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3apernctpuposaHo B MuHtocte Poccumn 3 anpenst 2014 r. N 31813

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
ot 9 aHBaps 2014 r. N 2H

OB YTBEPXXOAEHUU NOPAOKA
NPOBEAEHMA OLEHKM COOTBETCTBUA MEOULIMHCKUX U3AENUA B ®OPME
TEXHUWYECKUX UCMbITAHUIA, TOKCUKONOMMYECKUX UCCNEQOBAHUA,
KIMUMHUYECKUX UCNbITAHUA B LENAX FTOCYAAPCTBEHHOM
PEFMCTPALUM MEOAULMHCKUX U3OENUNA

B cootBeTcTBUM cO cTaTben 38 PepepanbHoro 3akoHa oT 21 HosAbpst 2011 r. 323-®3 "O6 ocHoBax OxpaHbl
300poBbst rpaxaaH B Poccuiickon ®epepaunn” (CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaumm, 2011, N
48, cT. 6724; 2012, N 26, cT. 3442, cT. 3446; 2013, N 27, cT. 3459, cT1. 3477; N 30, cT. 4038; N 39, cT1. 4883; N 48,
cT. 6165) u nyHktom 5.2.187 TlonoxeHnss o MwuHucTepcTBe 3apaBooxpaHeHus Poccuiickon ®epepauun,
yTBEPXAEHHOro noctaHoBneHmem lNpasutensctea Poccuiickon ®eaepauum ot 19 noHa 2012 r. N 608 (Cobpanue
3akoHogarenbctBa Poccuiickon ®egepaunn, 2012, N 26, c1. 3526; 2013, N 16, c1. 1970; N 20, c1. 2477; N 22, cT.
2812; N 33, cT. 4386; N 45, cT1. 5822), npukasbiBato:

Y1Bepautb [lopsaaok npoBedeHUs OLEHKU COOTBETCTBUMS MEAUUMHCKUMX U3Aenuin B (popme TEeXHUYECKUX
WCNbITaHUIN, TOKCUKOMNOTMYECKUX UCCIEeLOBaHNNA, KNMHUYECKNX UCMbITAHUA B LENsX rocygapCTBEHHOW perncrpaumm
MEeLMLMHCKUX U3OENUIA COrMacHo NMPUOXEHUIo.

MwuHucTp
B.N.CKBOPLIOBA

MpunoxeHue

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®eaepaunn

oT 9 aHBapsa 2014 r. N 2H

NoPAQOK
NPOBEOEHUA OLIEHKU COOTBETCTBUA MEOULMHCKUX U3OENUA B ®OPME
TEXHUYECKUX UCMbITAHUIA, TOKCUKONIOMMUYECKUX UCCNEOOBAHUMN,
KIMMHUYECKUX UCTbITAHUM B LENSAAX FOCYAAPCTBEHHOM
PEMMCTPALIMM MEOULUMHCKUX U3OENUNA

|. O0LKMe nonoxeHus

1. Hactosawwmi MNopsgok yctaHaBnvBaeT TpebOOBaHUSA K NPOBEAEHMIO OLIEHKM COOTBETCTBUSA MEOULMHCKUX
n3genun, KoTtopas npoBoautCca B OpPMEe TEeXHUYECKUX WUCMNbITaHUA, TOKCUKOMOrMYECKUX WUCCNegoBaHum,
KNMUHUYECKUX UCTIbITAHUA MEOULNHCKNX U3OENUI B LENsAX rocyaapCTBEHHON perncrpaumm MeguuuHCKUX n3nernun
(Banee COOTBETCTBEHHO - OLIEHKA COOTBETCTBUS, TEXHUYECKME WUCMbITAaHUSA, TOKCUKONOrM4eckne uccrnenoBaHus,
KNUHUYECKNe NCnbiTaHus).

2. TexHunyeckue uCMNbITaHUS, TOKCUKONMOrMYecKUe MuccrefoBaHus, KIUHUYECKUE WUCNbITaHUS MeOULMHCKUX
W34ENUN  OCYLLECTBNSAOTCA B COOTBETCTBMM C Hactoswmm [lopsgkoMm npu  cobnogeHnn  TpeboBaHui
OencTBytollero 3akoHopaTensctBa Poccunckon  ®Pepepauum 06 obpalleHuM  MeguuMHCKUX — U3Oenun,
HOPMAaTUBHOWN, TEXHMYECKOW OOKYMEHTauuu MNpoM3BOAUTENS MEOULMHCKOTO WM3OENUsA, a TakkKe HaLMOHalbHbIX
(MexxgyHapoaHbIX) CTaHAapToB <1>, cogepxaluMx npaBuia u MeTogbl UCCNeaoBaHui (MCNbITaHNA) N N3MEPEHUN
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MeOULMHCKUX U3aenui.

<1> ®epepanbHbIn 3akoH oT 27 gekabpsa 2002 r. N 184-d3 "O TexHudeckom perynuposaHumn" (CobpaHue
3akoHogartenbcTBa Poccuinckon ®epepaunn, 2005, N 19, ct. 1752; 2007, N 19, cT. 2293; N 49, cT1. 6070; 2008, N
30, cT. 3616; 2009, N 29, cT. 3626; N 48, cT. 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, cT. 4322; N 50, cT. 6959; 2013, N 30, cT. 4071).

3. lNo pe3ynbTaTtaM OLEHKN COOTBETCTBUS OPOPMAIOTCS:

a) aKT OLEHKM pe3ynbTaTOB TEXHUYECKUX MCMbITAHUA MEeOULMHCKOrO M3Oenusi, KOTOpbIn oopMnsieTcs no
06pasuy cornacHo npunoxenuto N 1 kK HacToswemy MNopagky;

0) aKT OUEeHKM pe3ynbTaToB TEXHUYECKUX MCMNbITAHWA MEAMLMHCKOrO M3genus Ans OuarHocTuku in vitro,
KoTopbI ocbopMmisieTcst No obpasuy cornacHo npunoxeHuto N 2 k HacToswemy Mopsaaky;

B) 3akniodeHMe Mo pesynbTaTam TOKCUKOMOrMYECKUX WCCrefoBaHui MeOULUHCKOrO u3aenus, KoTopoe
odopmnseTcsa no obpasuy cornacHo npunoxeHuto N 3 kK HacTosiemy Nopagky;

r) aKT OLEHKU pe3ynbTaToB KMMHUYECKMX UCMbITAHUA MEOULUHCKOrO M3Lenus, KOTopbii odopMnsieTcs no
obpasuy cornacHo npunoxeruto N 4 k HacTosAwemy Nopsaaky;

) aKT OLEHKM pe3ynbTaToB KMMHMYECKUX WCMbITAHUA MEAWLMHCKOro M3genust ang OUMarHOCTUKM in vitro,
KOTOpbIN ocbopmnsieTcs no obpasuy cornacHo npunoxeHuto N 5 k HacTosAwemy Mopsaaky.

XpaHeHne pe3ynbTaToB WCMbITAHUA WM WUCCNEeOOoBaHWA OCYLLECTBISIETCA B MOpPSOKe, YCTAHOBIIEHHOM
3akoHogartenscTBoM Poccuiickon deagepaumm o6 apxmBHoM gerne <1>.

<1> depgepanbHbI 3akoH OT 22 okTabps 2004 r. N 125-03 "O6 apxusHoM gene B Poccuiickon deaepaummn”
(CobpaHnue 3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 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, cT. 4196; 2013, N 7, cT. 611).

4. MNpownsBoanTenb MeANLMHCKOro M3Aennst Unu yNnoNTHOMOYEHHbIV NpeacTaBuTeNb NPon3BoANTENs (ganee -
3asiBUTENb) CaMOCTOATENBHO OMpPedensieT WCMbITaTeNbHYI OpraHM3auuio, OCYLLECTBISIOWY MNpoBedeHue
TEXHUYECKUX WUCTbITAHWUIA U TOKCUKOMOTMMYECKUX UCCRNefoBaHUN, ¢ y4eToM obnacTu ee akkpeauTauumm, a Takke
MEeOMLMHCKYH OpraHn3auunio, NPOBOASLLYI0 KITMHUYECKUE UCMbITaHUS MEAULMHCKMUX N3OENUIA.

[I. OueHka coOTBETCTBUS MEAULIMHCKMX U3Aenuii B popme
TEXHUYECKUX UCTIbITAHWUI

OLueHKa COOTBETCTBUSA MEAULIMHCKUX U3aenunit

5. TexHu4eckne MCMbITaHUA MEAULMHCKUX U3AENUMA NpoBOASATCA B (popMe UCMbITaHMN U (MNK) OLEHKU U
aHanusa JaHHbIX (danee COOTBETCTBEHHO - WUCMbITaHUA, OLUEHKa M aHanu3 AaHHbIX) N9 NPOBEepKM KadvecTBa U
6e3onacHOCTV  MeAWLMHCKOro M3genuss npu  UCMonb30BaHWM €ro B COOTBETCTBMM C  Ha3Ha4yeHueM,
npegycMOTpeHHbIM JOKYMeHTaunen Npom3BoanTens.

6. TexHuyeckne wucnbiTaHMA B POPME OLEHKW U aHanu3a AaHHbIX MNPOBOAATCH TOMbKO B OTHOLUEHMM
MeOMUMHCKUX WM3Oenun, Ans MOHTaxa (BBoga B 3KCMiyaTauuio) KOTopbix TpebyeTcs nonyyeHve paspeLleHun
(nMueHsnin), cospaHue crieumanbHbIX  YCIOBWUWA, CTPOUTENBLCTBO OTAESbHBLIX KanuUTanbHbIX COOPYXEHUN U
AononHuTensHoro obyyeHus CneuuanucToB, a B HEKOTOpbIX Clyvasix - Bble3d Ha MeCcTO MpOW3BOACTBA
MeOMLIMHCKOro M3aenus).

7. B pamkax oueHk/ 1 aHanusa AaHHbIX MPOBOAATCS:

a) aHanu3 [aHHblX TEeXHUYeCcKoW nuTepatypbl U MHOpMauuW, OTHOCALWeNncs K ©Ge3onacHocTy,
3KCnnyaTauMOHHBIM U TEXHUYECKUM XapaKTepucTukam, a Takke K npeaycMoTpeHHOMY NPUMEHEHNIO MEAULIMHCKOro
nsgenus;

0) aHanu3 pe3ynbTaToB NPOBEAEHHbBIX UCMbITAHNA MEAMLUHCKOIO N34enus;

B) aHanm3 ycrioBui NpoM3BOACTBA MEAMLIMHCKOro u3genusi.

8. B cnyyae ecnu B pesynbTate OLEHKM U aHanusa AaHHbIX He NOATBEPXAEeHbl kavyecTBo M 6e3onacHoCTb
MEeOMULMHCKOrO M3Oenusi, NPOBOASTCA TEXHUYECKUE UCMbITaHUS MEAMLUHCKMX n3genui B hopme ncnbiTaHuin.

9. [ina npoBeAeHNs TEXHUYECKMUX UCTIbITAHWUIA 3asiBUTENb NPeacTaBrseT B UCMbITATENbHYIO OpraHn3aumio:

a) 3asBrieHne o NPOBEAEHUN TEXHUYECKNX NCTbITAHUN MEONLIMHCKOrO U3OenNns;

6) obpasubl (obpaseu) MEAMUMHCKOrO M3Oenus BMecTe C MNPUHAANEXHOCTAMM, HeobXxoaumbIMU Ans
NPUMEHEHUS MeANLIMHCKOrO U3Aenns No HasHayeHuo (Npy NPoBeAEHUN UCTIbITAHUR);
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B) KOMMM NPOTOKOSOB NpeABapUTENbHbLIX UCMbITAHUA MEOULMHCKOrO U3genus (Mpy Hanmuum);

r) KOMWWM pPe3ynbTaToOB TEXHWYECKUX WCMbITAHUA MEeOULMHCKOTO W3fdenuvsi, NpoBeAeHHbIX 3a npeaenamu
Poccuinckon ®egepauun (Npy Hanu4um);

[) CBeAeHUs1 0 HOPMATMBHOW JOKYMEHTALMM HA MEOULIMHCKOE M3OEeNNe;

€) TEXHUYECKYIO U SKCNIyaTaLMOHHYI0 JOKYMEHTALMIO NPOM3BOAMTENS HA MEONLMHCKOE U3Lenue;

X) cpoTorpacpmyeckne nsobpaxeHns obLiero BMaa MeguLMHCKOro U3genus BMeCcTe C NPUHaONeXHOCTSAMM,
Heo6X04MMbIMW ANst NPUMEHEHNST MEOULIMHCKOTO U3OeNnsi No HasHayYeHuo (pa3smepoM He meHee 18 x 24 cm);

3) HeobxoauMble Anst TEXHUYECKUX UCTIbITaHMIA paboune YepTexn, Tabnumubl U CXeMbl, ECITM OHU COAepXaTcs
B 3KCMyaTaLUWOHHOW AOKYMEHTAaLMM NPON3BOAUTENS;

W) cneumanbHoe oOOpygoBaHWe, pa3paboTaHHOEe MPOU3BOAUTENEM ANt  TEXHUYECKMX WCMbITaHUR
KOHKPETHOro MeANLMHCKOro U3genus n ykasaHHoe UM B TEXHUYECKON JOKYMEeHTauun (Npu Hann4um);

K) OOKYMEHTbl NPOU3BOAUTENS, COAepXalwue cBedeHust 06 OMacHOCTSIX, CBA3AHHbIX C MEOULMHCKAM
N3aenvem, 1 NPUHSITLIX Mepax No CHMKEHUIO OCTATOYHbLIX PUCKOB (NPY HANU4mm);

n) cBegeHust O KIMHUYECKOM MPUMEHEHUU MEAMLMHCKOrO M3Oenust npu OCyLLeCTBNEHUN MeOULMHCKON
AeaTenbHoCcTW 3a npeaenamun Poccuiickon ®eaepauny (Mpu Hanmumm).

B cnyyae ecnu opurmHanbl OOKYMEHTOB COCTaBfieHbl Ha WMHOCTPaAHHOM si3blke, OHM MPEeACTaBnslTCA C
3aBepeHHbIM NEPEBOAOM Ha PYCCKUI SA3bIK.

10. TexHnyeckne ucnbiTaHUa MEeQULNHCKUX U3OEeNUIA NPOBOOATCS MUCMbITAaTeNbHON OpraHuM3aumen B CpokK, He
npesbiwatowmnn 30 paboumx AOHeNW co OHSA NpenocTaBlneHus 3asBUTENEM B MWCMbITATENbHYK OpraHun3aumio
OOKYMeHTOB u obpasuoB (obpasua), a Takke cneumanbHoro obopyaoBaHus (MpM HanmM4umMun), MeLULUHCKOro
n3genusl, ykasaHHblX B NyHKTe 9 HacTosduwero [lopsaka. Cpok NpoBeAeHMst TEXHUYECKUX WCMbITaHUA Mo
COrnacoBaHUio C 3asiBUTENEM MOXET ObITb NPOANIEH PYKOBOAUTENEM UCMbITATENbHOW OpraHu3auum, Ho He Bonee
YeMm Ha gBaguaTb paboumx OHEN.

11. Mpn npoBeAEHNN TEXHNYECKMX UCMbITAHWUI OCYLLECTBASAIOTCS:

a) naeHtTndukaumnsa MeauLMHCKOro n3genus;

©) onpepgeneHne 1 cornacoBaHve C 3asBUTENEM BuAA MEOULMHCKOrO U3genusa 1 knacca noTeHumnansHoro
pycka NPUMeEHEHNst MeAULMHCKOro M3aennst B COOTBETCTBMM C HOMEHKNATYpPHOW Krnaccudukaumen meamumHCKuX
nsgenun, yreepxaeHHon MuHuctepctsom 3gpaBooxpaHeHus Poccuiickon ®epepauun <1>;

<1> Tlpukas MuHucTtepctBa 3gpaBooxpaHeHus Poccuiickon depepaumm oT 6 moHa 2012 r. N 4H "O6
YTBEPXKAEHUN HOMEHKNATYPHOW Knaccudukaumm MeauuMHCKNX u3genui" (3apermctpmpoBaH MUHMCTEPCTBOM
toctuuumn Poccuiickon ®epepauun 9 nonga 2012 r., pernctpaunoHHbin N 24852).

B) aHanu3 TEXHNYECKON JOKYMEHTauun NnpousBoauTensa Ha MeauumnHcKoe usgenve;

r) cocTaBrneHue NporpaMmbl TEXHUYECKUX UCMbITaHWUI (Npy NPoBEAEHUU UCTbITaHWI);

4) ncnbiTaHne obpasuos (ob6pasua) MeauLNHCKOro n3genus (Mpy NPoBeAeHUM UCTIbITAHWIA);

€) oueHka W aHanu3 OaHHbIX, OTHOCALMUXCA K MEeAMLMHCKOMY u3fenvio, AN npoBEepku ero Kadyecrtsa u
©e3onacHocTy;

X) AopaboTka TEXHUYECKON M IKCMyaTaLuMOHHOW JOKYMEeHTaunM Npou3BoguTens Ha MeavumHCcKoe usgenve
no pesynbTataM TEXHUYECKNX UCMbITaHU (MpyM HEOBXOAMMOCTI), B YacTu OnNpeaeneHus:

NOMHOTBI M JocTaTtodHOCTU TpeboBaHui, obecneymBaroMX KayecTBO U HGe3onacHOCTb MeAWLMHCKOro
nsgenus;

CcoOTBETCTBMSA TpeboBaHWA, N3MNOXKEHHbLIX B TEXHUYECKON AOKYMEHTaLMU NPOM3BOAUTENS HA MeOULMHCKoe
nsgenve, TpeboBaHUSAM NPUMEHMMbIX HALMOHAIbHbIX (MEXOYHAPOAHbIX) CTAaHAAPTOB;

3) odopMmrieHMe u Bblgava (BpyyYeHWe wunu HanpasfeHue 3aka3HbIM MNOYTOBbLIM OTMNpaBfeHMeM C
yBeOMMNEHNEM O BpYYEHUU) 3asBUTENI0 akTa OLEHKU pe3ynbTaToB TEeXHUYECKUX WCMNbITaHUN MeOMLMHCKOro
nsgenus.

12. MNMporpaMmma TeXHMYECKNX UCTbITAHNA COCTaBMNSETCS COBMECTHO C 3asButenem. Nporpammy n MeToamky
TEXHUYECKUX WCMbITAHUA YTBEPXAaeT PyKOBOAMTENb MCMbITAaTeNbHOW OpraHusauun, NpoBOAsLEen TeXHUYeckue
UCnbITaHus.

13. B xoge npoBeAeHUsa TEXHUYECKUX UCTIbITAaHUW ONpeaenaTCs:

a) COOTBETCTBME MEAMUMHCKOrO usgenus TpeboBaHWsIM NMPMMEHUMbIX HaUUOHANbHbIX (MeXOyHapOAHbIX)
cTaHOgapToB, a Takke HOPMATUMBHOM [AOKYMEHTaLUWMW, TEXHWYECKOW U 3KCnnyaTauuoHHOW OOKyMeHTauum
npovsBoauTens;

©) cooTBeTCTBME NPEACTABIEHHON 3asiBUTENEM LOKYMEHTaUUN TpeboBaHUSM MPUMEHUMbIX HALMOHANbHbIX
(MexayHapoHbIX) CTaHO4APTOB U HOPMATUBHOW JOKYMEHTaUUn Ha MeauLMHCKoe nsaenue;
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B) MOMHOT@ W OOBEKTUBHOCTb YCTAHOBIMEHHbIX B TEXHUYECKOW [OKYMEHTauuu npou3BOAMTENS
XapaKTepuCTrK, MOANEXALLUMX KOHTPOIIO MPU TEXHUYECKUX UCTBbITAHNUSX, a Takke METOAbI UCMbITaHUN;

r) BO3MOXHOCTb MCMOMb30BaHUS 3KCMNyaTauuoHHOW AOKYMEHTaLuMu nNpou3BOAUTENS MNpU NPUMEHEHUN
MeOMLMHCKOrO M3aennsi No HasHayYeHuo;

[) KayeCcTBO MeaNLMHCKOro usgenus n 6e3onacHoCcTb €ro NpUMEHeHUs.

14. PesynbTaTbl TEXHUWYECKMX WCMBITAHUW CUYMTAKOTCA OTpuuaTenbHbIMU B Criegyrowmx cnyyasx (npu
Hanuuum ogHoro u 6onee):

a) npeacTaeneHHble o6pasubl (obpaseu) MeauMUMHCKOro W3genus BMecTe C  NPUHAANEXHOCTAMM,
HeobXxoAMMbIMU AN NPUMEHEHUs MEeOULMHCKOrO W3Aenns Mo HasHa4YeHuo, He COOTBETCTBYHOT TpeboBaHMAM
HOPMaTUBHOW AOKYMEHTaLMW, TEXHNYECKOW 1 3KCNNyaTaunmoHHON AOKYMEHTaLUMN NPOM3BOANTENS;

6) cBegeHUss 0O MEAUUMHCKOM M3Oenuu, yKasaHHble B NpeacTaBfeHHON TEXHUYECKOW M 3KChnyaTaluoHHOM
AOKyMeHTaLmMn Npon3BoanTens, He NOATBEPXAaloT KayecTBO M 6e30nacHOCTb MeAULIMHCKOro U3genus;

B) cneuuanbHoe obopynoBaHue, paspaboTaHHoe npousBoauTeneM Ans  TeXHUYECKUX UCMblITaHWUM
KOHKPETHOro MeauLMHCKOro U3fenus 1 ykasaHHoe UM B MpPOeKTax TEXHUYECKOW OOKyMeHTauuu, He obecnedmBaet
BO3MOXHOCTb MPOBEAEHNSI HEOOXOANMBIX TEXHUYECKUX UCMbITaHUNA.

15. Pe3ynbTaTbl TEXHUYECKMX UCMNbITAHWUA, 3a UCKMOYEHMEM CrydaeB, yKa3aHHbIX B nNyHkTe 14 HacToswero
Mopsaka, cHMTaloTCs NOMOXUTENBHBIMY U NMOATBEPXKAAIOT Ka4ecTBO M 6e30nacHOCTb MPUMEHEHNS MEONLMHCKOrO
nsgenus.

OueHka cooTBETCTBUS MEAULIMHCKNX U3aennit
AN AWarHoCTUKM in vitro

16. TexHn4yeckne UCMbITaHUA MEOULMHCKUX U3genui ons avarHocTuky in vitro (npubopkl, obopygoBaHue,
Habopbl peareHToB, peareHThbl, peakTUBbI, TECT-CUCTEMbI, KOHTPOJbHbIE MaTepuarnsbl, kKanubpaTtopbl, NUTaTENbHbIE
cpeabl) NPOBOAATCS B LIENsiX NMPOBEPKU kayecTBa M 6e30macHOCTU MeAUUMHCKOro usgenusa Ana AMarHoCTMKM in
vitro npy wucnonb3oBaHWM €ro B COOTBETCTBMM C Ha3HA4YeHMEM, MPeayCMOTPEHHbIM [OOKYMeHTaumen
npovsBoauTens.

TexHu4eckme UcnblTaHUss MegULMHCKUX U3Aenui Ans AMarHOCTUKM in Vitro B BUAE 3aKpbITbIX aHaNMTUYeCKnX
CUCTEM, NPOBOANMbIE B OTHOLLEHUN MEAULIMHCKOro N3aennst BMecTe ¢ NpUHaaneXXHocTamMu, Habopamm peareHToB
N kanmbpaTopoB, HEO6X0AMMBIMU NS NPUMEHEHUS MELMULMHCKOrO U3aennsi No HasHavyeHuo, MoryT NpoBOANUTLCA
B pamMKax OAHOr0 TEXHUYECKOro UCMbITaHWSI.

17. TexHnyeckue ncnbiTaHUst MEOULIMHCKUX U3OENUN AN ONarHoCTUKK in vitro ocHOBbIBaOTCA Ha:

a) aHanu3e [aHHbIX Hay4yHO-TEXHWYECKOW NUTepaTtypbl, OTHOcsLlencss kK 6e3onacHocTy, adEKTUBHOCTH,
OYHKUMOHANBbHOCTM, a Takke K MpedyCMOTPEHHOMY HOPMaTMBHOM [JOKYMEHTauuen, TexXHUYECKon W
aKcnnyaTaumoHHOW AOKYMeHTauuen npoussBoanTens NpUMEHEHUIO MeAMLMHCKOro nsgenus Ans AMarHOCTUKK in
vitro;

©0) aHanu3e pe3ynbTaToB NPOBEAEHHbIX UCMbITAHUA MEOAULIMHCKOrO M3Oenus Ans OUarHOCTUKKM in vitro.

18. [Ina npoBeAeHnNst TEXHUYECKUX UCTMbITaHUA MEAULMHCKUX U3AENUA ANs OUarHoCTUKKM in vitro 3asButens
NPeACTaBnsieT B UCMbITATENbHYIO OpraHM3auuio;

a) 3asiBNeHne o NPoBEAEHNN TEXHUYECKUX UCTIbITAHUIA MEAULMHCKOro U3genusa Ans QuarHoCTUKK in vitro;

0) obpasubl (0b6pasen) MeaMUMHCKOro mM3genus Ans OUarHOCTUKM in vitro BMecTe NpUHaaNeXHOCTAMU
(npubopbl, 06opynoBaHne, Habopbl peareHTOB, peareHTbl, peakTUBbI, TECT-CUCTEMbI, KOHTPOSbHbIE MaTepuarbl,
KanubpaTtopbl, NUTaTenbHblE cpeabl), He0bXoAUMbBIMU ANst NPUMEHEHUS] MEAMLIMHCKOTO U34eNusa Nno Ha3Ha4YeHuto
(B KONM4YecTBE, AOCTATOMHOM AN NPOBEAEHNS TEXHUYECKUX UCMbITaHUA MeQULUHCKOrO n3genusa ans AMarHoCTUKK
in vitro cornacHo TpeboBaHUsIM HOPMATMBHOW JOKYMEHTALMW U COMNacoBaHHOW NpOrpamMmbl UCNbITAHWUIA);

B) KOMWM NPOTOKOMOB NpeaBapuTeNbHbIX UCMbITAHNN MeULMHCKOro nsgenns (Npu Hannium);

r) Konuu pesynbTaToB TEXHUYECKUX WCMbITaHUN MeaWLUMHCKOro wu3genusa Ans AvarHoctuku in  vitro,
npoBeAeHHbIX 3a npegenamu Poccuiickon ®egepaunn (Mpu Hanmumm);

4) CBe4eHUs 0 HOPMATMBHOW JOKYMEHTaUMN Ha MeEOULIMHCKOE U3fenve Anst ANarHoCTUKK in Vitro;

€) TEXHUYECKYID WM 3JKCMNyaTauUOHHYI0 [OOKYMEHTAUMKO NPOU3BOAMTENS HA MEeOMUMHCKOe usgenve ans
AMarHocTuku in vitro;

X) dpoTorpaduyeckne n3obpaxeHns obLiero Buaa MeamuMHCKOro u3genuns ans AnarHocTuky in vitro BmecTe
C NPVHAZNEXHOCTAMU, HEOOXOAUMBIMWU ANst NPUMEHEHNST MEOULMHCKOTO M3OENUS NO HAa3HaYeHWIo (pa3mMepoM He
MeHee 18 x 24 cm);

3) HeoOxoaMMble ANst MPOBELAEHUS] TEXHUYECKUX UCMbITAHMIA ANst QUArHOCTUKKM in vitro Tabnuubl u cxemsl,
KOMMbIOTEPHbIE MPOrpamMMbl, €Clv OHU WMKN CCbINKA Ha HUX coepXaTcs B SKCNryaTauMOHHOW [OKyMeHTauuu
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npov3BoaNTENS;

n) cneumnanbHoe obopyanoBaHWe Ansi NPOBepkM unu ans obecneyeHnss PyHKUMOHMPOBAHUS MELMULMHCKOIO
n3genusa n ykasaHHoe B TEXHWYECKOM AOKYMEHTaL MW Npon3BoamTens (Mpu Hanuyinm n HeobxoaAnMocTn);

K) COBOKYNHOCTb JOKYMEHTOB, CO3aHHbIX NPON3BOAMTENEM B NPOLIECCe aHanu3a pucka npumeHeHus (damnn
MEeHeKMeHTa pucka) (Npu Hanm4um).

B cnyyae ecnu opurmMHanbl JOKYMEHTOB COCTaBfEeHbl Ha MHOCTPaAHHOM $A3blke, OHW MPEeACTaBnsOTCA C
3aBepeHHbIM NEPEBOAOM Ha PYCCKUN A3bIK.

19. TexHun4yeckne WuCNbITAHUA MEAULUMHCKMX WU3genuini gnst AWarHOCTMKKM in  Vitro  ocyLLecTBnsTCA
UCNbITaTeNbHOW OpraHM3auunen B CpoK, He npesbiwatowmii 30 pabounx AHEn co OHA NPeaoCTaBreHns 3asaBuTenem
B UCMbITaTENbHYI0 OpraHn3aLmio JOKYMEHTOB M 00pas3LoB (06pasLua) MeanUMHCKOro M3aenusl, ykasaHHbIX B MyHKTe
18 HacToswero MNMopsigka. Cpok NpoBegeHNs TEXHUYECKUX UCTIbITAHUA MEeQULMHCKUX U3OENNA AN OUarHOCTUKM in
vitro no cornacoBaHuio ¢ 3asiBUTENIEM MOXET ObITb NPOASIEH PYKOBOAUTENEM UCMbITATENBHOM OpraHn3aumnn, HO He
bonee 4Yem Ha ABaauaTb paboumx gHEN.

TexHn4yeckne ucnbiTaHust MeOULMHCKUX WU3Oenui Ans OuarHoCTUMKM in vitro ocoBo onacHbiX MHMEKUMn

OCYLLECTBMAITCHA UCMbITATENBHON OpraHusaumen, nveroLen npaso Ha paboTty ¢ mukpoopraHuamamu | - 1l rpynn
NaToreHHOCTW.

20. lpu npoBegeHWM TEXHUYECKUX WUCMbITAHUA MEAUUMHCKMX W3AenMn Ans  AMarHOCTMKM in  vitro
OCYLLLECTBMAOTCA:

a) MgeHTndUKaunsa MeauLMHCKOro N3aenus;

©) onpegenexHve u cornacoBaHve C 3asBUTENEM Buaa MEOULMHCKOrO U3AENus M Kracca noTeHuuanbHoro
pycka NPUMEHEHNsi MeANLIMHCKOro M3gennsi B COOTBETCTBUM C HOMEHKIATYPHOW Knaccudmkaumen MeguuuHCKMX
n3nenuin, yTeepxxgeHHon MmHncTepcTBom 3apaBooxpaHeHus Poccuiickon ®egepaumm <1>;

<1> TlMpukas MwuHucTepcTBa 3apaBooxpaHeHusi Poccunckon Pepepaunm ot 6 unoHs 2012 r. N 4H "O6
YTBEPXAEHUN HOMEHKINATYPHON Knaccudukauum meguumHCKuX usgenun” (3apermctpupoBaH MuHucTepcTBom
tocTnumm Poccuickon ®egepauun 9 nonda 2012 r., pernctpaunoHHbii N 24852).

B) aHanNu3 TEXHNYECKON JOKYMEHTaUUn NpomM3BoauTENSA Ha MeaULMHCKOE U3Lenue;

r) cocTaBrneHne NporpaMmmbl M METOANKMA TEXHUYECKNX UCTIbITAHWI;

4) NpoBefeHne TEXHUYECKNX UCMbITaHUA NpeAcTaBreHHbIX 3asButenem obpasyos (obpasua) MeguumnHCKoro
n3genus Ons OAMarHocTUKWM in vitro BMecTe C NpuUHaONeXxXHoOCTsMKM, Habopamu peareHTOB M KanvbpaTopos,
HeoOXxoOUMbIMM ANl MPUMEHEHMSI  MEOUUMHCKOTO  M3Oenusi MO0  HasHa4vyeHuto, [AOns  MNoATBepXXAeHus
byHKLMOHAmNbHBIX XapaKTepPUCTUK (aHanNMTUYECKON YyBCTBUTENBHOCTU, CNeuMdUYHOCTU, BOCMPOU3BOOUMOCTH,
NVHENHOCTM W WHbIE XapaKTEPUCTUKM), YKa3aHHbIX B TEXHWYECKOMW W 3IKCMyaTauMOHHOW [AOKYMEHTauuu
npon3BoanTENS;

€) OueHKa M aHanu3 AaHHbIX, OTHOCALLMXCA K MEeOULUHCKOMY WU3Oenuio, ANd NPOBEpPKU ero Kadvectsa M
©e3onacHocTy;

X) AopaboTka NPOEKTOB TEXHUYECKOW U 3KCNNyaTaLuUOHHOW AOKYMEHTaLUMM NPOn3BOANTENS HA MEANLIMHCKOEe
nsgenve no pesynbtataMm UCMbITaHUA (NP HEOBXOAMMOCTHN);

3) odopmrieHMe U Bbligava (BpydeHWe wNM  HanpaefeHWe 3aka3HbIM MOYTOBbIM OTMNPaBfEHMEM C
yBEAOMMNEHNEM O BpYYEHMM) 3asIBUTENIO aKTa OLIEHKU pe3yNbTaTOB TEXHUYECKUX WCMbITAHUN MEeOMLMHCKOro
n3genus ans AnarHocTUKM in vitro.

21. MNporpamma TEXHUYECKUX WUCMNbITAHUN MEOULMHCKUX U3Oenuin Ona OuMarHocTuky in vitro coctaBnseTcs
COBMECTHO C 3asaBuTeneM. [lporpammy MCNbITaHWA YTBEPXAAET PYKOBOAWUTENb MCMbITAaTENbHOW OpraHvM3auuu,
NpPoBOASILLEN TEXHUYECKNE UCTbITAHNSA MEOULMHCKNX U3OENUI ONs AMarHOCTUKM in vitro.

22. B xoge npoBeaeHnsa ncnbITaHnin onpeaensatTcs:

a) COOTBETCTBME MEOULMHCKOro n3genus TpeboBaHWsiM NPUMEHSEMbIX HaLMOHANbHbIX (MEXAyHapOAHbIX)
CTaHO4apToB, HOPMATMBHOW OOKYMEHTALUMN, TEXHUYECKOW U 3KCMyaTaLuUOHHOW AOKYMEHTAL MM NPON3BOAUTENS;

0) cooTBeTCTBME NPEACTABIEHHOW 3asBUTENEM OOKYMEHTauun TpeboBaHNAM NPUMEHUMbIX HALMOHAbHbIX
(MexgyHapoaOHbIX) CTaHAAPTOB U HOPMATMBHOWM JOKYMEHTaUUN Ha MEOULIMHCKOE U3LENNeE;

B) NOMHOTa N OOBEKTUBHOCTb YCTAHOBIEHHbLIX (DYHKLMOHANBHbLIX XapakTePUCTUK, MOANEXalinX KOHTPOJSIO
NPV TEXHUYECKUX UCTIbITAHMAX, @ TaKkKe MeToabl UCMbITaHUI;

r) BO3MOXHOCTb MCMNOMNb30BaHUSI 3KCMyaTaluMOHHOMW [OOKYMEHTauMM Mpou3BOAUTENS NPWU NPUMEHEHUU
MEAMNLMHCKOro U3AEeNUs No HasHaYeHuo;

[) Ka4eCcTBO MeONLMHCKOro usgenus n 6e3onacHoCTb €ro NpUMEHEHUS.

23. Pe3ynbTaTbl TEXHUYECKUX WUCNbITAHUN MEOMLMHCKMX M3Oenun And OuarHoCTUKM in vitro cuuTaroTca
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oTpuuaTenbHLIMK B CrEAYOLLMX CIiyYasx:

a) npeactaBneHHble obpasubl (obpaseu) MeauUMHCKOro usgenus Ans AuarHocTuku in vitro BmecTe ¢
npuHagnexHoctaMmn (npubopsbl, obopyanoBaHve, Habopbl peareHToB, peareHTbl, PeakTUBbl, TECT-CUCTEMbI,
KOHTPOIbHbIE MaTepuanel, kKanubpaTtopbl, NUTaTenbHblE cpebl), HEOB6X0AUMbIMU ANA NPUMEHEHNS MeLULMHCKOro
n3genusa no HasHa4yeHuto, He COOTBETCTBYIOT TpeboBaHWAM HOPMATUBHOM AOKYMEHTaLMKW, TeXHUYEeCKOW u
aKcnnyaTaumoHHOM JOKYMEHTauMmn NponsBoanTens;

©) cneuwanbHoe o6opyaoBaHue, paspaboTaHHOe npousBoaUTENEM ANA TEXHUYECKUX UCMbITaHWUn
KOHKPETHOro MEAMLMHCKOrO M3genust Ans AuarHoCTMKM in vitro u ykasaHHOe MM B MpoeKkTax TeXHUYeCKOMn
OOKyMeHTaumn, He obecneunBaeT BO3MOXHOCTb NPOBEAEHMSI HEOOXOOUMbIX TEXHUYECKNX UCTIbITAHUN.

24. Pe3ynbTaTbl TEXHNYECKNX UCMbITAHUA MEAULNHCKNX U3AENUN ANg AUarHOCTUKM in vitro, 3a UCKNOYEeHneM
cny4vaeB, ykasaHHbIX B MyHKTe 23 HacTosiwero MNMopsaka, cuntaoTcs NOMNOXUTENBbHBIMU U NOATBEPXKAAIOT Ka4ecTBO
n 6e30MacHOCTb NPUMEHEHNST MEAMLIMHCKOIO U3aenusa Ans AMarHoCTUKKM in vitro.

[ll. OueHka cooTBETCTBMSA B (POPME TOKCUKONOrMYECKUX
nccneaoBaHUn MegULMHCKOro n3genus

25. Tokcukonormyeckue WCCneaoBaHUs MEOMUMHCKOrO u3genus MnpOBOAATCA B OTHOLIEHUW U3Oenus,
KOHTaKTUpYIOLWEro C OpraHnMsMOM YerioBeka Mpu UCMOMb30BaHWM €ro B COOTBETCTBUM C Ha3Ha4YeHuEM,
npeaycMOTPEHHbIM JOKYMEHTaUMen NponM3BoanTens:

a) MegumuuHckoe wusgenue u (MnM) NPUHAONEXHOCTM K MEeAULMHCKOMY W3Oenuio, KOHTaKTupylwme c
MOBEPXHOCTbIO Tera YeroBeka;

6) MmeguumMHCKOE n3genve, BpeMeHHO BBOAMMOE B OPraHn3M YerioBeka U3BHE;

B) MeAMUMHCKOe n3genve, UMnNnaHTupyemoe B OpraHn3M YenoBseka.

26. TokcuKomnornyeckne uccnefoBaHnsa MeAMUMHCKOro M3genusa npoBOAATCA ANS OLEHKM GMonornyeckoro
OeCTBUS MeOULMHCKOTO M3Oenus Ha OpraHuM3m YeroBeka M BKkOYalOT B cebs npoBepky cnegyoLmx
nokasarenem:

a) PU3NKO-XMMUYECKMX;

©) caHUTapHO-XMMUYECKHNX;

B) Buonormyeckunx B ycnosusXx in vitro u in vivo.

27. Ona npoBefeHWss TOKCUKOMOrMYECKUX WCCMefOBaHUN 3asiBUTENb NpPeacTaBnseT B WCMbITATENbHYHO
opraHv3aumio:

a) 3asBneHne o0 NPoBeAeHNM TOKCUKONOrMYECKUX NCCeAoBaHUN;

6) obpasubl (obpaseu) MeAMUMHCKOro u3genus WNu MNpUHAAnNeXHOCTM K MeOMUMHCKOMY W3Oenuio,
KOHTaKTUpyloLiMe C MOBEPXHOCTbIO Tena YenoBeka, UnM martepuanbl, U3 KOTOpbIX Npou3BedeHbl (M3roTOBMEHbI)
MeAMUMHCKOe n3genue n (Unu) NpUHaaneXxHocTM K MeAULUHCKOMY U3OENWIo, KOHTaKTUpYyloLmMe C NOBEpPXHOCTbIO
Tena 4yenoBseka;

B) CBeAEHUS O HOPMATUBHOW AOKYMEHTaUMM Ha MeanNLMHCKOe n3genue;

r) TEXHWYECKYlD W 3KCNIyaTauMOHHYI0 [OOKYMEHTauul npou3BOAMTENS C MepeyHeM HauuoHamnbHbIX
(mexagyHapogHblx) cTaHgapToB, TpeboBaHMAM KOTOPbIX COOTBETCTBYET MeAMUUHCKoe wu3genve (npn  unx
NPMMEHEeHUN NpoussoauTenem);

A) CBedeHUs O HOPMaTUBHOW AOKYMEHTauuMum Ha martepuanbl, U3 KOTOpbIX Npou3BedeHbl (M3roToBriEHbI)
MeaMUUHCKNE u3genus n (Mnn) NPpMHaAnexXHoCT! K MeauUMHCKOMY M34enuio, yka3aHHble B NyHKTe 25 HacTosLlero
Mopsgka;

e) Homep chapmakonerHon ctaTbW, a MpUM ee OTCYTCTBMM HOMEpP HOPMAaTWBHOW AOKYMEHTauuu Wnm
HOPMaTUMBHOrO [JOKyMeHTa Ha apmaueBTUYecKylo CyOCTaHUMIO WM Ha  fekapCTBeHHbI npenapar,
BKIIOYEHHYIO(bI) B FOCYAApPCTBEHHBbIN peecTp feKapCTBEHHbIX CpPeAcTB (B cliyyae NPUMMEHeHUss B cocTaBe
MeAMLMHCKOro U3fenns nekapcTBeHHoro cpeacrea) <1>;

<1> ®epepanbHbii 3akoH oT 12 anpend 2010 r. N 61-®3 "O6 obpalleHun nekapcTBeHHbIX cpeacTts”
(CobpaHue 3akoHogatenscTBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815; N 31, c1. 4161; N 42, cT. 5293; N
49, ct. 6409; 2011, N 50, cT1. 7351; 2012, N 26, cT. 3442, c1. 3446; N 53, cT. 7587; 2013, N 27, cT. 3477).

)K) LOOKYMEHTbI, XapaKkrtepusywuiue CcoCtaB MaTtepuanoB, M3 KOTOPbIX NpousBeneHbl (VI3FOTOBJ'IeHbI)
MeanunHCcKoe mnsgenne um (VIJ'II/I) NPUHaANEeXHoCTn K MeQUUMNHCKOMY U3OENTNI0, KOHTaKTupyLwine ¢ nNnoBepxHOCTbHO
Telna 4yenoBeka,

3) KOMnn pe3ynbTaTtoB TOKCUKOJITIOMMYECKUX ncnbITaHWn (MCHbITaHMVI Ha 6I/IOCOBMeCTVIMOCTb) MeaNLIMHCKNX
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n3genuin, NnpoeBeaeHHble 3a npegenamu Poccuiickon Pegepaumm (Mpy Hanmumm).

B cnyyae ecnu opurmMHanbl JOKYMEHTOB COCTaBfEHbl Ha MHOCTPAHHOM $A3blke, OHW MPEACTaBAsTCA C
3aBepeHHbIM NEPEBOAOM Ha PYCCKUN A3bIK.

28. Tokcukonornyeckme wuccneaoBaHUs MeOULUHCKMX  U3OeNuin  OCYLLEeCTBRSATCA  UCMbITaTENbHON
opraHusaumen B Cpok, He npesblwawwmin 30 pabounx OHen co [OHA NpedocTaBneHus 3asiBUTenemM B
UCNbITaTENbHYIO OpraHM3aumio AOKYMEHTOB 1M 06pa3uoB (06pasua) MeaULUHCKOrO N3Aenus, yKkasaHHbIX B MyHKTe
27 Hactoswero [Mopagka. Cpok npoBeAeHWUs TOKCUKONOMMYECKMX WCCNeAOBaHUM MeAUMUMHCKUX Uu3genum no
COrNacoBaHuIO C 3asiBUTENEM MOXET ObITb MPOASIEH PYKOBOAUTENEM UCMbITAaTENbHOW OpraHn3auumn, Ho He Gonee
YyeM Ha gBaguaTtb paboynx gHew.

29. MNpwu npoBeAeHNN TOKCUKONOIMYECKNX UCCNEeLOBaHNM OCYLLIECTBNSAITCSA:

a) ugeHTnduKauusa MeavumMHCKoro nsgenus (Mmatepuana);

0) knaccudmkaumst MegUUUHCKOro nagenus <1>;

<1> Tlpukas MwuHuctepcTBa 3gpaBooxpaHeHus Poccuickon ®epepaumm ot 6 moHa 2012 r. N 4n "O6
YTBEPXAEHUN HOMEHKNATYPHOW Knaccudukaumm meauumMHckux usgenuin" (3apeructpmpoBaH MuHUCTEPCTBOM
tocTnumm Poccuickon ®egepauun 9 nonda 2012 r., pernctpaunoHHbii N 24852).

B) onpefeneHne annTenbHOCTM KOHTaKTa MeAMLMHCKOro U3genus ¢ opraHM3MOM YErnoBeKa;

r) aHanu3 NpeacTaBneHHOW AOKYMEHTaLMn Ha MeAMLUHCKOE U3aenue;

[) cocTaBreHne NporpamMmmMbl TOKCUKONOTMYECKUX UCCNESOBaHNI;

€) NpoBefeHVe UCCNef0BaHUN MEONLIMHCKOrO U3aenus;

X) odopmneHne u Bblgava (BpydeHME wWNW HamnpaBfieHWe 3akas3HbiM MOYTOBbIM OTNPaBIIEHNEM C
yBEOOMIIEHVEM O BpYYEHWUM) 3aSBUTENIO 3aKIOYEHUS MO pes3ynbTaTamM TOKCUMKOMOrMYECKUX WCCrefoBaHUn
MEeOULMHCKOTO 13genus.

30. Tllporpamma TOKCUKOMOrMYECKNX WCCNEAOBaHUA COCTaBMSIETCS UCNbITAaTENbHOW  OpraHusaumen
COBMECTHO C 3asBuUTENEeM U YTBEPXAAeTCs pPYyKOBOAMTENEM WCMbITaTeNbHON oOpraHv3auuu, nNpoBOAsLLEN
TOKCUKONOrnyeckne nccneaoBaHus.

31. MeguunHckme nsgenms ogHOKpPaTHOro (04HOPAa30BOro) NPUMEHEHWS, BbllycKkaeMble B CTEPUNBHOM BUAE,
noaBeprarT UCCNeAOBaHUAM Ha CTEPUITbHOCTb NPWU MOMOXUTENbHOM pesyrnbTaTe aHanu3a MeTodoB U YCIOBUK
cTepunusauuu, a Takke MeTO40B UX Banugauumn n KOHTPONsS NpoM3BoaUTENEM.

32. MeguunHCKMe M3genusl, KOHTaKTUPYHOLWME C KPOBbH M €e KOMMOHEHTaMK, a Takke BellecTBamu Ons
BHYTPUCOCYOUCTOrO  BBEAEHUSA, MOANEXAT TOKCMKOMNOrMYECKUM  MCCNEAOBaHMAM Ha  MUPOrEHHOCTb U
reMoCOBMECTUMOCTb.

33. B xooe TOKCUKONOrMYeCcKnX nccregoBaHun onpeaenstoT:

a) COOTBETCTBME MEOMLMHCKOrO u3genus TpeboBaHWSIM MPUMEHUMbIX HaUMOHANbHbLIX (MeXOyHapOAHbIX)
CTaHO4apToB, HOPMATMBHOW AOKYMEHTALUMN, TEXHUYECKOW U 3KCMyaTaLuUoOHHOW AOKYMEHTAL MM NPON3BOAUTENS;

0) cooTBeTCTBME NpEeaCTaBEHHOW 3asBUTENEM OOKYMeHTauun TpeboBaHUAM NPUMEHUMbIX HALWMOHAMNbHbIX
(MexgyHapoaHbIX) CTaHO4APTOB U HOPMATUBHON JOKYMEHTAUUN Ha MeOULMHCKOE n3aenue;

B) MOMHOTY U OOBEKTUMBHOCTb YCTAHOBIIEHHbIX TEXHWYECKOW U 3KCMyaTauMOHHOW [OKYMEeHTauuen
NPOV3BOAUTENSA XapaKTEPUCTUK, NOANEXALLMX KOHTPOSO NPU TOKCUKONMOrMYECKNX UCCneoBaHMaX MeaULUHCKOro
nsgenus, a Takke MeToabl UCCNeaoBaHUN;

r) 6e3onacHOCTb NPUMEHEHUA MEOULIMHCKOTO M3OENNS.

34. Pe3ynbTaTbl TOKCUKONOMMYECKMX UCCNEAOBAHWI CUNTAKOTCA OTpULATENBHBIMW B CEAYOLWUNX Criyyasix:

a) npeacraBneHHble 06pasubl (0bpasey) MeAMLMHCKOro M3genus UM nNpuHagnexHocTn K MeguuuHCKOMY
N3OENuIo, KOHTaKTUPYILLME C MOBEPXHOCTBI Tera 4YenoBeka, WM matepuanbl, U3 KOTOPbIX MNPOM3BELEHbI
(M3roTOBNEHbI) MEAMUUHCKOE u3genve U (Mnu) NPUHaAANEXHOCTU K MEAULMHCKOMY U3AENuIo, KOHTaKTUpyoLwwme ¢
MOBEPXHOCTbLIO Tena YerioBeka, He COOTBETCTBYHT TpeboBaHMAM HOPMaTUBHOW OOKYMEHTaUMW, TEXHUYECKON U
JKCnIyaTauMoOHHOW OKYMEHTaLuM Npon3BoanTens;

0) npegcTaBneHHas TexHU4eckast U 3KChnyaTaumoHHas OOKyMEHTauus Npov3BOAMUTENS He MOATBepxaaeT
6e3onacHOCTb NMPUMEHEHWST MEANLIMHCKOrO u3genus.

35. PesynbTaTbl TOKCUKONOIMYECKMX WUCCNEenoBaHWA, 3a WCKITKOYEHMEM CriyyaeB, yKasaHHbiX B MyHkTe 34
HacTodawero [lopsgka, cuYMTalTCA MNOMOXUTENbHBIMA MNPU  NMPUMEHEHUN CUCTEMHONO noaxoda C y4eToM
XapaKTepucTUK BCEX MaTepuarnoB, M3 KOTOPbIX Mpou3BedeHbl (M3roTOBMEHbI) MEAWULMHCKOE M3genue u (unu)
NPUHAONEXHOCTU K MEAMLMHCKOMY W3OEeNnuio, KOHTaKTUPYKLIME C OpraHM3MOM YerioBeka, M NnoaTBepXaalT
6e30nacHOCTb NPUMEHEHUS MEAULIMHCKOTO U3OENUSI.
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IV. OueHka cooTBETCTBUS MeQULIMHCKOro U3aenus B goopme
KMUHUYECKUX UCTIbITaHUN

OueHka cooTBETCTBUS MEOULMHCKNX U3aennin

36. KnuHnyeckue ncnblTaHnsa MeOULMHCKUX U3genun npoBoasaTcs B hopme uccrnenoBaHui (aanee - aHanms
N OLIEHKA KITMHNYECKMX AaHHbIX) U B (hopMe UCMbITaHWIA, B TOM YUCIE C y4acTMEM YeroBeKa (Oarnee - UCNbITaHus ¢
y4acTMeM YernoBeka), OCyLLeCcTBNAEeMbIE AN OLEeHKN B6e3onacHoCTn 1 3pEKTUBHOCTU MEANLIMHCKOIO N34enus.

37. VcnbiTaHnst MeOUUMHCKNX U3denuii ¢ y4acTeM YernoBeka NpoBOAsTCA B CeAyLWnNX criyyasx:

a) HOBbI BMA MEOULMHCKOIO U3OEeNus;

0) NpUMeHeHNe HOBbLIX CIOXHbIX W (MNKN) YHUKaNbHbIX M (MNK) cneumanbHbIX MEeTOAOB MPOdUNaKTUKM,
ONarHoCTVKM WM fnevyeHusi 3aboneBaHUM WM COCTOSIHWMW, a Takke MPUMEHEHUE HOBbIX CHOXHBIX MEOULMHCKNX
TEXHOMNOIUIA;

B) ecnu npu NPOBEAEHMN aHanmu3a W OLEHKM KIMMHUYECKUX OaHHbIX He noaTBepXaeHbl 3hdeKTUBHOCTL U
6e30nacHOCTb MEANLIMHCKOrO M3aenus.

B ocTtanbHbIX crydasix KNUHWYECKME WUCMbITaHUS MeOUUMHCKMX U3AEenvin npoBoasTcs B hopMe aHanusa u
OLeHKMN KNMMHUYECKUX OaHHbIX.

38. [1ns npoBeAeHUs1 KIMHUYECKUX UCMbITAaHWUIA 3asiBUTENb NpeacTaBnseT B MeOULMHCKYIO OpraHn3aLmio;

a) 3asBreHNe O NPOBEAEHUN KITMHNYECKMX UCTIbITAHWUIA;

0) obpasupbl (0bpasel) MeOUUMHCKOrO M3Lenusa (3a UCKIMIOYEHWEM MEAWLMHCKUX U3Jenvi, ONns MOHTaxa
(BBOga B aKcnnyaTauuio) KOTOpbIX TpebyeTca nonyyYyeHwe paspelleHuid (MMUEeH3ui), co3gaHue creuunanbHbiX
YCINOBUIN, CTPOUTENLCTBA OTAEMbHBIX KanuTarnbHbIX COOPYXEHWUI U OOMOSHUTENBHOINO 00y4YeHus cneLmanncTos, a
B HEKOTOPbLIX CMyYasix - Bble3q Ha MEeCTO MPOM3BOACTBA MEOULIMHCKOTO U3genus);

B) paspeLLeHne Ha NpoBeAeHNE KITMHUYECKMX UCTIbITAHWUIA, BblgaHHOe PocagpaBHaasopom <1>;

<1> TloctaHoBnenue [paButensctBa Poccuiickon ®egepauun ot 27 pekabpsa 2012 r. N 1416 "O6
yTBepxaeHun [paBun rocygapcTBeHHOW perncTpaumm MeauuuHckmx usgenuin” (CobpaHve 3akoHodaTenbcTBa
Poccuiickon ®egepauun, 2013, N 1, cT. 14).

I) aKT OLEHKWN pe3ynbTaToB TEXHUYECKUX UCTbITaHUN MEAULMHCKOrO U3genus ¢ NpuroxeHMem OOKYMEHTOB,
060CHOBbLIBaKOLLMX Pe3ynbTaTbl TEXHNYECKNX UCMbITAHWN;

[) 3aKknwoyeHve Mo pesynbTaTaMm  TOKCUKOMOTMYECKUX WCCrefoBaHWi  MeOULMHCKOro  usgenus ¢
NPUNOXeHNeM JOKYMEHTOB, 0OOCHOBbLIBAIOLLMX Pe3ynbTaTbl TOKCMKONOMMYECKNX UCCneaoBaHnn (AN MeguUMHCKMX
N3aenuin, NCrnosib3oBaHne KOTopbIX NpeanonaraeT Hanuyne KOHTakTa c opraHn3MoM Yernoseka);

e) pesynbTaTbl UCMbITAHUSA B LENsAX YTBEPXAEHUS TuMa CPeAcTB U3MEPEHUN (B OTHOLUEHUU MEAMLIMHCKUX
N34enun, OTHOCALUMXCA K CpeAcTBaM M3MepeHun B cdepe rocygapCTBEHHOro perynupoBaHus obecneyeHus
e[IMHCTBa W3MepeHWn, nepedeHb KOTOpbIX YyTBepxaaeTca MuHMCTepcTBOM 3apaBooxpaHeHus Poccuiickon
depepauymm) <1>;

<1> lMNpwuka3 MuHucTepcTBa 3gpaBooxpaHeHns Poccuiickon ®egepaunn ot 15 asrycta 2012 r. N 891 "O6
yTBepxaeHun [opsgka npoBeAeHWs WCMbITaHUA B LENax YTBEePXKAEHWs Tuna cpeacTB M3MEpeHWr, a Takke
nepeyvyHs MeOMUMHCKUX U3denui, OTHOCSALMXCA K CpeacTtBaM  W3MepeHui B cdepe  rocygapCTBEHHOrO
perynupoBaHusi obecrnedyeHnst eguUHCTBA M3MEPEHMWIN, B OTHOLUEHWM KOTOPbLIX MPOBOASITCA MCMbITAHUS B LENsax
YTBEPXAEHUSA TUMa CpeacTB usmepeHun" (3apernctpuposaH MuHnctepctesom octuuumn Poccuiickon ®epepauum 25

aekabpsi 2012 r., pernctpaumoHHbin N 26328).

X) cBedeHUs O HOPMAaTMBHOW [AOKYMEHTaLMU Ha MeAWLMHCKOE MW3Oenne C MNepevyHeM HauMOoHarnbHbIX
(MexgyHapogHbIX) CTaHAapToB, TpeboBaHMAM KOTOPbLIX COOTBETCTBYET MeauuuHckoe wusgenuve (npu  ero
NPMMEHEHWN Npou3BoauTenem);

3) TEXHUYECKYHO M SKCMITyaTauMOHHYK AOKYMEHTALMIO NPON3BOAMTENS HA MEeOULVHCKOE N3Aenue;

n) doTorpaduydeckme n3odpaxeHns odero Buaa MegUUUHCKOrO M3Aenusi BMECTE C NPUHAOEXHOCTAMMU,
HeobXxooUMbIMM 4Ns1 NPUMEHEHUS MEOULIMHCKOrO M3Aenms Nno HasHavyeHuto (pa3amepom He MmeHee 18 x 24 cm);

K) JOKYMEHTbI (MaTepuansl), cogepXXaline AaHHble O KIMHUYECKOM NPUMEHEHUN MEOULIMHCKOrO u3genuvs, B
TOoM uucne 3a npegenamu Poccuiickon ®egepauun, B TOM 4ucrie 0630pbl, OTYETHI O MPOBEAEHHBLIX Hay4HbIX
nccrnegoBaHusix, nybnvkaumu, [OKNafbl, aHanu3 pucka MNpUMEHEHUs, MeTOAbl MPUMEHEHUS MeAULIMHCKOro
nsgenusa (Npu Hanu4umm).
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B cnyyae ecnu opurmHanbl OOKYMEHTOB COCTaBfeHbl Ha WMHOCTPaHHOM $I3blKe, OHW MpeacTaBnsioTCs C
3aBepeHHbIM NEPEBOAOM Ha PYCCKUN A3bIK.

39. lpu paccmoTpeHun npeacTaBreHHON AOKYMEHTaUMM Ha MeOULUHCKOEe MW3[enve COorfacoBbIBAOTCA
nporpaMma W MPOLAOMKUTENBbHOCTb KMMHUYECKUX WCMNbITaHUA MeauLMHCKOro mnsgenud. [1poaormkuTenbHOCTb
KNUHUYECKUX WUCMbITAHUA OnpefensieTcd HasHayeHUWeM U CrOXHOCTbIO MeauumHckoro wmsgenus. [porpamma
KNMHUYECKUX  UCMBbITAHUM  COCTaBNSAETCS  3asgBUTENeM  COBMECTHO C  MEOWULUUHCKOW  opraHu3auumen,
OCYyLLeCTBAsSOWEN nNpoBeAeHNe KIMUHUYECKMX WUCMbITAHWA MeAUUMHCKOro usgenuns, B COOTBETCTBUU C
TpeboBaHMAMM, YKa3aHHbIMU B TEXHUYECKOW W IKCMfyaTauMOHHOW [OOKYMEeHTauuu MNpov3BOAMTENS, a Takke
TpeboBaHMAMN HOPMaATUBHOW JOKYMEHTaLMK.

40. TllporpaMma KNMHMYECKUX WCMbITAHUA MEOUUMHCKOrO UW3Oenus, YTBEpXOEHHas pykoBoauTenem
MEOMLUMHCKOW OpraHu3auuu, MpoBOASALLEN KIMHMYECKUWE WCMbITAHUS MEeOUUMHCKUX W3Oernun, BMecTe ¢
OOKYMeHTaMM, NpegycMOTPeHHbIMKU noanyHkTamu " - "K" nyHkTa 38 HacToswwero Nopsgka, B crydae nposeaeHns
UCNbITAHUN C YyyacTMEM 4YenoBeka HanpaBnseTcs 3asBUTeneM B COBeT No 3Tuke B cdepe obpalleHus
MeauLUMHCKUX n3genuin MuHuctepcTea 3apaBooxpaHeHunss Poccuickon ®egepaunm <1> (ganee - COBET MO 3TUKE).

<1> lNMpuka3 MuHucTepcTBa 3gpaBooxpaHeHunsa Poccuiickon deaepaumm ot 8 despana 2013 r. N 58H "O6
yTBepxaeHun onoxeHus o coBeTe No aTuke B cdepe obpalleHns MeauuMHCKMX u3genuin” (3apeructpupoBaH
MuHucTepcTBoM tocTnummn Poccunckon ®epepauum 5 noxs 2013 r., pernctpaumoHHbii N 28686).

B cpok, He npeBbiwatowmin 30-T1 paboymx gHel co AHSA NOCTYNNeHUss 4OKYMEHTOB Ha pacCMOTPEHWe, COBET
no 3TMKe BblgaeT 3akniodeHVe 06 3Tuyeckoid 0OOCHOBAHHOCTU MNPOBEAEHUS  KIMHUYECKUX UCMbITaHWNA
MeAULIMHCKOIO U3aenws.

41. MpoBeaeHUe KMMHUYECKUX UCMbITAHUA MEAMLMHCKOrO U3Oenusl C y4acTUeM YeroBeka OCYLLEeCTBAETCS
Ha OCHOBaHWM MOJOXUTENBHOIO 3aKIOYEHNS COBETa Mo 3TUKE.

B cnyyae oTkaza MeOMUMHCKOrO W3OEnUs WNU yXyOlWeHWUs COCTOSIHUS MauueHTa npu npoBeneHun
KMUHUYECKNX UCMbITAHUIA MEAQULMHCKOrO U3AEnusl pyKoBoAWUTENb MeOULUMHCKON opraHM3aumun, OcyLLeCTBRsoLWEeN
npoBeAeHNe KIMHUYECKUX WCMbITAHUA MeOUUMHCKMX W34enuid, NpuocTaHaBnvMBaeT WNM MnpekpallaeT Takue
UCMbITaHWSA, O YeM yBeOoMISeT 3asaBuTens <1> ¢ 060CHOBaHMEM MPUYUH NPUOCTAHOBIIEHUS UMW NPeKpaLLeHns.

<1> lNpwukas MuHuctepctBa 3gpaBooxpaHeHus Poccunckon Pegepaummn ot 20 moHa 2012 r. N 121 "O6
yTBepxaeHun [lopsgka coobuleHns cyObekTamy obpaleHns MeguumHCKuX usgenun obo Bcex criyyasix
BbISIBIIEHNS1 MOOOYHbIX OENCTBMI, HE YKa3aHHbIX B WHCTPYKUMM MO MPUMEHEHUIO WM PYKOBOACTBE MO
aKcnnyaTaumm MeOMUMHCKOrO M3AEeNnusl, O HeXenaTerbHbIX peakuusx Mpu ero npMMeHeHuu, o6 ocobeHHOCTSIX
B3aUMOJEWNCTBUST MEOULMHCKNX U3denuin Mexay coboir, o daktax u 06 ob6CcToATenbCTBaX, CO3haloLlwmx yrposy
XW3HU M 300pPOBbI0 FpaXaaH U MeOUUMHCKMX PaboTHMKOB MpU MPUMEHEHUM WU 3IKChnyaTauum MeOULUHCKUX
nsgenun" (3apernctpmpoBaH MwuHuctepctBom toctuumm  Poccwuiickon  ®epepauumn 20 wons 2012 r.,

pernctpaumoHHbin N 24962).

42. B cnyyae ecnu B pe3ynbTaTe aHanmMsa W OUEHKU KIIMHUYECKMX [JaHHbIX He MOoATBEpPXOEHbI
acppekTnBHOCTL M 6E30MacHOCTb MEOULMHCKOrO M3Lenuvs, MeguuuHckas opraHmsauus coobuiaet o6 aTtom
3a8BUTENMO U HanpaensieT ero B COBET Mo 3TuMke B cdepe obpalleHns MeauuuHcKnx magenui MuHuctepcTBa
3gpaBooxpaHeHuss Poccunckon ®efepauum ¢ LEnbilo NONyvyeHUst 3akmoveHuss o6 aTnyeckon oOOCHOBaHHOCTU
NPOBEAEHUS UCTMIbITAHUI C y4acTUEM YeNoBeKa B COOTBETCTBUM C MyHKTOM 40 HacToswero MNopsiaka.

43. lNpu npoBeeHUN KNMHUYECKUX UCTIbITaHMI OCYLLLECTBIAIOTCS:

a) aHanu3 u oueHKa KIMHMYECKUX OaHHbIX OOKYMEHTOB WU MaTepuaroB, NPeACTaBlieHHbIX 3asiBUTENEM B
COOTBETCTBUM C NyHKTOM 38 HacToswero Nopsaka;

©0) oueHKa cBeAEeHUI O MPOBOAMBLUNXCS KITMHUYECKN 3HAYUMbIX KOPPEKTUPYIOLLUX AENCTBUAX, B TOM YMCE O
NPUOCTAHOBIIEHUN MPUMEHEHMST MELMLMHCKOro nsgenus, o6 nsbatmm M3 obpalleHms MeauuUMHCKOro nsgenus, od
0T3bIBaxX MEeAULMHCKOro U3agenus;

B) aHanmM3 Hay4yHoOW nuTtepaTypbl U (UNK) HeonyONIMKOBAHHbLIX OAHHbIX M COOOLLEHMIN, COOTHECEHHbIX C
npeaHasHadYeHHbIM MPOU3BOAUTENEM MPUMEHEHUEM MWCMbITYEMOro MEAMLMHCKOrO WU3genvs 1 npeanaraembiv
MEeTO[OM €ro UCMosib30BaHus;

r) cCoCcTaBrneHne NporpaMMbl KNMMHUYECKUX UCTbITAHWUN;

[) NpoBefeHne ncnbiTaHMn 06pasLoB (obpasua) MeanUMHCKOro U34enusl B criyvyae NpoBefeHUs UCTbITAHWUIA
C y4acTUeM YeroBekKa;

e) popaboTka SKcnnyaTauMOHHOW [OKYMEHTaUUW NpPOM3BOAUTENS Ha MeOUUMHCKOe u3genue no
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pesynbTataM UcnbiTaHU (Npn HEOOXOAUMOCTW);

X) odopmnieHve u Bblgava (BpyyeHue unM HanpaefneHue 3akas3HbiM MOYTOBbIM OTMpaBneHneMm c
yBEOMMNEHNEM O BpYYEHMM) 3aSBUTEMIO0 aKkTa OLEHKN pe3ynbTaToB KIMMHUYECKUX WUCMNbITaHUN MeOMLMHCKOro
n3genuvs.

44. B xoae npoBeAeHUst KNUHUYECKMX NUCMNbITaHUI onpeaensoTcs:

a) COOTBETCTBUE MEAMLIMHCKOro U3genus HOpMaTMBHOW JOKYMEHTaLUuKn, TEXHUYECKON U IKChnyaTauMoHHON
OOKYMeHTaLun npon3BoanTens;

0) cooTBeTCTBME NpeACTaBfIEHHOW 3asiBUTENIEM [OOKYMEHTaUMWM YCTAHOBMEHHLIM MPOU3BOAUTENEM
Ha3Ha4YeHMIo N NokasaHMsAM K MPUMEHEHMIO;

B) MoOnMHOTa W [OOCTOBEPHOCTb YCTAHOBJMIEHHbIX HOPMATMBHOW [OOKYMEHTaLMEeW, TEeXHUYECKOW W
3KcnyaTauMoHHOM AOKYMEHTaLMen Npon3BoauTens XapakTepucTuK MeguLMHCKOro N3aenus;

r) Ka4yeCcTBO MeOMLMHCKOro m3genusi, apdekTuBHOCTbL M 6e3onacHOCTb €ro MpPMMEHEHMs, B TOM 4ucrie
OXngaeMbli TepaneBTUYeCcKnii 3adheKT B OTHOLLEHUN MEONLMHCKUX U3AENUIN, NPUMEHSIEMbIX AN Tepanuu.

45. PesynbTaTbl KAMHUYECKUX WUCNbITAHUA MEOULIMHCKOTO W3Oenusi CuYMTalTCca oTpuuaTenbHbIMU B
cneayroLmnx cny4vasax, ecnu:

a) MeauUMHCKOe U3aenue He COOTBETCTBYET HA3HAYEHUIO M MOKa3aHUAM K MPUMEHEHUI0, YCTaHOBMEHHbIM
npovsBoguTenem B aKCNyaTauMOHHOW AOKYMEHTaLUN Ha MeAULMHCKOE U3genue;

0) BbiABMEHbl NOGOYHbIE AEUCTBMS, HE yKasaHHble B MHCTPYKLUMM MO MPUMEHEHMIO UMW PYKOBOACTBE MO
aKcnyaTaunum MeguuUHCKOro U3Aenusl, HexernaTernbHble peakumm Npu ero NpuMMeHeHUH;

B) yCTaHOBIEHbI (baKTbl N OOCTOATENLCTBA, CO34atloLne Yyrpo3y XU3HN N 340POBbLI0 FPpaXKaaH Y MeOULMHCKUX
paboTHMKOB MpY NPUMEHEHUN U SKCNyaTaLnmn MeguLUHCKOro U3aenusl.

46. PesynbTaTtbl KNMMHUYECKUX UCMBbITAHUIA MEeOULWNHCKOTO U3OEenusl, 3a UCKITIYEHNEM ClydaeB, yKasaHHbIX B
nyHkTe 45 HacToswero lNMopsiaka, cuMTaloTCs MONOXUTENbHBIMU M NOATBEPXKAAIOT COOTBETCTBME MEOULMHCKOrO
nsgenus TpeboBaHuaM 6e3onacHoCTM U 3pHEKTUBHOCTM B COOTBETCTBUM C HA3HAYEHWEM, NpPenyCMOTPEHHbLIM
OOKYMeHTaLnen Nnpon3BoanTensi.

OueHka cooTBETCTBUS MEAULIMHCKUX U3OENUN
AnNsa AMarHoCTUKM in vitro

47. KnuHnyeckue mUcnbiTaHUst MEOULMHCKNX M3OeNui ANng QUarHOCTUKKM in vitro npoBoaaTca B nabopaTopHbIX
YCNOBUSAX C MNpMMeHeHneM obpasuoB Ouomartepuana naumeHTOB, B3ATbIX B XoA4e evYebHO-AnarHoCTU4ecKoro
npouecca (ganee - KNMHUKO-NabopaTopHble MUCNbITAHWSA) ANst NPOBEPKM (DYHKUMOHANbHBIX CBOWCTB U (MNn)
a(pPeKTMBHOCTM MEOUUUHCKOrOo u3genusa npu  UCNONb3OBaHUM €ro B COOTBETCTBUW C  Ha3Ha4yeHueM,
npeaycMOTPEHHbIM JOKYMEHTaunen npon3BoanTens.

KnuHuko-nabopaTtopHble NCMbITaHUA MEOULMHCKNX U3AENWIA AN ANArHOCTUKM in Vitro HOBBIX MHAEKLNOHHBIX
3aboneBaHnn MNM peako BCTPEYalLUXCHA MPUPOOHO-0YAroBbiX MHAEKUMOHHbLIX 3aboneBaHWi MpoBOAATCH B
nabopaTopHbIX YCMOBUSAX C MPUMEHEHUEM MY3EMHbIX TEeCT-LUTaMMOB W3 TFOCYAApCTBEHHbIX, HaLMOHAsbHbIX,
nccnenoBaTenbCKMX U MHBIX KONMEKUUI NaTOreHHbIX MUKPOOPraHM3MOB.

KnuHuko-nabopaTopHble WCMbITAHUA MEOUUMHCKUX u3genui Ans  AuvarHoctukm in vitro B Buge
aHanuMTUYecKnx CUCTEM, MPOBOAUMbIE B OTHOLUEHUM MEOMLMHCKOrO U3OEenus BMECTE C NPUHAANEXHOCTAMMU,
Habopamn peareHTOB W KanubpatopoB, HEOOXOOUMbIMM ANS MPUMEHEHUS MEeOMLMHCKOro wu3genusa no
Ha3HayeHuo, MOryT NPOBOAUTLCH B pamMKax OQHOMO UCMbITaHUS.

48. [Ins NnpoBeAeHUs KINMHMKO-NabopaTopHbIX NCMbITAHUN MEAMLMHCKOTO U3Oenusa s AMarHoCTUKM in vitro
3asBUTENb NpeacTaBnseT B OpraHmM3auuio:

a) 3asiBrneHune o NpoBeAeHNN KIMHUYECKUX UCTbITaHUN MegULMHCKUX U3aenuin Ans AMarHocTukuy in vitro;

0) obpasubl (o6paseL) MeOMUUHCKOro M3Oenus Ons AMarHOCTUKM in vitro BMecTe ¢ MpUHaaneXxHocTaMu
(obopynoBaHne, Habopbl peareHTOB, KanmbpaTopbl, pPeakTVMBbl, TECT-CUCTEMbI, KOHTPOMbHbIE MaTepuansl,
Kannbpartopbl, MUTaTenbHble cpeabl), HE0OXOANMbBIMU AN MPUMEHEHUS MEAULMHCKOrO U3aenus no HasHavYeHuo;

B) aKT OLIEHKM pPe3yrbTaTOB TEXHUYECKUX MCMbITAHUA MELULMHCKOrO M3Oenus Onsg AMarHocTuky in vitro,
noATBEPXKAAKLWMNX pe3dynbTaThl NPUMEHEHUS] MO HA3HAYEHUIO MELMLMHCKOro M3genus ansg OuarHoCTMKKM in vitro
BMECTe C NnpuHaanexHoctamu (obopynoBaHue, Habopbl peareHToB, KanmbpaTopbl, peakTuBbl, TECT-CUCTEMbI,
KOHTPOIbHbIE MaTepuarnbl, KanbdpaTopbl, MMTaTeNbHbIE Cpeabl);

r) 9KCNNyaTauuoHHYI0 [OKYMEHTauui Ha MeduuMHCKoe usgenuve Ang  AuarHoCcTukM in vitro ¢
npuHaanexHoctammn (obopyaoBaHue, HaboOpbl peareHToB, KanubpaTopbl, PeakTUBbl, TECT-CUCTEMbI, KOHTPOSTbHbIE
mMaTtepuansl U kKanuoépaTopbl, NUTaTeNbHbIE Cpeabl), HEOOXOAMMbIMU ANA MPUMEHEHUS MEOULMHCKOTO U3genus no
HasHa4yeHuto (Mpu HeoBXO4MMOCTH);
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A) OOKyMeHTbl (MaTepuansl), COAepXalline aHanvM3 OaHHbIX NPUMEHeHWs MeAWMLMHCKOro usgenus in vitro
(npwn Hann4uuw);

€) pesynbTaTbl UCMbITAHUS B LUENAX YTBEPXAEHUS Tuna CPeAacTB U3MepeHUn (B OTHOLUEHUU MEAMLMHCKUX
n3genun Ans OuarHocTuKM in vitro, OTHOCAWIMXCA K cpeacTBaM U3MepeHurn B cdepe rocygapCTBEHHOro
perynupoBaHus obecneyeHns eAuMHCTBA W3MEpPEeHWN, nepedeHb KOTOopbIX yTBepxaaeTca MuHucTepcTBOM
3apaBooxpaHeHus Poccuinckon egepaumm) <1> (Mpu Hanuumm).

<1> lNpuka3 MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon ®egepaunm ot 15 aerycta 2012 r. N 89H "O0
yTBepxaeHun [opsigka NpoBedeHWs UCMbITaHUA B LENax YTBEPXKAEHWs Tuna cpeacTB M3MEpEeHWn, a Takke
nepeyvyHs MeOMUMHCKUX U3denui, OTHOCSALMXCA K CpeactBaMm W3MepeHuni B cdepe rocygapCTBEHHOro
perynupoBaHus obecnedyeHnst eguHCTBa M3MEPEHMWIN, B OTHOLUEHWMM KOTOPbLIX MPOBOASITCA MCMbITAHUS B LENsx

YTBEPXAEHUS TUMA CPeacTB naMmepeHun” (3apernctpupoBaH MuHnctepcteom toctuunmn Poccuiickon ®epepauum 25
aekabpsa 2012 r., peructpaumoHHbii N 26328).

B cnyyae ecnu opurmHanbl OOKYMEHTOB COCTaBfeHbl Ha WMHOCTPaAHHOM A3blke, OHU MPeAcTaBhsloTCa C
3aBepeHHbIM NePeBOAOM Ha PYCCKUMN A3bIK.

49. NMpun paccMoTpeHUn NpeacTaBneHHON AOKyMEeHTaLUMn Ha MeaMuuHCKoe usgenve Ans QuarHocTuku in vitro
cornacoBbiBaeTCcs nporpaMmMa 1 NpoAOIPKUTENBHOCTb KIMHUKO-N1abopaTopHbIX UCNbITaHUA MEAMLUHCKOro n3aenus
ANa AMarHoCTWKM in vitro. MNpoaonmkUTenbHOCTb KIMHMKO-NabopaTopHbIX UCTbITaHWI ONpeaensaeTcs HasHayeHnem
N CNOXHOCTbLIO MEAMLUHCKOro U3fenus ans AMarHoCcTuKK in vitro.

lMporpaMma WMCMbITAHMW  COCTaBNSAETCA  3asiBUTENEM COBMECTHO C  OpraHuM3auuen, npoBOAsLLEN
KIMMHMKO-NabopaTopHble WCMbITAHUA B COOTBETCTBMM C TpeboBaHWAMM, YKasaHHbIMM B TEXHUYECKOM U
SKCMMyaTauMOHHOW  AOKYyMeHTauuu npousBoauTens, TpeboBaHMsSMWM  HOPMATMBHOW  OOKYMEHTauuu, W
yTBEPXOaeTCA PYKOBOAMTENEM OpraHv3aunmy, NpoBoasiLen COOTBETCTBYIOLLNE UCTbITAHUS.

50. MNpu NpoBeaeHUN KNUHUKO-NabopaTopHbIX UCTbITAHUN MEAULIMHCKOrO U3Aenusa Ans AnarHoCTuKK in vitro
OCYLLECTBMAAITCS:

a) aHanus npeacTaBneHHON AOKYMEHTaUMM Ha MeauLMHCKoe usgenve Ansa AnarHocTukuy in vitro;

0) cocTaBneHue NporpaMmmbl UCMbITAHWUIA;

B) MNpoBeAdeHue KIUHWKO-NabopaTopHbIX MCnbiTaHWA obpasuos (obpasua) MeauuMHCKOro wusgenusa ang
AMarHocTuku in vitro BMecTe ¢ npuHagnexHoctamu (obopygoBaHue, Habopbl peareHToB, kanubpaTopbl, peakTuBhbI,
TECT-CUCTEMbI, KOHTPONbHble MaTepuanbl W KanubpaTopbl, nuWTaTenbHble Ccpedbl), HeobxoaMMbIMWM  Ans
NPUMEHEHU MEANLIMHCKOrO U3Aenus no HasHayeHuo;

r) oueHKa 1 aHanms Noy4eHHbIX 4aHHbIX U UX COOTBETCTBUE 3asIBIIEHHLIM XapaKTepuUcTmKaMm;

A) [AopaboTka 3JKCnyaTaumoHHOW [OOKYMEeHTauuu npou3BoAWTENs Ha MeduMUMHCKOoe wusgenue Aans
OMarHoCTvKM in vitro No pesynbtaTam UCMbITaHUIA (NpY HEOOXOANMOCTW);

e) odopmneHve K1 Bblgada (BpydeHMe WNM HanpasfeHWe 3aka3HbIM MOYTOBbIM OTMpaBfieHMeM C
yBeOOMIIEHMEM O BpyYeHMU) 3asBUTEN0 akTa OUEHKW pe3ynbTaToB  KIMHWMKO-NabopaTopHbIX WUCMbITaHWI
MeOULIMHCKOro n3genusi Ans AnarHocTukm in vitro.

51. B xoae npoBeAeHWst UCMbITAHWIA ONPeaensaTCs:

a) COOTBETCTBME MEAMLMHCKOro wusgenus Ans OUarHoCcTUKM in vitro HOpMaTMBHOM OOKYMeHTauuw,
TEXHUYECKOW N 3KCNyaTalMoOHHON JOKYMEHTaunmM NpoM3BoanTENS;

6) cooTBeTCTBME MEAMUMHCKOrO M3genus Ans AWarHOCTWMKM in vitro npegHasHayeHHOMY Mpou3BoauTenem
NPUMEHEHUIO 1 NpeanaraeMbiM UM MeTOAaM UCNOSb30BaHNS;

B) nonHoTa W [OOCTOBEPHOCTb YCTAHOBIEHHbIX HOPMAaTMBHOM [OKYMEHTauuenh, TexXHUYeCKon U
9KCMMyaTauMoOHHOW  OOKYMeHTauuen npou3BoAuTeNs  3asiBfieHHblX  XapakTepucTuk  ©6e3onacHocTn u
3(PPEKTUBHOCTN MEAULIMHCKOrO M3denua ONns AMarHoCTUKM in vitro B COOTBETCTBUWM C NpeAHasHa4YyeHHbIM
npoussoauTeneM nNpUMEHeHWeM MeOMUMHCKOro U3fdenus no Ha3HayeHuio, B TOM YuCre ero AmarHoctuyeckas
YYBCTBUTEMbBHOCTb, CNEUMEPUYHOCTE U BOCMPOU3BOAMMOCTb, YKa3aHHbIX B TEXHWYECKOW M 3KCMnyaTauuoHHOW
OOKYMEeHTauuMmn Npon3BoOanTENs;

r) KA4eCTBO MEeOMLUMHCKOTO n3genusi, 3deKTBHOCTb 1 6e30MacHOCTb ero NPUMEHEHNS.

52. PesynbTaTbl KIMMHUKO-NAbopaTOPHbLIX UCMbITAHUA MEAULMHCKOTrO M3Oenvs Ansg OUarHoCTWUKM in vitro
cuYMTaloTCHA OTpUUATENbHBIMU B CryYasix, €Chu:

a) wuCnbITyemMoe MeOUUMHCKOE U3[enue He COOTBETCTBYET npeAHasHa4YeHHOMY MNpou3BOAMTENEM
NPUMEHEHUIO 1 NpeanaraeMbiM UM METOAaM MCNOSb30BaHNS;

©0) ycTaHoBneHbl akTbl U 0OCTOATENBLCTBA, Co3daroLmne ycrnoBus HeaEKTUBHOCTM U (UNK) NPAMON UNn
KOCBEHHOW Yrpo3bl XWU3HW U 300POBbI0 MEANLMHCKMX PabOTHMKOB NP NPUMEHEHUN 1 3KCMyaTauum MeguumMHCKOro
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nsgenus.

53. PesynbTaThl KNMHUKO-NAbopaTOpPHbIX UCMBITAHUA MELULMHCKOro M3Oenus Ang OuarHOCTUKM in vitro, 3a
UCKNIOYEHMEM cry4vaeB, YKa3aHHbIXx B MyHkTe 52 HacTtodwero [lopsgka, cyuTaloTCa MNOMNOXUTENbHBIMU W
noaTeBepXaalT cooTBeTcTBME TpeboBaHMsiM ©Oe3onacHOCTM U 3PAEKTUBHOCTU MPUMEHEHUS MEAULNHCKOro
nu3genusa npuv MCNOMb30BaHMM €ro B COOTBETCTBUM C Ha3HavyeHMeM, nNpeayCMOTPEeHHbIM [AOKYMeHTauuen
npovsBoauTens.

Mpunoxexne N 1

Kk MNopsagky NnpoBefeHUs OLLEHKM
COOTBETCTBUS B (hOpME TEXHUYECKUX
UCNbITaHWIA, TOKCUKOMOrMYECKNX
ncenenoBaHum, KIMMHNYECKUX
MCnbITaHUA, MEAULIMHCKUX U3OEeNni
B LleNnsiX rocygapCTBEeHHON
pervcTpaumm MeguUUHCKUX U3nenni

O6pasel

HaMMEHOBaHME MUCIHHETATEJILHOM OopTaHM3aluuu, amgpec, TejneboH

YTBEPXIAIO

(pykoBOOMTEJIb OPIaHMBaALUM,
®.M.0., nommmchb, IIedaThb)

AKT
OLI€EHKNM PEeE3YJIbTATOB TEXHUUECKUX MCIIBITaHUM MEeIMUIVMHCKOI'O M3nOeJIndg

N or " " 20 T.

HalMMeHOBaHMe MeIMIVMHCKOI'O M3OeJiAa

CocTarjyieH
HalMeHOBaHME OpraHmM3alMM, [IPOBOIALEN MCHBEITaHUS,
C yKaszaHMeM MecTa [NPOBeleHMS MUCIBTaHUM
[TosTHOMOUMSA Ha npOBeneﬂme MCHHTaHMﬁ, aKerﬂMTauMﬂ Ha TEXHNUYECKYIO

KOMIIETEHTHOCTE M HEe3aBMCUMMOCTL IIJi4d INPOBeOeHMA pa@OT I1O MCIIBITAHUMAM.
ATTecTar axKKpeImMTaluumn VICIIBEITaTEeNIbHOM OpraHMn3almn

N, maTa BbHIOaum, oOJIACTb
aKKpeImuTauum
mencreuTeJsied go " " 20 T.

1. B mepmon c " " 20 r. mo " " 20 T.

HaMMeHOBAaHME MCIEITATEJIbHOM OpTaHM3aluum
npoBeleHa OlleHKa pe3yJibTaTOB TEeXHUUYECKUX MCIHTaHuM B OGopMe NPpOBeImeHUd
VCHBEITAHUY U (MJIM) OLEeHKM U aHaJM3a IaHHBIX

HeoOxoOoMMoe yKas3aThb
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HaVMEHOBAaHME MEOUUUHCKOTO M3OesMd (C yKas3aHMeM IPUMHAaIJIeXHOCTEel,
HEOOXONVMEIX NJid MPUMEHEHUS MEIULMHCKOTO M3NeJMd [0 HAa3HAUEHUD)
NPOMU3BOIACTBA

HaVMeHOBaHMe IMpOomM3BOOUTEJIA, CTPpaHa IIPpOM3BOIOCTBAa
B CcoOTBEeTCTBUM C

HaVMeHOBaHMue U O0OO0O3HAUeHME TEeXHUUECKOM IOKyMeHTalUu
Ha COOTBETCTBUE Tpe@OBaHMHM

HauMMeHOBaHMue ¥ OOO3HaueHMe HOPMaTUBHOM
M TEXHUUYECKOM IOKYyMEeHTAalUM
(TexHuueckuM perJyiaMeHram, I'OCT, I'OCT P, I'OCT P MCO, CanllmH, MYy, MVK,
oprkasaM M [NOCTAaHOBJIEHMAM, MeXIYHAPOIHBIM HOOKYMEHTaM (MMelUWMVM CTaTyC
CCBUIOYHOT'O IOOKYMEHTAa), Hay4YHBIM IOaHHEIM M T.I.)
2. Jna nNpoBeleHUS TEeXHUUECKMX MCIHTAaHUM MNPpelCTaBJIEHB:

nepedeHb NOKYMEHTOB, IAaHHBIX, O00pas3L0B MeIMLUMHCKOI'O M3Oesrs (KOJIMUeCTRO)
3.

HaMMEeHOBAaHME MCILITATEJIbHOM OpPIraHM3al M
IIpoBelleHa OlleHKa pe3yJibTaTOB TeXHUUEeCKUX VICIIBEITaHUM

HalMeHOBaHUE
MeIMUMHCKOTO M3IOeJINI
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTIPaMMOM

3.1.
OLIEHKa HpeﬂCTaBﬂeHHOﬁ JOKYMEHTALIUM
3.2.
PeKOMeHIOauMM 110 YCTPaHEHMI OTHEJIBHEIX HeOOCTaTKOB
3.3.
By IO MEIMIMHCKOI'O M3OeJiMd B COOTBETCTBUM C HOMeHKﬂaTypHOﬁ
Knaccm@mxaumeﬁ MEOUUIMHCKUX WU3OeJIUN
3.4.

KJIACC MNOTEHUMAJIbHOT'O PUCKa [IPMMEHEeHMS MEeIMLMHCKOITO M3IOeJMUI

B COOTBETCTBMUM C HOMEHKJIATYPHOM KJlaCCHUbMKaALMEN MEeOULUMHCKUX WU3OeJIUN

4. KpaTkoe MBJIOXEHME Pe3yJIbTaTOB MCIETaHUM
5. BBEIBOZIH IO pe3yJibTaTaM MCILETaHUN

6. BEHIBOIEI O COOTBETCTBUM TPeDOBAHUAM TEeXHUUECKOM INOKYyMEeHTalMM MNPOM3BOIUTEJIS

7. OLeHKa pPesyJIbTAaTOB TEeXHUUECKMUX MCIBTAaHUN

SAKJIIOUEHVE

HalMMeHOBaHMEe MeIMIVMHCKOI'O M3OeJiAa

COOTBETCTBYET (HE COOTBETCTBYET) TpefOoBaHMAM HOPMATMBHOM HOOKyMeHTalMM,
TeXHUYEeCKOM M (MIM) BSKCIUIyaTalMOHHOM OOKYMEHTAaUMM NPOM3BOAUTEJIA.

[TPMIIOXEeHN A &
a) odororpadmueckme mzoOpaXeHUa oOOWEero BMIa MEeOULUMHCKOTO M3OeJINA;
0) yTBepxXIeHHasd IIporpaMMa TeXHUUECKMX MUCIBITaHUM MeIMLUIMHCKOT'O M3melud (C

IIepedHeM IIPOBEPOK, OLEeHOK, KOTOPEEe cjiengyeT I[NPOBOIOUTE IIPU UCTIBITaHUAX) ;
B) IIPOTOKOJIEI TEXHUUYECKUX UCIIBITaHUM WMJIM OLIEHKM UM aHaJiM3a OAaHHBIX.

HpMHOXGHMH ABJIAITCS HEOTHeMJIEeMOM YacTbio AKTa.

lopnmcu:
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[lpencenaTesyib KOMUCCUN

OOJIXHOCTE, @®.U.O.

YJjieHB KOMMCCUU

OOJDKHOCTB, HauMMeHOBaHmMe opraHmzaumy, O.1.0.

MpunoxeHue N 2

k MNMopsagky npoBefeHUs OLLEHKM
COOTBETCTBMS B hOPME TEXHNYECKMX
UCMbITaHWIN, TOKCUKONOMMYECKNX
nccnefoBaHUn, KIMHUYECKNX
UcnblTaHWN, MEONLIMHCKNX U3AENUN
B LIeNAAX rocyaapCTBEHHON
perncTpaumm MeguuuHCKMX n3genun

O6pasel

HaMMeHOBAaHME MCILITATEJIbHOM opTraHM3aunM, amgpec, Teﬂe@OH

YTBEPXIAIO

(pyxoBOIOMUTEJIL OpTaHM3aluM,
®.M.0., momnmuch, IeYaTh)

AKT
OLIEHKM Pes3yJIbTAaTOB TEeXHUUECKMX UCILHTAHUM MEIULMHCKOTO MU3OEJIMUS
oJg IOMarHOCTUMKM in vitro

N or " " 20 T.

HaVMMEHOBAHME MEIMUVMHCKOI'O M3OeJIVA

CocTarjieH
HaVIMeHOBaHME opraﬂmsaumm, HpOBOHHmeﬁ MCIIEITaHUMA,
C yKaszaHMEeM MecTa [IpOBeIeHMS MUCIBTaHUM
[TosmTHOMOUMSA Ha npOBeneﬂme MCHHTaHMﬁ, aKerﬂMTaHMH Ha TEXHNUYECKYIO

KOMIIETEHTHOCTE UM HE3aBUMCHMMOCTB OJIAd IIPOBEIOEHUMA pa60T I1IO MCIIBEITAHUMSAM.
ATTecTar akKKpeImMTalumn VICIIEITaTENbHOM OpraHMn3almn

N, maTa BHOaumM, OOJIACTHb
aKKpeIMTaumum
mencreuTeJsied go " " 20 T.

1. B mepmon c " " 20 r. mo " " 20 T.

HaVMEeHOBAaHME MUCHIHTATEJILHOM OplaHU3alumn
npoBeleHa OlleHKa pe3yJibTAaTOB TEeXHUUYECKUX MCIHTaHuM B OGopMe NPpOBeIeHUd
MCHOBITAHUY M (MJIM) OLIeHKM UM aHaJiM3a IJaHHBIX

HeoOXxoOoMMoe yKas3aThb
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HaVMEHOBAaHME MEOUUUHCKOTO M3OesMd (C yKas3aHMeM IPUMHAaIJIeXHOCTEel,
HEOOXONVMEIX NJid MPUMEHEHUS MEeIULMHCKOTO M3INeJMd [0 HAa3HAUYESHUD)
NPOMU3BOIACTBA

HaVMeHOBaHMe IMpOomM3BOOUTEJIA, CTPpaHa IIPpOM3BOIOCTBAa
B CcoOTBEeTCTBUM C

HaVMeHOBaHMue U O0OO0O3HAUeHME TEeXHUUECKOM IOKyMeHTalUu
Ha COOTBETCTBUE Tpe@OBaHMHM

HauMMeHOBaHMue ¥ OOO3HaueHMe HOPMaTUBHOM
M TEeXHUUYECKOM IJOKyMeHTaluuy (TexHuUueCKUM
persameHTam, I'OCT, T'OCT P, T'OCT P MCO, CanlluH,
My, MYK, npmkasamM M I[IOCTaHOBJIEHMAM,
MEXIYHAPOOHEIM NOKYMEHTaM (MMellMYM CTaTyC
CCBUIOYUHOT'O HOOKYMEHTAa), HAYUHBIM OaHHBM M T.I.)
2. Jna nNpoBeleHMS TEeXHUUECKMUX MCIHTaHUM NPelCTaBJIeHH :

nepedeHb NOKYMEHTOB, IAaHHBIX, O0pas3sL0B MeIMLUMHCKOIO M3Oesrs (KOJIMUEeCTRO)
3.

HaMMEeHOBAHME MCILITATEJIbHOM OpPTraHM3aln
IIpoBeeHa OlLleHKa pe3yJibTaTOB TeXHUUEeCKUX VICIIBEIT aHUM

HalMeHOBaHUEe
MEIMIMHCKOI'O M3neJindg
B COOTBETCTBUM C yTBerHeHHOﬁ HpOPpaMMOﬁ

3.1.
OLIEHKa HpeﬂCTaBﬂeHHOﬁ JOKYMEHTALIUN
3.2.
PeKOMeHIOauM 110 YCTPaHEHMI OTIHEJIBHEIX HeOOCTaTKOB
3.3.
By IO MEIMUIMHCKOI'O M3OeJiMd B COOTBETCTBUU C HOMeHKﬂaTypHOﬁ
Knaccm@mxaumeﬁ MEOUUIMHCKUX WU3OeJIUN
3.4.

KJIaCC MNOTEHLMAJLHOTO PUCKa NPYMEHEHMS MEIMLUMHCKOTO M3OeJNMSI

B COOTBETCTBMM C HOMEHKJIATYPHOM KJjlaccudmxaumey MeIMLMHCKMX MU3IeJui

4. KpaTkoe MBIJIOXEeHME pPes3yJIbTAaTOB MCIEITaHMI
5. BEBOZEI IO pPe3yJbTaTaM MCILTaHUN

6. BHIBOIEL O COOTBETCTBUU TPEOOBAHUSAM TEXHUUECKOM HOKYMEHTALMM MNPOM3BOIUTEIIS

7. OueHka Pe3yJjibTaTOBR TEeXHUUEeCKUX VICIIBEITaHUMI

SAKJIIOUEHVE

HaVMMEHOBAHME MEIMUVMHCKOI'O M3OeJIVA

COOTBETCTBYET (HE COOTBETCTBYET) TpeOoBaHMAM HOPMATMBHOM HOOKyMeHTalMM,
TEeXHUYUECKOM M (MJIM) DKCIJIYyaTalMOHHOM IOKYMEHTAalUMUM MNPOU3BOIOUTEJIS.

[MpuyoxeHmA :
a) odbororpadmueckme mzoOpaxeHma oOWero BuIa MEeOMLVMHCKOT'O M3OeJINA;
0) yTBepxXIeHHasd IIporpaMMa TeXHUYECKMX MUCIBITaHUM MeIUUMHCKOT'O M3melud (C

IepeyHeM IIPOBEPOK, OLIEHOK, KOTOPHE CJeAyeT MNPOBOOUTHL IIPU MCIBITAHUAX) ;
B) IIPOTOKOJIEl MCIBITAaHUM QYHKLIMOHAJIBHEIX XAPAKTEPUCTUK MEOULIMHCKOTO MU3IEJNUA.

HpMHOXGHMH ABJIAITCS HEOTBHEeMJIEeMOM YacTbio AKTa.

[Toonmcwu:
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[lpencenaTesyib KOMUCCUN

noJxHoCTh, ®.M.O.

YJieHB KOMMCCUU

OOJIKHOCTb, HauMMeHOBaHue opraHmuszaumm, &.1.0.

MpunoxeHne N 3

Kk Mopsaky NpoBeAeHUS OLEHKM
COOTBETCTBMS B HOPME TEXHNYECKMX
UCMbITaHWI, TOKCUKONOMMYECKNX
nccneaoBaHun, KNMMHUYECKUX
UCMbITaHWUI, MEAULIMHCKMX U3AEnuii
B LieNsiX rocyaapcTBEeHHOW
perucTpaumm MeamumHCKUX U3nenumn

O6pasel

HaMMEHOBAaHME MCIHHETATEJILHOM OopTaHM3aluuu, amgpec, TeneboH

YTBEPXIAIO

(pyxoBOOMTEJIL OpITaHM3aluM,
®.M.0., nomnmmchb, IIedYaThb)

SAKJIIOUEHVE
IO pes3yJybTaTaM TOKCHMKOJIOTMYECKMX MCCJIeHNOBAaHMM MEeIULUMHCKOTO M3OeMUd

N or " " 20 T.

HaVMMEHOBAHME MEIMUVMHCKOI'O M3OeJIVA

CocTarjieH
HaVIMeHOBAHUE MCHHTaTeanOﬁ OpPaHMSaHMM,
C yKaszaHMeM MecTa [IpOBeIeHMS MUCIBTaHUM
[TosTHOMOUMSA Ha npOBeneﬂme MCHHTaHMﬁ, aKerﬂMTaHMH Ha TEXHNUYECKYIO

KOMIIETEHTHOCTE UM HE3aBUMCHMMOCTB OJId IIPOBEIOEHUA pa60T I1O0 MCIIBEITAHUMAM.
ATTecTar axKKpeImMTauuumn VCIIEITaTEeNbHOM OpraHMn3almn

N, maTa BeHOaumM, oOJIACTH
aKKpeIMTaumum
nercreuTeJsied go " " 20 T.

1. B mepmon c " " 20 r. nmo " " 20 T.

HalVMeHOBaHMe OpraHmn3aluny, HpOBOﬂHmeﬁ nccJijienoBaHMA
IIPOBENEHEl TOKCUKOJIOTUMUYECKME MCCJIEeIOBaHMA

HaMMeHOBAaHMEe MEeOUUMHCKOTO mu3mesmsa (C YKaszaHnueMm HpMHaﬂﬂexHOCTeﬁ,
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HEOOXOOMMEIX NJIS NPUMEHEHMS MeOULUMHCKOTO M3OEeJiMs 10 Ha3HAYEeHMDO)
IPOM3BOIACTBA

HaVMeHOBaHMe IMpOomM3BOOUTEJIA, CTPpaHa IIPpOM3BOIOCTBAa
B COOTBETCTBUUM C

HauMeHOBaHue ¥ OOO3HaAUEeHME HOPMATUBHOM U TEeXHUUYECKOM
noxkyMeHTauum (TexHmueckuMm perJjiaMeHTam, I'OCT, I'OCT P,
I'OCT P MCO, CaullmH, My, MYK, npmukasaM M IIOCTaHOBJIEHMAM,
MEXIOYHAPOOHEIM INOKYMEHTAaM (MMeKUMM CTaTyC CCBUIOYHOT'O
OOKYMEHTAa), Hay4YHBIM OaHHBEM M T.I.)
2. Jna OpoBeleHMUsa TOKCUKOJOTMUECKUX MCCIIeNOBaAHUM NPEeOCTaBJIEHH :

IepedeHb HOJOKYMEHTOB, HOaHHEIX, o6pa3u03 MEeIMUMHCKOTO M3Oesiusa (KOJIMUEeCTRBO)
3.

HaMMEeHOBAaHME MCILITATEJIbHOM OopraHm3aumnm
IIPOBEIEeHEl TOKCUKOJIOTUMYECKME MCCJIeIOBaHMA

HaVMEeHOBaHME MEeOMLMHCKOTO MU3OeJMUHd
B COOTBETCTBUM C YyTBEPXIEHHOM NPOIPaMMOM

3.1.
OlleHKa IIPeACTaBJIEHHOM INOKyMEeHTAalUM
3.2.
Hal3HaueHMe MEeOULMHCKOTO U3OeJIusa
3.3.
BMI KOHTaKTa C OPIaHM3MOM UYeJIoBeka
3.4.
KJlIaCC MNOTEHUMAaJIbHOT'O PMUCKka NPMMEeHEeHUS MeIULMHCKOT'O M3IeJIMUI
B COOTBETCTBMM C HOMEHKJIATYPHOM KJlaCCHUbMKaALMEN MEeOULUMHCKUX W3OeJIUN
3.5.
HaMMEHOBAHME IIPMMEHSIEMBIX MaTepMaJioB MJIM PEeLEeNTypPHBEIM COCTab
3.6.

Crnoco® cTepuaIMs3aluuM MeOMLMHCKMX M3OeJun
4. KpaTkoe M3JIOKEHME PEe3yJIbTATOB MCIEITAaHUM
5. BeIBOIBE O pes3yJibTaTaM MCIBTAaHUN
6. BEIBOOEI O COOTBETCTBUM TpeOOBaAHMAM TEXHMUECKOM NOKYMEHTAaLUM

7. OueHka Pe3yJjibTaToOB TOKCUKOJIOTMYECKUX VCCJIeOBaHUM n pexoMeHIOaumum O
BO3MOXHOCTUM IIPOBEOEHMA KIIMHUUESCKUX UCIIBIT aHUM

SAKJIIOUEHVE

HalMMeHOBaHME MeIMIVMHCKOI'O M3OeJirAa

COOTBETCTBYET (HE COOTBETCTBYET) TpefOoBaHMAM Oe30MNaCHOTO MNPMMEHEeHMI.

[IpuoxeHue :
a) NPOTOKOJIBI TOKCMKOJIOTMUECKMUX MCCJeNOBaHMM MEOMLMHCKOTO MU3OEJIMI;
0) YTBEPXIEHHasa IIporpaMMa TOKCUKOJOTMUECKUX MCCJEeNOBaHUM MEeIULMHCKOI'O
n3nenmnd.

[IpuIOXeHMS SBJISITCS HEOTBHEMJIEMOM YacCThi 3aKJIoUeHMUd.
[Toonmcwu:

[lpencenaTesib KOMUCCUN

OOJIXHOCTEL, @®.U.O.
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UJIeHE KOMUCCUU

OOJIKHOCTb, HauMMeHOBaHmue opraHmuszaumm, O.1.0.

Mpunoxexne N 4

Kk Mopsagky NnpoBefeHUs OLeHKM
COOTBETCTBUS B (hpOpMeE TEXHUYECKUX
UCNbITaHWIA, TOKCUKOMOrMYECKNX
ncecnenoBaHum, KINMHNYECKUX
UCNbITaHWIA, MEOULIMHCKUX U34enui
B LIeNSAX rocy4apCTBEHHON
pervctpaumm MeguUUHCKNX U3nenni

HaVMMEeHOBaHMe MEeIMLUMHCKOM opTaHu3aluuu, ampec, Tejnebon

YTBEPXIAIO

(pykoBOOMTEJIb OPIaHMBALUM,
®.M.0., nomnmmchb, IIedYaThb)

AKT
OLIEHKM PpPe3yJibTaTOB KIIMHUYECKUX VCHOBTAHUM MEeOUUMHCKOTO M3IOEeNUsA

N or " " 20 T.

HalMMEeHOBAHME MEIMUVMHCKOI'O M3OeJIVA

CocTarjieH

HaVMeHOBAaHMEe MeIMLMHCKOM opraHmn3aunmny,

C YyKazaHMreM MecCcTa IIpoBeIeHMA VICIIBITaHUM

[lolHOMOUMA Ha NpPOoBeneHMe pPaboT IO MCIBITAHUAM.
JIMueH3msa Ha MeIMUMHCKYK IedTrejibHocTb oT " " 20 r. N
CPOKOM IEeMCTBUA

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

HaVMeHOBaHMe Opr'aHMn3aluny, HpOBOHHMeﬁ MCIIBITAHUMA
IIpopeneHa OLIEHKa Pe3yJjibTaToOB KIIMHNYECKMX VICIIBEIT aHUM B @opme IIpopeneHmMAa
VICIIEITAHUM C ydyacTreM dYeJjiOBeKa U (MHM) OLEHKM M aHaJiM3a KIIMHMNYECKUMX IOaHHBIX

HeoOxoOmuMoOe yKasaTh

HaVMEeHOBAaHME MEeIMUMHCKOTO M3mesua (C yKa3aHMEM [IPMHAIJIEXHOCTEN,
HeOOXOOMMBIX IJIS I[IPMMEHEHMS MEeIMIUMHCKOI'O M3OEeJIMs [0 HasHadeHMO)
IPOV3BOICTRA

HaVMEeHOBaHMe IPpOM3BOOUTEJIA, CTPaHa IIPpOM3BOOCTBAa
B COOTBETCTBMUM C

O6pasel
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HaVMeHOBaHMue U oOBOO3HaUeHMEe TeXHUMUEeCKOM
Y BKCIJYyaTalMOHHOM HOOKYMEeHTaluMu
2. Ina IIPpOBEeIeHNMA KIIMHUYECKUX VICIIBITaHUM npeagCTaBJIEHEL:

IIepedeHb OJOKYMEHTOB, IaHHEIX, O@paSHOB MEOVLMHCKOTO M3OeNus (KOJIUYEeCTBO)
3.

HaVMeHOBaHME MeIUIIVMHCKOM OpraHMn3almum
IIpoBelleHa OlLIeHKa pe3yJIbTaTOB KIIMHUUECKUX VICIIBITaHUM

HaVMeHOBaHUe
MEIMUIVMHCKOI'O U3IOeJINA
B CcOoOTBEeTCTBUM C yTBerHeHHOﬁ nporpammoﬁ

3.1.
KpaTkKas xXapaKTepucTuka MeIMLUMHCKOIT'O M3IeJMs, Ha3HaueHue,
YCTAaHOBJIEHHOE IMPOU3BOIOUTEJIEM
3.2.
BMI MEIMLMHCKOITO M3IeJiMsa B COOTBETCTBMUM C HOMEHKJIATYPHOM
KJIaccudukaumMem MeIMLUMHCKUX U3IeJIUM
3.3.
KJlaCcC MNOTEHUMAJIbHOT'O pPMUCKa [NPMMEeHEeHUS MeIULMHCKOT'O M3IeJIMUI
B COOTBETCTBMM C HOMEHKJIATYPHOM KJaccudukauMey MeIULVHCKUX W3IeJIUN
3.4.
OlleHKa [pPenCTaBJIEHHOM INOKYyMEeHTAalLUK
3.5.
XapaKTepuCTUKa NalUMEeHTOB (KOJIMUeCcTBO, [I0JI, BO3pacT, IMarHos),
ux MHQOPMMPOBAHHOE cCoIJlacue
3.6.
Pe3yJIbTaTh [IPOBEIEHHEIX KJIIMHMUECKMUX MCHOBITAHUNM MEeOULMHCKOTO WU3IOEeJINS
C ykasaHMeM KOoJIMuecTBa [IPOBEIEeHHHX OOCJeIOBaHMM, ollepalult,
nopoluenyp, aHaJlM30B
3.7.
CBeIeHMSa O B3aMMO3aMEHSEMBIX MEeIMUVMHCKUX MU3OeNrax ([Ipy HaJIMuum)
3.8.
HapaboTKa MeOMUMHCKOTO M3OeJMsa B 4YacaxX B TedeHMe KJIMHUYUECKUX
VCHEITaHUMY, KOJIMUECTBO M3MEPEeHUM, LUMKJIOB CTepuilIM3aluumu (IpK HaJlUduM)
3.9.
OYHKLUMOHAJIbHEIE KauecTBa MEOMLMHCKOTO mu3nesus, 200eKTUMBHOCTH
ero nNpMMeHeHMd, I[IO0Kas3aHMA UM [NPOTUMBOIIOKABaHUA K €I'0 MIPUMEeHEHUIO
3.10.
BO3MOXHOCTM MEIULUMHCKOIO M3IeJMg, KacaolyecCs TOUHOCTU M3MEePeHUM,
IOIOCTOBEPHOCTM, BOCIPOM3BOOMMOCTM, HAIEXHOCTU
3.11.
SKCIJIyaTalMOHHEIE KadecTBa MEeNUUMHCKOTO M3OEeJMs, BO3MOXHOCTU
yhopaBJieHMsa M ynoOCTBO oOpalleHusa C HMM, TexXHMUeCKas S5CTeTHKa
MeIULMHCKOT'O M3IeNud, ero odopmiieHMe, YCTOMUMBOCTD
K mesuHbPeKUuuMr, CTepuam3alun
3.12.

yHbopMauMsa 06 OOHAPYXEHHBIX B MNpPOlLeccCe KIMHUUECKUX MCIBITaHUM
HeImoCcTaTkax KOHCTPYKUMM M KadecTBa MeOMUMHCKOIO M3OeNusd (nopu
HaJaIMuuM) , OCOOEHHOCTM paboOTEl C HMM B IIpOollecCe 3KCIUlyaTaluun

4. KpaTkoe MBJIOXKEHME Pe3yJIbTaTOB MCIETAaHUM

5. BeIBOIBE O pPes3yJibTaTaM MCIBTAaHUN

6. OlLeHKa pPe3yJIbTATOBR KIVMHUUECKMUX MCIIEITAaHUN

SAKJIIOUEHNE
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HalMMeHOBaHMeE MeIMLIVMHCKOI'O M3OeJiA

COOTBETCTBYET (HE COOTBETCTBVYET) TpeOOBaAHMAM HOPMATMBHOM HOOKYMEHTAaLWM,
TEeXHUUECKOM ¥ (MJIM) DKCIJIYaTalMOHHOM IOKYMEHTAaUMM MNPOU3BOIOUTEIS.

[MpuyioxeHMA :
a) BakJioYeHMe CcoBeTa 10 DBTuKe B chepe oOpalleHMs MeIMLMHCKMX M3Oenmun
MuHyCTEepCTBa 3OPaBoOXpaHeHMs Poccumickon denepauum (B Cclydae IPOBEeIEHUS

UCIBEITAHUM C ydYacTMeM uYeJioBeKa) ;

0) yTBepxXIeHHas NpoTrpaMMa KJIMHUYUECKMX MCIBITAHUY MEeIMLMHCKOIT'O U3IEeJMUI;

B) TPOTOKOJBEl KJIMHUUECKMX MCIBTAaHUM WM Pe3yJIbTAaTHE OLIeHKM M aHajiM3a IaHHBIX,
BKJIOUAA TIpaduky, CHUMKU, BHIIMCKM M3 MuCTOpuy ©OO0JIes3HH, TabOyJIMPOBAHHEI,
CTaTUCTUUECKM OOpab®OTaHHEM MaTepuma;

T') [OOpOoOHEIE JaHHBIE I[10 MCIIOJBb30BAHMIO MEeIOUMUMHCKUX MBIEJUM B MeIULMHCKOM
NpakTUKe, HOaHHBE OTHAJIEHHBIX Pe3yJIbTaTOB HaOJOIeHUS (NPpM HAJIUMUUM) ;

o) BKCIJyaTaluMOHHas HOOKYyMEeHTaluMsa Ha MeIMLUMHCKOe u3zeire (MHCTPYKUMS II0
MEOUUVMHCKOMY IIPMMEHEHMIO) IPpM KJIMHUMUECKMX MCIOBITaHUNM Ou3MOoTepaleBTUUEeCKUX
annapaToB, peareHToB (Ha®oOpoB) mJA IOMATHOCTHMKM (in vitro), MeOMUMHCKUX
nsJenuyt, NpelHasHaUYEeHHHX IS NpodMiIakTUKM, IOMATHOCTHUKMK, JiedeHUd sabojieBaHUM
B JOMAallHUX YCJIOBUAX.

[IpnoXeHMsa ABJIANTCA HEOTBEMIJIEMOM YacThbl AKTA.
HNopnwucwu:

[lpencenaTesib KOMUCCUN

OOJIXHOCTE, ®.U.O.

UJIeHBEl KOMMCCUU

OOJIXHOCTL, HaMMEHOBaHIMe OplaHM3alnmu, ®.1.0.

Mpunoxexne N 5

k MNopsaaky NpoBeAeHNst OLEHKN
COOTBETCTBUA B DOPME TEXHNYECKUX
NCMbITaHWIN, TOKCUKOMOTMYECKNX
nccneaoBaHnn, KMMHUYECKNX
UCMbITaHWUIA, MEAULMHCKMX N3aenuii
B LieNsiX rocyaapCTBEHHOW
perucrTpaumm MeamuuHCKUX n3genvn

O6pasel

HauMMeHOBaHMEe MeIOULMHCKOM opraHmnzaumuy, apgpec, TejiedoH

YTBEPXIAI

(pyxoBOOMTEJIL OpIT'aHMU3alNnM,
®.M.0., nommmchb, IIedaThb)

AKT
OLIEHKM Pe3yJIbTaTOB KIIMHMYECKUX VCIBETAaHUM MEeOUUIMHCKOTO MU3OEeNNsS
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oJi9 OMAaTHOCTMKM in vitro
N or " " 20 T.
HaVMMeHOBAaHME MeIULMVHCKOTO M3OeJiud
CocTaBiyieH

HaMMeHOBAaHME MeIOULMHCKOM opraHmsaumnu,

C YyKazaHMreM MecTa IIpoBeOeHUA UCIIEITaHUM

[TosTHOMOUMS Ha OpoBelneHyre PadoT MO MUCIHTAHUIM.
JInueH3musa Ha MeIMUMHCKYW IesTtejbHocTb oT " " 20 . N
CPOKOM IOeMCTBUS

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

HaVMeHOBaHMe OpIr'aHMn3aluny, HpOBOHHMeﬁ MCIIBITAHUMA
3N E] IIpoBeleHa OlLleHKa pe3yJibTaTOB KIJIMHUUEeCKUX VCIIEITaHUM

HalMeHOBaHUEe
MeIMIMHCKOI'O
mnusnejim4a
IIPOM3BOIOCTBA

HaVMeHOBaHIMe IIpomM3BOOUTEJIA, CTpaHa IPOM3BOILCTBA
B COOTBEeTCTBUM C

HauMMeHOBaHMe 1 o00O03HAUEeHMEe TeXHUUeCKOM
M BKCIJIYATAalLMOHHOM OOKYMEeHTAaLUM
2. IOng npoBeIeHUd KIMHUUECKMUX MCHBTaHMM OBNIM NPelbaBJIEHEH :

nepedeHb NOKYMEHTOB, IAaHHBEIX, O0pas3L0B MeIMLUMHCKOI'O M3Oesrs (KOJIMUeCTRO)
3.

HaVMeHOBaHNVEe OpI'aHM3allin
IIpoBeJI OLEHKYy Ppe3yJibTaTOB KIIMHUYECKUX VICIIBEIT aHUM

HaVMEeHOBaHMe MeIMIMHCKOI'O

n3neamnsa
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTPaMMOM
3.1.
KpaTkasg XapaKTepMuCcTMKa MeIMLUMHCKOI'O M3OeJiMsd, Ha3HadeHue,
YCTaHOBJIEHHOE MNPOU3BOOUTEJIEM
3.2.
BMI MEIMLMHCKOTO M3IeJMsa B COOTBETCTBMUM C HOMEHKJIATYPHOM
KJIaCcCUIUKALMEN MEeIUMLUMHCKUX MU3IeJIUMN
3.3.
KJIaCC MNOTEHUMAaJIbHOTO PpMUCKa [NPMMEHEHMS MEeIMLMHCKOTO M3IOeJMI
B COOTBETCTBMUM C HOMEHKJIATYPHOM KJlaCCHUbMKaALMEN MEeOULUMHCKUX W3OeJIUN
3.4.
OlleHKa IPeACTaBJIEHHOM INOKYyMEeHTAalUMU
3.5.
XapakKTepucTHUKa MaTepuala
3.6.
Pe3yJIbTaTh NPOBEIEHHEIX KJIIMHUUECKMUX MCIBTAHUNM MEeOULMHCKOTO WU3IOEeJINSA
C ykasaHMeM KOJIMUeCTBa I[IPOBEIEeHHHX JIa®OpaTOPHLBIX MCCIIeOOBaHUN
3.7.

CpaBHeHMe O (QYHKLMOHAJIbHBIX XapaKTEePMUMCTUKaAX MEIULMHCKUX M3IeJNM,
NPVMEHSABIMXCSA B pedepeHTHOM MeTOoIMKe (IIpM HaJaudumn)
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3.8.
bYHKLUMOHAJIbLHEIE KaueCTBa MEeIUUMHCKOTO M3Oeyiud, S0OeKTMBHOCTL
ero MNpMMEeHEeHMS, [IOKABaHMSI U [POTUBOINOKA3AHUSA K €T0 IPMMEeHEHMIO
3.9.

BO3BMOXHOCTM MEIMUMHCKOI'O UM3IOeJiMd, Kacawnmmecda TOYHOCTU MSMepeHMﬁ,
JOCTOBEPHOCTNV, BOCIIPOM3BOOMMOCTIM, HaAIOEXHOCTU

3.10.
SKCITyaTalMOHHEIE KaueCTBa MEIMIMHCKOTO M3IEeNIMS, BO3MOXHOCTU
yIpaBJeHrs UM ymoBCcTBO obpaleHrs C HMM, TexXHMUYeCKas S5CTeTuKa
MEIMIIMHCKOTO M3Ienmsa, ero obopmieHume, CTabUILHOCTH W3OSV
IpM SKCIJIyaTaluuM B YCJOBUAX NpPaKTHUUeCcKoN JjabopaTopuu
3.11.

yHbopMauMsa 06 OOHAPYXEHHBIX B IPOLEecCe KIMHUUECKUX MCIBITaHUM
HemoCcTaTkax KOHCTPYKLUMM M KadecTBa MEOMUMHCKOIO U3OEJMUS
(mpy HaauummM), OCODEHHOCTM paboOTEl C HMM B IpPOlLleCcCe 3KCIIyaTaluu
4. KpaTkoe M3JIOKEHME PEe3yJIbTATOB MCIETAaHUM
5. BeIBOIH O pes3yJbTaTaM MCIBTAHUNI
6. OLeHKa pPe3yJbTAaTOB KIMHUUECKMUX MCIIBITaHUMN

SAKJIIOUEHVE

HaVMMEHOBAHME MEOMUVMHCKOI'O M3OeJIVA

COOTBETCTBVYET (HE COOTBETCTBVYET) TpeOOBaHMAM HOPMAaTMBHOM, TEXHUUECKOM U
(M) BKCIJIyaTalMOHHOM IOOKYMEeHTAaLUM.

[MpnIIOXeHMA ¢
a) yTBepxXIeHHasd IOporpaMMa KIMHMYECKMX MCIBTaHUM MeOIMUMHCKOTO M3OeNUd IJjig
OVMAaTHOCTUKM 1n vitro;
©) [OPOTOKOJIE KJIMHUUECKUX MCIBITaHUM MM Pe3yJIbTAaTH OLEHKM M aHaJM3a OaHHEIX,
BKJIIOUAA TI'paduky, CHUMKMU, BHIIMCKM M3 MuCTOpuM ©OO0Jes3HH, TaOyJIMPOBAHHEI,

cTaTuCTUUYeCcky oOpaboTaHHBY MaTepMuall;

B) NOIpOBOHHE IaHHEE IO MCIOJIL30BAHMI MEIUUMHCKMUX M3IEJWM OJS OUMAaTHOCTUKM in
vitro B MeOMUMHCKOM MNPaKTUKe, IaHHHE OTIAJIeHHHIX pPe3yJIbTaTOB HabJomeHUsa (Npu
HaJIWU4YMM) ;

') DBKCIUIyaTalMOHHAS HOOKyMEeHTauusa (MHCTPYKLMS IO MeIMLUMHCKOMY [IPMMEHEHMI) Ha
MeOMLMHCKOE M3Iesue IJid OMAarHOCTMKM in vitro.

[IpuIOXeHMs SBJISITCS HEOTBHEMIIEMOM YacThbio AKTa.
[Toonmcwu:

[lpencenmaTesyib KOMUCCUN

OoJrkHoCcTh, ©.1.0.

UJIEHBE KOMMCCUMU

IOOJIXKHOCTB, HaMMeHOBaHmMe opraHmszaumm, &.M.0.
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