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06 YTBEpPKACHHH IIopﬂmca IpOBEACHHS OLICHKHM COOTBECTCTBHS
MEAHINHCKNX U3/eJIHii B q)opme TEXHHYCCKHX HCﬂblTaHﬂﬁ,
TOKCHKOJIOTH4YE€CKHX ncc.ﬂeuonannii, KJIHHHYECKHX HCNbITAHNH
B 11eJIAX rocy,uachBennoﬁ PErucTpanuu MEAHNNAHCKHX M3aeui

B cootBercTtBuH co cratheit 38 DenepanbHoro 3akoHa ot 21 HosOpa 2011 r.
Ne 323-03 «O6 ocHOBax OXpaHHl 3710poBbs rpaxiaH B Poccuiickoit ®enepanun»
(Cobpanue 3akoHonarenscta Poccuiickoit @enepanun, 2011, Ne 48, ct. 6724; 2012,
Ne 26, ct. 3442, ct. 3446; 2013, Ne 27, ct. 3459, ct. 3477; Ne 30, ct. 4038; Ne 39,
ct. 4883; Ne 48, cr. 6165) u nyskrom 5.2.187 TlonoxeHus
o MunucrtepctBe 3papaBooxpaHeHns Poccmiickofi ®enmepalud, YTBEpXIEHHOrO
nocraHoBnenueM IlpaButensctBa Poccuiickoit ®enepamyu ot 19 mons 2012 r.
Ne 608 (Cobpanue 3axoHonarenscTBa Poccuiickoit ®enepaumu, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, cr. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386;
Ne 45, cr. 5822),npuKa3bpIBalo:

YrtBepauts Ilopsiok mpoBefeHHS OLIEHKH COOTBETCTBHSA MEIMUIMHCKHUX
U3neuid B (GopMe TEeXHHYECKHUX HCIBITaHHH, TOKCHKOJOTHYECKHX MCCIIEHOBaHMIM,
KIMHMYECKHMX  HMCOBITAHHA B HeMAX  TOCYAAapCTBEHHOH  perucTpanyu
MEeIULMHCKHX U3LEIIUH COrJIaCHO NPIIIOXKEHUIO.

MuHucTp B.A. CkBopnoBa

KOITVA BEPHA
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IMpunoxenue
K Npuka3zy MHUHUCTEPCTBA 3APaBOOXPaHEHMS
Poccuiickoit @enepanun
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Ilopsizox npoBeeHHs! OEHKHU COOTBETCTBHA MEeIHUHHCKHX M3XeJIHi
B popMe TeXHHYECKHX HCNIBITAHHH, TOKCHKOJOINYeCKHX HCCNeJOBAHNM,
KJHHUYECKHX HCIILITAHUH B LeJIgX IOCYAapCTBEHHOH perucTrpanuu
MeQMIHHCKUX U3aeani

[. Obmue nosnoxeHus

1. Hactrossmuit Tlopsinok ycraHaBnuBaeT TpeOOBaHUS K NPOBEAEHUIO OLEHKH
COOTBETCTBUS MEOUIMHCKUX H3MeNHi, KOTopas MPOBOAUTCA B (GOpMe TEXHUYECKHX
UCTIBITAHUM, TOKCHKOJOTMYECKUX HCCIAeNOBAaHUM, KIMHUYECKUX  WCHBITAHUH
METUIIMHCKUX W3JeIMi B 1IeNAX TOCYJApCTBEHHOM pETrucTpaiiyd MeIULMHCKIX
H3Jienuil (ajjee COOTBETCTBEHHO — OLEHKA COOTBETCTBUS, TEXHUYECKHUE WCTBITAHMUS,
TOXCUKOJIOTHYECKUE UCCIEIOBAHUS, KIMHUUECKUE UCTIBITaHH ).

2. Texauyeckue WCTIBITAHUS, TOKCHUKOJIOTHYeCKue UCCNIeIOBaHUS,
KJIMHUYECKHUE WCTIBITAaHUSI MEIUIMHCKUX U3JIeNIUI OCYILECTBISIOTCS B COOTBETCTBHH
¢ nHacroamuM Ilopsagkom npu cobmonenun TpeGOBaHWHA  NEHCTBYIOIIETO
3akoHoAarenbeTBa Poccuiickoil @enepanun o6 obpallleHuy METUIHHCKUX U3 eI,
HOPMATHUBHOW, TEXHHYECKOW JOKYMEHTAllMd TMPOUZBOMUTENS  MEIUIMHCKOIO
W3NENUs, a TakkKe HANUMOHANBHBIX (MEXIYHApONHBIX) CTAaHAAPTOB', COMEPIKALIMX
NpaBUjia M MeETOABl HcclefnoBaHUN (MCHBITAaHWI) W M3MEPEHHMH MEIUIIUHCKUX
U3JENUH.

3. I'lo pe3ynpTaTaM OLEHKU COOTBETCTBUSA OQOPMIIAIOTCS:

a) aKT OIIEHKM pe3yNbTaTOB TEXHMYECKUX UCIBITAaHUH MEIULIMHCKOTO U3IeNus,
KOTOPBIM odopMisieTcs Nno obpas3ly corjlacHo npuinokenuro No 1 K Hacrogmemy
Iopsanxy;

0) aKT OLIEHKM Pe3yJIbTaTOB TEXHUUYECKUX HCIBITAHWUN MEIMIMHCKOTO U3AeIHA
IANd JUArHOCTHKM 1n  Vitro, KOTopblil odopmisieTcs mno o6pasiy cornacHo
npuinoxenuto Ne 2 k HacrosameMy [lopsaaky;

B) 3aKJIIOUYEHHE MO0  pe3ysibTaTaM  TOKCHUKOJIOTMYECKHMX  HMCCleIOBaHMMA

MEIMLIMHCKOTO HU3Jens, KOTopoe ohopMIIeTcs o 00pa3ily COracHO MPHIIOKEHHIO
Ne 3 x nactosamemy Ilopsaaxky;

DenepanbHpi 3axon ot 27 pexkabpa 20021 Ne 184-03 «O Ttexuuueckom perynuposanuny (Cobpanne
3akoHoparenbcTsa Poceniickoit deaepauun, 2005, Ne 19, cr 1752; 2007, Ne 19, ¢t 2293, Ne 49, ct. 6070; 2008, Ne 30,
ct 3616; 2009, Ne 29, cr 3626, Ne 48, c1. 5711; 2010, Ne 1, ¢t 5, 6, Ne 40, cT 4969, 2011, Ne 30, cT. 4603, Ne 49,
et 7025; Ne 50, cT. 7351; 2012, Ne 31, ¢t 4322, Ne 50, cr 6959, 2013, Ne 30, ct 4071)



I') aKT OLIEHKH Pe3yNbTaTOB KIMHUYECKHUX UCIBITAHUM MEIULIMHCKOTO U3/IeIIs,
KOTOpBIH odopmiisiercs o o0pasny cornacHo npuioxenuro Ne 4 k Hacrosemy
[Topsanxy:;

1) aKT OLICHKHU pe3yJIbTaTOB KIMHUYECKUX HUCITBITAHUNA MEIULIMHCKOTO U3MENHs
JUT IMArHOCTMKM in Vitro, KOTOpHIH odopmisercs 1o o0paslly COTrjacHo
ripuioxeHuto Ne 5 x HacTosieMy llopsaxy.

XpaHeHde pe3yJbTaTOB WCHBITAHUH M UCCIENOBaHMN OCYIIECTBISETCH
B TIOpSAJKE, YCTaHOBIEHHOM 3aKoHoAarTenbCTBOM Poccuiickoit  ®epepauuu
00 apXUBHOM nene’.

4. IlpousBoauTens  MEJMLUMHCKOIO  M3JeAus  HMIM  YIOIHOMOYEHHBIN
IIPeICTaBUTENb TIPOU3BOIUTENS (Jlanee — 3asBUTENb) CaMOCTOSTENBHO OIpeeNsder
HUCIBITATEIPHYIO OPTraHU3aLUIC, OCYLIECTBISIOMYIO IIPOBEIECHHE TEXHUYECKUX
WCHBITAHHMHE M TOKCHKOJOTHMYECKHWX  MCCIIeIOBaHUM, C ydyeToM  o0JacTu
ee aKKpeIuTalyH, a TAaKKe MEAUIMHCKYIO OpraHHU3alulio, IPOBOAAIYIO KIMHUYECKUE
UCTIBITAHUS MEIUIIMHCKUX U3IEIINN.

II. Onenka cooTBETCTBUA MEAUIIMHCKUX U3IEITUH
B opme TEXHUUECKHX UCTIBITAaHUN

OHGHKa COOTBETCTBHA MCANIINHCKHNX 158631 (SN1050%1

5. Texnuyeckye MCHBITAHUS MEAUIMHCKHUX HW3JeNud NpoBoAATCcsS B Gdopme
UCILITAaHMA ¥ (WIM) OLIGHKM W aHaiu3a JaHHBIX (Jajiee COOTBETCTBEHHO —
UCILITAHMS, OlleHKa YW aHalu3 MaHHBIX) AN [IPOBEPKU KadecTBa U OE30IaCHOCTH
MEIULIMHCKOI0 M3IENHA TPU HCIOJIB30BAHUH €ro B COOTBETCTBHM C Ha3sHaYEHUEM,
IPeyCMOTPEHHEBIM JOKYMEHTalKed TpOU3BOAUTENS.

6. Texuuueckye UCNBITaHUS B (hOpMe OLCHKU U aHAIM3a JAHHBIX NPOBOAATCA
TONBKO B  OTHOIIEHMM  MEIUIIMHCKUX M3AeNu#, I8 MOHTaxa (BBOZAA
B OKCILIyaTalli0) KOTOPHIX TpedyeTcs ToNydeHHe pas3pelleHud (IMUeH3uh),
co3jaHye CIELMANBHBIX YCIOBUH, CTPOUTENBCTBO OTHEIBHBIX KalMTalbHbIX
COOpYXeHUH W JOIOJHUTEIBHOr0 0O0y4eHHs CIENMANNCTOB, a B HEKOTOPHIX
clly4yasix — BbIe3]] Ha MECTO NTPOU3BOACTBA MEIUIIMHCKOTO U3EIH).

7. B paMKax OLEHKU M aHajlIM3a JaHHBIX IPOBOIATCS:

a) aHaJIM3 JAaHHBIX TEXHUYECKOH nuTepaTyphsl M MH(OPMAaLUH, OTHOCALIEHCS
K 0e30macHOCTH, OKCIUTyaTallMOHHBIM M TEXHUYECKHM  XapaKTepUCTUKAaM,
a TaKKe K IIPelyCMOTPEHHOMY NPUMEHEHHUIO MEIULIMHCKOrO M3eNH;

6) aHaJIU3 pe3yNbTaTOB IPOBEJEHHBIX UCIIBITAHNH MEIUIMHCKOTO U3IENNd,

B) aHANW3 yCIOBUH MPOM3BOJICTBA MEAULUHCKOIO U3AEIH.

8. B ciiyyae eciiu B pe3yiibTaTe OLEHKH M aHaliM3a JaHHBIX HE MOATBEP KIAEHbI
Ka4ecTBO M 0€30IaCHOCTH MEOUIMHCKOrO H3ZIeNUs, NPOBOASATCA TEXHUYECKHE
MCTIBITAHUSA METUIIMHCKUX U3JeNUH B (popMe UCTIBITAaHUM.

? QenepanbHelil 3akoH oT 22 okTabps 2004 r Ne 125-®3 «O6 apxusHom gene B Poccuiickoit denepaunm»
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9. JIJ'IH NpOBEACHUSA TCXHUYCCKUX WUCIIBITAHUM  3asBUTEJIb NpeAcCTaBisCT
B UCHBITATCIIBHYIO OPraHyv3alluio:;

a) 3asBlleHUEe O TIPOBEIACHUM TEXHUUECKMX UCIBITAHMI MEIMLUHCKOIO
H3ENNUS;

0) oOpa3npl (0Opazelr) MeAUIMHCKOTO M3JENHs BMECTe ¢ IIPHUHANIIEKHOCTIMH,
HeOOXOMMMBIMU 1IJI1 NOPUMEHEeHWS MEIHLMHCKOTO W3JEeNus 10 Ha3HA4YeHUIOo
(TIpM IpOBeIeHUH UCTIHITAaHUH );

B) KOIKU IIPOTOKOJIOB NpEeABapUTEIBHBIX UCIBITAHUN MEAUIUHCKOIO U3
(npu HaNU4YUK);

) KOTIMK pe3ylbTaTOB TEXHWYECKUX HCIBITaHUH MEIMLIMHCKOTO W3JeNus,
IIPOBEIEHHBIX 3a NMpeaenamu Poccuiickoil Penepanuy (Ipy HaIUYUH);

Il) CBEJIEHUS O HOPMATHUBHOM JOKYMEHTalUN Ha MEIUIUHCKOE U3ETHE;

€) TEXHHYECKYI0 U OKCIUIyaTallMOHHYIO JOKYMEHTAUUIO IPOU3BOINUTEIS
Ha MEIUITUHCKOE U3IENNE;

x) dpoTorpaduyeckue U300pakeHUuss OOLIEr0 BUAA MEIMLMHCKOIO H3HENHs
BMECTE C MPUHAMJEKHOCTSIMH, HEOOXONUMBIMH [ NPHUMEHEHMS MEIHLHMHCKOrO
W3JeIMs 110 HazHavyeHuto (pasmMepoM He MeHee 18x24 cm);

3) HEOOXOJUMBIE JUII TEXHUYECKHUX HCIBITAaHUH pabodme 4eprexxu, TaOJIMIIbI
M CXeMBI, €eCIH OHHM CcoJAepXaTrci B OKCIUIyaTallUOHHOM NOKyMEHTalluu
IIPOU3BOIUTEILS;

W) crienualibHOe obopynoBaHue, pa3zpaboTaHHoOe NIPOU3BOIUTENIEM
IUIS TEXHUYECKMX MCIIBITAHNI KOHKPETHOIO MEIULMHCKOTO U3JENUS U YKa3aHHOe UM
B TEXHUYECKOM JOKYMEHTAIIUH (IpY HAJIM4MH );

K) JOKYMEHTBl IPOU3BOIMTENS, COJepXallue CBEeNeHUus 00 OmacHOCTAX,
CBA3AHHBIX C MEOUIMHCKHM W3JeNueM, M TIPUHATBIX Mepax @0 CHHXEHHUIO
OCTATOYHBIX PUCKOB (MpH HAJINYMH);

A) CBeIeHUss O  KJIMHUYECKOM TpPUMEHEHMM  MEIMIMHCKOTO  M3JeNus
NPy OCYUIECTBICHUH MEIMLIHHCKON JeATeNbHOCTH 3a mnpelenaMu Poccuickoi
denepanuu (Mpy HATHUKAN).

B cnyyae eciid OpUTHHaNbl JOKYMEHTOB COCTABJIEHBl Ha MHOCTPAHHOM S3LIKE,
OHH TIPEICTABNASIOTCS C 3aBEPEHHBIM NIEPEBOJIOM Ha PYCCKMM A3BIK.

10. Texuuyeckue  HUCHBITAHUS ~ MEOUIIMHCKMX  M3JENUH  IPOBOAATCH
HCIILITATENILHOM Oopranu3alyeil B Cpok, He Npesslnaromui 30 pabouux qHel co IHA
IpeNOCTaBleHus 3asBUTENIEM B HCHBITATENbHYX OpraHU3alldilo  NOKYMEHTOB
1 obOpasuos (oOpasua), a TakKe cHelUanbHOro oOOpy/0oBaHHMA (IPU HAJIHYUM),
MEJULIMHCKOTO H3Jelus, yKasaHHBIX B nyHkre 9 Hactosgmero Ilopsnxa. Cpox
IPOBEIEHNS TEXHUYECKUX UCIBITaHUH 10 COTNIaCOBAHUIO C 3aiBUTEIEM MOXET ObITh
MpOUIEH PYKOBOJAWTENEM MCIBITATENbHON OpraHM3alud, HO He Oolee UeM
Ha JBajlaTh pabo4unx IHEH.

11. I'lpu npoBeieHNH TEXHUYECKUX UCTIBITAHUN OCYINECTBIIAIOTCA:

a) uaeHTHhUKALUSA MEAUIMHCKOIO U3JIENN;

6) onpeneneHNe M COIIACOBAHUE C 3asBUTENIEM BUIA MEIMLIMHCKOIO H3JENNs
¥ Kjlacca TIOTEHIHAlBbHOTO puUCKa TNPUMEHEHUs MEIUUMHCKOro  U3lenus



B COOTBETCTBHUM C HOMEHKJATypHOHW Kkiaccudukanueldi MeIuIUHCKUX H3AeNui,
yTBep>kAeHBOH MuHHCTEpCTBOM 31paBooxpaHenus Pocceuiickoi Denepanun’;

B) aHAlIU3 TEXHWYECKONH JOKYMEHTallMy IIPOM3BOAMTENS Ha MEIUIIMHCKOE
n3nenue;

I') COCTaBJIeHHEe TPOTpaMMbl TEXHMYECKUX HWCHBITaHMH (IIpH IIPOBEIEHUU
VCTIBITAaHUH );

I McrbITaHne o6pa3ioB (0bpasua) MeIUIUHCKOTO M3IeNus (IIpy IPOBeNEeHAN
VCTIBITAaHUHN );

€) OLIEHKAa W aHaJu3 JaHHBIX, OTHOCSIIMXCS K MEIHULIHHCKOMY HU3JENHIo,
IUIst MPOBEPKH ero KauecTBa U O€30MaCHOCTH;

) mopaboTKa  TEXHHYECKOM M OKCIIyaTalMOHHOM  JOKYyMEHTaLHU
IIPOU3BOIUTENIS HA MEIUIIMHCKOE U3MENNE MO PE3yJIhTaTaM TEXHUUECKUX UCTIHITAaHUH
(1pyt HeOOXOAMMOCTH ), B YACTH OIIpENIENIEHUs:

TIONHOTBEL M JIOCTAaTOYHOCTH TpeboBaHMH, obOecneduBarOlMX Kad4ecTBO
1 6€30I1aCHOCTh MEIMIIMHCKOT O U3LENHNS;

COOTBETCTBUSL TPeOOBaHWM, W3NOXEHHBIX B TEXHHYECKOH ITOKYMEHTAIMH
IpOU3BOAMTENS Ha  MENHLUMHCKOEe  H3Jenue, TPeOOBaHMAM  IIPUMEHHMMBIX
HALMOHANILHEBIX (MEXAYHApPOAHBIX) CTaH1apTOB;

3) oopmileHHe U BbINaua (BpydeHHE WIIM HallpaBlieHHE 3aKa3sHBIM IIOYTOBBIM
OTHPaBJlIEHHEM C YBEJIOMIICHHEM O BPyYEHUH) 3asBUTENIO aKTa OLEHKH PE3yJILTAaTOB
TEXHUYECKUX HUCIBITAHUI MEJULMHCKOTO U3EIIHNs.

12. ITlporpamMmma  TEeXHHYECKHX  MCIBITAHHMHM  COCTABIAETCA  COBMECTHO
¢ 3agsureneM. IlporpaMMmy M METOAMKY TEXHUYECKHUX HCIIBITAHMHM YTBEPXKIAET
PYKOBOAMTENH  MCIBITATENbHOM — OpraHusaldy,  IpPOBOAAIIEH — TEXHHYECKHE
HCIBITAHUS.

13. B xo1e ipoBeneHNs TEXHUUECKUX HCIIBITAHUH OIIpeeIoTC:

a) COOTBETCTBHE  MEIWIIMHCKOrO M3JeNus  TpeOOBaHWAM  IPHUMEHUMBIX
HAaMOHANBHEIX  (MEXIyHAapOOHBIX)  CTaHIApTOB, a Takke  HOPMaTUBHOH
JIOKYMEHTAIMH, TEXHUYECKOH U IKCILUTyaTallMOHHOMN JTOKYMEHTAlUU IIPOU3BOIUTENS,

6) COOTBETCTBHE NPEICTABIEHHON 3asiBUTENEM NOKyMEHTALUU TpeOOBaHUAM
NPUMEHUMBIX HAIMOHANBHBIX (MEXIYyHApOIHBEIX) CTAHAAPTOB ¥ HOPMAaTHBHOU
JOKYMEHTAIMU Ha MEJUIIMHCKOE U3JIENHE;

B) MOJIHOTa ¥ OOBEKTUBHOCTH YCTAHOBJIEHHBIX B TEXHUYECKON NOKYMEHTALUH
NPOU3BOIUTENS XapaKTePUCTHK, MNOANEKAIMX KOHTPOIIO MPU TEXHUYECKUX
UCOBITAHUAX, @ TAK)KE METOB! UCIIBITaHUH;

) BO3MOXKHOCTh ~ WCIOJB30BaHUA  OKCIUTyaTallMOHHOH  JOKYMEHTalHu
IIPON3BOUTENSI IPU IPUMEHEHUH MEIMLMHCKOTO U3JIENUs 10 Ha3HAYEHHIO,

1) Ka4eCTBO MEIMLIMHCKOTO U3eIUs U 6€30I1aCHOCTh €T0 NPUMEHEHHS.

14. Pe3ynpTaThl TEXHHYECKHUX HCHBITAHMM CUMTAIOTCS OTPHLATEIBHBIMU
B CJIEIYIOIIMX clay4dasx (Ipy HaJM4YUM OfHOTO U boree):

a) npejcraBieHHple  00pa3usl (00pasen) MENUIMHCKOrO M3MENus BMeECTe
¢ NPUHAJJIEXKHOCTSIMU, HEOOXOMMMBIMU ISl NPHMEHEHUS MEIUIUHCKOIO H3JesHs

3 Mpukas Munucrepctsa 3mpaBooxpanenns Poceuiickoli ®enepaunn o1 6 moHa 20121 Ne 4 «O6 yTBepKAEHMH
HOMEHKJIATYPHOH KJ1acCUPUKALMK MEIHIMHCKHX M3IENHi» (3aperucTpUpoBaH MUHUCTEPCTBOM HOCTHUHYM PoccHiickol
®enepauun 9 wions 2012 r., perncrpaunonnerii Ne 24852)



IO HA3HA4YCHHNIO, HE COOTBCTCTBYIOT Tp€6OBaHI/I5{M HOpMaTHBHOﬁ JOKYMCHTAIUH,
TEXHHUYECKOU U BKCHHyaTaHHOHHOﬁ OJOKYMEHTaAMU IIPOU3BOAUTEIIA]
6) cBeaceHusd O MEIUIMHCKOM H3JACIHHM, YKa3aHHBIC B HpCILCTaBHeHHOﬁ

TEXHUYECKOU U 3KCIUTyaTalliOHHON JIOKYMEHTalNH IIPOU3BOIUTENA,
He TOJITBEPKIal0T Ka4yeCTBO ¥ 0€30I1aCHOCTb MEJULMHCKOTO U31EIIHUs;
B) CIleIfHalIbHOe obopynoBaHue, pazpaboTanHoe IIPOU3BOJIUTENIEM

A58 TEXHHYCCKUX UCTIBITAHUH KOHKPETHOTO MCIMIIMHCKOI'O M3NCINA M YKA3aHHOE
UM B IHIPOCKTax TEXHUYECKOHN JOKYMEHTalu, HE obecreyuBaeT BO3MOXHOCTH
HpoOBCACHUA HCO6XOJII/IMI>IX TEXHUYECKUX UCTIBITAHNH.

15. Pe3yanaTI>I TEXHHUYICCKHNX I/ICHBIT&HI/Iﬁ, 3a HCKIIIOYCHHMEM  CIIy4dacs,
YKa3aHHBIX B IHYHKTE 14 wnacrogiero Hopﬂm(a, CUHNTAIOTCA TIOJNOKUTECIIBHBIMU
M NOATBEPXNArOT Ka4eCTBO 1 0€e301acHOCTh NMPUMECHECHUA MEAUTHHCKOI'O N3OSN,

O1leHKa COOTBETCTBUS MEAMLIMHCKUX U3IEINH IJIs TUAarHOCTHKHU 1n VItro

16. TexHuyeckye WCIBITAHUA METUIMHCKUX HW3LeNUH [l  IUarHOCTUKH
in vitro (mpubopsl, o0opynoBaHHe, HAOOpPBEl PEAreHTOB, PEArcHTBI, PEaKTHUBHI,
TECT-CUCTEMBI, KOHTPOJIBHBIE MaTepHallbl, KalIWOpaTOpHl, IHTATENbHBIE CPEJIbl)
IIPOBOJATCS B LENAX MPOBEPKHM KagecTBa U 6€30IaCHOCTH MEIULUMHCKOIO H3IEIus
JUIS IMArHOCTHMKY in Vitro MpU UCNOJIB30BAaHUU €r0 B COOTBETCTBUU C HA3HAYEHUEM,
MpelyCMOTPEHHEBIM IOKyMEHTalMen IpOU3BOIUTENS.

TexHWYecKre UCHBITAHHA MEJUUUHCKUX U3IOENAW Uil JUArHOCTHKHU
in vitro B BHZE 3aKpBITBIX AHAJIUTUYECKUX CHUCTEM, IIPOBOAMMBIE B OTHOUIEHUHU
MEIUIIMHCKOIO M3JeNus BMeCcTe C MPUHAMJIEKHOCTIMU, HabOpaMHM peareHTOB
U KanuOpaToOpoB, HEOOXOAMMBIMM IUI1 NPUMEHEHHs MEIULMHCKOTO U3JAelus
10 Ha3HAYEHUIO, MOTYT ITPOBOAKMTHCSI B paMKax OJHOI'O TEXHUUYECKOrO UCTIBITaHMS.

17. Texguueckye HCIBITAHUS MEIUMUMHCKUX M3IENUM Il IUarHOCTHKH
in vitro OCHOBBIBAIOTCS Ha:

a) aHayu3e  JIaHHBIX HAYYHO-TEXHUYECKOHW  JIUTEpaTyphl, OTHOCAUIEHCS
K 0e3011acHOCTH, 3¢hHEeKTUBHOCTH, (GYHKIIMOHANBHOCTH, a TaKxe
K NpelyCMOTPEHHOMY HOPMAaTHBHOU NOKyMeHTalMeH, TeXHUYECKOU
1 9KCILIYaTAI[MOHHOW JOKyMeHTalMel NpOU3BOAUTENS NPUMEHEHHUIO MEUIUMHCKOTO
U3NeNUs 111 JMarHOCTHUKH 1N VItro;

6) aHanu3e pe3yJIbTaTOB NPOBEAECHHBIX HMCHBITAHUH MEIHMLIMHCKOTO HU3IEJHs
JUI TUATHOCTHKY 1n Vitro.

18. Jlnsg mpoBefeHUs TEXHUUECKUX MCIBITAHUH MENULUHCKUX H3IENUH
1J1 [IUArHOCTHKM in Vitro 3aABUTENb NPEACTABISIET B UCIIBITATENbHYIO OPraHU3aLUIO:

a) 3asBJIEHHE O MPOBEJCHUN TEXHNUECKUX UCTIBITAHNHM MEIUIIMHCKOIO U3JENus
[J1s1 IMArHOCTHUKH In Vitro;

6) o6pasuer (0Opasen) MEOUIWHCKOTO HM3ZENHs Ul JUarHOCTHKH In Vitro
BMECTE IPUHAIUIKHOCTAMH  (npubopsl, o00opynoBaHue, HaOOpPBLl PpeareHTos,
pEareHThl, PEaKTHBBI, TECT-CUCTEMBl, KOHTPOJLHBIE MaTepualbl, KaauOparopsl,
MUTaTebHBIE Cpelbl), HEOOXONUMBIMU Il TIPUMEHEHHS MEIUMUMHCKOro M3JENHsA
M0 Ha3HayeHMIo (B KOJMYECTBE JOCTATOYHOM sl TPOBEACHUS TEXHHYECKHX



UCOBITAHUM MEIUIIMHCKOrO W3JeJMs JJid JMAarHOCTUKH In  VItro  COIJIacHO
TpeOOBaHUSIM HOPMATUBHOM JIOKYMEHTAalldd ¥  COrJIAaCOBAaHHOW  MPOrpaMMel
HCTIBITAHUH );

B) KOIIUK MPOTOKOJIOB MPEIBAPUTEILHBIX MCIBITAHUH MEAUIIMHCKOTO U3AEIUs
(XIpy HaIU4MH );

') KONIUM Pe3yJbTaTOB TeXHUYECKUX HMCIBITAHWH MEAUIIMHCKOTO W3IETHs AJIs
JUardOCTUKHU in Vitro, mpoBeleHHBIE 3a mpenenamu Poccuiickoit denepanuun
(1pu HaMU4UM);

1) CBEJIEHUsI O HOPMATWBHOU NOKYMEHTAllUM HAa MEIULMHCKOE H3JeNue s
JIMarHOCTHKY 1N VItro;

€) TEXHUYECKYI0O ¥ OKCIUIyaTallMOHHYIO JOKYMEHTALMIO IPOU3BOIUTENSN
Ha MEeIMIMHCKOE U3/eiiie IJISl JUArHOCTUKH 1n VItro;

x) dboTorpadhuueckre H300paKeHUd OOIIero BUAA MEIULMHCKOTO U3JIeITHs
ISl [MarHOCTHKH 1In  Vitro BMecTe ¢ TPUHAIJIEKHOCTAMU, HEOOXOIMMBIMU
JUIs. IpUMEHEHUs MEIUIHMHCKOrOo H3JC/MUs 10 Ha3HaueHHIO (pa3sMepoM He MeHee
18x24 cm);

3) HE0OXOAMMBIE IS HPOBECHUS TEXHUUECKUX UCTIBITAHUHU N1 JUArHOCTHKU
in vitro TaOMUIBI U CXEMBI, KOMIIBIOTEpHBIE MPOTPaMMBbl, €CIM OHU WJIHM CCBHUIKU
Ha HUX COAEPXKATCs B IKCIUTyaTallMOHHON JOKYMEeHTAIlu! TPOU3BOIUTENIS;

u) crienyaibHOoe O00OpylNOBaHMe i1 TPOBEPKHM WA Ui  OOecHedeHus
GYHKIIMOHUPOBAHUST MEOUIMHCKOrO H3JeNUs M yKa3aHHO€ B  TEeXHHUYECKOH
JNOKyMEHTAIUK MpOU3BOAUTENS (MPU HATMYUU U HEOOXOAUMOCTH );

K) COBOKYITHOCTh JIOKYMEHTOB, CO3JaHHBIX IIPOU3BOAMTEIEM B TpoIllecce
aHanuza pucka npuMeHenus (paiin MeHepKMeHTa pyucka) (IIpy HaJTu4ium ).

B crnyuae ecnu opuruHanbl JOKYMEHTOB COCTaBJIeHbl HA MHOCTPAHHOM SI3BIKE,
OHH NPEACTABIIAIOTCS C 3aBEPEHHBIM NEPEBOIOM Ha PYCCKUH A3BIK.

19. TexHuueckye WCIBITAHHA MEIWOUHCKUX MW3NCIUM I JUArHOCTHKH
in Vitro oCyInecTBISIOTCSA UCTIBITATENIFHOM OpraHu3alyeil B CPoK, He MPEBBILLAIOIINN
30 pabounx pgHEH co MOHSA TPENOCTaBIEHUS 3asBUTEIEM B HCHBITATEIbHYIO
OpraHu3aliiil0 JOKYMEHTOB M oOpasuoB (oOpa3ma) MeIUIUHCKOrO U3Aeus,
ykazaHHBIX B nyHkTe 18 mHacrtosuero Ilopsaxa. Cpok NpoBeleHHsS TeXHUYECKHX
WCIIBITAHUH MEIULIMHCKUX HW3AEJIMH i1 JIMArdHOCTHKH In VItro I0 COIJacOBaHHIO
C 3asiBUTEJIEM MOXKET OBbITh MPOJIEH PYKOBONUTENEM HUCIBITATEIbHON OpraHu3aluy,
HO He 0OoJiee YeM Ha JIBa[lIaTh pabounx JAHEH.

TexHuueckre MCNBITAHUS MEIUIMHCKMX H3ASIMd IS JHardHOCTHKH
in vitro 0co00 OnacHbIX UH(EKIU OCYIeCTBISIOTCS UCMbITATeIbHON OpraHu3alue,
UMerolleil paBo Ha padboTy ¢ MukpoopranuzMamu I-1I rpyrn naToreHHOCTH.

20.IIpy mpoBeNEeHMM TEXHUYECKMX MCIBITAHWA MEOUIMHCKUX M3ICTUi
JUISE AMarHOCTUKY 1N VItro oCyluecTBIAIOTCS:

a) nAeHTUUKAIUS METUIIMHCKOTO U3/IeIHS;

0) ompesniernieHyie U COrJiaCOBaHMeE C 3asiBUTENIEM BHJA MEIWIIUHCKOTO U3IeNus
W Kjacca IOTEHUHaJbHOTO pHCKA TNpPUMEHEHMST MEIUIIMHCKOro  H3Jenus
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B COOTBETCTBUM C HOMEHKIATYpHOW Kiaccuukauveldl MeIMLMHCKMX U3IENui,
YTBEPXKAECHHOW MHUHUCTEPCTBOM 3paBooXpaHeHus Poccuiickoi (De):[epauun4;

B) aHAJM3 TEXHHUYECKOHW [OKyMEHTAllUM TPOU3BOAUTENS Ha MEIUIUHCKOE
v3nenue;

I') COCTaBJIeHNE NPOrpaMMbl U METOMKU TEXHUYECKUX UCIIbITaHHH;

1) IpOBEACHNE TEXHUYECKUX WCHBITAHUN TpEeACTaBIEHHBIX 3asgBUTEJIEM
00pa3ioB (0Opasia) MeQWIMHCKOrO HW3[enus Ui OWAarHOCTHKM in VItro BMecTe
C MPUHAISKHOCTIMH, HAOOpaMU pEareHTOB U KaJMOpaTopOB, HEOOXOAUMBIMH I
IIPUMEHEHUsS] MEIMLMHCKOTO H3AeNHs MO0 Ha3HAudeHHUIo, IS IIOATBEpXKIAEeHUs
OYHKIMOHAIBHBIX XapaKTepUCTUK (aHanuTHYECKOM YyBCTBUTEJILHOCTH,
CrienuPUYHOCTH, BOCINPOU3BOAMMOCTH, JIMHEHHOCTH M WHBlE XapaKTEPUCTHUKH),
YKa3aHHBIX B TEXHUYECKON U SKCIUTyaTallMOHHONW TOKYMEHTAUY [IPOM3BOIUTE]IS,

€) OLICHKAa ¥ aHalu3 JaHHBIX, OTHOCSIIMXCS K MEIUUUHCKOMY H3IENHIO,
JU1sl HIPOBEPKH €ro KauecTBa U 0€30MacHOCTH;

k) opaboTKa MPOEKTOB TEXHUYECKOW W IKCIIYaTALMOHHOM MOKyMEHTaluu
IIPOU3BOJUTENS HA MEOUIMHCKOE W3AeNde MO  pe3yabTaraM  HCIBITaHUN
(npu HEOOXOAUMOCTH);

3) odopMIeHUEe U BbIfaya (BpyueHUE MJIM HalupaBJEHHE 3aKasHBIM IIOYTOBBIM
OTIPaBIICHUEM C YBELOMJICHHEM O BPYUCHUHU) 3asIBUTEIIO AKTA OLEHKH PE3yJIbTaTOB
TEXHUYECKUX UCIBITAHUA MEIUIIMHCKOTO U3ENus IS AMarHOCTHKH 1n Vitro.

21.TlporpaMMa TeXHMUYECKMX WCNBITAHUH MEIULMHCKUX M3IENdd s
JUATHOCTMKHA In  VIlro COCTaBisgeTcs COBMECTHO C 3asButTesneM. [Iporpammy
UCIIBITAHUM YTBEPKAAET PYKOBOINTEND UCIBITATEILHONR OpraHU3alMy, IPOBOASIIEH
TEXHUYECKUE UCTILITAHUS MEIUIIMHCKIX U3NETUHA s IUarHOCTUKH in Vitro.

22. B xone npoBeeHNs UCTIBITAHUY ONPENENsSOTCS:

a) COOTBETCTBHE MEIULUHCKOTO U3Jenus TpeboBaHMsIM  MNpUMEHSEMbIX
HALIMOHAJIBHBIX (MEKIYyHApOIHBIX) CTaHAApTOB, HOPMATHBHOMW JOKyMEHTAlUMY,
TEXHUYECKOH M 9KCILTyaTallMOHHON JOKYMEHTAlUMU IIPOU3BOIUTEIS;

©) COOTBETCTBUE IPEACTABICHHON 3asBUTENIEM OKYMEHTAllMd TPeOOBAHMAM
NPUMEHUMBIX HALMOHANLHBIX (MEXAyHApOMHBIX) CTAHAAPTOB W HOPMaTHBHOM
HOKYMEHTalluM Ha MEAUIIMHCKOE U3JENNE;

B) MONHOTA U OOBEKTUBHOCTh  YCTAHOBJIEHHBIX  (PYHKLIMOHAJIBHBIX
XapaKTePUCTHK, MOJIeKAUIMX KOHTPOMO NPH TEXHUYECKMX HUCIBITAHUAX, a TaKxke
METO/1bl UCTIBITAHUI;

I') BOBMOXKHOCTb  HCIIOJIb30BAHMS  JKCIUIyaTallMOHHOM  JOKYMEHTalMH
IIPOU3BOJUTENS MPU NNPUMEHEHNH MEIUIIMHCKOr0 M3/1e/11s 110 Ha3HAYCHUIO;

J1) Ka4eCTBO MEIMUMHCKOIO U3/IeNHs U O€30NIaCHOCTD €r0 IIPUMEHEHHU .

23. Pe3ynbTaThl TEXHHUYECKUX HCHBITAHUM MEOMLMHCKUX H3OENUH A
JAMArHOCTUKM in Vitro CYUTAIOTCS OTPULATENBHBIMU B CIEAYIOMIUX CIIydasX:

a) Ipe/icTaBlieHHble o00pa3ubl  (0oOpazen) MENMLUHCKOrO H3JeNnus A
[MarHOCTMKHW in Vitro BMecTe ¢ TNpPWHAIIEKHOCTAMH (NMpuOOpBl, 00OpYIOBaHHE,
HabOpBI peareHTOB, peareHThl, PEaKTUBBI, TECT-CHCTEMbI, KOHTPOJbHEIE MaTepHalbl,

4 ~ -

lMpuka3 MuHucTepcTBa 3apaBooxpanenns Poccuiickoi ®enepaunn oT 6 WioHs 20121 Nedn «O6 yreepxiaeHnn
HOMEHKIIATYPHOM K1acCH(pUKAUMN MEIMUMHCKUX H3LENNi» (3aperncTpupoBaH MUHNCTEPCTBOM OCTHLIMK Poccnickoi
®enepauun 9 nrona 2012 r, peructpauntoHHslii Ne 24852)



KanTuOpaTopbl, IIMTATENbHBIE  CpeAbl), HEOOXOAWMBIMM  JJii  NPUMEHEHUs
MEIUIMHCKOIO H3JENHs 110 Ha3HAa4YeHHMIO, HE COOTBETCTBYIOT TpeOOBaHUSAM
HOPMaTHUBHOM JOKYMEHTAlMM, TEXHMYECKOM M DKCIULyaTalUMOHHON NOKyMEHTAaIluu
IIPOU3BOAUTENS;

0) cnenuansHOE obopynoBaHue, pa3paboTaHHOE IIPOU3BOAMTENEM
I TeXHUYeCKMX MCHBITAaHWH KOHKPETHOIO MEIMLMHCKOIO HM3OeNus  Juis
OUATHOCTHKHU 1IN Vitro W yKa3aHHOE MM B HNpOEKTaX TeXHHYECKOM INOKyMeHTaIlWH,
He ofecrneunBaeT BO3MOXKHOCTH IPOBENEHUA HEOOXOAUMBIX TEXHHYECKUX
WCIIBITAHUH.

24.Pe3ynbraThl ~ TEXHHYECKUMX  MCHNBITAHUM  MEIUIUHCKUAX  H3AEIMiH
JUTS ITUAarHOCTWKU in Vitro, 3a HCKIIOYEHMEM CIYy4aeB, YKa3aHHBIX B IIyHKTe 23
Hactosmero llopsnoka, CUMTAIOTCS IOJOXHUTENBPHBIMM M IOATBEPKOAIOT KaueCTBO
1i 6e30TIaCHOCTD IPUMEHEHWS MEeIULIUHCKOT0 U3MIeNH1s JUis AMarHOCTUKY in Vitro.

ITI. Onenka cooTBeTCTBHA B (DOpME TOKCUKOJOTMUYECKHX UCCIENOBaHNH
MEIUIMHCKOTIO U3AeNUsI

25. TOKCHKOJIOTHYECKHE HMCCIHENOBAHUA MENMIIMHCKOIO M3IENUs IPOBOIATCS
B OTHOIIEHMHM M3JeNUs, KOHTAKTUPYIOLIEro C OpraHu3MOM 4YejoBeka IIpu
WCIOJIE30BAHUY €ro B COOTBETCTBUM C Ha3HAu4€HUEM, IIPELyCMOTPEHHBIM
JIOKyMEHTalllell Ipou3BOAUTEN:

a) MEIWIIMHCKOE wW37enne ¥ (WIKM) TpUHANIEKHOCTH K MEIUIUHCKOMY
H3JEJNIO, KOHTAKTHPYIOLI}E C IIOBEPXHOCTBIO TeJla YEJI0BEKa;

0) MeIUIMHCKOE U3IeNIHe, BpeMEHHO BBOJMMOE B OPraHU3M YeJIOBEKa U3BHE;

B) MEJUIIUHCKOE U3NIeTTUe, UMIIJIAHTHPYEMOE B OPTaHU3M 4YeJIOBeKa.

26. TOKCHKOJIOTUYEeCKHE HCCIeNOBaHUS MEIULMHCKOTO M3AEIHs MPOBOJSTCA
JUIS OLlEHKH OWMOJIOTMYECKOro ACHCTBUS MEAULMHCKOIO HU3AENUd Ha OpraHu3M
YeJIOBEKA U BKJIIOYAIOT B Ce0s MPOBEpKy CIENyIONINX IToKa3aTesen:

a) GU3UKO-XUMHUECKHUX;

0) caHUTapHO-XUMHUYECKUX;

B) OMOJIOTHYECKUX B YCIOBHAX In Vitro ¥ in vivo.

27.Ins  TpoBeleHMs ~ TOKCHKOJOIMYECKHX  HCCIEINOBAHMH  3asBHUTEND
TpeICTaBseT B UCIIBITATENbHYIO OPraHU3aLMIO:

a) 3asBJIeHHE O IPOBEICHUH TOKCUKOIOIMYECKMX UCCIIENOBaHN;

6) o6pazuel  (obpazen) MEOMLMHCKOIO MH3AENUd WIM  TNPUHAMIEXHOCTH,
K MEIUIMHCKOMY U3JIeJIUIO, KOHTAaKTUPYIOLMe C TOBEPXHOCTHIO TeNa YeJlOBeKa, WK
MaTepHuaibl, U3 KOTOPBIX IIPOU3BEIEHBl (M3TOTOBJIEHBI) MENWLIMHCKOE W3IENne
u  (Mnu) TPUHAMIESKHOCTH K MEIULMHCKOMY M3JEIHIO, KOHTaKTHPYHOIIHe
C IOBEPXHOCTHIO TeJla UeNIOBEKa;

B) CBeJIEHUs] O HOPMAaTHBHOM JOKyMEHTallMK Ha MEIMIIMHCKOE U3JEIINE;

I') TEXHUYECKYI0 © OKCIUIyaTallMOHHYXO [OKYMEHTAIUI0 IIPOU3BOIMTENS
C MepeYyHeM HalMOHAIBHBIX (MEXIyHapOJHbIX) CTaHJApTOB, TPEOOBAHUAM KOTOPHIX
COOTBETCTBYET MeAMLIMHCKOE H3emnue (TIpY X MPUMEHEHUH ITPOU3BOJUTETIEM);

J) CBEIEHUs] O HOPMaTHBHOM JIOKyMEHTAIlM¥ Ha Marepuanbl, U3 KOTOPBIX
IPOU3BeNeHbl (M3TOTOBJIEHBI) MEAMLMHCKME U3JeNnus W (MJIKM) NPUHAMJIEXKHOCTH
K MEQUILIMHCKOMY W3JIeNINI0, YKa3aHHble B NyHKTe 25 nactosmero Hopsnka;



e) HoMep (apmakonerHoil cTatsy, a IpH €€ OTCYTCTBUM HOMEp ‘HOPMATUBHOM
JOKYMEHTAlMH WJIM HOPMaTHBHOTO IOKyMEHTa Ha (papMaleBTHYECKYIO CYOCTaHUHUIO
WM Ha JIeKapCTBEHHbIH Iperapar, BKIIOYEHHYIO (bli1) B rOCyIapCTBEHHBIN peecTp
JeKapCTBEHHBIX CPEACTB (B Cllydyae IMPUMEHEHUS B COCTaBe MEAMIIMHCKOIO U3AeNus
NEeKapCTBEHHOTO CPEeNCTBa) ;

K) IOKYMEHTBI, XapaKTepuU3ylollue COCTaB MaTepuajoB, U3 KOTOPBIX
NPOU3BENIEHbl (M3TOTOBJIEHBI) MEAUIIMHCKOE u3fenue U (WIM) NPUHALIEXKHOCTU
K MEIWITMHCKOMY H3JENHIO, KOHTAKTUPYIONIME C TOBEPXHOCTBHIO TeJla YeIOBEKa;

3) KOIMKM  Pe3yNbTAaTOB  TOKCHUKOJIOTMYECKHX  HCHBITAaHUN  (MCHBITaHUN
Ha OWOCOBMECTHUMOCTb) MEIOWIIMHCKUX W3JeNHi, IPOBEACHHBIE 3a TMpeeiaMu
Poccuiickoil @enepanun (Ipu HATUIWH ).

B cnyyae ecnu opuruHanbl JOKYMEHTOB COCTaBIIEHBl Ha WHOCTPAHHOM SI3bIKE,
OHM NPEACTABJISAIOTCS C 3aBEPEHHBIM IIEPEBOIOM Ha PYCCKUM SI3BIK.

28. Tokcukonornyeckue MCCIIeI0BAHUS MEAUIMHCKIX U3JIeNni
OCYIIECTBIIIIOTCS HUCIBITATEIbHONH OpraHu3alueii B CpOK, HE MPEeBBIIAIMINN
30 pabGouux nHeH co JHS TpeAOCTaBIEHHS 3asgBUTENEM B HCIbITATEIbHYIO
OpraHu3alui0 JOKYMEHTOB M 00pa3uoB (oOpasna) MENULUHCKOrO W3NS,
yKasaHHbIXx B nyHkte 27 Hacrosuero [lopanka. Cpok  npoBeaeHUs
TOKCHKOJIOTHYECKAX HWCCIEeN0BaHUN MEIHIMHCKUX H3JeNNil MO0 COIJIaCOBAaHHUIO
C 3asfBUTEJIEM MOXET OBITh MPOJJIEH PYKOBOAMTEJIEM UCNBITATENbHONH OpraHu3alii,
HO He OoJjiee YeM Ha IBaAlaTh paboYuX JHEH.

29. I'lpy npoBeACHUH TOKCUKOJIOTUYECKHUX HCCIIeIOBAaHUN OCYIIIECTBIISIOTCS:

a) uaeHTU UK MEIULIUHCKOTO U3eNus (MaTepuana);

6) Kiacch GHKAIKs METHIMHCKOTO H3EHs;

B) OIIpeieJIeHHe  JUINTEIBHOCTH  KOHTAaKTa  MEIULMHCKOIO  W3JeNHs
C OpraHM3MOM HeJIOBEKa,

T') aHaJIU3 IPEACTABIIEHHONW NOKYMEHTAIMY Ha MEIUIIMHCKOE U3JENHE;

1) cOCTaBJIeHHE POrpaMMbl TOKCUKOJIOTHYECKUX UCCIIEOBAaHUH;

€) NpoBeeHNe UCCIIeA0BAaHNH MEANLIMHCKOTO U3IENHUS;

) oopmIieHHe M BbIaya (BpydeHHE MM HalpaBlieHWE 3aKa3HbIM I10YTOBBIM
OTIIPaBJICHWEM C YBEJAOMJIEHWEM O BpYYEHHMH) 3asABUTENIO  3aKJIOYEHHUs
110 pe3yJIbTaTaM TOKCUKOJOTHYECKUX UCCIIeI0BaHUN MEIULIUHCKOTO U3/IENHUS.

30. IIporpamma TOKCUKOJIOTHYECKUX UCCIIEI0BAHMH COCTaBIIsSIETCS
WCTIBITATEIFHOW OpraHu3alMell COBMECTHO C 3asiBUTEIEM M yTBEpXKAAaeTcs
PYKOBOIMTENEM HCIBITATEIIBHON OpraHu3alyi, MPOBOASIICH TOKCHKOJIOTMYECKHUE
VICCTICIOBAHUS.

31. MenuipHCcKHe M3JeIUs OMHOKPATHOro (OIHOPAa30BOr0) NPUMEHEHHUS,
BBIIIyCKaeMble B CTEPUJIBHOM BUJE, MOIABEPraroT UCCIEHOBAHUSIM Ha CTEPUIIbHOCTD
IpY TIOJOKUTEIBHOM pe3yjibTaTe aHajiu3a MEeTOJOB M YCJIOBHH CTepHIIM3alllH,
a TaK)Ke METOJOB UX BAUIAUMU U KOHTPOJIS TPOU3BOJUTENEM.

° MenepanbHbiii 3akoH oT 12 ampens 2010t Ne 61-03 «O6 obpameHuM nexapcTBEHHBIX cpeacTs» (Cobpanue
3akoHonaTtenbcTea Poccuiickoit ®enepaunu, 2010, Ne 16, ¢t 1815; Ne 31, ¢t 4161, Ne 42, et 5293, Ne 49, ct 6409,
2011, Ne 50, cT 7351, 2012, No 26, ct 3442, c1 3446, Ne 53, ct 7587,2013, Ne 27, ct 3477)

® Npuxas MunucTeperBa 3apaBooxpatenus Poccuiickoit denepaunn ot 6 mons 2012 Ne 4n «O6 yTBEpKACHUM

HOMEHKNIATYPHOU KlaccuPUKaLK MEAULUMHCKUX U3Neauit» (3aperncTpupoBad MUHUCTEPCTBOM rocTHUMK Poccuiickoi
®enepaunn 9 urona 2012 r |, peructpaunoHHbii No 24852).
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32. MenunuHCKUE U3AENMsA, KOHTAKTUPYIOIIME C KPOBBIO U €e KOMIIOHEHTaMH,
a TaKXKe BellecTBaMM Uil  BHYTPHUCOCYIUCTOTO  BBEACHUs,  MNOMJEXKAT
TOKCHUKOJIOTHYECKHUM UCCIENOBaHUAM Ha IUPOTEHHOCTh ¥ TeMOCOBMECTUMOCTb.

33. B xo/ie TOKCUKOJOTHYECKMX UCCIENOBaHUN ONPENENIOT:

a) COOTBETCTBHE MEIUIMHCKOTO U3Nenus TpeOOBaHUSAM  MPUMEHUMBIX
HallMOHANBHEIX (MEXIyHapOJIHBIX) CTaH/JIAPTOB, HOPMATHBHOH NOKyMEHTALUH,
TEXHUYECKOH U DKCIUTYaTallMOHHON IOKYMEHTAIMY MPOU3BOJUTEN;

0) COOTBETCTBHE NPEACTAaBIEHHON 3asBUTENIEM MOKYMEHTAlMU TPeOOBaHUIM
MPUMEHUMBIX HAI[MOHAJIBHBIX (MEXIYHapOIOHBIX) CTaHAApPTOB U HOPMATUBHOM
IOKYMEHTAIIUM Ha MeIULUHCKOE U3LENHUeE;

B) IIOJIHOTY U 0OBEKTUBHOCTD YCTaHOBJICHHBIX TEXHHUYECKOI
Y1 OKCILTYaTalHOHHON JOKyMEHTauMed Npou3BOUTENS XapaKTEPUCTUK, TOIIEXAIIHX
KOHTPOJIFO IIPH TOKCUKOJIOIMYECKUX HCCIENOBAaHMAX MEIHULMHCKOrO W3IeNus,
a Tax)Kke MeTONBI HCClle/IOBAaHuUA;

') 0€30MaCHOCTh NPUMEHEHHS METUUHMHCKOTO U3IEIU.

34. Pe3ynbTaThl TOKCHKOJIOTHYECKUX HUCCIeIOBaHu M CUMTAIOTCS
OTpULIATENIEHBIMU B CIEAYIOIINX CIIydasdx:

a) IpeNcTaBleHHble 00pa3ubl  (0o0pasen) MENULUHCKOTO M3ACIUS UIH
TIPUHAJJIEXKHOCTH, K METULIMHCKOMY H3JIeNIMI0, KOHTAKTUPYIOIIHE C IIOBEPXHOCTBIO
TeJa 4YelloBeKa, WM MaTepualibl, W3 KOTOPBIX IIPOU3BEAEHBl (HM3rOTOBJICHBI)
MEeIULIMHCKOoe u3fenne U (WIM) NPUHANJIEKHOCTH K MEAUIMHCKOMY U3IENHIO,
KOHTaKTHUPYIOIIHE C TOBEPXHOCTHIO Tejla UeJIOBEKa, He COOTBETCTBYIOT TPEOOBaHUAM
HOPMATHUBHON JOKYMEHTAllMM, TEXHUYECKOM M SKCIUIyaTallMOHHON IOKYMEHTALUuu
MIPOU3BOUTEINS;

6) mpencTaBlIeHHass TexHUYeckas W OKCIUlyaTaUMOHHAas JOKyMeHTalus
IPOU3BOMUTENS] HE IIOATBEPKAAET O€30IaCHOCTh INPUMEHEHUA MEIHULIMHCKOIOo
HU3EeINsl.

35. Pe3ynprarel  TOKCUKOJIOTMYECKUX HCCIEHOBAHUM, 33 MCKIIOYEHHEM
clydyaeB, yKkazaHHBIX B nyHkre 34  Hactosuero Ilopsinxa, cuuTarorcs
TIOJIOXKUTENHHBIMU NPU MPUMEHEHNUH CHCTEMHOIO MOAXO0Na C YYE€TOM XapaKTEpUCTHK
BCEX MaTEpPUAJIOB, W3 KOTOPHIX NPOU3BENeHb! (M3rOTOBJIECHbl) MEIUIIMHCKOE U3/Ieue
n  (WIK) TPUHAAIEKHOCTH K MEIULMHCKOMY M3IEIUI0, KOHTAaKTHPYOIIHe
C OpraHW3MOM 4eJloBeKa, W TMOATBEPXKIAIOT 0€30IacHOCTh  NPUMEHEHMA
MEIUIIMHCKOrO U3IeHs.

IV. Onexka cooTBETCTBUSI MENUIIMHCKOTO U31EJTUS
B (hopMe KIMHUYECKUX UCIIBITaHUM

Ouenka COOTBETCTBUSA MEIULIMHCKUX U3NENUN
36. KiimHpueckre HCTBITaHWS MEOUIIUHCKUX W3NeNUHA NnpoBOIsATCcS B (opMme

WccneqoBaHnii (manee — aHanM3 M OllEHKAa KIWHWYECKUX JaHHBIX) U B (opMme
UCTIBITAHUHA, B TOM YHUCJEe C ydyacTHeM deJioBeKa (Jajnee — MCHBITaHUsSA C y4acTHEM
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yenoBeKa), OCYLIECTBIIsAeMble U1 OLGHKH Oe3onacHocT U 3bdeKTUuBHOCTH
MEJUIIMHCKOTO U3/IETHSI.

37. VictipiTanus MEeJAMLIMHCKUX M3LENUH C y4yacTHeM 4elloBeKa IPOBOASTCS
B CJISJIyIOUIUX CIydasx:

a) HOBBIM BUJ MEIMLMHCKOIO U3LIeNNs; .

0) mpuMeHeHHe HOBBIX CIOXXHBIX U (MJIM) YHUKAIBHBIX ¥ (MJIM) CHEHUaIbHBIX
METO/IOB TPOGUIAKTUKM, IUATHOCTUKU M JIeYeHUs 3a00JIeBaHUM W COCTOSHMIA,
a TaKXXe IPUMEHEHUEe HOBBIX CI0XKHBIX MEIUIUHCKIUX TEXHONOTHH;

B) €CIM TIpY TPOBENCHUM aHalu3a W OLEHKH KJIMHWUYECKUX JaHHBIX
HE TOJITBEPKIeHbI 3P HEeKTUBHOCTD U 0€30MacHOCTh MEULIMHCKOTO U3IENHS.

B ocTanbHBIX clydasX KIMHUYECKHE WCIBITAHHS MEIUIMHCKUX W3AeNIUN
NIPOBOJATCS B GOpMe aHaIN3a U OLIEHKU KIMHAYECKHX TaHHBIX.

38. lns mpoBeneHWs KIMHUYECKUX WCIBITAHWA 3asBUTENHL IPEICTABISET
B MEJVIUHCKYHO OpraHU3alHIO:

a) 3asBJICHUE O NIPOBEICHUN KIIUHUYECKUX UCTIBITAHUH;

6) oOpasupl  (oOpaszen) MEOUIMHCKOTO  H3neius (32  MCKIIOYEHUEM
MEIUIUHCKUX U3JIeNnH, i1 MOHTaXa (BBOAa B DKCILIYaTallHIO) KOTOPEIX Tpebyercs
IOJIydeHHe  paspellileHHH  (JMUeH3ui#), co3JaHue  CHelUalbHBIX  YCIIOBMH,
CTPOUTENBCTBA OTACJBHBIX KAMUTaJIbHBIX COOPYXXKECHHH ¥  JONOJHUTEILHOrO
o0yuYeHHs CIEeLMallCTOB, 2 B HEKOTOPBIX ClydasX — BBIE3]] Ha MECTO MPOMU3BCACTEA
MEUILIMHCKOTO HU3JIeNHs);

B) pa3pellleHue Ha [poBeJleHHE KIWHUYECKUX HWCHBITAHWHA, BLIZaHHOE
PocaipaBHazopoM’;

I') aKT OLEHKH pe3ylbTaTOB TEXHUUYECKMX MCHBITAHUH MEIUIIMHCKOTO U3NENNs
C TPUIOKEHHEM [IOKYMEHTOB, OOOCHOBEIBAIOIIUX PE3YJIbTATHl TEXHHUYECKUX
HUCIIBITAHWH;

1) 3aKJIIOYeHHWe TI0  pe3ylbTaTaM  TOKCUKOJIOTHYECKUX  HCCIIe0BaHUN
MEAVLMHCKOTO H3JeNUs ¢ TpWIOXKEHHEeM JOKYMEHTOB, OOOCHOBLIBAIOIIHUX
pe3ynbpTaThl TOKCHKOJIOTMYECKMX MCCIEHOBAaHMM (I MEIUIMHCKMX MW3IENUH,
HCTIONI30BAaHME KOTOPBIX MpelyionaraeT HaJIWdde KOHTAaKTa ¢ OpPraHu3MoM
YENOBeEKa);

€) Pe3yNbTaThl UCMBEITAHHS B HEJSAX YTBEPXKICHUS THIA CPEACTB W3MEpPEHMH
(B OTHOLIEHMH MEIMUMHCKHUX HU3NENHH, OTHOCAILIUXCS K CPENCTBAM U3MepeHui
B cepe TrocylapcTBEHHOIO peryiJMpoBaHHs OOecledeHHs eIUHCTBA H3MEepEeHHH,

TiEpe4eHb KOTOPBIX yTBepXJaeTcs MHHHCTEpCTBOM 3/1paBOOXpaHeHHss Poccuiickoit
8
denepanun) ;

" Moctanosnenue IpaBurenscraa Poccniickoii Depepanun ot 27 nexkadbpa 2012 1. Ne 1416 «O6 ytBepx)nennu Tpasun
roCyNapCTBEHHON perncTpauun Meauumnckux usgpenuit» (Cobpanue 3akoHoAatennctBa Poccwiickodt ®denepainu,
2013, Ne 1, cT 14).

8 Mpukas MunncTepcTpa 3apaBooxpanenns Poceuiickoit ®enepannn ot 15 asrycra 2012 . Ne 89u «O6 yTBepKaeHUM
Tlopsanka npoBeAeHUS UCTIBITAHKIE B LENAX YTBEPXKAEHUA THNA CPEJCTB M3MEPEHMiA, a TaKkkKe MNEPeuHs MEeJHUHHCKHX
W3NENUH, OTHOCALIMXCA K CPEACTBAM H3MepeHuH B cdepe roCyAapCTBEHHOIO pPEeryjupoBaHUA obecneyenns
¢IMHCTBA M3MEPEHHH, B OTHOIIEHWM KOTOPBIX NPOBOJATCA WCNBITAHMA B LENAX YTBEPXkICHHA THMA CPEACTB

V3MEpeHUH»  (3aperucTpupoBaH  Munuctepctsom  rocthumm  Poccuiickoit  Qepepaumu 25 nexabpsa 20121,
perucTpauioHnsIit Ne 26328)
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) CBEJIEHWs] O HOPMATUBHOM [OKyMEHTAM¥ Ha MEIULUHCKOE W3JeNHe
C MepeuHeM HallMOHANBHBIX (MEXIYHAPOIHBIX) CTaHAAPTOB, TPEOOBAHHUAM KOTOPBIX
COOTBETCTBYET MEIUIIMHCKOE U3ienue (IpU ero NpUMEHEeHUU IPOU3BOIUTENEM);

3) TEXHUYECKYI0 U O3KCIUTyaTallMOHHYK JOKYMEHTALMIO IPOU3BOAMTENS
Ha MEJIMLIMHCKOE U3LIeIuE;

u) QoTorpaduueckue H300paxKeHHs OOLIEero BHIAa MEAMLMHCKOIO H3JeNHUs
BMECTE€ C TPUHALJIEKHOCTIMH, HEOOXOAMMBIMU MJIi NPUMEHEHMS MEIHIUHCKOrO
M3JIeHs 10 Ha3Ha4YeHUIo (pazMepoM He MeHee 18x24 cm);

K) JOKyMEeHTBl  (MaTepuanbl), CoAep)Kalllue JaHHble O KIMHWYECKOM
IPUMEHEHUH MEIUIMHCKOTO W3[eNnus, B TOM uucile 3a Inpenenamu Poccuiickon
Qenepanyd, B TOM 4YHCIE O030pBl, OTYETHl O MPOBEACHHBIX HAYYHBIX
UCCIIeIOBaHMIX, NyONUKalKM, JOKJIaApl, aHalIM3 pPHUCKA IIPUMEHEHHs, METOJBI
IPUMEHEHUS MEIUILIUHCKOTO U3eNHs (IpH HAIUYKH ).

B ciydae ecnu opurdHanbl JOKYMEHTOB COCTABIIEHbI HA MHOCTPAHHOM SI3BIKE,
OHHU NPEICTABIAIOTCA C 3aBEPEHHBIM I1EPEBOIOM Ha PYCCKUM A3BIK.

39.TIpu paccMOTpeHMM NPEICTaBICHHON NOKyMEHTAallMM Ha MEIUIMHCKOoe
U3JleNIie COIJIAaCOBBIBAKOTCS IMporpaMMmMa M MPOJOJDKUTENBHOCTh KIIMHHYECKHX
UCOBITAaHUN  MEAULMHCKOro  m3fenus.  IIponoJDKMTENnbHOCTh — KIMHMYECKHMX
UCTIBITAaHUH ompenenseTcss Ha3HA4eHUEeM U CHOXHOCTbIO MEIUIMHCKOrO H3JENHs.
[IporpaMMa KJIWHHYECKUX UCHBITAaHUI COCTaBIAETCS 3asBUTENEM COBMECTHO
C MEAMIIMHCKON OpraHusalnueii, OCyLECTBISIONIEN MNpOBENEeHHE KIHHUYECKUX
HCTIBITAHUN MEIVUHMHCKOTO H3/eNVisi, B COOTBETCTBUM C TPeOOBAHUAMM, YKa3aHHBIMU
B TEXHUYECKOW W SKCIUIyaTallMOHHOW [OKYMEHTAalUM NPOM3BOMUTENSA, a TaKxkKe
TpeOOBaHUSIMH HOPMATHUBHOH NOKyMEHTalUH.

40.Ilporpamma  KIMHUYECKAX  WCHBITAHUKA  MEIULMHCKOrO  M3JENHA,
YTBEP)K/ICHHAs  PYKOBOAMTEJEM  MEIUILUHCKON  OpraHM3auud, IPOBOJAIIECH
KIUHUYECKHEe WCIBITaHUS MENMLUMHCKUX M3JEIUH, BMeCTe C JOKyMEHTaMH,
NpPeNyCMOTPEHHBIMU TTOANMYHKTAMH «T» — «k» TyHKTa 38 Hactosuero Ilopsnxa
B Clly4dae MpPOBEJEHHUs UCIBITAHUHA C yJacTHEM uejlOBEKa HalpaBliAeTcs 3asBUTEIEM
B COBET II0 J3THKe B cdepe oOpamleHuss MeIULMHCKUX H3AeIMi MuHucTepcTBa
3paBooxpanenns Poccuiickoit Menepaunu’ (nanee — COBET 10 ITUKE).

B cpok, He mnpesbimaronmmii 30-t pabounx AHEH €O AHA MOCTYIICHHUS
JOKyMEHTOB Ha PacCMOTPEHME, COBET MO 3THKE BBINAET 3aKJI0UeHUe 00 ITHYEeCKOH
000CHOBAaHHOCTH MPOBEACHUS KTMHUYECKUX HUCTIBITAHUN MEIULMHCKOIO U3IEMS.

41.TIpoBeneHrne  KJIMHHMYECKHX  MCHOBITAHWH  MEIUIUHCKOrO  M3IENUs
C y4acTHeM YeJIOBeKa OCYLIECTBIISIETCS] HA OCHOBAHUHU IOJIOKUTENBHOTO 3aKIIIOUEHUS
COBETA M0 3THUKE.

B cnywyae oTkaza MEOUIMHCKOTO H3ACNHS MIH YXYMIEHUS COCTOSHUS
NAUEeHTa MPH TPOBEIEHHU KJIWHUYSCKUX MCIBITAHUH MEIMLIUHCKOro U3IENus
PYKOBOIUTENb MEAMIMHCKOM  OpraHu3aluy, OCYLIECTBAAIOLIEH  IpOBeJEHME
KIMHAYECKUX UCHBITAHUH MEAMIMHCKUX  M3JeNuil, [PUOCTAHABIUBAET HIH

? Mpukas MunncTepcTsa 3/ipaBooxpaHenns Poccuiickoit ®enepaunn ot 8 deBpana 2013 r Ne 581 «O6 yTBep)acHNN
IMonoxenus o coBetre NMo 3THKe B chepe obpailleHNs MEIUMIMHCKMX M3JENui» (3aperMcTpupoBaH MHHUCTEPCTBOM
toctuuny Poccniickoii denepaunn 5 wrons 2013 r, peructpaunoHHbiii Ne 28686)
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IIpeKpallaeT Tak{e WMCIBITAHMS, O YeM yBeIOMIseT 3asBHTelIs - ¢ 06OCHOBAHHUEM
MPUYUH TIPUOCTAHOBIEHMS UM NpeKpallieHusl.

42.B cimydae eciii B pe3yibTaTe aHaiW3a M OLEHKU KIMHUYECKUX JIaHHBIX
He DOATBepXXaAeHBl 3h(eKTUBHOCTF W 0€30MacHOCTh MENULIMHCKOTO W3IEeNus,
MeIUIUMHCKAsA OpraHu3alysa coodmaeT 0b 3TOM 3asiBUTENIO U HalIpaBIseT ero B COBET
o 9TUKe B cdepe oOpameHus MeIMIMHCKUX u3denuii MuHHcTepcTBa
3apaBooxpanenuss Poccuiickoit @enepaliud ¢ 1LENBIO TOJNY4YeHHUs 3aKIIOYEHHs
06 asTHYeckold OOOCHOBAaHHOCTM IPOBENEHMS MCHBITAHUM C ydacTUeM 4YeloBeka
B COOTBETCTBUHU ¢ MyHKTOM 40 Bactosmero Ilopsaaxa.

43. Ilpu ipoBeieHUHU KIMHAYECKUX UCTIBITAHUN OCYIIECTBIAIOTCA:

a) aHAJIM3 W OLEeHKa KIWHUYECKMX JaHHBIX OOKYMEHTOB M MaTepUaioB,
NpeICTaBICHHBIX 3asBUTEIEM B COOTBETCTBHMH C IIyHKTOM 38 Hactosmero Ilopsanka;

0) olleHKa  CBeICHUH O  NPOBOMMBIIMXCA  KIMHHYECKM  3HAYHMMBIX
KOPPEKTUPYIOUMX JeHCTBHSIX, B TOM UHCIE O IIPUOCTAHOBIEHHMHM IPUMEHEHMA
MEIMIMHCKOTO W3Ienusi, 00 W3BIATUM K3 oOpallleHus MEAULMHCKOro H3IeNHus,
00 OT3BIBaX MEOUIIMHCKOTO U3IENHNS;

B) aHAIM3 Hay4HOW nuTepaTypsl M (WiIKM) HeONyOIMKOBAHHBIX HAHHBIX
U COOOIIeHH, COOTHECEHHBIX C NpeIHa3Ha4YeHHbIM POU3BOUTENIEM IIPUMEHEHUEM
HCIIBITYEMOTO MEJIULIMHCKOTO U3JIENNs " npeiaraeéMbIiM METOIOM
ero UCI0JIb30BaHU;

I') COCTaBlIieHNEe MPOTPaMMBbl KIHHNYECKUX UCIIBITAHUH;

1) MpOBeJIeHWe WCIBITAHUH 00pa3loB (00pasua) MENMLMHCKOIO H3JEeNHA
B CllyJae MPOBEJIeHNs UCIIBITAHUH C y4aCTUEM YEJI0BEKA;

e) nopaboTka AKCIUTyaTallHOHHON JOKYMEHTAIu1 IPOU3BOJUTEIIS
Ha MEIULIMHCKOE M3JIENHe O pe3yNbTaTaM UCIIBITaHUH (ITp1 HEOOXOUMOCTH);

) oopMIIEHHE U BBIIa4a (BpyYEHHE MM HAIlpaBJIE€HUE 3aKa3HBLIM IOYTOBLIM
OTIIPaBJIEHHEM C YBEJIOMJIEHUEM O BPYUEHHH) 3asBUTENIO aKTa OLEHKHM pe3ylbTaToB
KIMHUYECKUX UCTTBITAHUNA MeIUIIMHCKOTO U3IENHNS.

44. B xone NpoBeIEHNS KIIMHUYECKUX UCIIBITAHNUH OIIPENEeNIIoTCs

a) COOTBETCTBHE MEINUIMHCKOIO M3AENHs HOPMATHBHOM JOKyMEHTalWH,
TEXHUYECKOH U KCIITYyaTallHOHHON NOKYMEHTAllMU IPOU3BOJUTEILS;

0) coOTBETCTBUE TIpe/ICTaBIEHHON 3asiBUTENIEM JOKyMEHTallUH
yCTAaHOBJIEHHBIM NMPOU3BOINTENEM Ha3HAUEHHIO U NIOKA3aHUAM K IIPUMEHEHHUIO;

B) IIOJIHOTA ¥ JOCTOBEPHOCTh YCTaHOBJIEHHBIX HOPMaTUBHOM JOKyMeHTalUeH,
TEXHUYECKOH ¥ IKCILIyaTAllMOHHON NOKyMEHTaluel IPOU3BOAUTEN] XapaKTepUCTHK
MEIVIMHCKOTO U3/ENHN;

') Ka4eCTBO MEIHUUMHCKOro u3jenus, 3(PGeKTUBHOCT U 0€30MacHOCTh
€ro IpUMEHEHUs, B TOM YHCTe OXXWIAaeMbIH TepanieBTUIeCKUH 3 PEKT B OTHOMEHUN
MEMIIMHCKUX U3JeNNH, TPUMEHIeMbIX )i TEPaIlkH.

' Mpukas MunuctepcTBa 3apaBooxpanenus Poccuiickoil @enepaunn ot 20 mona 2012 r. Ne 12 «O6 yTBepKAEHHH
Tlopsaxa cooblueHns cyGbektammu obpallleHns MEeRHLMHCKMX n3nennii 060 Bcex Cilydasx BbIABNEHHA NOOOYHBIX
HREACTBUM, HE YKa3aHHBIX B HHCTPYKLMH 1TO IPUMEHEHHIO UK PYKOBOJACTBE 110 IKCTIAYyaTaludi MENMHMHCKOTO U3AENN4,
0 HeXeNnaTeNbHBbIX PEaKUIX NPH ero NpUMeHeHUH, 00 0cOOEHHOCTAX B3auMOAEICTBHA MENANLIMHCKUX M3AENMHA MEKAY
co60if, 0 dakTax 1 06 06CTOATENBCTBAX, CO3NAIOIMX YTPO3Y KU3HH H 3N0POBLIO IPaXKJaH U MeIUUMHCKUX pabOTHUKOB
TIpH APUMEHEHHHA U SKCIUTyaTallMy MeAMUMHCKUX U3aenniiy (3aperncTpupoBaH MHHNCTEPCTBOM JOCTULIMM Poccuiickon
depepanuu 20 wrona 2012 r., pervctpauionHsiii Ne 24962)



14

45. Pe3yHLTaTBI KIIMHUYECKUX UCHBITAHUN MEeIHIHHCKOTO U3AENIHS CUUTAIOTCS
OTPpUIATCIIBHBIMHU B CIICAYIOIIMX ClIy4dasaXx, €CJIN:

a) MEIUIIMHCKOC HM3ACJIHEe HE COOTBCTICTBYET HaA3HAYCHUIO W ITOKa3aHWIM
K NPpUMEHECHHUIO, YCTAaHOBJICHHBIM MPOU3BOJAUTEIICEM B 3KCHHyaTaHHOHHOﬁ
JOKYMCHTAIlMM Ha MEIUITUHCKOC U3 ACIINEC]

6) BBIABJICHBI moOoYHEIE ,HGIZCTBI/IE, HE YKa3aHHBIC B VHCTPYKUIUH
II6 IIPHUMEHCHHUIO WM PYKOBOACTBE IIO JKCIUIyaTallH MGHHHHHCKOFO HU37eJIn,
HeXeJIaTeIbHbIC PCAKIIMN IIPH €r0o IPUMEHECHHH,

B) YCTaHOBJIEHBI (baKTLI H O6CTOHT€J’IBCTB3, co3aaromue  yrposdy JXHU3HH
U 3J0pPOBbIO TpaXXiaH H MEIUITMHCKUX pa6OTHHKOB IIpH NPUMCHCHUH
K oKCIIyaTalliy MEIUHHUHCKOTO U3NCIINA.

46. PeByHBTaTBI KIIMHHUYE€CKUX HCIIBITAHUU MEITUTHUHCKOI'O N3OCTIHUA,
34 HCKIIYCHHEM CJIIy4acB, VYVKA3daHHBIX B HNYHKTC 45 HacToAlIEero HopsmKa,
CUHUTAIOTCA TIOJIOXKHUTCIBHBIMH, H TIIOATBEPXKAAIOT COOTBETCTBUC MEINMIIMHCKOIO
n34cinAa Tpe6OBaHI/IHM 0e30MMacHOCTH M 3(1)(1)6KTI/IBHOCTI/I B COOTBECTCTBUH
C Has3Ha4Y€HHUEM, ITIPCAYCMOTPCHHBIM ,HOKyMeHTaHHeﬁ HPOM3BOAUTEINA.

OHGHKa COOTBETCTBHA MCIULHNHCKHX I/IS,HCJII/Iﬁ A1 JUarHOCTHUKH 1n vitro

47. KnuHU4ecKue WCTBITAaHU MEAUIMHCKUX H3LeNUH [Jid  JUAarHOCTUKH
in Vvitro TpoBOASTCS B J1a0OPAaTOPHBIX YCIOBUAX C IHpPUMEHEHUEM 00pas3loB
OvoMarepuana TAlAEHTOB, B3SATHIX B XOJ€ Jie4eOHO-AMAarHOCTHYECKOrO Hpolecca
(mamee — KIMHUKO-IAOOPATOPHBIE WCIBITAHUA) U NPOBEPKU (QYHKIMOHAIBHBIX
cBOMCTB ¥ (1K) 3hHEKTUBHOCTH MEIULMHCKOTO U3JEIUs NPHY UCIIOJIB30BAHMH €ro
B COOTBETCTBUM C  Ha3HayeHUEM, TIPEAyCMOTPEHHBIM  JOKyMeHTaluei
NPOU3BOAUTEIS.

KiauHuko-nabopaTopHble  HCOBITAHUA ~ MEAMLUHCKMX — U3JeNuH i
IMArHOCTHKM in  VItro HOBBIX HH(MEKIMOHHBIX 3a00JIEBaHMM MM  PEAKO
BCTPEYAIOIMXCS TPUPOIHO-0YAroBbIX HHGEKIMOHHBIX 3a00JI€BaHUMH NPOBOJATCH
B J1abOpaTOPHBIX  YCIOBHUAX C IIPUMEHEHHEM  My3€HHBIX  TECT-IITaMMOB
U3 TOCYJApCTBEHHBIX, HAlIOHANBHBIX, HMCCIENOBATENBCKUX M HHBIX KOJUIEKLMH
NATOr€HHBIX MUKPOOPTaHHU3MOB.

Knunuuko-nabopaTopHple  MCIBITAaHUS  MEIUMIUHCKHUX — H3Jenud [
JUAardHoCTHKM in  Vitro B BHUIE AaHAIMTUYECKUX CHCTEM, [POBOAUMBIE
B OTHOIIEHHHM MEIUIMHCKOTO M3IeNus BMecTe C NPUHAMJIEKHOCTIMH, HabOpaMHu
peareHTOB M KanuOpaTopoB, HEOOXOAMMBIMHM I IPUMEHEHUS MEJAMLUHCKOro
U3MIEIHS IO Ha3HAYEHHMIO MOTYT MPOBOAUTHCS B paMKaX OJHOT'O MCIBITaHUS.

48. Ins mpoBeleHUs KJIMHUKO-NabOpaTOpPHBIX HCHBITAHUH MEIULMHCKOIO
U3JIENNS JUIs JUAarHOCTUKY in Vitro 3asiBUTENb NPECTaBISET B OPraHU3aLHIO:

a) 3asiBJIeHHE O TPOBEJCHHUU KIMHUYECKUX UCIBITaHUH MEeIUUMHCKHUX HU3JENUH
ISl AMArHOCTUKM 1n Vitro;

6) o6pasupl (06pazeil) MEOMIMHCKOrO W3JeNus Ui JUarHoCTHKH in Vitro
BMECTE C TPUHANJEKHOCTSIMU (000pyInoOBaHWe, HaOOpbl PEareHTOB, KanuOpaTophl,
PEaKTUBBI, TECT-CUCTEMBI, KOHTPONBHbIE MarepHallbl, KanuOpaTopsl, NUTATEIbHBIE
cpennl), HeOOXOIUMBIMU 11 MPUMEHEHUS MEANLIMHCKOTO U3JIEIH 110 Ha3HAUYEHHIO;



B) aKT OLIEHKH Pe3yJlbTaTOB TEXHUYECKUX MCIBITAHUN MEIUIIMHCKOTO M3ENHs
I JUArHOCTHUKU In  Vitro, TOATBEPXAAlOUIMX  pe3yNbTaThl pPUMEHEHHs
II0 Ha3HAUYCHHWI0 MEIWLWHCKOTO W3AeNus AN JUarHOCTUKM in Vitro BMecTe
C MpUHaANEXHOCTIMH (000pyNOBaHue, HAOOPE! PEareHTOB, KanuOpaTophl, peaKTHUBEI,
TeCT-CUCTEMBI, KOHTPOJIBbHbIE MaTepualbl, KaTMOPaToOphl, IUTATENBHEIE CPEJIbI);

) OKCIUIyaTallHOHHYK)  JIOKYMEHTAllMI0  HAa  MEOUIMHCKOE  H3[eiue
IV AUArHOCTHKY in Vitro ¢ mpuHaIexXHoCTssMU (000py1oBaHue, HAOOPhI PearcHToB,
KanuOpaTophl, PeakTUBEI, TeCT-CUCTEMbI, KOHTPOJIbHEIE MaTepHalibl U KaluOpaTopsl,
MUTaTebHBIE Cpefbl), HEOOXOMUMBIMU ISl NPUMEHEHUsS] MEAMLMHCKOTO W3HENus
I10 HazHaYeHMIO (IIpH HEOOXOAUMOCTH);

I) TOKYMEHTHI (MaTepuaibl), CcOJepXalllhe aHaju3 JaHHBIX IIPUMEHEHUs
MeIUIMHCKOr0 3T in vitro (MpH HATH4MN);

€) pe3yJIbTaThl MCIBITAHHUS B LENIX YTBePKICHUs TUIA CPEICTB U3MEpeHHi
(B OTHOINEHHWW MEIULIMHCKUX HW3JENUH Ul JHMarHOCTUKU In Vitro, OTHOCAIIMXCS
K CpelCTBaM HM3MepeHuil B cdepe rocyqapcTBEHHOrO peryjiupoBaHUs oOecreueHus
eNVHCTBA M3MEpEeHHH, TiepedeHb KOTOPBIX yTBepxKJaeTcs MHHHCTEPCTBOM
3/paBooXpaHeHus Poccuiickon ®enepanun) | (IpH HATWIUR).

B cnyuae ecnu opurvHaNbl JOKYMEHTOB COCTaBJI€HBl HA MHOCTPAHHOM SI3bIKe,
OHM TIPEACTABJISIOTCS C 3aBEPEHHBIM IIEPEBOIOM Ha PYCCKHUH A3BIK.

49. TIpy paccCMOTpeHMH NpPEeACTaBIEHHOM TOKYMEHTAaUUMH Ha MeETUIMHCKOe
y3nenve  JUIS  JMAarHOCTMKM — in Vitro  COIVIacoBBIBAaeTCs  Iporpamma
¥ TPOJOKUTENBHOCTD KITHHUKO-1a00paTOPHBIX UCTIBITAHUH MEIULIUHCKOTO U3JENHS
IS guarHocTukd  in vitro.  [IponoyKuTenpbHOCTh  KIMHHUKO-JIA00PaTOPHBIX
HCIBITAHUHN onpezenisieTcsl Ha3HAueHUEM U CIOXKHOCTHIO MEAULIMHCKOTO U3AENUs UL
JUarHOCTUKH in Vitro.

[Iporpamma UCTIBITAaHUH COCTaBJISIETCS 3asBUTENIEM COBMECTHO
¢ oprapusaiueii, IpoBoAsIIeH KIMHUKO-T1ad0OpaTOpHBIE UCIBITAaHUS B COOTBETCTBUH
¢ TpeOOBaHUAMH, YKa3aHHBIMU B TEXHUYECKOH U 3KCIUTyaTallMOHHON TOKYMEHTallUU
NPOU3BOAUTENS, TpPeOOBAHWSIMM HOPMAaTUBHOH JOKYMEHTalUMH, M YTBEpPXKIAeTCs
PYKOBOAMTEIIEM OpTaHU3alliy, IPOBOJILIEH COOTBETCTBYIONINE MCIIBITAHM.

50.IIlpu mpoBeneHWH KIMHMKO-a0OpAaTOPHBIX MCNBITAHUN MEIOMLMHCKOIO
U3JIEeNUs JUIS JUArHOCTHKH In Vitro OCyleCTBISIOTCS:

a) aHallU3 TPEeJICTABIEHHONH NOKYyMEHTallUM Ha MEIULMHCKOE H3Aenue I
JUarHOCTHKY 1N Vitro;

6) cocTaBieHrEe NPOrpaMMBbl UCIIBITAHUH;

B) IpOBeJicHHe KJIMHUKO-1a00paTOpHBIX HCNBITaHUN 00pa3loB (o6pasua)
MEIULIUHCKOI0 M3JENUs I AMArHOCTHKH In Vitro BMecTe C NPUHAIJIEKHOCTIMHU
(obopynoBanue, HaOOpPEl peareHToOB, KanuOpaToOphl, pEaKTUBBl, TECT-CUCTEMEI,
KOHTPOJIbHBIE MaTepUalbl U KajuOpaTopsl, IMTaTeIbHbIE Cpebl), HEeOOXOAUMBIMH JIJIA
IPUMEHEHUS MEIUITUHCKOTO U3eNHs 110 Ha3HAYEHMIO;

" TIpuxas MunuctepcTBa 3apaBooxpaneniis Poceniickolt ®enepanmu ot 15 aBrycra 2012 r. Ne 891 «O6 yTBepxaeHMH
[Topsifika NpoBeNerRus HCTBITAaHWN B LEengx yTBEPXKAEHHS TUNa CpPe]CTB U3MEPEHMH, a Takxke NEPEYHs MEAULMHCKHX
M30ENUi, OTHOCAUIMXCA K CpPEACTBaM M3MepeHudl B cdepe TrocylapCTBEHHOIO pETYJIMPOBaHMA obecneyeHus
eIMHCTBA K3MEpPEeHWH, B OTHOWIEHHW KOTOPBIX MPOBOJATCA MCNLITAHMA B LEASX YTBEPXACHUs TUMA CPEINCTB

u3MepeHuity  (3aperucTpupoBaH Munuctepetsom woctuuni  Poccuiickoit  ®epepaumn 25 pexabps 20121,
perncTpanyoHHbiil No 26328)
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) OlleHKa M aHalii3 TOJNYYeHHBBIX JIaHHBIX M HUX COOTBETCTBHE 3asBIIEHHBIM
XapaKTEePUCTUKAM;

1) nopaboTKa BKCITyaTalllOHHON JOKYMEHTalluu IIPOM3BOUTETIS
Ha MEOUUMHCKOE W3JAeNue IJI1 NUArHOCTHKH In Vitro 1o pe3ysibTaraM HCIBITaHUH
(pu HeOOXOIUMOCTH);

e) odhopMieHre U Bhlaya (BpydyeHHe WM HalpaBlieHHe 33aKa3HBIM I1OYTOBBIM
OTIIPaBJIEHHEM C YBEJIOMIICGHHEM O BPyUEHHHM) 3asBUTEIIO aKTa OLUEHKU Pe3yIbTaToB
KIMHHAKO-71a00paTOPHBIX MCIMBITAHUM MEIULIMHCKOTO H3AENHUS NI JUarHOCTHKU
1n vitro.

51. B xoje npoBeieHus UCIIBITaHU} ONPeNeNsOTCs:

a) COOTBETCTBHE MEIUIMHCKOTO M3JeNHd [Id JUardHOoCTHKM In  Vitro
HOPMAaTHBHOM MOKYMEHTAallMH, TeXHWYECKOH M JKCIUIyaTaLMOHHOW NOKyMeHTauuu
IPOU3BOIUTENS;

6) COOTBETCTBHE MEIULMHCKOrO M3JeNHs JUld JWarHOCTHKM in  Vitro
npeaHa3sHaYeHHOMY MPOM3BOAMTENEM NMPUMEHEHHIO U NpeNiaraeMbIM MM METOJaMm
HCIIONB30BaHU;

B) IIOJIHOTA U JOCTOBEPHOCTh YCTAHOBJIEHHBIX HOPMATUBHOM JOKyMEHTaIUeEH,
TEXHUYECKOM M DKCIIIyaTallMOHHON NOKyMEeHTalued IPOU3BOIUTENS 3asBIECHHBIX
XapaKTePUCTUK 0e30MacHOCTH U 3(PMEKTUBHOCTH MENUIMHCKOIO H3IENusd I
JUArHOCTHKM in Vitro B COOTBETCTBHH C IIpeAHA3HAYEHHBIM IIPOU3BOJMTENEM
IpUMEHEHHEM MEIMIIMHCKOrO M3[eNMs 10 Ha3HAYEeHHIO, B TOM 9YHCIE €ro
IMArHOCTUYECKAss YyBCTBUTENBHOCTH, CIELU(PUYHOCTE U BOCHPOU3BOJUMOCT,
YKA3aHHBIX B TEXHUYECKON M SKCILTYyaTallMOHHON JOKYMEHTAIlMK IPOU3BOIMTENS,

') Ka4eCTBO MEIWIIMHCKOTO W3Ienus, 3PHeKTUBHOCTL U OE30MacHOCTh
€r0 IPUMEHEeHUS.

52. Pe3ynpTaThl KIMHUKO-J1A00paTOPHBIX HCHBITAHUA MEIUIMHCKOIO MU3JeNus
JUIA MAATHOCTHKH in vitro CUMTAIOTCS OTPULIATENBHBIMY B CIIyYasx, eCiu:

a) MCIBITYyeMOe MeIMIIMHCKOE U3JeNHe HE COOTBETCTBYET IpeqHa3HAYEHHOMY
IPOU3BOIUTENIEM IPUMEHEHHMIO U TIpeJlaraéMbIM MM METO/IaM HUCII0Ib30BaHHuS,

6) yctaHoBIeHbl ~ (GakTbl M OOCTOATENLCTBA,  CO3JAIOLIKE  YCJIOBMA
HesdpbexTuBHOCTH W (MIM) HOpAMOM  WMIM  KOCBEHHOM  Yrpo3bl  JKU3HH
¥ 300POBBIO MEIUIUHCKMX paOOTHHKOB NpH NPUMEHEHHH W OSKCIUTyaTaluuu
MEIVITMHCKOTO U3JEeTu.

53. Pe3yabTaThl KIMHUKO-J1a0OPATOPHAIX MCNBITAHUHM MEIUIUHCKOIO HU3IeNus
ISl OUArHOCTHMKM in vitro, 3a HCKIIOYEHHEM CIydaeB, YKa3aHHBIX B IIyHKTE 52
HacTtosuiero Ilopsaka, CUMTAIOTCS  IOJIOKHTENBHBIMH M IOATBEPXIAIOT
COOTBETCTBME TpeboBaHUAM 0e30MacHOCTM M 3(GMEKTUBHOCTH  NPHUMEHEHUS
MEQUIMHCKOTO H3JeIus IPU HUCMOJIB30BAHUM €r0 B COOTBETCTBUU C Ha3HAYEHHUEM,
IpeyCMOTPEHHBIM JTOKYMEHTalluel IpON3BOAUTENA.



Ipunoxenue Ne 1
K Ilopsaky npoBeneHust OEHKH
COOTBETCTBUS B HOpMe TEXHHUUECKUX
HCHBITaHHHN, TOKCHKOJOTHYECKIX
UCCIENOBaHUN, KIMHNYECKUX UCTIBITaHUH,
MENUIIMHCKHUX U3JEINH B IeNIX
rOCYIapCTBEHHOM perucTpalnyu
MEIHUIIMHCKUX U31elIni

Obpazenr

HaMEHOBaHHE UCTIBITATENIbHOM OpraHM3alny, aapec, TeJICq)OH

YTBEPXIAIO

(pyKOBOIUTENH OPFaHU3aLMH
® 1 O, noanuck, nevats)

AKT
OLCHKHU pE3YJIbTAaTOB TCXHNYCCKHUX HUCIIBITAHU Y MEJULIMHCKOI'O M3eHs

Ne OT« » 20 1.

HAUMEHOBAHHEC MEOAUITHHCKOTIO U3IENIus
CocraBieH

HaHME€HOBAHHUE OpraHU3alivy, l'lpOBOZUIIIlGﬁ HUCIBITAHNA

C YKa3aHHE€M MECTa NPOBEACHNA UCTIBITAaHUH

IlonmHomouns Ha HNPOBEACHUC HCHBITaHHfI, aKKpeauTanuusd Ha TEXHHUYECKYIO
KOMIICTCHTHOCTDb M HE3aBUCUMOCTD IJIA ITIPOBEACHUA pa60T 1O UCIIBITAHUSAM.

AtrecTar aKKpeanTaiuuu HCITBITATEIbHON OopraHmsalinmu
Ne, nata BbLAa4YH, 061aCTh aKKpEAUTALIUH

JEeNUCTBUTENEH 1O «  » 20 .

1. Bnepuonc« __ » 20 rrmo«__ » 20 r.

HaUMEHOBaHHE UCIBLITATEILHOMN OpraHM3aln
NPOBEJICHA OLEHKA pe3yJbTaTOB TEXHHYECKUX HCIBITAaHUHI B ¢opMe NpoBeneHus
UCTIBITAaHUM 1 (W) OLIEHKH U aHAJIN3a JaHHBIX

HeoOXoauMoe yKkasatb

HaMMEHOBAaHNC MEINIMHCKOTO U30ECINA (C YKa3aHHEM npnﬂannexcnocref/‘l, HEOOXOIUMBIX A NPpHUMEHCHWA
MEIUIIMHCKOTO M3J€JINA 11O Ha3Haqumo)

NNpoOU3BOACTBA

HaHME€HOBAHUE NNPOUIBOANTENA, CTPaAHa NPOU3BOACTBA



B COOTBETCTBHUH C

HanMEeROBaHHe U 0603HaYeHNe TEXHWIECKOH JOKyMeHTalun
Ha COOTBCTCTBHUE Tpe60BaHI/I$IM

HauMeHOBaHHUe ¥ 0003HaUeHNe HOPMATUBHON ¥ TEXHHUECKOM JOKYMEHTAIMY
(Texnuueckum pernamenraM, FOCT, TOCT P, I'OCT P MCO, CanllnH, MY, MVK, npukazam M I0CTaHOBJIEHHAM,
MEXIYyHAPOIHbIM JOKYMEHTaM (MMEIOIHM CTaTyC CChUIOYHOTO NOKYMEHTA) HayUHBIM JaHHBIM U T.1 )

2. I[JI}I HNPOBCACHUA TCXHUYCCKUX HUCTIBITAaHUM [pEeaCTaBJICHbI:

nepedeHb JOKyMEHTOB, IaHHBIX, 00pa3iioB MEIRIMHCKOTO H3IeHs (KOIIMIECTBO)

3.

HAUMEHOBAHHE MCIBITATEILHOW OpraHH3alluu
I[IpOBEACHA OLICHKA PE3YJIbTATOB TCXHUYCCKUX HCIIBITAHUH
HaWMEHOBaHHE MeIHIMHCKOTO M3AeINs

B COOTBETCTBUM C yTBEP)KIEHHOH NIpOrpaMMoH

OLICHKa l'IpClICTaBJICHHOﬁ NOKYMEHTAllMN
PEKOMECHAIUH 110 YCTPAHEHHNIO OTAENBHBIX HEAOCTATKOB
BUA MECONUMHCKOIO M3Z1I€NTNsA B COOTBETCTBHH C HOMCHKJ'IBTypHOﬁ maccuquauueﬁ MEIULUHCKUX N3aeIuit

KJ1aCC NMOTEHUHAIIBHOTO PHCKa IIPUMEHEHUA MEIUIUHCKOI0 H3ACIHA B COOTBETCTBHHU C HOMGHKHaTypHOﬁ
Knaccu(buxaunei/’x MEAULMHCKUX U3aenui

4. KpaTkoe U3/10XeHNE pe3yJIbTaTOB UCIIBITAHUH

5. BeIBOIBI IO pe3ysibTaTaM UCHBITAaHUN

6. BEIBOgEl O  COOTBETCTBMHM  TpeOOBaHMAM  TEXHHYECKOH  JTOKyMeHTaIluu
IIPON3BOJIUTENS
7. OLleHKa pe3yIbTaTOB TEXHUYECKUX UCIIBITAHUN

SAKJIIOYEHUWE

HaMMCHOBAHHE MCANIIMHCKOTO U3OEITNA

COOTBETCTBYET (HE COOTBETCTBVYET) TtpeboBaHusM HOpMaTHBHOM

JOKYMEHTally, TeXHU4YeCcKOH ¥ (WIM) OKCIUIyaTallMOHHOW JIOKyMEeHTaluH
NIPOU3BOAUTEIIS.

Ilpunoxenus:
a) hoTorpaduyeckue U300pakeHNs 00MIEro BUa MEIULIMHCKOTO U3/IeITH;
0) yIBepxk/leHHass MporpaMMa TEXHHHECKHX HCIBITAaHUHA MEeIWLHUHCKOro HW3AeIud
(c mepeuHeM NpPOBEPOK, OLIEHOK, KOTOPHIE CIIeAyEeT MNPOBOAUTH P UCTILITAHUAX );
B) IPOTOKOJBI TEXHUYECKUX MCIIBITAHUM UM OLIEHKH U aHalli3a IaHHBIX.,

ITpunoxenus ABIAIOTCS HEOTHEMIIEMON 4acThIO AKTa.

IHommucu:
Ilpencenarens KOMHUCCHH

JioJpkHoCTh, O.1.0.
YneHbl KOMHUCCUHU

JIOJDKHOCTE, HaMMeHoBanue opranusaumy, ©.U O.



ITpunoxxenne Ne 2
K [Topsiaky npoBeneHus onenKu
COOTBETCTBUS B GOpPME TEXHHUYECKHX
VCIIBITAaHUM, TOKCUKOJIOrHYEeCKIX
UCCIIEJOBAHUH, KIMHUYECKUX UCTIBITAHUH,
MEAUIMHCKUX HU3JIEJINH B NeNIX
roCyJJapCTBEHHOMN perucTparun
MEIULIMHCKUX HU3IeIUi

Obpazen

HAHMEHOBAHHE UCIILITATEIFHON OpraHu3alyiy, aapec, Tenedon

YTBEPXIAIO

(pyxoBOAUTENL OPraHM3aLmy,
® U O, noanuce, nevarts)

AKT
OLICHKHU Pe3YyIbTAaTOB TEXHUYECKUX UCTIBITAHUH MEIMIMHCKOTO U3JeINs
JUIA TUATHOCTHKH 1n Vitro
Ne OT« » 20 T

HanMeHOBaHHEC MCINHTHMHCKOTO U3JeTHA

Cocrasien

HaHMMCHOBaHHE OpraHU3alluy, npoaommeﬁ HUCIIbITAHUA,

C YKa3aHHEM MECTa NNPOBEACHUA HUCTIBITAHUIM

IlonHoMounss Ha [IPpOBEJICHUE I/ICHI:IT&HHIZ, AKKpeauTaluysa Ha TEXHHYCCKYIO
KOMIICTCHTHOCTD ¥ HE3aBUCHUMOCTDL IJIA ITPOBEACHUA pa60T 1O UCIIBITAHNUSM.
Arttecrar aKKpe€auTalnuu UCIIBITATEIbHOM OpraHru3alvu

N‘.’, JaTa Bblaa4u, OGHBCTL axxpe;m‘raunn
JNEUCTBUTENEH O «  » 20 1.

1. B nepuonc «___ » 20 rrmo«__ » 20T

HaMMEHOBaHME HCTILITATERHON OpraHM3aliuy
IpoBE€ACHA OLCHKa Pe3YJIbTATOB TEXHHYCCKHUX UCHBITAHUN B (bOpMe IIPOBCACHHA
WCTIBITAaHUN U (I/IJII/I) OLICHKH N aHaJIu3a JaHHBIX

HeoOXoauMoe YKa3artb

HanM€HOBAaHNE MCAWHMHCKOIO U3ACa1sA (C YKa3zaHuEM ﬂpHH&IUIe)KHOCTeﬁ, HeOOXOAMMBIX I NPHUMEHEHNA
MEIOHWILIMHCKOTO U3JIENNA 110 Ha3Haqumo)

IpOU3BOACTBA

HaNMEHOBaHHE IIPOU3BOAHUTEI, CTpaHa IIPOU3BOACTBA



B COOTBETCTBHH C

HauMeHoBaHMe U 0603HaUYEeHHE TEXHUUECKOR JAOKYMEHTAUNN

Ha COOTBETCTBHE Tp€6OBaHI/IHM

HaMMeHOBaHUe U 0003HaUeHNe HOPMATHBHOM U TeXHUIecKoi nokyMeHTanuu {TexHHuYeCKHM
pernamentaM, I'OCT, TOCT P, T'OCT P MCO, CanlIluH, MY, MVK, npuxazaM 1 oCTaHOBNEHWAM, MEXTyHAPOIHEIM
JIOKYMeHTaM (MMEIUM CTaTyC CChUIOYHOT0 JOKYMEHTA) HAY4YHBIM NaHHBIM H T.1.)

2. /Insa mpoBeeHUsI TEXHUYECKUX UCTIBITAHUN ITPEACTABICHBI:

NEpEYCHb JOKYMEHTOB, JaHHBIX, 06pa3u013 MEIULHHCKOTO N30CNHA (KOJ’IH‘-ICCTBO)

3.

HauMEHOBaHHE UCTILITATENbHOM Opranusanymn

IIPOBEJIEHA OLI€CHKA PE3YyJIbTaTOB TCXHUYCCKUX HCIIBITAHUHN
HaMMEHOBaHHE MELTULIMHCKOTO M3AEnUs

B COOTBETCTBHUH C YTBEPXKIAECHHOU NpOrpaMMon

OIICHKa npencranne}moﬁ JAOKYMEHTallUK
PEKOMEHAAINH IO YCTPAHEHHUIO OTACIbHBIX HEIOCTATKOB
BUA MEJAHNITUHCKOI'O N3A€NTUA B COOTBECTCTBHH € HOMeHKIIaTypHOﬁ Knaccwbnxauueﬁ MEeINIHHCKUX H3Jenni

KJacce NMNOTEHHAaNBHOI0 pUCKa NPUMEHCHNUA MEAUIUHCKOTO U3XEJINA B COOTBETCTBUH C Homemmarypnoﬁ
Knaccnq;ukauneﬁ MEIULUUHCKUX U3AETHH

4. KpaTtkoe U310K€HHE Pe3yJIbTaTOB UCIBITAHUM
5. BeiBoABI IO pe3ynbTaTaM UCHBITAHUN

6. BeiBogpl 0  COOTBETCTBUM  TpeOOBaHMSAM  TEXHHYECKOH  JOKYMEHTAIuu
IPOU3BOJIUTEIIS
7. Ouenka pe3yJbTaTOB TEXHUYECKUX UCOBITAHUN

3AKJIIOYEHUE

HAaNMME€HOBAaHHEC MECIHMILIMHCKOI0O H3aCTUA

COOTBETCTBYET (HE COOTBETCTBYET) Ttpe6oBaHusAM HOpPMaTHBHOM

JOKYMCHTAllUY, TEXHUYECKOM H (I/IJII/I) 3KCHHyaTaHHOHHOﬁ AOKYMEHTALINN
MMPpOU3BOAUTEILA.

Ilpunoxenus:
a) pororpaduyeckue U300paxeHus oo1ero BUa MeTUIHHCKOTO U3/IEINS;
0) yTBepXXIEHHasi IIporpaMMa TEeXHHYEeCKUX HCIBITAHHA METUIMHCKOrO H3AeIus
(c mepeyHeM IPOBEPOK, OLIEHOK, KOTOPBIE CIIeyeT IPOBOIUTH NPH MCIBITAHUAX );
B) IPOTOKOJBI ~HCIIBITAHMM  (YHKIMOHATBHBIX XapakKTEPUCTHK MEIUIMHCKOIO
U3JENUSL.

HpI/IJIO}KeHI/IH SIBJISIFOTCSL HEOThEeMIIEMOMN 4acThi0 AKTa.

Ilonmucu:
[IpencenaTenb KOMUCCUH

JnomxkHocTs, ©.1.0.
YsteHbl KOMUCCUH

JOIDKHOCTh, HaMMeHOBaHye opranusanun, ®.1.0.



IIpunoxenue Ne 3
K [lopsinxy npoBeneHus OLeHKN
COOTBETCTBUA B pOpMe TEXHNUECKHIX
VCIIBITAHUH, TOKCUKOJIOTHYECKUX
UCCIIeIOBAHUH, KITMHUYECKUX UCIIBITAaHWH,
MEIULMHCKUX U3JEINHA B HEeIsIX
rOCyapCTBEHHOH perucrTpauuy
MEIVIMHCKUX U3IeNui

Ob6pazen

HAUMEHOBAHME UCTIHITATENLHON OpraHu3aluy, anpec, Tenedox

YTBEPXJAIO

(pPyKOBOLMTENb OPTaHKU3aLMH,
® U O, noanucs, neyats)

3AKJIJOYEHME
II0 pe3yJIbTaTaM TOKCHKOJIOTMYECKUX UCCIIeI0BAaHUM MEIMIMHCKOTO U3eNHs
No OT «_ » 20 1.

HAUMCHOBAHUEC MEJUIINHCKOI'O U3NENNA
CocraBnen

HauMEHOBAaHUE UCTILITATENBHOM opraHmsaummy,

C YKa3aHHEM MeCTa NPOBEACHHUA UCTIBITAHUM

IlomHOoMOUHMs Ha HpOBECACHUC HCHBITaHHﬁ, aKKpeAuTauud Ha TEXHHYECCKYIO
KOMIIETCHTHOCTD Y1 HE3aBHCUMOCTDL IJIA ITPOBEACHUA pa60T 1O UCIIBITAHUAM.

ATtectar aKKpeIuTauumn UCTIBITATENbHON OpraHn3alMu
Ne, nara Boinaus, 001acTh aKKpegUTALMH

JefcTBUTENEH JIO « » 20 r.

1. B meprox ¢ « » 20 r.mo« __ » 20 r.

HaMMEHOBAHHE OpraHU3alMy, MPOBOJALLEH HCClIeIOBaHUA
TIPOBEAEHBI TOKCUKOJIOTHYECKHE UCCIIENOBAHUA

HanMMCHOBAaBRHE MEAMLIMHCKOTO U3C/INA (C YKa3zaHUEM npuﬂamexmocreﬁ, HEOOXOAUMBIX 1A NIpYMEHEeHMA
MCIHIIUHCKOI0 U3IEITHNA 10 Ha3Ha‘ICHH}O)

ITpOU3BOACTBA

HaNMEHOBaHKE NPOU3BOJUTEIN, CTPaHa NPOU3BOACTBA
B COOTBCTCTBHUHU C
HallMeHOBaHHe U 0603HaueHNe HOPMATUBHOH M TeXHMYecKoi AokyMenTaunu (TexHuueckum pernamentam, I'OCT,

I'OCT P, 'OCT P HCO, CanlluH, MY, MVK, npuka3am U NOCTAHOBJICHUAM, MEXXAYHAPOIHbIM JTOKYMEHTaM
(MMe101MM CTAaTYC CChUIOYHOTO JOKYMEHTA) HayYHbIM JaHHBIM H T.1.)




2. HJ'I}I IPOBCACHN S TOKCUKOJIOTHYIECKUX HCClIeIOBaHNH NpeaACTaBJICHEI:

MEPEYCHb JOKYMEHTOB, NJaHHLIX, o6pa3u08 MEIHUIHHCKOro U3aenna (KOJ’II’I‘XGCTBO)

3.

HaMMEHOBaHHE UCTIBITATENLHOM OpraHu3aluu
IIPOBEACHEI TOKCUKOJIOIHIECKNE NCCIIEN0OBAHMA

HanMMEHOBaHNE MEANUITMHCKOTO U3OCINA
B COOTBETCTBHU C YTBEP)KIEHHOI IIporpaMMoH

3.1.

OLIEHKa TIPEACTaBIEHHON TOKYMEHTALUN
3.2

HasHaYeHHe MeJHLIHCKOTO M3eIus
3.3.
BHUJL KOHTaKTa ¢ OPraHM3MOM YeJIoBeKa
3.4.
KJacc NOTEHIMAIBHOrO PUCKa MPUMEHEHH] MEINIHHCKOTO H3EUA B COOTBETCTBUM C HOMEHKIIATYPHOM

KiaccuprKaunei MeqUIMHCKHX N3evii

3.5.
HaMMEHOBaHNe IPUMeHAEMBIX MaTepHaJIOB WM PELENTYPHBI cocTas

3.6.

croco0 CTCpMIN3al MCUIIHHCKHUX n3Teui
4. KpaTkoe M310XXeHHe pe3yIbTaTOB UCIBITAHUN
5. BeiBoBI 11O pe3yiibTaTaM HUCIBITAHUN
6. BBIBOJIBI O COOTBETCTBUM TPeOOBaHUAM TEXHUYECKOH TOKYyMEHTAIUH

7. OI.IGHKa PE3YJIbTATOB TOKCHKOJIOTHYECKUX HCCIIeAOBaHUN | PEKOMEHAAIINH
0 BOSMOJXHOCTH IIPOBEACHHUA KIIMHUYCCKUX HUCIIBITAHUH

3AKJITOYEHME

HAaMMCHOBAHHE MEINLINHCKOrO U3J1€ITUA

COOTBETCTBYET (HE COOTBETCIBYET) tpeboBanusM Ge3omacHoro
IIPUMEHEHHS.

IIpunoxeHnue:

a) MPOTOKOJBI TOKCHUKOJIOTHYECKHNX KCCIEI0BaHUN MEOUTTMHCKOT'O U3C/IHUA,

6) YTBEPXKACHHadA IIporpaMMa TOKCHKOJOrH4Y€CKHUX HUCCIIEJOBAaHUM MEIUIIMHCKOTO
U3CINA.

HpI/IJ'IO)KCHI/ISI ABJIAIOTCSA HEOTHEMIIEMOH YacCThIO 3aKIIOYEHHUS.

Ioonucu:
IIpencenarens koMHCCHH

nomxHocts, ®.U.0.
YsieHbI KOMHCCHUH

JOJUKHOCTh, HAaUMEHOBaHHe opranuiaiuu, ©.1.0.



[Mpunoxenue Ne 4
k Ilopsiaky npoBeneHus OLIEHKH
COOTBETCTBHUS B OpMe TEXHHUUECKUX
UCIIBITAHUH, TOKCUKOJIOTMYECKHX
UCCIENOBaHUM, KIIMHNYECKUX UCTIBITaHUH,
MeQULIMHCKUX HU3AeJIMHN B LeIxX
rocy JapCTBEHHON perucTpauuu
MEIUINHCKUX U3EINN

Obpazern

HaUMEHOBaH{Ee MEAULIMHCKOH OpraHusaly, aapec, TCHCQ)OH

VTBEPXIATO

(PYKOBOIMTEND OPraHU3aLmy,
& U O, noanuce, neyars)

AKT
OLCHKH PE3YJIbTATOB KIIMHUYCCKHUX HUCIBITAaHUH MEIUIIMHCKOIO U3¢

Ne oT« » 20 r.

HaMMCHOBAaHHEC MECIUIIMHCKOIrO U3€IUA
Cocraginen

HauMeHOBaHHNE MEIUIIUHCKOH OpraHHu3alluy,

C YKa3aHHEM MECTa NNPOBEACHHUA HCTIBITAHUH

ITontHOMOUMSA Ha IpoBeNeHrEe PaboT IO UCTIBITAHMSM.
JIvuen3us Ha MEIUUWHCKYIO JEATEeIBHOCTh OT € » 20 1. Ne
CPOKOM JIeMCTBUSA

1.B nepuogc«__ » 20 rmo«__ » 20 T

HaMEHOBAHME OpraHHu3alivy, HpOBOMmCﬁ HCIBITaHNUA
IIpOBEJIeHa OLleHKa pe3ylbTaTOB KIMHMYECKMX HCHBITaHHH B (opMe mpoBeneHUs
UCHBITAHUH C y4acTHEM HelloBeKa U (WIM) OIEHKH M aHaN3a KIMHUYECKUX HAHHBIX

Heo0X0AUMOe yKa3aTh

HaMME€HOBAaHHNE MEUILIMHCKOI'0 M3 ICITHA (C YKa3aHUEM HpHHaIU'lC)KHOCTeﬁ, HEOOXOIMMBIX Ui NIpUMEHEHNA
MEIHUITHHCKOTI O U3ACNIHA IO Ha3Ha‘*ICHPIl0)

Npon3BOJACTBA

HaHMEHOBaHKe MPOU3BOAUTENA, CTPaHa IIPOU3BOACTRA
B COOTBETCTBHHU C

HaHMEHOBaHUE U 0003HAYEHUE TEXHUYECKOM U 3Kcm1ya'rauuonuoﬁ JOKYMECHTallHHu



2. lng npoBeeHUs KIMHUYECKUX UCTIBITAHUH [IPEICTABIIEHE:

nepedeHb JOKYMEHTOB, NaHHHIX, 00pa3iioB MEIUIMHCKOTO M31eIus (KOJIHYECTBO)

3.

HaMMEHOBaHNE MEANIIMHCKON OpraHu3saliu

NIPOBECACHA OLICHKA pE3YJIhTAaTOB KIIMHHIECKUX HCIIBITAHUH
HAMMEHOBAaHME MEIHUHMHCKOr0 H3AENA

B COOTBETCTBHH C YTBEPKIAECHHOM IpOrpaMMoi

KpaTKas XapaKTepPHCTHKA MEJULIMHCKOTO H3/ie]INs, Ha3sHaueHHe, YCTaHOBJIEHHOe IPOU3BOAUTENIEM
BHJ MEJIHUMHCKOTO H3JEJINI B COOTBETCTBHU ¢ HOMEHIUIATYpHOH xiiaccuduxauveil MeIUIHMHCKAX M30eTHi
KJlacc MOTEHUMANBHOro pACcKa IIpHMEHEHHA MEIHIMHCKOTO U3JeNHsi B COOTBETCTBHM C HOMEHKIIaTypHOIA
kinaccudukanmeil MEAUIMHCKUX U3AeIUH
OLICHKA IIpeCTaBIeHHON JOKYMEHTalUN
XapaKTepUCTHKA NAHeHTOB (KOJIMYECTBO, IT0JI, BO3PACT, AUArHo3), WX HHHOPMHUPOBAHHOE COrIacHe
Ppe3yNbTaThl IPOBEACHHBIX KIIHHHYECKNX UCIBITAHUI MEAMLIMHCKOrO U3ENIN C YKa3aHUEM KOJHMYECTBa
NpoBeneHHbIX 00cIeI0BaHAH, onepauyii, mpoueayp, aHajJIu3oB
CBEJEHI O B3aHMO3aMEHIeMBIX MEMIMHCKIX H3/IeNNAX (IPY HATIMYHHN)
HapaboTka MeJULMHCKOTO U3JETHA B YacaX B TeUSHHE KIMHMYECKHX UCTIBITaHUH, KOJMYEeCTBO U3MEPEHMUH,
IMKJIOB CTEPWIM3AIMH (TIPU HATIIIHM)
(GYHKUMOHANBHBIE KaYueCTBa METULIMHCKOT0 H3fienid, 3¢ peKTUBHOCT €ro IIpUMEHEH !, NI0Ka3aHus
¥ IPOTHBONOKA3aHUA K ero IPMMEHEHHIO
BO3MOXXHOCTH MEIHLMHCKOT0 H3JENHUs, KacalolLuecss TOUHOCTH H3MEPEeHHUHH, TOCTOBEPHOCTH,
BOCIIPOM3BOAMMOCTH, HAZIE:KHOCTH
SKCIUTyaTallHOHHbIE Ka4eCTBa MeIULIMHCKOTO H3JETHA, BOZMOXXHOCTH YNpaBleHUs M YR06CTBO obparuenns
€ HIM, TeXHHYECKas 3CTETHKAa MEANIMHCKOTO H3/leNd, eTo oopMIIeHHe, YCTOHYUBOCTE K Ae3MHQEKUMH,
CTEpHIIN3ALIIH

nmbopMaunx 00 06Hapy>1<eHHbe B IIpoLeCCe KIWHMYECKHUX HCTBITAHUN HEel0CTaTKax KOHCTPYKIIMH K KQaU€CTBa
MEXHUIIUHCKOrO N3a€InA (l'IpPI Ha.HPI‘{PXH), 0COOEHHOCTH pa60T1>1 C HUM B NPONECCE IKCILTyaTallHH

4. KpaTkoe u30KeHue pe3ysIbTaTOB UCIIBITaHUH
5. BeIBOJBI IO pe3ybTaTaM UCIBITaHUN
6. Onienxa pe3yIbTaTOB KIMHUYECKUX UCIIBITAHUH

3AKJIOYEHHME

HAaUME€HOBAHBE MEANIIMHCKOTO U3ACIHA

COOTBETCTBYET (HE COOTBETCTBYET) Ttpe6oBaHUSIM HOpMaTHBHOM

JNOKYMEHTaUMH, TeXHHYeckol ¥ (WIM) OKCIUIyaTallMOHHOM  JORYyMEHTalUuH
MIPOU3BOJUTENA.



Ipunoxenus:
a) 3aKJIIOYEHUEe COoBeTa [0 3THKe B cdepe obOpalleHUs MEAULMHCKUX H3JIENnH
MpunucrepctBa 3apaBooxpaHeHus Poccuiickoit @enepanuu (B ciiydyae NpoBeIeHUs
HCTIBITAHUHN C y4acTueM 4esloBeKa);
6) yTBEpKJIeHHas MporpaMma KIMHIYECKUX UCTIBITAHUNA MEIUIIMHCKOTO H3/ENHNs;
B) IPOTOKOJIBl KIMHUYECKUX HCHBITAHUM WM pe3yJIbTaThl OLEHKH M aHalu3a
OAHHBIX, BKIIOYas TrpaduKd, CHUMKHM, BBINUCKM H3 HCTOpuil  GojesHw,
TabyMpOBaHHBIN, CTATUCTUYECKH 00paboTaHHBIA MaTepHa;
I) HoApOoOHbBIE AaHHBIE TI0 UCIIOJIB30BAaHUIO MEIWIMHCKUX H3IENHH B MEIMIMHCKON
IIpaKTHKe, JaHHBIE OTAAJCHHBIX pe3yIbTaTOB HaOMONeHUs (TIpY HAIWYHH ),
I) OKCIUTyaTalliOHHAsA JOKyMEHTallus Ha MeAHIMHCKOoe u3Jenue (MHCTPYKIIMSA
o MEULIHUHCKOMY IPUMEHEHUIO) pu KJIIMHUYECKUX HCIIBITaHUI
du3noTEepaneBTUYECKUX anlaparoB, peareHToB (HAOOpOB) Ui JHATHOCTUKU
(In vitro), MeOUUUHCKUX H3JeNuHd, NpefHa3HAYeHHBIX [UIS MNPOGUIAKTHKH,
IVarHOCTHKH, JIedeHUs 3a00JIeBaHUi B JOMAIIHUX yCIIOBUSIX.

ITpunoxeHus ABIAIOTCS HEOThEMIIEMOH YacThio AKTa.

IHonmucu:
ITpencenarens KOMUCCUHA

nomxHocTh, G.M.O.
YneHrl KOMUCCUHH

JIOJDKHOCTB, HauMeHoBaHue opranmsauuy, ©.1.0.



ITpunoxenue No 5
K [lopsaky npoBeneHHs OLeHKH
COOTBETCTBUS B POpME TEXHUUECKHX
YMCHOBITAaHHM, TOKCHKOJIOTHYECKHX
YcCleOBaHUM, KIMHUYECKUX UCHIBITAHUH,
MEIUIMHCKHUX U3IEJIUH B IIeIX
rocy1apCTBEHHON perucTpanuun
MEeIUIMHCKUX U3NeIni

Ob6pazern;

HauMeHOBaHMe MeJULWHCKON Opranu3auuy, agpec, TeaedoH

VTBEPXIIAIO

(PYKOBOJMTENE OPraHH3aLKH,
® U O, noanuce, nevyats)

AKT
OILIEHKH Pe3yJbTAaTOB KIMHIUYECKUX UCTBITAHUN MEIUIMHCKOTO U3IENUs
IUIS IUATHOCTHKH 1n Vitro
Ne OT« » 20 1.

HAHUMCHOBAHUE MEANIIMHCKOTO U3AENUA
CocrasiieH

HaUMeHOBaHHEe MeIMIIUHCKOMH OpraHH3allny,

C YKa3aHHEM MECTa IMPOBEACHNA HUCIBITAaHUMI

IHomHOMOYMS Ha IIpoBeieHHe paboT M0 UCIIBITAHUSM.
JInneH3us Ha MEAUUMHCKYIO IeATEeIBHOCTD OT «__ » 20 1. Ne
CPOKOM AeicTBUS

1. B mepuonic «__ » 20 rrmo«__ » 20 T

HAUMEHOBAHHE OPTraHN3aIMH, NPOBOIAIIEH HCIILITARKA
Onl1a MMPOBCACHA OIICHKA PE3YJIbTaTOB KIIMHUYECKUX UCNBITaHUMN
HapMEHOBaHHe MEIULIMHCKOIO H3AEIMA

IIpoON3BOACTBA

HanMeHOBaHWe MPOH3BOIUTENS, CTPaHa IPOU3BOACTBA
B COOTBETCTBHN C

HauMeHOBaHHe U 0003HaUeHHE TEXHHYECKOH U 3KCI'IJ'IyaTaLIHOHH017[ HOKYMEHTAlIUH

2. Inst mpoBegeHUs KIIMHUYECKUX UCIBITAHUN OBUIN NPebSIBIEHBI:

nepeyeHb 10KYMEHTOB, JaHHBIX, 06pa3u013 MEAUIMHCKOTO M3aCNINA (KOJ’II/I‘ICCTBO)



3.

HaMMEHOBaHUE OpraHMU3aLuu
ITpOBEJI OLIEHKY PE3YJILTATOB KIIMHUYCCKHX HCTIBITAHUHU

HaMMEHOBaHHE MCINITMHCKOTO U3 IS
B COOTBETCTBHH C YTBEP>KJAECHHOMN IIPOrpamMMoN

KpaTKas XapaKTepUCTHKAa MEAHLIMHCKOTO M3/IENNs, HA3HAYEHHE, YCTAHOBNECHHOE IIPOM3BOIHTENEM
BHJI MEMIIHCKOTO M3/IETIUA B COOTBETCTBHMHM ¢ HOMEHKJIATYpHOH Knaccudukanmei MeIUIMHCKUX M3aenuit
KJIaCC NOTEHLIMAILHOr0 PUCKA NPHMEHEHH MEIMLHMHCKOIO M3JeUs B COOTBETCTBHH C HOMEHKIIaTypHOH
Kaccupukanueil MeJUIMTACKHX U3AenHHA
OLIEHKA MPEACTaBICHHOMN JOKYMEHTAlMY
XapakTepHCTHKa MaTepHara
pe3yIbTaTEl IPOBEJCHHBIX KIMHIYECKHX HCIILITARMI MEVLIMHCKOrO W3ACIMA C YKa3aHUEM KONUYECTBa
NIPOBEAEHHBIX JJabOpaTOPHBIX HCCile0BaHui
cpaBHEHHE O QYHKUMOHAIBHBIX XapaKTEPHCTHKAX MEIHUMHCKUX M3ACIHH IPUMEHABLIMXCA
B pedepeHTHO MeToanKe (NPH HANMYUY)
(YHKIMOHANBHEIE KAYeCTBA MEAMIIMHCKOro n3jenns, 3bGexTHBHOCTL €ro NpHMEHEHUs, TIOKa3aHns |
MPOTHBONOKA3aHUA K €r0 MPHMEHEHUIO
BO3MOXXHOCTH MEIHIMHCKOTO U3JENHA, KacalollNecss TOUHOCTH U3MEPEHUM, IOCTOBEPHOCTH,
BOCIIPOM3BOJUMOCTH, HaIEXKHOCTH
IKCIUTyaTalOHHbIE KayeCTBa MEAHLHHCKOTO M3EHA, BO3MOKHOCTH YIIPABJICHHA ¥ yI06CTBO 06paieHus
€ HUM, TEXHUYECKas 3CTETHKA MEINLIMHCKOTrO U3€eNHs, €ro opopMIIeHHe, CTaOWILHOCTD H3AEIHUs
IIPH 3KCIUTYaTalliy B YCIOBUAX NpaKkTHYecKoH nabopaTopun.

uHpopMali 06 0OHapyYKEeHHBIX B Npoliecce KIMHUYECKUX MCIBITAHMM HeNOCTaTKaX KOHCTPYKUMH M KayecTBa
MeIULHUHCKOro u3nenus (NIpH HaJIMYnu), oco0eHHOCTH paboThl € HUM B IPOLIECCE SKCILTYaTaluu

4. Kpatkoe U3/10XXeHUe pe3yabTaToB UCIIBITAaHUI
5. BeIBOZBI 110 pe3yNibTaTaM UCTIBITAaHUN
6. Ouenka pe3ynbTaTOB KIMHUYECKUX UCTIBITAHUI

SAKJITOYEHME

HAaMMEHOBAHHUE MEANIINMHCKOIO U3OCIHA

COOTBETCTBYET (HE COOTBETCTBVYET) tpeboBaHUAM HOpPMAaTHBHOM,
TEXHIIECKOW U (HJIH) SKCIUTyaTalldOHHOH TOKyMeHTallMH.

IIpunoxenus:

a) yTBEpXKACHHAs TIporpaMMa KIMHUYECKHMX MCIIBITAHUA MEOUIMHCKOIO H3JIENHS
IUTsT IUAarHOCTHKY 1N VItro;



6) IPOTOKONMBl KAMHAYECKUX MCIBITAHUA WM PpE3YNbTAaThl OLEHKA H aHalM3a
OAHHBIX, BKIIO4Yas TIpaHKH, CHHUMKHM, BBIIHCKHM W3 HCTOpHA  Gonesnu,
TaOyIMpPOBaHHBIH, CTATUCTUYECKH 00paboTaHHBIH MaTepHal;

B) MOIpOOHEIE NaHHBIE MO UCTIONB30BAHMIO MEJUIIMHCKUX H3ACIHH I IUarHOCTUKU
in vitro B MeIMIIMHCKOW MpaKTHKe, JaHHbIE OTAAlCHHBIX pPe3yJIbTaTOB HaOMIoeHus
(ipu HaMU4KN ),

) 3KCIUTyaTal[HOHHAs  JOKyMeHTarmus  (MHCTPYKUMS IO  MEIUIHMHCKOMY
IPHMEHEHUIO) Ha MeAULIMHCKOE U3IeNie A TUarHOCTHKH in Vitro.

HpI/IJIO)KeHI/IS{ ABIIFAIOTCS HEOThEMIIEMOM YacThi0 AKTa.

IHoanucu:
IIpencenarens KOMHCCUHA

nomkHocts, ©.1.0.
YieHBI KOMHCCHH

IIOIDKHOCTh, HAUMEHOBaHKe opranmsauuy, ©.H.0.
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