMHCKOrO M3fenus B oopme
KNMUHUYECKUX UCTbITaHWUI

OueHka cooTBETCTBUS MEOULIMHCKNX M3OENN

36. KnuHunyeckne ncnblTaHMs MEOULNHCKMX N3OENUIn NpoBoasATcs B oopMe UCCnegoBaHUn (ganee - aHanus
N OLleHKa KIMMHUYECKNX AaHHbIX) U B hOpME MCNbITaHWIA, B TOM YUCIIE C y4acTUeM YenoBeka (ganee - UCnbiTaHns ¢
y4yacTMeM YerioBeKa), OCyLLeCTBIISIEMblE AN OLEeHKM 6e30nacHOCTN 1 3hPEKTUBHOCTU MEOULVNHCKOTO N3AENus.

37. VicnbITaHusa MeguLMHCKUX M3OENWI C y4acTUEM YerloBEKa NPOBOASTCS B CreAYOLLMX CIiyYasnx:

a) HOBbIN BMA MEOULMHCKOrO U3aenus;

©) NpyMMEeHeHWe HOBbIX CMOXHbIX W (UNK) YHUKANbHbIX U (UNK) cheuuanbHbIX METOAOB NPOdUNaKTUKK,
ONarHocTMkM U nedeHust 3aboneBaHUn U COCTOSIHUIA, a Takke MNPUMEHEHME HOBbIX CIOXHbLIX MeLULMHCKMX
TEXHOMNOIUN;

B) ecnu npv NpoBefeHWM aHanm3a M OLEHKU KITMHUYECKMX OAHHbLIX HE MOATBEPXKAEHbI 3PAEKTUBHOCTL U
6e30nacHOCTb MeAULMHCKOrO U3Aenus.

B ocTtanbHbIx cnyvasx KIMHUYECKNE UCMbITaHUA MEOULMHCKUX U3Oenuii NpoBOAATCA B POpMe aHanm3a v
OLIEHKN KNMNHNYECKUX AaHHbIX.

38. [Insa npoBefeHnsa KINMHUYECKUX UCTIbITAHWI 3asiBUTENb NPEACTaBNSAET B MEAMLMHCKYIO OpraHvM3aumio:

a) 3asiBNeHne o NpoBeAEHUN KITMHUYECKNX UCTIbITAaHUN;

0) obpasubl (obpasel) MeOULUHCKOro n3genus (3a UCKNIYEHMEM MEeOVLMHCKUX U3OENnuin, Onsi MOHTaxa
(BBOO@ B 3KCnIyaTauuio) KOTOpbIX TpebyeTcsi nonyveHve paspelleHnn (NUueH3un), cos3gaHue crneumarnbHbIX
YCINOBUWIN, CTPOUTENLCTBA OTAENbHbLIX KanuTarnbHbIX COOPYXKEHWUA U OOMONHUTENLHOro 0By4YeHnst cneumnanmcTos, a
B HEKOTOPbIX CIyyasx - Bble3 Ha MECTO NPOM3BOACTBA MEOULVNHCKOTO N3aenus);

B) paspeLLeHne Ha NpoBeaeHNE KIMMHUYECKNX UCNbITaHMI, BbldaHHOe Poc3apaBHaa3opom <1>;

<1> TloctaHoBneHue [paBuTtensctBa Poccuiickon ®epepauum ot 27 pekabpsa 2012 r. N 1416 "O6
yTBepxaeHun [MpaBun rocyaapCTBEHHOW perumctpaumMm MepuuuHckux magenuin” (CobpaHune 3akoHopaTenbcTBa
Poccunckon ®egepauun, 2013, N 1, cT1. 14).

I) aKT OLEHKN pe3ynbTaToB TEXHUYECKMX UCTbITAHUA MEeOULMHCKOTO M3OENnUst C NPUNOXeHNEM LOKYMEHTOB,
06OCHOBbLIBaOLLMX pe3ynbTaTbl TEXHUYECKUX NCMbITAHWI;

0) 3aKkniyveHne Mo pesynbTaTaM TOKCMKOMIOMMYEeCKUX WUCCNedoBaHWA  MeOWUMHCKOrO u3genus C
npunoXxeHunem JOKYMEHTOB, OGOCHOBbIBaIOLLI,VIX pe3ynbTaTbl TOKCUKONTOTMYECKUX VICCJ'IeﬂOBaHI/IIZ (ﬂ]‘lﬂ MeaUUNHCKUX
n3genui, Ucronb3oBaHWe KOTOPbLIX NpeanonaraeT Harnnyne KOHTakTa ¢ OpraHM3MoMm Yenoseka);

€) pesynbTaTbl UCMLITAHUA B LEnax yTBepXAeHUs Tuna cpeacTtB U3MepeHuin (B OTHOLLEHUM MEeOULMHCKUX
n3genvin, OTHOCHALUMXCA K CPeAcTBamM M3MepeHuin B cdpepe rocyaapCTBEHHOrO perynMpoBaHus obecnedeHust
€[MHCTBA W3MEPEHWUN, NepedeHb KOTOpbIX yTBepxaaetcs MuHMCTepCcTBOM 34paBooxpaHeHus Poccuiickon
depepaumm) <1>;

<1> lNpuka3 MuHucTepcTBa 3gpaBooxpaHennsi Poccuiickon ®egepauun ot 15 asrycta 2012 r. N 89H "O6
yTBepaeHun [llopsagka NpoBEAEHUS WCMbITAHMI B LENAX YTBEPXKAEHUA Tuna CPeAcTB U3MEPEHUN, a Takke
nepevyHss MeOuUMHCKUX W3O0enui, OTHOCALLUXCA K CpeactBaM uM3MepeHun B cdpepe rocygapCTBEHHOrO
perynupoBaHusa obecneyeHms eguHCTBa M3MEPEHWNA, B OTHOLLUEHWM KOTOPbIX MPOBOASTCA MCMbITAHUS B LENsax

YTBEPXKAEHMSA TUNa CPeacTB namepeHuin" (3apermctpmposaH MuHuctepcTBom toctuumm Poccuinckon ®epepaunm 25
aekabps 2012 r., peructpaumoHHbin N 26328).

)K) cBeaeHna o HOpMaTMBHOVI OOKyMeHTauuMn Ha MeguumHckoe wusgenne C nepeyvyHem HauunoHalbHbIX
(Me)K,D,yHapO,D,HbIX) CTaHOapTOB, Tpe6OBaHMﬂM KOTOPbIX COOTBETCTBYET MeOMUUHCKOoe wusgenve (Flpl/| ero
NPpUMEHEHUN I'IpOVI3BOD,VITeﬂeM);

3) TEXHNYECKYH U 3KCMITyaTauMOHHYO JOKYMEHTaU o Nnpon3BognTenda Ha MmeauumHCcKoe nsgenme;



n) doTorpadudeckme nsobpaxeHms obLiero BMaa MeOULMHCKOrO U3aenust BMECTe C NMPUHaAIEXHOCTAMM,
Heob6xo4MMbIMY AN NPUMEHEHUSA MEOULIMHCKOIO N3Aennsa rno HasHavyeHuo (pasmepomM He MmeHee 18 x 24 cm);

K) OKYMeHTbI (Matepuarnbl), cogepxalime AaHHble O KNMMHUYECKOM NPUMEHEHUN MEeAULIMHCKOro uagenus, B
TOM uucrie 3a npegenamm Poccunckon ®egepauum, B TOM Ynucne o630pbl, OTHETHI O NPOBEAEHHbIX HAYyYHbIX
nccriegoBaHusx, nyonvkaumv, [OKNagbl, aHanuM3 pucka NPUMEHEHWsi, MeToAbl MNMPUMEHEHUS MEeOULUHCKOro
nsgenuvs (Npy Hanu4aunm).

B cnyyae ecnu opwurMHanbl OOKYMEHTOB COCTaBIiEHbl HA WMHOCTPAHHOM S$3blKE, OHW MPeAcTaBrsAOTCS C
3aBEPEHHbIM NePEBOAOM Ha PYCCKUI A3bIK.

39. lpu paccmoTpeHuMn NpeAacTaBfieHHOM [OOKYMEHTauun Ha MeguUMHCKOE W3denue CormnacoBbiBalOTCA
nporpaMma W NPOAOIHKUTENBHOCTb KIMHUYECKMX WUCMbITaHUA MeAUUMHCKOro wuagenus. [MpoaormkutensHoCTb
KIMUHUYECKUX WCMBbITAHUI ONpenensieTcs HasHa4YeHMEeM W CrOXHOCTbI MeauumuHCcKoro wmsgenusd. [lNMporpamma
KNMUHUYECKUX  UCMbITaHWMA  COCTaBNsAETCA  3asiBUTENEM  COBMECTHO C  MEAMUMHCKOM  opraHusauumen,
OCYLLECTBNAOLWEN MNPOBEAEHNE KIIMHUYECKMX WUCMNbITAaHUW  MEOULMHCKOrO u3genusi, B COOTBETCTBUU C
TpeboBaHNsIMN, yKa3aHHbIMU B TEXHWYECKOW W IKCMnyaTauMOHHOM [OKYMEHTauuu MnpouM3BOAMTENS, a Takke
TpeboBaHNSIMM HOPMATUBHOWM JOKYMEHTaLNN.

40. Tporpamma KIWUHUYECKUX WUCMbITAHUA MEeOMLIMHCKOro W3fenus, yTBepXAeHHasi pyKoBoAUTenem
MEANLMHCKON OpraHusauuu, npoBOAsWEN KINMHUYECKME UCMbITAHUS MEOUUMHCKUX WU3denui, BMecTe C
OOKyMeHTamu, npegyCcMOTpeHHbIMU noanyHkTamu "r" - "k" nyHkTa 38 HacToswero Nopsagka, B cnyyae nposefeHus
UCMbITAHWA C y4acTMEM YerioBeKka HanpaBrnsieTcss 3asiBUTeneM B COBET MO 3TMke B cdepe obpalleHus
MeOuUMHCKUX nsgenuin MmnHmctepcTBa 3gpaBooxpaHeHus Poccuinckon ®egepauunm <1> (ganee - COBET MO 3TUKE).

<1> lMpuka3 MuHncTepcTBa 3apaBooxpaHenns Poccuiickon deaepaumm ot 8 despansa 2013 r. N 58H "O6
yTBepxaeHun onoxeHna o coBeTe MO 3Tuke B cdepe obpaleHns mMeauumHCKUX nsgenun” (3apermctpupoBaH
MunncTtepctaom toctuuumn Poccuiickon ®epepauum 5 norHs 2013 r., pernctpaumoHHbin N 28686).

B cpok, He npeBbiwatowmin 30-Tn paboumx AHel co OHSA NOCTYNNeHnsl JOKYMEHTOB Ha pacCMOTpPEHUe, COBET
No OTUKe BbldaeT 3aknveHne o6 3TUYeckolr O0BOCHOBAHHOCTU NPOBEAEHUA  KMUHUYECKUX UCTbITaHUI
MeOULMHCKOro n3genms.

41. MpoBeaeHWe KIMHUYECKMX UCTIbITAaHWI MeaULMHCKOTO U3AENWs C y4acTMEM 4YeSloBeka OCYLLECTBISeTCs
Ha OCHOBaHWW MOMNOXUTENbLHOIO 3aKMOYEeHNs COBETA MO ITUKE.

B cnyyae oTkaza MEOMUMHCKOrO W3Oenus Wnv YXyOWEHUs COCTOSHWA MauveHTa npu NpoBeaeHun
KMUHUYECKUX UCTIbITAHUA MEAMUMHCKOrO M3Oenvs pykoBoauTenb MEAVMLMHCKOW opraHu3auun, OCyLLEeCTBNSoLLEeN
npoBedeHUe KIMHUYECKMX WCMbITAHUA MEOMULMHCKUX W3Aenuii, NpuocTaHaenuMBaeT WM MpekpallaeT Takue
UCMbITaHKA, O YeM yBeOoMISeT 3asBuUTens <1> ¢ 060CHOBaHWEM MPUYUH NPVOCTAHOBIEHUS UM NPEKpaLLEHNSs.

<1> lpuka3s MuHucTepctBa 3gpaBooxpaHeHus Poccuiickon ®egepaummn ot 20 mioHa 2012 r. N 121 "O6
yTBepxaeHun [lopsgka coobuieHus cybbekTamu oOpalleHnss MeauMUMHCKMX u3genuin 060 Bcex cryyasx
BbISIBNIEHNS] MOGOYHbIX OEWCTBMN, HE YKa3aHHbIX B WHCTPYKUMU MO MPUMEHEHMIO WU PYKOBOACTBE MO
3KCnnyaTaumm MeOMLUMHCKOrO U3AEnusi, O HeXemnaTerbHbIX peakuusx npu ero npumeHeHun, o6 ocobeHHOCTsX
B3aUMOAEWNCTBUSA MEOULIMHCKUX U3Oenuin mexay cobon, o chaktax n o6 obcrtoaTenscTBax, CO3AalOLMX Yrposy
XW3HU W 300pPOBbI0 TPaXOAAH M MEOUUMHCKMX PabOTHMKOB NPV MPUMEHEHWM W 3KChnyatauum MeLULUHCKMX
nsgenun" (3apermctpupoBaH MunuctepctBom toctuumm  Poccumckon  ®epepauum 20 wwona 2012 r.,
perncTpaumoHHbin N 24962).

42. B cnyyae ecnM B pe3ynbTate aHanm3a W OUEHKM KIMHMYECKUX [OaHHbIX He MoOTBEPXKOEHbI
ahpeKkTMBHOCTL U Ge30MacHOCTb MEAMLMHCKOro u3genusi, MeauuMHCKas opraHusaumsi coobuiaetr o6 aTom
3as8BMTENO0 U HanpasnseT €ro B COBET MO 3TWke B cdepe obpalleHns MeauuuHCKMX nsgenun MuHuctepcTsa
3apaBooxpaHeHnss Poccunckon depepaumm € Lenbl NONyyYeHUss 3akntoveHus o6 aTuveckonm 06OCHOBAHHOCTU
npoBefEeHNs UCMbITaHUIN C y4acTMeM YenoBeKka B COOTBETCTBUM C NyHKTOM 40 HacToswero Nopsagka.

43. Tpu NpoBeeHUN KNNMHUYECKUX UCTbITaHWI OCYLLIECTBASIOTCS:

a) aHanu3 1 oLeHKa KIMHUYEeCKUX OaHHbIX OOKYMEHTOB M MaTepuanoB, npeacTaBleHHbIX 3asdBuTernemM B
COOTBETCTBUM C NYHKTOM 38 HacToswero Nopsaaka;

0) oueHka cBeAEHU O NPOBOAMBLLMXCS KITMHUYECKM 3HAYUMbIX KOPPEKTUPYIOLLMX AEACTBUSIX, B TOM YNCNE O
NMPVUOCTAHOBIIEHNM NMPUMEHEHUS MEOULMHCKOTO m3genusi, o6 nsbatum n3 obpalleHms MeguumHCKoro magenusi, ob
OT3bIBax MEANLMHCKOTO U3OEeNus;

B) aHanmM3 Hay4yHOW nuTepaTtypbl M (UNM) HEOoMnyOIIMKOBaHHbIX AaHHbIX U COOOLLEHWUA, COOTHECEHHbIX C
npegHasHa4YeHHbIM MPOM3BOAUTENEM MPUMEHEHMEM UCMbITYEMOro MEAVLMHCKOrO W3Aenus v npeanaraembiM
METO[O0M €ro UCnosib30BaHus;

r) COCTaBrneHne NPorpamMmmbl KNMHUYECKUX UCTIbITAHWI;

) npoBeaeHue ucnbiTaHMn obpasuos (obpasua) MeanUMHCKOro n3genusa B cnyyae npoBeaeHUs UCNbITaHUn
C y4acTUeM YeroBeKa;

e) popaboTka 9SKCMnyaTauMOHHOW LOKYMEHTaLUMM MNpouM3BOAUTENS Ha MeOUUMHCKOe u3genue no
pesynbTaTtaM UCnbITaHui (Mpy HEOOXOAMMOCTHN);



X) odopmneHne u Bblgada (BpydeHME WNW HanpasrieHWe 3aka3HbiM MOYTOBbIM OTMPaBAEHUEM C
yBEOOMIIEHNEM O BPYYEHWUW) 3asBUTENIO aKTa OLEHKW pes3ynbTaToB KIMHWUYECKUX WCMbITaHUN MeaULMHCKOro
nsgenus.

44. B xoge npoBeAeHNst KNMHUYECKUX UCTIbITaHWUI onpeaensoTes:

a) COOTBETCTBME MEAMLIMHCKOro U3genvs HOpMaTUBHOW AOKYMEHTaUMU, TEXHUYECKOM U SKCNyaTalMoHHON
AOKyMeHTaLMn Npom3BoanTens;

6) cooTBeTcTBME MpeACTaBfieHHON 3asBMTeneM [JOKYMEeHTauuu YCTaHOBMEHHbIM Mpov3BoguTenem
Ha3Ha4YeHMIo 1 NOKa3aHNSAM K NPUMEHEHWIO;

B) MONMHOTA W [JOCTOBEPHOCTb YCTAHOBMEHHbIX HOPMAaTVMBHOW OOKyMEHTauuew, TEeXHUYeckonm u
SKCNNyaTauMoHHON AOKyMeHTaumMen Npon3BoamTens XxapakTepucTuk MeANLIMHCKOrO U3Aenus;

) KayecTBO MeAMLMHCKOro u3genus, aheKTMBHOCTL M 6e30nacHOCTb ero NpYMEHeHusl, B TOM 4ucne
oXngaembl TepaneBTUYEeCcKnii 3PEKT B OTHOLLEHUN MEANLMHCKUX U3AENUI, TPUMEHSAEMbIX 118 Tepanuu.

45. PesynbTaTbl KIMHUYECKUX WCMbITAHUA MEOMLUHCKOro u3genus cuyutarTcs oTpuuaTenbHbiMA B
crnegylowmx criyyasx, ecnu:

a) MeguumnHCKoe nsgenve He COOTBETCTBYET HA3HAYEHWMIO U NOKa3aHUAM K NPUMEHEHWIO, YCTaHOBNEHHbIM
npou3BoauTENEeM B 3KCNNyaTauMoOHHON JOKYMEHTaUMM Ha MEONLIMHCKOE U3aenue;

6) BbisiBNeHbl NOOOYHbIE AENCTBUS, HE YKa3aHHble B MHCTPYKLUUWM MO NPUMEHEHWIO UMW PyKOBOACTBE MO
3KCnnyaTaumm MeavMUUHCKOro N3genus, HexxenaTenbHble peakumm Npu ero NpyMeHeHuw;

B) yCTaHOBIEHbI (hakTbl U 06CTOATENBLCTBA, CO3Aato0LLME YTPO3Y XNU3HW U 300POBbI0 IPaXaaH U MegnUMHCKMX
paboTHUKOB NPW NPUMEHEHWU U KCMyaTaumMnm MeaMUMHCKOro n3genus.

46. Pe3ynbTaTbl KMUHUYECKNX UCTILITAHUN MEAULIMHCKOIO M3Aenus, 3a UCKIIOYEHNEM CryvaeB, YKas3aHHbIX B
nyHkTe 45 Hactoswero llopsaka, cYMTaloTCA NOMNOXUTENbHLIMU U NOATBEPXAAT COOTBETCTBME MELMLMHCKOro
nsgenusa TpebosaHuaM B6e3onacHOCTU U 3PAMEKTUBHOCTN B COOTBETCTBUM C Ha3Ha4YeHVWeM, npeayCcMOTPEeHHbIM
AOKyMeHTaunen npon3soanTens.

OLeHKa cooTBETCTBUS MEOULIMHCKUX U3Oennn
ONsi AWarHoCTUKM in vitro

47. KnuHn4yeckne ncnbiTaHusa MeauumMHCKUX U3genvii ans AMarHoCTMKK in vitro npoBogdaTcst B TabopaTopHbIX
YCINOBMSAX C NpUMeEHeHMeM obpasuoB OvomaTepuana nauMeHToB, B3ATbIX B Xode JleyebHO-OuarHoCTUYecKoro
npouecca (ganee - KNMHMKO-NabopaTopHble WCMbITaHWUS) AN NPOBEpPKU (PYHKUMOHANbHBLIX CBOWCTB M (MnK)
3(pPEKTUBHOCTN  MEOULMHCKOTO M3OENUA Mpu  UCMOMb30BaHMM €ro B COOTBETCTBUM C  Ha3HA4YeHVEM,
npeayCMOTPEHHbIM JOKYMEHTaumnel NpoM3BogmTens.

KrnnHuko-nabopaTopHble UCMbITAaHNSA MEOULNHCKNX M3OENWi AN ANarHOCTUKM in Vitro HOBbIX MHAPEKLIMOHHbIX
3aboneBaHni MNU peako BCTPEYarLMXCH NPUPOOHO-0MaroBbiIX WHMEKUMOHHbIX 3aboneBaHMn MpPOBOAATCA B
nabopaTtopHbIX YCMOBMAX C MNPUMEHEHMEM MYy3EMHbIX TECT-LUTaMMOB W3 FOCYAAPCTBEHHbIX, HaLMOHAaIbHbIX,
nccnenoBaTenbCKUX U UHBIX KOMMEKLMIA NaTOreHHbIX MUKPOOPraHU3MOB.

KnuHuko-nabopaTtopHble UCMbITAHUA MEOULMHCKMX M3Oenuin  Ons  guarHocTukm in vitro B Buae
aHanuUTU4ecKMx CUCTEM, MPOBOAUMbIE B OTHOLUEHUW MEOMLMHCKOrO u3genusi BMecTe C MPUHAANEeXHOCTSAMM,
Habopamu peareHTOB M KanubpaTopoB, HeoOXoAUMbIMU ANs MNPUMEHEHUS MEOMUMHCKOro M3genust no
HasHa4YeHuo, MOTyT MPOBOANTBLCH B paMkax OOHOIO UCMbITaHUS.

48. [Ins npoBeAeHUs KIMMHUKO-NabopaTopHbIX UCMbITAHUA MEAULMHCKOrO U3genus ansg AMarHocTuKK in vitro
3asABMTENb NPEACTaBNSAET B OpraHM3aumio:

a) 3asBreHne 0 NPOBEAEHUUN KITMHUYECKUX UCTbITAHUI MEANLMHCKUX U3AENWIN ANS ANarHoCTUKY in Vitro;

0) obpasubl (o6pasel) MeOMUMHCKOro M3genus Ofsi AMarHOCTUKKM in vitro BMecTe C MpUHaANeXHOCTSMU
(obopynoBaHue, Habopbl peareHToB, KanubpaTopbl, peakTuBbl, TECT-CUCTEMbI, KOHTPOSibHbIE MaTepuansl,
KanubpaTtopbl, NUTaTenbHble cpefbl), HEOOXOAMMBLIMU AN NPUMEHEHUS MELAMLMHCKOTO N3AENUs MO Ha3HaAYeHWIO;

B) aKT OLEHKW pe3yrnbTaTOB TEXHWYECKUX WUCMbITAHUA MEOMLMHCKOro M3genus Ans QuarHocTukm in vitro,
noaTBepXAarLWmnX pesynbTaThl NMPUMEHEHUSA MO HAa3HAYEHUID MEOWLMHCKOro usfenus Ans AuarHoCTukM in vitro
BMeCTe C npuHagnexHocTsmu (obopyaoBaHve, Habopbl peareHToB, kanubpaTtopbl, peakTuBbl, TECT-CUCTEMBbI,
KOHTPOJbHbIE MaTepuarnsl, KanbdpaTopbl, NUTaTenbHbIE CPeabl);

r) 9KCNMyaTauMOHHYI [OOKYMEHTaUMK Ha MeauMUMHCKOe u3genue ans  AMarHoCTMKM  in vitro ¢
npuHagnexHoctTammu (obopynoBaHune, Habopbl peareHToB, kannbpaTopbl, peakTBbl, TECT-CUCTEMbI, KOHTPOJSIbHbIE
mMaTepuanbl U kKanubpaTopsbl, NUTaTenbHbIE cpeapbl), He0BXoANMbBIMU ANA NPUMEHEHNS MEAULIMHCKOrO N34enus no
Ha3Ha4YeHuto (Npu HeobxoanuMOoCTK);

O) AOKyMeHTbl (Matepuanbl), cogepxalime aHanu3 AaHHbIX MPUMEHEHUS MeOWMUMHCKOro m3genus in vitro
(Mpn Hanuunn);

€) pesynbTaTbl UCMbITAHUS B LIENSX YTBEPXKOEHUSA TMna CpeacTs M3MEpPeHUN (B OTHOLUEHUUM MELULIMHCKMX
n3genun Ansg AguarHoCTUKM in vitro, OTHOCALWUMXCS K CpeacTBaMm M3MepeHun B cdepe rocyaapCTBEHHOMO
perynupoBaHus obecnevyeHns eauHCTBa W3MEPEHMIN, NepeyeHb KOTopbiX yTBepxaaetcs MuHucTepcTBOM
3apaBooxpaHeHus Poccuiickon ®eaepaunmn) <1> (Npy Hann4unm).

<1> lNpwuka3 MuHucTepcTBa 3gpaBooxpaHennst Poccuiickon ®egepauun ot 15 asrycta 2012 r. N 89H "O6



yTBepXaeHmun [lopsagka nNpoBeAeHUs UCMBbITAaHUM B LIENAX YTBEPXAEHMS TMnNa CPeacTB M3MEPEHURn, a Takke
nepeyHs MeOUUMHCKMX W3OEenuin, OTHOCALUMXCA K CpeacTBaM u3MepeHun B cdepe rocyaapCTBEHHOMO
perynupoBaHus obecrneyeHns eguHCTBa M3MEPEHWI, B OTHOLLUEHWM KOTOPLIX MPOBOAATCA UCMNbITAHWUS B LENsiX
YTBEPXKAEHMS TUNa CpeacTB namepeHuin" (3apeructpuposaH MuHuctepcTsom toctuumm Poccuinckon ®enepaunm 25
aekabps 2012 r., peructpaumoHHbin N 26328).

B cnyyae ecnu opwrMHanbl OOKYMEHTOB COCTaBIiEHbl HA WMHOCTPAHHOM S$3blKE, OHW MPeAcTaBrsATCS C
3aBEPEHHbIM NePEBOAOM Ha PYCCKUI A3bIK.

49. MNpwn paccMOTpeHMM NpeacTaBNEeHHON OOKYMEHTALNM Ha MEONLMHCKOE n3aenvne ans guarHoCTuKK in vitro
COrnacoBLIBAETCS NMporpaMmmMa 1 NpoaoNKUTENBbHOCTb KITMHUKO-NTabopaToOpHbIX UCTIbITAHUI MEAULIMHCKOro n3aenuvs
ONs AnarHoCTukK in vitro. MNMpogomKNTENnbHOCTb KIMHUKO-NabopaTopHbIX UCMbITAHUIA onpeaenseTcs HasHayYeHnem
N CNOXHOCTbI MeAMUMHCKOro n3genus anst AnarHocTuKK in vitro.

[MporpaMmma uCNbITAHUA COCTaABNAETCS 3asBUTENEM COBMECTHO C OpraHu3auuen, npoBoAslien KIMHUKO-
nabopaTtopHble UCMbITaHWsi B COOTBETCTBUM C TPEOOBAHUAMMU, YKA3aHHBIMU B TEXHUYECKOW M 3KCMNyaTauMoOHHOM
OOKYMeHTauMm npou3BoauTens, TpeboBaHMAMM HOPMaTUBHOW OOKYMEHTaUMW, U YyTBEPXKOAETCS PYKOBOAUTENEM
opraHusauum, NpoBoasiLLer COOTBETCTBYIOLLNE UCTIbITAHUS.

50. Mpu npoBegeHUN KNMHMKO-NAabopaToOPHbIX UCMbITAHUA MEAULMHCKOrO U3aenus Ans AMarHocTukM in vitro
OCYLLECTBMSATCSA:

a) aHanus3 npeacTaBfeHHON JOKYMEHTaUMN Ha MeQULMHCKOE U3fenue anst QUarHoCTuKu in vitro;

©0) cocTaBneHve NporpamMmmbl UCNbITAHWI;

B) NpoBeAeHMEe KITMHUKO-NabopaTopHbIX UCMbITaHU obpasuoB (obpasua) MeaMUMHCKOro u3genvs nnsi
ONarHoCTUKM in vitro BMecTe ¢ npuHagniexHocTamu (obopyaoBaHue, Habopbl peareHToB, KanmbpaTopbl, peakTuBbI,
TECT-CUCTEMbI, KOHTPONbHble MaTepuanbl W KanubpaTopbl, nUTaTeNbHblE Ccpeabl), HeobXoauMbIMK  Ans
NPUMEHEHNST MEANLIMHCKOro U3aenums no HasHaueHuio;

r) oLeHKa 1 aHanm3 NoslyYeHHbIX AaHHbIX U X COOTBETCTBMUE 3asiBIIEHHBIM XapaKTepucTmKam;

n) popaboTka 3KChnyaTauuMoHHOW OOKYMEHTauuMuM MNpoM3BOAMTENS Ha MeOMUMHCKOe u3genue  ansi
OMarHocTuku in vitro no pesynbTatam UcnbiTaHui (Mpu HeobXxoouMoCTH);

e) odopmrneHne u Bbigava (BpydeHMe WM HanpasfieHue 3akasHblM MOYTOBbIM OTNpaBneHneMm c
yBEOOMIIEHNEM O BpPYYEHMM) 3asBUTENI0 aKTa OLEHKM pe3ynbTaToB  KIMHWKO-NabopaTopHbIX WUCMbITAHWN
MeANLMHCKOro n3aenust Ans AuarHoCTuku in vitro.

51. B xoae npoBeAeHns UcnbiTaHUn onpeaensatTcs:

a) COOTBETCTBME MEOUUMHCKOrO M3genus pnns AMarHocTMku in vitro HOpMaTUBHOM  OOKYMEHTauuu,
TEXHUYECKOWN U 3KCMNyaTauNOHHOM AOKYMEHTaLMM NPON3BOANTENS;

©) cooTBETCTBME MEAMLMHCKOrO M3genus Ansi AMarHoCTMKK in vitro npegHasHa4yeHHOMY NPOW3BOAUTENEM
NPUMEHEHMIO 1 NpeafiaraemMbiM UM METOAaM UCMNONb30BaHNS;

B) MNOMHOTAa W [OOCTOBEPHOCTb YCTAHOBMEHHbIX HOPMATUBHOW [OOKYMEHTauuen, TEeXHUYECKon wu
3KCMNnyaTauuoHHOM  OOKYMEHTaumMen  Npou3BOAUTENHA  3asiBMIEHHbIX  XapakTepuctuk  6esonacHoctM U
3PEKTUBHOCTM MEOUUMHCKOrO u3genus nna OuarHoCcTukM in vitro B COOTBETCTBMM C nNpeaHasHauYeHHbIM
npon3BognTenemM npUMEHEHNEM MeOULMHCKOro M3genust no HasHavyeHuo, B TOM 4YMCNe ero guarHoctudeckas
YYBCTBUTENBLHOCTb, CNEUMEPUIHOCTE M BOCMNPOU3BOAMMOCTb, YKa3aHHbIX B TEXHUYECKOW W 3KChnyaTauuoHHOMW
OOKYMEHTaLMM NpOM3BOAUTENS;

r) Ka4eCcTBO MEOULMHCKOTO n3genus, adekTMBHOCTbL 1 6e30NacHOCTb Ero NPUMEHEHMS.

52. PesynbTaTbl KIMHUKO-NTAbOPATOPHBLIX WUCMbITAHUA MEAMUMHCKOrO M3genvst Ansg OUarHoCTUKM in vitro
cunTaloTCsa OTpMUaTENbHBIMU B CryYasix, €Cnu:

a) uMCMbiITyeMOe MeOULMHCKOE Un3genve He COOTBETCTBYET NpeAaHasHauYeHHOMY MNpPOU3BOAMTENEM
NPUMEHEHUIO 1 NpeafiaraemMbiM UM METOAaM UCMONb30BaHNS;

6) ycTaHoBneHbl hakTbl 1 0GCTOSATENLCTBA, CO34aloWMe YCNOoBUS HEAPAEKTUBHOCTU U (UNK) NPSAMON MNn
KOCBEHHOWN Yrpo3bl XN3HW U 300POBbI0 MEANLIMHCKMX pabOTHMKOB NpU NPUMEHEHUM U 3KCNNyaTauum MeguumMHCKOro
nagenus.

53. Pe3ynbTaTthbl KNUHMUKO-NTabopaToOpHLIX UCMbITAHUA MEOULMHCKOrO U3Lenusa Ana AnarHocTukK in vitro, 3a
UCKNIOYEHMEM Cry4aeB, YyKa3aHHbIX B MyHkTe 52 Hactosuwero [lopsgka, cuuTaloTcs MNOMOXUTENbHBIMU U
noaTBEPXKAAT COOTBETCTBME TpeboBaHMAM 6Ge3onacHOCTM U 3MEKTMBHOCTU MNPUMEHEHUS MeOULMHCKOro
n3genus npu UCMOMb30BaHWM €ro B COOTBETCTBUM C Ha3HA4YeHWeM, NPeAyCMOTPEHHbIM [AOKyMEeHTauunewn
nponsBoguTens.

Mpunoxexue N 1

k MNopsaky NnpoBeAeHNs OLEHKN
COOTBETCTBMSA B HOPME TEXHNYECKUX
UCMbITaHUA, TOKCUKOSIOrMYECKNX



nccneaoBaHUM, KNMHUYECKNX
MCNbITaHWU, MEAULIMHCKUX U3aenni
B Llensx rocyaapCTBEHHOM
permcrTpauum MegnuuUMHCKNX n3genunin

HaVMEeHOBAaHME WUCHIHTATEJNIbHOM oplaHu3aluy, anpec, TejieoH

YTBEPXIAO

(pyKOBOOUTEJIL OpT'aHU3alNM,
®.M.0., HOommnmchb, I[edaThb)

AKT
OLI€EHKNM PEe3YJIbTATOB TEXHUUECKUX VICIBEITAHUM MEeOULMHCKOTO MU3OEeNNs

N or " " 20 T.

HaVMEHOBaHME MEIUMIVHCKOI'O M3IeJind

CocrTarJjieH
HaVMeHOBaHMeE oplaHmM3aluy, IPOBOIAUEN MWCIBITaHUS,
C yKasaHMueM MecTa IMNPOBEeIeHMS MCIBITaHUM
I[ToTHOMOUMS Ha npoBeneHme MCIIEITaHUM, aKKpeImuTaumsa Ha TeXHUUECKYI

KOMIIETEHTHOCTb M HE3aBUCHKMOCTL IJiS IPOBeIeHM’sa paboT IO MCIBITAHMAM.
ATTecTaT aKKpeaMTalUUM MCIBETATEJIbHOM OpTaHM3alun

N, maTa BbBIDaum, o6OJIACTH
aKKpeInuTalumu
nemcreureyed go " " 20 T.

1. B nmepmomg c " " 20 r. o " " 20 T.

HauMMEHOBAHME MCIIEITATEJIbHOM OpTraHM3aumnm

IIpopeneHa OLIEHKa pPes3yJjibTaTOB TEXHNYESCKUMX VICIIBEITaHUM B @opme InIpopeneHmMAa

VCIBITAHUM U (MJ'IM) OLI€EHKM I aHaJiM3a IOaHHBIX

HeoOxoOouMmoe ykKas3aThb

HaMMEHOBAHME MEeINMLVHCKOTO M3Ieyus (C yKas3aHMeM OPMHANJIEXHOCTEN,
HEOOXOOVMEIX NJIsS NPMMEHEHMS MeOULVHCKOTO M3IEeJMs 10 Ha3HAUYEeHUDO)
IPOM3BOICTBA

HaVMMEeHOBaHMe IPpOomM3BOOUTEIIA, CTPaHa IIPpOM3BOOCTBAa
B COOTBETCTBUM C

HaMMeHOBaHue ¥ OOO3HaUeHMe TeXHUUEeCKOM IJOKYMEHTaUUM
Ha CcoOoTBeTCTBUE Tpe@OBaHMHM

HaVMeHOBaHMe U oOO3HaUYeHMEe HOPMaTUBHOM
M TEeXHUUECKOM JOKYyMEHTAaUMUM
(TexHuueckuMm perJyiameHram, I'OCT, I'OCT P, T'OCT P MCO, CanllmH, MYy, MVYK,
IpuKaszaM M [NOCTAaHOBJIEHMAM, MEXIOYyHapOHHHEM INOKyMeHTaM (MMeoIyMM CTaTycC
CCBUJIOUHOT'O HOOKYMEHTAa), Hay4YHBIM OaHHBEM UM T.I.)
2. IOng nNpoBeleHUd TexXHUUYECKUX MCIHTaHUNM IpelCTaBJIEHH:

IIepedYeHb OJOKYMEHTOB, IaHHEIX, O@paBHOB MEOVUMHCKOTO M3OeNusa (KOJINYEeCTBO)
3.

HaMMEeHOBAaHME MCIEITAaTEeJIbHOM OpraHMn3alumn
IIpopeneHa OlLleHKa pe3yJlbTaTOB TEeXHUUECKUX VCIIBEITaHUM

HaVMMeHOBaHMe
MEIMLMHCKOT'O M3IeJNMs
B COOTBETCTBMUM C YTBEPXIEHHOM NPOTPaMMOM

3.1.

O6paseL



OlleHKa [IpenCcTaBJIEHHOM INOKYyMeHTaluK

3.2.
PEeKOMEeHIauuM 10 YCTPAaHEHMUI0 OTIEJILHBIX HeINOCTAaTKOB
3.3.
BUI MeIULVMHCKOT'O MBIeJIMI B COOTBETCTBUM C HOMEHKJIATYPHOM
KJIaccupmkaume MeIULIMHCKUX WM3IOeJIUM
3.4.

KJlaCC IOTEHLMAJIbHOTO PMCKa MNPVMMEHEHMS MEeIOMUIMHCKOI'O M3OEeJINSI
B COOTBETCTBMM C HOMEHKJIATYPHOM Kjaccudmraumel MeIMLMHCKUX W3IOeJINM
4. KpaTkoe M3JIOXEHME pPe3yJIbTaTOB MCHETAaHUM
5. BueIBOOBH 10 pesysibTaTaM MCIETaHUM
6. BBIBOIEI O COOTBETCTBMUU TPeOOBAHMAM TEXHMUECKOM IOKYMEHTaLMM NPOM3BOINTENS

7. OueHka Pe3yJIbTaTOBR TEXHUUECKUX VCIIBEITaHUMI

SAKJIIOUEHNE

HalMMeHOBaAHME MEeIMUIVMHCKOI'O M3OeJiVAa

COOTBETCTBYET (HE COOTBETCTBYET) TpeOOBaHMAM HOPMATUBHOM HOOKyMEHTalWM,
TEXHUUECKOM ¥ (MJIM) DKCIJIYaTalMOHHOM IJOKYMEHTAUMM MNPOU3BOIOUTEIIS .

[IpuyioxeHmA :
a) obororpadmueckme mzoOpaXeHMa oOOWEero BMIa MEeOULIVMHCKOI'O M3OEJINS;
0) yTBepxXIeHHas NpoT'paMMa TexXHMYECKMX MCHBITaHUM MeOULMHCKOI'O M3melmsa (C

[IepeyYHEeM IPOBEPOK, OLEHOK, KOTOPHEE CJIegyeT [IPOBOIOUTH IIPM MCIHEITAHUAX) ;
B) MNPOTOKOJIH TEeXHUUYECKMX MCIBITAHUNM MJIM OLEHKM M aHaJNM3a HOAHHBIX.

[IpuIOXeHMS SABJISITCS HEOTBEMIJIEMOM YacThbio AKTAa.
llopnmcu:

[lpencenaTesib KOMMUCCUM

OOJIXHOCTE, ®.U.O.

YUJieHB KOMMCCUU

IOOJDXKHOCTB, HauMMeHOoBaHmue opraHmszauum, &.U[.0.

MpunoxeHue N 2

k Mopsiaky npoBedeHUst OLLEHKM
COOTBETCTBUA B (popme TeXHN4YeCcKnx
I/ICI'IbIT&HI/IVI, TOKCUKOJI0Tn4yeCcKnx
nccrnefoBaHUM, KIMHNYECKMX
UcnblTaHWN, MEONLMHCKUX N3AENWI
B LIeNAX rocygapCTBEHHON
perncTpaumm MeanuMHCKUX U3genuin

HaVMMEHOBAaHME MCIHHTATEJILHOY OopTaHus3aluuu, azmpec, Tejedon

YTBEPXIAIO

(pyxoBOOMTEJIE OpPTaHM3alNnM,
®.1.0., momnuch, IeYaTh)

AKT
OLI€EHKNM Pe3YyJIbTAaTOB TEXHUUECKUX UCIIEITaHUM MEeIVMIVMHCKOI'O M3OeJInAg

O6paszeL



IOJi9 OMAaTHOCTMKM 1in vitro

HalMMeHOBaHMe MeIMIVMHCKOI'O M3OeJiAa

CocTaBjyieH
HaVMeHOBaHME oOplaHM3aluy, [IPOBOIAUEN MCHBITaHUS,
C yKasaHMeM MecTa NPOBEeIeHMS MCIBITaHUM
[ToJTHOMOUM S Ha nposeneHue MCIIEITaHUM, akKKpemomuTaumsa Ha TEeXHUUECKYIO

KOMIIETEHTHOCTE ¥V HEe3aBMCHMMOCTL IJi4d IIPOBEeOEeHWUA pa60T I1IO MCIIBITAHMAM.
ATTecTarT axKKpeImTalumn VCIEITATENIbHOM OpraHMn3alumn

N, nmaTa BbIauM, 0OJIACTb
AKKpEeIMUTaLum
mercrBuTeyied go " " 20 T.

1. B mepmom ¢ " " 20 r. mo " " 20 T.

HaVMEeHOBAHME MCIIEITATEJIbHOM OpTaHM3aLMu
IpOBeIeHa OlleHKa pe3yJIbTaTOB TEeXHWUYECKMX MCIBTaHuy B GopMe IpOoBeIOeHMUs
VICHEITAHUM ¥ (MJIM) OLEHKM M aHajlM3a IaHHBIX

HeoOxXoOouMoe ykKas3aThb

HaMMEHOBaHME MEINMLVHCKOTO M3Ieyus (C yKa3aHMeM [IPMHAaIJIEXHOCTEN,
HEOOXOOVMEIX IJiS [IPVMEHEHMS MEeNMUMHCKOIT'O M3IEeNMs 10 Ha3HAUEHMO)
IPOM3BOIACTBA

HaVIMeHOBaHMe IIpomM3BOOUTEIJIA, CTPpaHa IIPOM3BOICTBAa
B COoOTBEeTCTBUM C

HaVMeHOBaHMue ¥ OOO3HaueHMe TEeXHUUEeCKOM OOKYyMEHTaUUN
Ha COOTBETCTBUE Tpe@OBaHMHM

HaVMeHOBaHMe U oOO03HaUYeHMEe HOPMaTUBHOM
Y TeXHUYEeCKOMV INokKkyMeHTaumy (TexXHUYeCKUM
persameHnTam, I'OCT, T'OCT P, T'OCT P MCO, CanlluH,
My, MYK, npmkaszaM M [HOCTAaHOBJIEHUAM,
MEeXIYHAPOIHEIM IOOKYMEHTaM (MMeK mMM CTaTyC
CCBUJIOYUHOTO IOOKYMEHTAa), Hay4YHBIM OaHHBEM UM T.I.)
2. IOng nNpoBeleHUd TexXHUUYECKMUX MCIBETaHUNM IpelCTaBJIEHH:

nepedYeHb HOOKYMEHTOB, HaHHHEX, O0OpasuoB MEIMUMHCKOIO M3meims (KOJIMYIeCTBO)
3.

HaMMEeHOBAaHME MCIEITATEeJIbHOM OpraHMn3alumn
IIpopeneHa OlLI€HKa pe3yJiIbTaTOB TEeXHUUECKUX VCIIBEITaHUM

HaVMMeHOBaHMe
MEIMLMHCKOT'O M3IeNNUs
B COOTBETCTBMM C YTBEPXIEHHOM NPOTpaMMOMU

3.1.
OlleHKa I[PeACTaBJIEHHOM INOKYyMeHTalUMU
3.2.
PeKOMEeHIOaUMM [0 YCTPAHEHMI OTIEJILHEIX HEINOCTATKOB
3.3.
BUI MeIULMHCKOT'O M3IeJIMI B COOTBETCTBUM C HOMEHKJIATYPHOM
kJaccubukaumey MeIMLUMHCKUX W3OS
3.4.

KJIACC MNOTEHUMAaJIbHOTO PUCKA MNPUMMEHEHUS MEeIMIMHCKOTO MBI
B COOTBETCTBMM C HOMEHKJIATYPHOM KJaccudukKaumey MeIULMHCKUX W3IeJIUN

4. KpaTkoe MBJIOXEHME Pe3yJIbTaTOB MCIEITaHUM

5. BBEIBOZIH IO pe3yJibTaTaM MCIETaHUN

6. BHIBOIEI O COOTBETCTBUM TPeOOBAHUAM TEXHUUECKOM NOKYMEHTAaLUM MNPOM3BOIMUTEJIS

7. OlLeHKa pe3yJlbTaTOB TEXHMUECKUX MCIETaHUM




SAKJIIOUEHNE

HalMMeHOBaAHME MEeIMUIVMHCKOI'O M3OeJiVAa

COOTBETCTBYET (HE COOTBETCTBYET) TpeOOBaHMAM HOPMATMBHOM HOOKYMEHTAalWM,
TEXHUYUECKOM M (MJIM) DKCIJIYaTalMOHHOM IJOKYMEHTAaUMM MNPOU3BOIOUTEIIS.

[IpuyioxeHmA :
a) obororpadmueckme mzoOpaxeHma oOWero BMIa MEeOUMUMHCKOI'O M3OeJINSd;
0) YTBEPXIEHHasa IIpoTlpaMMa TEeXHUUYECKUMX MCHOBETaHUM MeOMUMHCKOI'O mu3menusa (cC

[IepeyYHEeM IIPOBEPOK, OLEHOK, KOTOPBEE CJIegyeT [IPOBONOUTH IIPM MCIHEITAHUAX) ;
B) MNPOTOKOJH MCHHTAHMM QYHKIMOHAJILHEIX XapaKTEPUCTUK MEIMLUVMHCKOTO M3OEJINI.

[IpuIOXeHUS SBJISITCS HEOTBEMIJIEMOM YacThbio AKTAa.
Illopnmcu:

[lpencenaTesib KOMUCCUM

OOJIXHOCTE, ®.1.O.

YJieHBE KOMMCCUU

IOOJIXHOCTB, HauMMeHOBaHmue opraHmszaumm, &.U1.0.

MpunoxeHne N 3

k Mopsiaky npoBedeHUst OLLEHKM
COOTBETCTBUA B (popme TeXHN4YeCcKnx
I/ICI'IbIT&HI/IVI, TOKCUKOJI0Trn4yeCcKnx
nccrnefoBaHUM, KIMHUYECKMX
ncnblTaHW, MEOULMHCKUX N3AENWI
B LIENAX rocyaapCTBEHHON
perncTpaumm MeauLUMHCKUX U3genun

HaMMEHOBAaHME MCHHTATEJILHOY OopTaHus3aluuu, aznpec, TejedoH

YTBEPXIAIO

(pyxoBOOMTEJIE OpPTaHM3alNnM,
®.1M.0., momnuch, IeYaTh)

SAKJIIOUEHNE
IO pe3yJjibTaTaM TOKCUKOJIOTMUECKMUX MCCJEeOOBAHUM MEeOMILMHCKOTO WM3IOeJINs

N or " " 20 T.

HalMMeHOBaHMEe MeIMIVMHCKOI'O M3OeJiA

CocTaBjyieH
HaVMeHOBAaHME MUCIBITATEJIbHOM OplaHM3aluu,
C yKasaHMeM MecTa NPpOBEeIeHMS MCIBITaHUM
[ToJTHOMOUM S Ha IpoBeIeHME MCIIEITaHUM, aKKpeIuTaumnsa Ha TeXHUUECKYI

KOMIIETEHTHOCTE ¥V HEe3aBMCUMMOCTL IJi4d IIPOBEeOeHMA pa60T I1IO MCIIBITAHMAM.
ATTecTarT axKKpeImTaumn VCIEITATEJNIbHOM OpraHMn3alumn

N, nmaTa BbBIaumM, 0OJIACTHb

O6paseL



aKKpeIomMTaumum
memycrBureyed go " " 20 T.

1. B nmepmomg c " " 20 r. no " " 20 T.

HaVMeHOBaHMe OoOpraHmnsalumny, HpOBOﬂHmeﬁ MCCJIeIOBaHMA
IIPOBEOEHEl TOKCUMKOJIOTMUYECKME MCCJIEeOOBaHMA

HaVMEHOBaHME MEeIOMUMHCKOTO M3OeNusd (C yKa3aHMeM [IPMHAaIJIeXHOCTEel,
HeOOXOOMMBIX IJIS I[IPMMEHEHMS MEeIMIUMHCKOIT'O M3OEeJNMs 10 HasHadeHUO)
IPOVBBONCTBA

HaVMEHOBaHMe IPOM3BOOUTEIJIA, CTPaHa IIPpOM3BOOCTBAa
B COOTBETCTBUU C

HaVMeHOBaHMe U oOO03HauUeHMEe HOPMATUBHOM U TEeXHUUIECKOM
mDoxyMeHTauum (TexHMUYeCKMM perJilameHTam, I'OCT, I'OCT P,
I'OCT P MCO, CaullmH, My, MYK, npmukaszsaMm M IIOCTAaHOBJIEHUAM,
MEXIOYHAPOOHEIM INOKYMEeHTaM (MMeKUMM CTaTyC CCBUIOYHOTO
OOKYMEHTAa), HayYHBIM OaHHEM M T.I.)
2. IOng NpoBeleHUS TOKCUKOJIOTMUECKMUX MCCJIeIOBaHUM NPenCTaBJIEHH:

nepedeHb NOKYMEHTOB, IAaHHBEIX, 0O0pasL0B MeIMLUMHCKOI'O M3Oesrs (KOJIMUeCTRO)
3.

HaMMEeHOBAaHME MCIBITATEJIbHOM OpTraHM3aumnm
IIPOBENEeHEl TOKCUMKOJIOITMUECKME MCCJIeOOBaHMA

HaVMMEHOBAaHME MEeOMLMHCKOI'O U3HeJMA
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTIPaMMOM

3.1.
OLleHKa HpeHCTaBﬂeHHOﬁ ITOKYMEHTAaL UM
3.2.
Ha3HadYeHre MeIMIVMHCKOI'O M3IOeJirAa
3.3.
B IO KOHTaKTa C OpIaHM3MOM YeJIOBEKa
3.4.
KJIaCC IIOTEeHUMAJIbHOI'O PMCKa IIPMMEHEHMA MeIMUIVMHCKOI'O M3IOeJiMd
B COOTBETCTBMUM C HOMeHKﬂaTypHOﬁ KﬂaCCM@MKaHMeﬁ MEOVLMHCKUX WU3IEeJIUNI
3.5.
HaVIMEHOBAaHME IIPMMEHAEMEIX MaTepraJyioB WMIN peuenTypHHﬁ cocCcTas
3.6.

crioco® CcTepuIM3aluM MEeIOULVHCKUX W3Ol
4. KpaTkoe MBJIOXKEHME Pe3yJIbTaTOB MCIETAaHUM

5. BeBOIE IO pes3yJjibTaTaM MCHBETAaHUN
6. BEIBOOEI O COOTBETCTBMUM TpPebOOBaHMAM TEXHUUECKOMW INOKYMEHTAaLWM

7. OueHka Pe3yisibTaToOB TOKCUKOJIOT'MMYECKUX MCCJIeOBaHUM n pexroMeHIOaumum O
BO3BMOXHOCTNM INPOBEOEHUA KIIMHUYECKUX VICIIBEITaHUM

SAKJIIOUEHNE

HalMMeHOBaAHME MEeIMUIVMHCKOI'O M3OeJiVA

COOTBETCTBYET (HE COOTBETCTBYET) TpeboBaHMAM 0Oe30MNaCHOTO MNIPMMEHEHUS.

[IpuioxeHue :
a) MNPOTOKOJIEI TOKCMKOJIOIMUYECKMUX MCCJIeOOBaHUM MeIMLUMHCKOTO M3OeJud;
0) YTBEPXIEHHasa IIpoI'paMMa TOKCUKOJOI'MYECKUMX MCCJIeNOBaHUM MEeIULMHCKOI'O
n3nenms.

[IpuIOXeHMS SABJILITCS HEOTBHeMJIEMOM YacCThi 3aKJIoueHMUd.
lopnmcu:

[lpencenmaTesyib KOMUCCUN

OOJIXHOCTE, ®.U.O.



YUJieHBE KOMMCCUU

IOOJDXKHOCTB, HauMMeHOBaHmue opraHmszaumum, &.U[.0.

Mpunoxexne N 4

Kk MNopsaky NnpoBeaeHUs OLEHKN
COOTBETCTBMSA B HOPME TEXHNYECKMX
MCHbITaHMVI, TOKCUKOINMOrnm4ecknx
nccnenoBaHum, KNUHNYECKMX
UCNbITaHWUNA, MEAULIMHCKUX U3aennii
B LIensax rocyaapCTBEHHOM
perucTpaunn MeavLMHCKUX U3genuim

O6paszeL

HaVMMEeHOBaHME MEeIMUMVHCKOM OopTaHMs3aluuu, aznpec, Tejedon

YTBEPXIAIO

(pyxoBOOMTEJIL OpTaHM3alNnM,
®.1.0., nommnmchb, IedaThb)

AKT
OLIEHKM Pe3yJIbTAaTOB KJIMHUUYSCKUX MUCIETaHUM MEIMLMHCKOTO M3OeJINA

N or " " 20 T.

HalMMeHOBaHMe MeIMIMHCKOI'O M3OeJirAa

CocTaBjieH

HauMMEeHOBaHVEe MeIOVLMHCKOM opraHmnzanuy,

C YyKazaHMreM MecTa IIPpOoBeOeHMA UCIIEITaHUM

[lolHOMOUMA Ha NpoBeXeHMre padboT 10 MCIEITAHMAM.
JInueH3musa Ha MeIMUMHCKYK IedTejibHocTb oT " " 20 r. N
CPOKOM IEeMCTBUA

1. B nmepmomg ¢ " " 200 p. mo " " 20 T.

HaVvMeHOBaHlMe Opr'aHmn3aluny, HpOBOJIF.[U.Leﬁ VCIIBITAHUMA
IIpopeneHa OLIEHKa Pe3yijibTaToOB KIIMHNYECKMX VCIIBEITaHUM B @)opMe InpopeneHmMAa
UCIIBITaHUM C ydyacTreM dYeJiOBeKa U (I/L]'H/I) OLEeHKM M aHaJiM3a KIIMHMYEeCKUMX ITaHHBIX

HeobxoOmMMoe yKasaThb

HaVMeHOBaHME MEeOMUMHCKOI'O U3Oesusd (C yKa3aHMeM IIPpMHAIJIEXHOCTElH,
HeOOXOOVMMBIX IJIS [PMMEHEHMUS MEeIMIUMHCKOI'O M3IeNMsa IO Ha3HaAUYEeHMO)
IPOMBBOLCTBA

HarVvMeHOBaHMe IIpOoM3BOOMTEJIA, CTpaHa IIPOM3BOILCTBA
B COOTBeTCTBMM C

HaVMeHOBaHMve U oOo3HaueHMe TeXHUUEeCKOU
Y DKCIJIyaTaluMOHHOM HOOKYMEHTAaLUMU
2. IOnsa npoBeIeHUS KIMHUUECKMUX MCIBETAHUN IPEeNCTAaBJIEHH :

IIepedeHb OJOKYMEHTOB, HOAaHHEIX, OGpaBLLOB MEeIVMUIVMHCKOI'O M3neJindg (KOJ'H/[‘-:IGCTBO)
3.

HaVMeHOBaHMEe MEeNMUMHCKOM OpIaHM3alun



IIpoBeneHa OlLIEHKa pe3yJiIbTaTOB KIJIMHUUECKUX VCIIEIT aHUM

HaVMeHOBaHUe
MEIVMIMHCKOI'O M3IOeJINA
B COOTBEeTCTBMM C yTBerﬂeHHOﬁ HpOPpaMMOﬁ

3.1.
KpaTKad XapaKTepUucTrkKa MeIMIVMHCKOI'O Mn3neJjird, Ha3HadeHNte,
YCTAaHOBJIEHHOE IPOU3BOOUTEJIEM
3.2.
BUI MeIULUMHCKOT'O MBIeJIMI B COOTBETCTBUM C HOMEHKJIATYPHOM
KJIaccubmkauyem MeOUUMHCKUX WU3OeJIUN
3.3.
KJIaCC IIOTEHUMAJIbHOT'O PMCKa NPMMEHEHMS MEeIOULMHCKOIO M3OesMsa
B COOTBETCTBMM C HOMEHKJIATYPHOM KJaccudukaumey MeIULMHCKUX W3IEeJIUN
3.4.
OlleHKa IpPeACTaBJIEHHOM INOKYyMeHTallUMU
3.5.
XapakKTepUCTHUKa IMalMEeHTOB (KOJIMYeCcTBO, II0JI, BO3pPacT, IOMATHO3),
X VMHOQOPMMPOBAHHOE COIJlacue
3.6.
Pes3yJbTaTH [IPOBEIEHHBX KJIMHUUECKUX MCIBITAHUY MeOULVHCKOI'O M3Ieus
C yKasaHMeM KOJIMUYeCTBa [NPOBEeIeHHBIX OOCJIeNOBaHMM, Olepalul,
npouenyp, aHaJM30B
3.7.
CBeIeHUs O B3aMMO3aMeHSIEeMHX MeOMUMHCKUX MU3OeJuax ([IpK HaJlMdum)
3.8.
HapaboTka MEeIMLUMHCKOTO MBIEJIMS B Yacax B TEeUeHMEe KIIMHUYUECKUX
VICHEITaHMM, KOJMYUECTBO M3MEPEHMM, LMKIIOB CTepuIM3auuyu (Opy HaJIMdUM)
3.9.
bYHKUMOHAJIbHEIE KaueCTBa MEeIULMVHCKOTO M3nenus, 50OeKTUMBHOCTHL
ero IpPUMEHeHMs, I[IoKa3aHMsa U [NPOTHBOIOKABaHUSA K €TI0 [IPUMEHEHUO
3.10.
BO3MOXHOCTM MEIMLMHCKOIT'O M3IeNMsa, KacaolMecsa TOYHOCTM MBMEePEeHUN,
IOIOCTOBEPHOCTHM, BOCHPOM3BOIMMOCTM, HAIEXHOCTU
3.11.
SKCIIJIyaTalMOHHEE KadeCcTBa MEeIUMLMHCKOTO M3OeJMs, BO3MOXHOCTU
yIOpaBJIeHMsa M yOOOCTBO OOpalleHMsa C HMM, TeXHUYeckas SCTeTUKA
MEOVUMHCKOT'O M3OeJsMns, ero obdopMileHMe, YyCTOMUMBOCTBL
K OesuHbeKUUM, CTepulImM3alumn
3.12.

nHbopMalsa o0 OOHaAPYXEHHEIX B MpollecCe KJIMHMYUECKMX MCIBITaHUM
HeIooCTaTKax KOHCTPYKLUMM M KadeCTBa MEeIMLUMHCKOI'O M3nenamsa (opu
HaJIMuuM) , OCOBEHHOCTM pab®OoOTEl C HMM B IIpOLEeccCe 3KCIJyaTaluu
4. KpaTkoe MBJIOXKEHME Pe3yJIbTATOB MCIETaHUM
5. BBIBOOBEL IO pe3yJbTaTaM MCHEITaHUM
6. OleHKa PEe3yJIbTaTOB KIMHUYUECKMX MCIBTAaHUNM

SAKJIIOUEHNE

HalMMeHOBaAHME MEeIMILIVMHCKOI'O M3OeJiVA

COOTBETCTBYET (HE COOTBETCTBVYET) TpeOOBaAHMAM HOPMATMBHOM HOOKYMEHTAalLWM,
TEXHUUECKON M (MJIM) BSKCIUIyaTalMOHHOM HNOKYMEHTALMM IIPOM3BOOUTENIS.

[IpuyioxeHmA :
a) BaKJ4YeHMe CcoBeTa IO DBTuke B cdepe oOpalleHMsa MEeOMLUMHCKUX MU3OeJUM
MuHMCTEpPCTBa 3IpaBooxpaHeHusa Poccumckoy demepaumm (B CJydae NIpPOBeNeHMS

MUCIBEITAHUM C ydYacTUeM uYeJioBeKa) ;
0) yTBepXIeHHas IpoI'paMMa KJIMHUUECKMUX MCIOETaHUM MEeIOULMHCKOI'O M3OEeJINS;

B) TIIPOTOKOJIE KJIMHMYUECKUX MCIBITAaHUM MM Pe3yJIbTATHE OLEeHKM UM aHaJlM3a IaHHBIX,
BKJIOUAA TI'paduky, CHUMKMU, BHIIMCKM M3 MuCTOpuM ©OO0Jies3HH, TaOyJIMPOBAHHEI,
CTaTUCTUUECKM OOpab®OTaHHEM MaTepual;

I') TOIPOOHBIE HaHHEE I[I0 MCIOJb30BAHMIO MEOMUMHCKUX M3OEJIUY B MEeOMUMHCKOM

IIpaxKTMKe, HOaHHBIE OTIAaJIEHHBEIX Pe3yJIbTaTOB HabJoneHnsa (HpM HaaIuuuu) ;



,JI) SKCIIJIyaTalurMOHHaA JOKYyMEeHTaluMAa Ha MeIVIIMHCKOe mnnesine (I/IHC'I‘pyKLU/[H I10
MEIVLIMHCKOMY TIPUMEHEHMIO) [OPY KIMHUUECKUX MCIHBEITAHUM OuBMoTepaneBTUUYECKUX
anmnapaToB, pPeareHTOB (HabopoB) OJi9 IOMATHOCTUKU (in vitro), MeIMUMHCKUX
usnenuy, NpeldHasHAUYEeHHHX IJIS NpOodMIIaKTUKM, IMATHOCTHUKM, JiedueHUd sabojieBaHUM
B IOMAUIHUX YCJIOBUSX.

[IPUIIOXEHMA SABJIAITCHA HEOTBEMJIEMOM YacTbhi0 AKTA.
[Nomnmcwm:

[lpencenaTesib KOMUCCUN

noJjixHocTe, @.M.O.

UJIeHEl KOMMUCCUU

OOJIXKHOCTBb, HauMMeHOBaHmue opraHmszaumy, &.1.0.

MpunoxeHne N 5

K MNopsgKky NpoBeAEHUS OLEHKM
COOTBETCTBMSA B HOPME TEXHNYECKMX
NCMNbITaHWIA, TOKCUKOMNOrMYECKNX
NCCregoBaHUM, KITMHNYECKMX
WCMNbITaHUN, MEAULIMHCKUX U30enmmn
B LleNsiX rocygapCTBEHHON
perncTpauum MeguLmMHCKUX n3nenum

O6paszel

HaVMeHOBaHME MeOMUMHCKOM oplaHu3auuu, anpec, TejedoH

YTBEPXIAI

(pyxoBOIMTEJNIb OpIT'aHM3aLuM,
®.M.0., HOommmchbL, IedaThb)

AKT
OLIEHKM PEes3yJbTAaTOB KJIMHUUECKUX MUCIEITAHUM MEIVLUMHCKOTO M3OEJINI
OJI9 OMarHOCTUMKM in vitro

N or " " 20 T.

HaVMMeHOBAHME MEeIMUIVMHCKOI'O M3OeJiVA

CocTarJjieHn

HaMeHOBaHMEe MeIOULVHCKOM opraHmsaunyu,

C YyKazaHreM MecTa IpoBedeHMA VCIIBEITaHUM

[lonHOMOUMA Ha NpOoBeneHMe pPaboT IO MCIBITAHMAM.
JMueH3s Ha MeIOMLMHCKYI »OesTrejibHocTs oT " " 20 . N
CPOKOM IEeMCTBUA

1. B nepmomg c " " 20 r. no " " 20 T.

HaVMeHOBaHMe OpraHm3aumny, HpOBOHHmeﬁ MCIIBEITaHMA
Orl1a IIpoBeleHa OlLI€EHKa pe3yJibTaTOB KIMHUYECKNUX VICIIBITaHUM

HauMMeHOBaHMue
MEeOMLUVHCKOI'O
u3nenams



MIPOVBBOLCTBA

HaVMEeHOBaHMe IPpOomM3BOOUTEJIA, CTPpaHa IIPpOM3BOIOCTBAa
B COOTBETCTBUU C

HauMMeHOBaHue ¥ oOO0O3HaueHMe TexXHUUEeCKOM
n SKCHﬂyaTauMOHHOﬁ JOKYyMEeHTaUunUM
2. g IIpoBeleHNMA KIIMMHUMYECKUX UCTIBITaHMY ObLIIM InpeqbpABJISHBL:

IIepedeHb IOOKYMEHTOB, IOaHHBIX, 06pa3u03 MEOVLIMHCKOTO M3OeNus (KOJIMYEeCTBO)
3.

HaVMeHOBaHIMe OpIl'aHV3allln
IIpoBeJI OLEHKY Ppe3yJibTaTOB KIIMHUYECKUX UCIIEITaHUM

HaVMEeHOBaHMe MEeIUMIIVHCKOI'O

Us3Ieamsa
B COOTBETCTBUM C YTBEPXIEHHOM NPOI'PaMMOM
3.1.
KpaTKad XapaKTepUucCcTrKa MeOMIVMHCKOI'O M3neJjird, Ha3HadeHNteE,
YCTAHOBJIEHHOE TIPOU3BOAUTEIIEM
3.2.
BUI MeIULMHCKOT'O MBIeJIMI B COOTBETCTBUM C HOMEHKJIATYPHOM
KJIaccubmkaurem MeOUUMHCKUX W3OeJIUN
3.3.
KJIACC MNOTEHUMAaJIbHOTO PUCKA MNPUMMEHEHUS MEeIMIIMHCKOTO MBI
B COOTBETCTBMM C HOMEHKJIATYPHOM KJaccudurkaumey MeIULVHCKUX W3IeJIUN
3.4.
OlleHKa I[PeACTaBJIEHHOM INOKyMeHTalUK
3.5.
XapaKTepUCTUKa MaTepuasa
3.6.
Pes3yJbTaTH [IPOBEIEHHBX KIMHUUECKUX MCIHOBITAHUY MeOULVHCKOI'O M3Iesnsd
C ykKasaHMeM KOJIMUeCTBa I[IPOBEIEHHHX JIa®OpaTOPHLEIX MCCIIeOOBaHUN
3.7.
CpaBHEeHME O (QYHKLUMOHAJIBHBIX XapPaKTEepMUCTMKAX MEIVMUMHCKUX W3IeJINM,
IPMMEHABIMXCA B PePEepPEeHTHOM MeTOonMKe (IpM HaJMdum)
3.8.
byHKUMOHAJIbHEIE KaueCTBa MEeIUUMHCKOI'O uanenusd, 300eKTMBHOCTL
€r'o0 IIPVMMEHEHNMA, IIOKa3aHMA U IIPOTUMBOIIOKA3aHMA K €I'0 IIPUMMEHEHUMIO
3.9.
BO3MOXHOCTM MEIUIMHCKOIO M3IeJMg, Kacaolyecsd TOUHOCTU M3MEPeHUM,
IOOCTOBEPHOCTHM, BOCIPOMUBBOIMMOCTM, HAOEXHOCTU
3.10.
SKCIIJIyaTalMOHHBEIE KadeCTBa MeIMIMHCKOI'O M3geJiMd, BO3MOXHOCTU
yIpaBJieHVss UM ymoOCTBO oOpalleHMss C HMM, TEeXHUUYECKAS SCTEeTHKa
MEeIULUVMHCKOT'O M3Ienud, ero odopmieHMe, CTabMIBHOCTL M3OENIUS
OpK BKCIUIyaTaluMy B YCJIOBMAX NpPaKTUUeCKOM JjlabopaTopumn
3.11.

vHOopMauMsa 06 OOHAPYXEHHBIX B MNpPOlLeccCe KIMHUUECKMUX MCIBITaHUM
HeOoCTaTkKax KOHCTPYKLUMM M KadeCcTBa MEOMLUMHCKOIO M3OeJMUS
(mpr HaaIUumu) , OCODEHHOCTHM pPabOTEl C HMM B IIpPOlLleCCe 3KCIIyaTaluuu
4. KpaTkoe MBJIOXEHME Pe3yJIbTaTOB MCIETAaHUM
5. BBIBOZIEHI IO pPe3yJibTaTaM MCIETaHUN
6. OLEeHKa Pe3yJIbTAaTOB KJIMHUUECKMUX MCIETaHUN

SAKJIIOUEHNE

HalMMeHOBaHMe MeIMIVMHCKOI'O M3OeJiAa

COOTBETCTBVYET (HE COOTBETCTBVYET) TpeOOBaHMAM HOPMAaTMBHOM, TEXHUUECKOM U
(1IM) SKCIJIYAaTALMOHHOM IOKYMEHTALIMU .

[IpuyioxeHmA :
a) YTBEpPXIOeHHas IIpoTrpaMMa KIMHUUYECKMX MCIBETAHUM MEOMUIMHCKOTO MI3OeNUs IOJid
OMATHOCTUKM 1in vitro;
0) T[IPOTOKOJIE KJIMHMUECKUX MCIBITAHUM MM Pe3yJIbTAaTHE OLEeHKM UM aHallM3a IaHHBIX,



BKJIOUAS TI'paduky, CHUMKMU, BEIIMCKM M3 MuCTOpuM ©OO0Jes3HH, TaOyJIMPOBAHHE,
CTaTUCTUUECKM OOpab®OTaHHEM MaTepual;

B) NOIPOOHHE IaHHEE IO MCIOJIE30BAHUI MEIUUMHCKUX M3IENWM OJi8S OMAaTHOCTUKM 1in
vitro B MEeOUMIMHCKOM MNPaKTUKe, IaHHHE OTIAJIeHHHX pPe3yJIbTaTOB HabJomeHUs (Ipu
HaJIudmm) ;

I‘) SKCIIJIyaTalllMOHHaA IOOKYMeHTallAg (MHC'I‘pyKLU/IH I10 MeIMUIVMHCKOMY HpMMeHeHMIO) Ha
MEeOMLIMHCKOE M3IejMe IJid OMAarHOCTMKM in vitro.
[IpUJIOXEHUS SABJIATCS HEOTHEMJIEMOM 4YacTbio AKTa.

lopnmucu:

[lpencenaTesyib KOMUCCUN

OOJIXHOCTE, ®.U.O.

YUJIeHBE KOMMUCCUU

OOJDKHOCTB, HauMMeHOBaHue opraHmzaumy, &.1M.0.
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