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06 YTBEpPKACHHH IIopﬂmca NnpoBeaAeHHsI OIICHKH COOTBECTCTBHSA
MEAHINHCKNX U3/1eJIHii B q)opme TEXHHYCCKHX HCﬂblTaHﬂﬁ,
TOKCHKOJIOTH4Y€CKHX ncc.neuonanm‘i, KJIHHHYECKHX HCNbITAHNH
B 11eJAX rocy,nachBennoﬁ PErucTpanui MEANNHUHCKHX H3aeaui

B cootBercTBuH co cratbeit 38 DenepanbHoro 3akoHa ot 21 HosOps 2011 r.
Ne 323-03 «O6 ocHOBax OXpaHHl 370pOBbs rpaxuaH B Poccuiickoit ®enepanun»
(Cobpanue 3akononarenscTa Poccuiickoit @enepanuu, 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) wu nysxkrom 5.2.187 TlonoxeHus
o Munucrtepctee 3apaBooxpaHeHus Poccmiickoit ®Denepauuy, yTBEPXIEHHOIO
nocraHoBnenueM IlpaButenscTBa Poccuiickoit @enepamyu ot 19 mons 2012 r.
Ne 608 (Cobpanue 3akoHonarenscTBa Poccuiickoit ®epepauumn, 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),npuKka3bpIiBalo:

YrtBepauth Ilopsnoxk mnpoBeneHHMs OLIEHKH COOTBETCTBHA MENUIIMHCKHUX
U3OeNuil B popMe TEeXHUYECKUX MCIBITaHHH, TOKCHKOJOTHYECKHX HCCIEIOBaHUM,
KIMHMYECKMX  HCOBITAHHH B LeNIX  TOCYy[apCTBEHHOH  perucTpanum
MEIUIUHCKUX U3IEJIMH COriIacCHO IPUIIOKEHHUIO.

Munuctp B.HU. CxsoprioBa

KOITUsI BEPHA / )
[ hERAPTAMEHT v )

o N P RIRL® o

Hauaannux OGiuero oTuena %79\ 10.B. Kyaefiasa YIPABNEHNA gléi
o4 / 2| g nAM 1 KARPOB

P2ecbapf Y- \o) ) g/
q{\\lf\\\_// ,\;{'/

E3



IMpunoxenue
K Npukady MUHUCTEPCTBA 3ApaBOOXPaHEHUs
Poccuiickoit @enepanun
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. ik

Ilopszoxk npoBeeHHs OLEHKH COOTBETCTBHA MEAHUHUHCKHX M3JeTHi
B popMe TeXHHYECKHX HCNIBITAHUHN, TOKCHKOJIOTMYEeCKHX HCC/IeI0BaHNH,
KJHHUYECKHX HCNIBITAHUH B LEJIAX FOCyJapPCTBEHHOH PErHCTPalluu
MEeQMIIHHCKHUX H3eJIni

I. O6mue nonoxeHus

1. Hactossmuit Ilopsinok ycranaBnuBaeT TpeOOBaHUS K NPOBEAEHUIO OLEHKU
COOTBETCTBUS MEOUIMHCKUX H3JIeNHil, KOTopas MPOBOAUTCA B (OpMe TEeXHUYECKHX
UCTIBITAHUM, TOKCHUKOJOTMYECKUX HCCIENOBAaHUM, KIMHUYECKUX  WCHBITAHUH
METUIMHCKUX W3JIeIMd B 1IENAX TOCYAapCTBEHHOW PpEerucTpaliii METUIMHCKUX
U3Jienui (ajiee COOTBETCTBEHHO — OLIEHKA COOTBETCTBUS, TEXHUYECKUE WCIBITAHMUS,
TOXCHUKOJIOTHYECKUE UCCIENOBAHUS, KITMHIUECKUE UCTIBITAaHH ).

2. TexHuyeckue UCTIBITAHUS, TOKCUKOJIOTHYECKUE HCCIIEIOBaHMS,
KJINHUYECKHUE WCTBITAaHUSI MEeIUIMHCKUX U3/IeNIUM OCYILECTBISIOTCS B COOTBETCTBUH
¢ nHacroamuM Ilopsaagxom npu cobmoneHun TpeOOBaHMH  NEeHCTBYIOLIETO
3akoHoAarenbcTBa Poccuiickoil @epepanuu 06 oOpallieHUU MEIUITUHCKUX M3,
HOPMAaTHUBHOM, TEXHMYECKOW JOKYMEHTAllMh TMPOUIBOMUTENS  MEIUIMHCKOIO
W3ENUs, a TakKe HANMOHANBHBIX (MEXIYHApONHBIX) CTAaHAAPTOB', COMEPIKALIMX
NpaBUjla M METOAbl HCClefoBaHUN (MCHBITAaHWH) W H3MEPEHHH MEIUIMHCKUX
U3IENUN.

3. Ilo pe3ynpTaTam OLIEHKHM COOTBETCTBHUSA ODOPMIIAIOTCS:

a) aKT OLIEHKU pe3yJbTaTOB TEXHUUYECKUX HCIBITAHUH MEIUIHHCKOIO U3elus,
KOTOPBIA oQopMIiieTcss 1o oOpasly corjacHo npuiokeHuto Ne 1 k HactosmieMy
Iopsnxy;

0) aKT OLIEHKH Pe3yJbTaTOB TEXHUUYECKUX UCTIBITAHUN MEIULIUMHCKOIO U3LENHs
A4 JMAarHOCTHKM In  Vitro, KOTOphIA odopmisercs mno o0pasuy coriaacHo
npuwioxenuto Ne 2 x Hacroswemy [lopsaaky;

B) 3aKJIIOUYEHHE N0  pe3ysibTaTaM  TOKCUKOJOTMYECKHX  HCClIeOBAaHUMH

MEJUIMHCKOTO M3JleNHs, KOTopoe o(opMIIseTcs 1o o0pasiy COracHO MPUIIOKEHHIO
Ne 3 k nacrosiemy Ilopsaxy;

Denepanbupii 3axon oT 27 pexabpa 20021  Ne 184-03 «O Texuuuyeckom perynuposanun» (CoGpanue
3akoHoparenbcTa Poceniickoit denepauun, 2005, Ne 19, et 1752; 2007, Ne 19, et 2293, Ne 49, ct. 6070; 2008, Ne 30,
cr 3616; 2009, Ne 29, cr 3626, Ne 48, ct. 5711; 2010, Ne 1, ¢t 5, 6, Ne 40, ct 4969, 2011, Ne 30, ct. 4603, Ne 49,
et 7025; Ne 50, c1. 7351; 2012, Ne 31, ¢t 4322, Ne 50, ¢t 6959, 2013, Ne 30, cT 4071)
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I') aKT OLIEHKU Pe3yNbTaTOB KIMHMYECKUX MCIBITAHUM MEIUILIMHCKOTO U3/IETIu,
KOTOpBIH odopmiisiercs IO 00pasily COITacHO IpuiiokeHuro Ne 4 K HacTosiemy
[Topsanxy:;

1) aKT OLIEHKHU pe3yJbTaTOB KIMHUYECKUX MUCITBITAHUNA METULIMHCKOTO U3MIENHNs
JUIS IWArHOCTMKM in Vitro, KOTOpEIH odopmisercs 1o o0pa3slly COTrJIacHo
rpuioxenuto Ne 5 x HacTosiueMy [lopsiaky.

XpaHeHue pe3ylbTaTOB MCHBITAaHUM M UCCIENOBAaHUM OCYLUECTBIAETCH
B TIOpSAJKEe, YCTaHOBIEHHOM 3aKoHoAarenbCTBOM Poccuiickoit  ®epepanuu
00 apXUBHOM nene’.

4. IlpouzBoauTens  MENULUMHCKOTO  M3JENMs  HIM  YINOJHOMOYEHHEIH
IIPeICTaBUTEb TPOU3BOIUTENS (llanee — 3asBHUTENb) CaMOCTOSTENBHO OIpeesder
UCHBITATEIPHYIO OPTraHU3alUIC, OCYLIECTBISIONYI0O IPOBEIECHHE TEXHUUYECKHX
WCHBITAHMHA M TOKCHKOJOTHYECKHX  MCCIeIOBaHUM, C Y4YeToM obiactu
ee aKKpeIuTalyH, a TAaKkKe MeAUIMHCKYIO OpraHHU3alulo, IPOBOAAIYIO KIMHUYECKUE
UCTIBITAHUS MEIULIMHCKUX U3EUN.

II. Onenka cooTBETCTBUA MEAUIIMHCKUX U3IEITUN
B (popme TeXHUUIECKHX UCTBITAaHUN

OHGHKa COOTBETCTBH MCANIIMHCKHUX 15863 (N1 15471

5. TexHUuecKHe WCTBITAHUS MEIUIUHCKUX M3JIeNUH IpoBOAATCI B (opme
UCILITAaHUA ¥ (MIM) OIIGHKH W aHalM3a JaHHBIX (Zanee COOTBETCTBEHHO —
UCOLITAHYS, OlleHKAa W aHalu3 MaHHBIX) AJs [POBEpPKH KauecTBa M 0e30macHOCTH
METULIMHCKOI0 M3IENHS TIPU UCIONIH30BaHUU €ro B COOTBETCTBMU C Ha3HAUYEeHUEM,
IPeyCMOTPEHHEBIM JIOKYMEHTalKeld IPOU3BOAHUTELS.

6. Texuuueckye UCNBITaHUS B (OpMe OLCHKU U aHANIM3a JAaHHBIX IIPOBOAATCA
TONBKO B  OTHOIIEHMM  MEIAUIMHCKUX U3JeNWH, [ MOHTaxa (BBoJa
B OKCILIyaTalMio) KOTOPhIX TpebyeTcs TMOoJyueHHe paspelleHud (NHLEeH3UH),
cO3ZjaHye CIELMAIBHBIX YCIOBUH, CTPOUTENBCTBO OTHENBHBIX KallMTaJbHBIX
COOpYXXeHUH W IOIOJHUTEIBHOro O0O0y4YeHMs CIENMalNHCTOB, a B HEKOTOPHIX
cllyyasix — BbIe3]] Ha MeCTO IIPOU3BOJICTBA MEAUIIUHCKOTO U3JIETIHA).

7. B paMKkax OIIeHKU U aHalM3a JaHHbIX IPOBOAATC:

a) aHaJIM3 JaHHBIX TEXHHUECKOHl IuTepaTypsl M MHGOPMalMy, OTHOCALIEHCS
K 0e30macHOCTH, OKCIUIyaTallMOHHBIM M TEXHUYECKUM  XapaKTepHUCTUKaM,
a TaKk)Ke K [PelyCMOTPEHHOMY ITPUMEHEHUIO MEMIIMHCKOTO N3 IENIH;

6) aHaJIU3 pe3yNbTaTOB MPOBEICHHBIX UCTIBITAHUH MEIUIMHCKOTO M3ENus;

B) aHaANMU3 YCIOBUH IIPOM3BOJICTBA MEAMLMHCKOIO U3EIH.

8. B ciiyyae ecniu B pe3yibTare OLEHKH U aHaliM3a JaHHBIX HE IOATBEP>KIEHBI
Ka4ecTBO M 0e30I11aCHOCTh MEJULIMHCKOTO W3IEeNUs, NPOBOAIATCA TEXHHYECKHE
MCIIBITAHUS MeIUIHHCKUX U3JeNuil B popMe UCTIBITaHUH.

2 Qepepanbhplil 3akoH oT 22 okTabps 2004 r Ne 125-®3 «O6 apxusHoM faene B Poccuiickoit ®denepaunny
(Cobpanue 3axononatenbcta Poccuiickoit ®enepaunu, 2004, Ne 43, ct 4169, 2006, Ne 50, c1. 5280; 2007, Ne 49,
¢1. 6079; 2008, Ne 20, ¢t 2253; 2010, Ne 19, ct.2291; 2010, Ne 31, ct 4196; 2013, Ne 7, cT. 611).



9. ,HJ'IH NpOBCACHHS TEXHHUYCCKUX HUCIBITAHUM 3asiBUTEJb NnpeaAcTaBiIsICT
B UCHBITATCIIBHYIO OpraHu3alnio:

a) 3asBjleHHE O IIPOBEICHUM TEXHUUYECKMX UCIBITAHUH MEeIMLUHCKOIO
H3eTNN;

0) oOpasupl (0Opaszelr) MeAUIIMHCKOTO U3JENIHs BMECTE C NIPHUHANIICKHOCTIMH,
HEOOXOMUMBIMU IJI1 NPUMEHEeHWs MEIWLUHCKOTO W3[enus II0 Ha3HA4YeHHIO
(TIpM IpOBeIeHUH UCTIHITAaHUH );

B) KOIMKU MPOTOKOJIOB NMpeABAPUTENBHBIX UCIBITAHUNA MEIULIMHCKOTO U3IEIIH
(npu HaNMU4YUN);

) KOTIMK Pe3yNbTAaTOB TEXHUYECKUX MCIIBITAHUH MEIULIMHCKOIO W3MeIIus,
IIPOBEIEHHBIX 3a Mpeaenamu Poccuiickoil @enepanuy (IpyU HaIUYUH);

Il) CBEZIEHUSI O HOPMATUBHOM IOKYMEHTalUH Ha MEJUIMHCKOE U3JENHeE;

€) TEXHMYECKYI0 U OKCIUIyaTallMOHHYIO JOKYMEHTAUHUIO IPOU3BOIUTEIS
Ha MEIUITUHCKOE U3IENHE;

x) dpoTorpadudeckue n300paxeHuss OOIEro BUAA MEIULMHCKOIO W3JeNus
BMECTE C MPUHAMJEKHOCTSIMH, HEOOXONUMBIMH [ NPHMEHEHMS MEIHLHMHCKOrO
W3JeIMs 110 HasHavYeHUIo (pasMepoM He MeHee 18x24 cm);

3) HEOOXOJUMBIE UL TEXHHUYECKHUX HCIBITAaHUH pabodme 4eprexxu, TaOJIMIIbI
M CXeMBI, €CIH OHM CcoJepXarcsi B OJKCIUIyaTallMOHHOH JOKyMEHTalluu
IIPOU3BOIUTEILS;

W) crienualibHOe obopynoBaHue, pa3zpaboTaHHoe MIPOU3BOJUTENIEM
IUI3 TEXHUYECKUX UCTIBITAHME KOHKPETHOTO MEAMIMHCKOTO U3NENHUS M YKa3aHHOE UM
B TEXHUYECKOM JOKYMEHTAIUH (MU HAJIMYHH );

K) JOKYMEHTBl IIPOW3BOIWTENS, CoOJep)Kaliue CcBeNeHus o0 OmacHOCTHAX,
CBA3AHHBIX C MEOUIMHCKHM W3JeNueM, M TIPUHATBIX Mepax @0 CHHXXEHHUIO
OCTATOYHBIX PUCKOB (TMpH HAJIMYUH);

0) CBEJIEHUss O  KIMHWYECKOM NPUMEHEHHMH  MEJMLMHCKOTO  M3IENus
IpY OCYLIECTBICHUH MEIULUHHCKON NeATeNbHOCTH 3a mnpejenamMu Poccuickoi
denepanuu (Mpy HANUUYKAHN).

B cnyyae eciii OpUTHHAIB! JOKYMEHTOB COCTaBJIEHBl Ha MHOCTPAHHOM S3LIKE,
OHH TIPEICTAaBNAAIOTCS C 3aBEPEHHBIM N1EPEBOJOM Ha PYCCKUHN A3BIK.

10. Texuuyeckue  UCHBITAHUS ~ MEOUIIMHCKMX  M3JENUH  IIPOBOAATCH
HCIILITATENILHOM Opranu3alyell B cpok, He npepplaromuil 30 pabounx aHen co QHA
NpeNoCTaBleHHs 3asBUTENIEM B MCHBITATENLHYIO OPTaHW3alHUIo  JIOKYMEHTOB
1 obOpasuos (oOpasua), a TakKe cHeLUalbHOro oOOpy/oBaHMA (IPU HAJIHYUK),
MEIMLIMHCKOTO H3JeNus, ykaszaHHBIX B IyHkre 9 Hactogmero Ilopsnka. Cpox
IPOBENEHUs TEXHUYECKUX UCIBITaHUH 110 COTNIaCOBAHUIO C 3aiBUTEIEM MOXET ObITh
MpOUIEH PYKOBOJAWTENEM MCIBITATENbHONW OpraHM3alid, HO He Oonee UeM
Ha JBajlaTh pabounx JHEH.

11. Ilpu npoBeneHMH TEXHUIECKUX UCTIBITAHUHM OCYIIECTBIISIOTC:

a) nAeHTUOUKALMS MEIULMHCKOTO U3JIENNs;

6) onpeneneHye M COINACOBAHUE C 3asBUTENIEM BUIA MEIMLIMHCKOTO U3JIENHN
U Kjacca IOTEHHHWANbHOIO0 pUCKa NPUMEHEHUs MEIULUMHCKOTO  U3Jelus
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B COOTBETCTBHM C HOMEHKJATYpHOW Kilaccudukanueld MeIUIIMHCKUX U3eNuii,
yTBepKIeHBOH MuHHCTEpCTBOM 3apaBooxpanenusa Poccuiickoi Denepanun’;

B) aHallU3 TEXHWYECKONH JOKYMEHTallM¥ IIPOU3BOAMTENS Ha MENUIMHCKOE
n3nenue;

I') COCTaBlieHye TPOTrpaMMbl TEXHUYECKMX HCIHBITAHMH (IIpA TPOBEIEHUU
VCTTBITAaHUH );

1) ucrbITaHne o6pa3ioB (06pa3na) MeIUIUHCKOrO M3Ienus (IIpy IpOBeIeHUN
VICTIBITAHU );

€) OlleHKa W aHaNW3 JaHHBIX, OTHOCHIIMXCS K MEIHULUHCKOMY H3JIEIHIO,
IUIst MPOBEPKH ero KauecTBa U O€30MaCHOCTH;

) mopaboTKa  TeXHHYEeCKOM M OKCIUlyaTallMOHHOM  JOKYMEHTaluH
IIPOU3BOIUTENIS HA MEIUIIMHCKOE U3ZENHE M0 Pe3yIhTaTaM TEXHUIECKUX UCTIHITAaHUH
(1pyt HeOOXOAUMOCTH), B YACTH OIPEIIENICHUS:

IOJHOTEl W JOCTAaTOYHOCTH TpeOOBaHUM, obOecneduBaroOlMX KadecTBO
1 6e30I1aCHOCTh MEIUIIMHCKOT O U3JENHUS;

COOTBETCTBUSL TPeOOBaHWM, H3NOKEHHBIX B TEXHHYECKOW JOKYMEHTAlMU
NpOU3BOAMTENS Ha  MEIMLUMHCKOE  u3fenue, TpeOOBaHUAM  NPUMEHUMBIX
HAIMOHAIBHEIX (MEXyHapOIHbIX) CTaHAapTOB;

3) oopmileHHe W BbIJaua (Bpy4eHUE WIIM HalpaBleHHEe 3aKa3HBIM IIOYTOBBIM
OTHPaBJIEHHEM C YBEIOMIICHHEM O BPy4YEHHH) 3asBUTENIO aKTa OLEHKH pPe3yIbTaToOB
TEXHUYECKUX UCTTBITAaHUN MEIUIIMHCKOTO U3/IEIH.

12. ITlporpamMma  TEXHHYECKMX  MCIBITAHHMHM  COCTABIAETCA  COBMECTHO
¢ 3agBuTeneM. IlporpaMMmy M METOAMKY TEXHHUYECKUX HCIIBITAHMHM YTBEPKIAET
PYKOBOAMTENb  MCIBITATeNbHOM  OpraHu3alyy, INpPOBOAAIIEH  TEXHHYECKHE
HCIBITAHUSA.

13. B x0j1e IpoBeNeHUs TEXHUUECKHX MCIIBITAHUH ONpeNeNsatoTCs:

a) COOTBETCTBHE  MEIMIIMHCKOrO M3JeNus TpeOOBaHWAM  IIPHUMEHUMBIX
HAaWMOHANBHEIX  (MEXIyHapoOHBIX) CTaHAapTOB, a TakKXe  HOPMaTHBHOU
JOKYMEHTAIMH, TEXHUYECKOH Y 9KCILUTyaTallMOHHOM JOKYMEHTAIUU IIPOU3BOJUTENLS,

6) COOTBETCTBHE NPE/ICTABIEHHON 3asiBUTENEM NOKyMEHTAlUU TpeOOBaHUAM
NPUMEHUMBIX HAIMOHANBHBIX (MEXIyHapOAHBIX) CTaHJAapTOB M HOPMATHBHOMN
JOKYMEHTAIMU Ha MEJUIIMHCKOE U3JIENHE;

B) MOJIHOTa ¥ OOBEKTUBHOCTH YCTAHOBJIEHHBIX B TEXHUYECKON NOKYyMEHTALUH
NPOU3BOIUTENS XapaKTePUCTHK, MNOANEKALMX KOHTPOIIO TMPU  TEeXHUYECKUX
UCOBITAHUAX, @ TAK)KE METOAB! UCTIBITAHUM,

) BOSMOXKHOCTh ~ WCIIOJNIb30BaHMA  OKCIUIyaTallMOHHOH  JNOKyMeHTauuu
NPON3BOUTENIS IPU TPUMEHEHUH MEIMLIMHCKOTO U3/IENUs 110 Ha3HAUEHHIO,

1) Ka4eCTBO MEAULIMHCKOIO N3ENNsA U O€30I1aCHOCTE €ro NPUMEHEHUS.

14. Pe3ynpTaThl TEXHMYECKUX HCIMBITAHUM CUYUTAIOTCA OTPULATEIbHBIMU
B CIIEYIONIMX cilydasx (Mpy HaIAYUM OfIHOTO U boee):

a) npejcTaBleHHble  00pasubl (0Opaszen) MENULIMHCKOrO W3JENHs BMecTe
C TPUHAAJIEKHOCTSIMH, HEOOXOMMMBIMU I NPUMEHEHHUS MENULUHCKOTO H3JeIHs

° Ilpukas Munnctepcta 3apaBooxpaHenus Poccuiickoli Menepaunn ot 6 mioHa 20121 Ne 4 «O6 yTBepXKAeHUU
HOMEHKJIATYpHOI K1acCUPUKALMK MEQHIMHCKHX M3AENWii» (3aperucTpUpoBaH MUHUCTEPCTBOM HOCTHLMM PoccHicKol
Menepaumn 9 wions 2012 ., perncrpauionHsiii Ne 24852)



110 Ha3HAYEeHMIO, He COOTBETCTBYIOT TPEOOBaHMSIM HOPMATHUBHOM JOKYMEHTAUMW,
TEXHMYECKON U 9KCITYyaTaliMOHHON NTOKYMEHTALUMK NPOU3BOAUTEIL;
6) cBeleHUss O MEIMIMHCKOM H3JIeNMM, YyKa3aHHBIE B IPeICTaBICHHOMN

TEXHUYECKOU 15} 3KCIUTyaTallMOHHOH JIOKYMEHTaluH IIPOU3BOJUTENA,
He TIOJITBEPKIal0T Ka4yeCcTBO ¥ 0e3011aCHOCTh MEIULMHCKOTO U3/1ETIHs;
B) CIlelfHaIbHOe obopyoBanue, pazpaboTanHoe IIPOU3BOIUTENIEM

O TEXHHUYECKUX UCTIBITAHUH KOHKpPETHOTO MCAUMIIMHCKOIO HM3ACJINA M YKa3aHHOE
UM B IIPOCKTax TEXHUYECKOU AJOKYME€HTallu, HE obecreyuBaeT BO3MOXHOCTH
MpoBCACHUA HCO6XOJII/IMI>IX TEXHUYECKUX UCTIBITAHUH.

15. Pe3yanaTI>I TEXHHUYIECCKHUX I/ICHBITaHI/II‘:I, 3a HCKIIOYCHHEM CIIy4acs,
YKa3aHHBIX B IYHKTE 14 wnacrogero Hopﬁm(a, CUHUTAIOTCA TIOJOKUTEIIBHBIMU
M NOATBEPXNArOT Ka4e€CTBO 1 0e30MacHOCTh MPpYUMECHECHNUA MEAUIHMHCKOI'O U3NCTINA.

O1leHKa COOTBETCTBUS MENMLIMHCKUX U3JIETUH I IHArHOCTHKU 1N VItro

16. TexHuyeckye MWCIBITAHUA METUIMHCKAX H3LeNMH 7l  IUarHOCTUKH
in vitro (mpubopsl, oOopynoBaHMe, HAOOpPEl pPEAreHTOB, PEAareHThI, PEaKTHUBHI,
TECT-CUCTEMBI, KOHTPOJIbHBIE MaTepHallbl, KalIWOpaTOphl, INHUTATEeNbHBIE CpPEJibI)
IIPOBOJATCS B LENAX MPOBEPKH KadyecTBa U 6€301MaCHOCTH MEIULMHCKOIO M3MAEIHs
JUIS JMArHOCTHMKY in Vitro MpH UCHOJIH30BAaHUU €r0 B COOTBETCTBUU C Ha3HAUYECHUEM,
MpeyCMOTPEHHEIM IOKyMEHTalMe! IpOU3BOJAUTENS.

TexHuyeckre UCIbITAHUS MEIUUMHCKUX M3AENUH Ui JUArHOCTHUKU
in vitro B BHUJE 3aKpBITHIX QHAIUTUYECKUX CHUCTEM, IIPOBOIMMBIE B OTHOILIEHUU
MEIMIIMHCKOrO HM3JeNus BMeCTe C IPUHAIJIKXHOCTSIMHU, HabopaMH peareHTOB
U KanuOpaTopoB, HEOOXOAMMBIMM [l INPUMEHEHHS MEIUIMHCKOTO M3JENusd
110 Ha3HAYEH U0, MOTYT MTPOBOAMTHCS B PaMKax OJJHOTO TEXHUYECKOI'0 UCIIBITaHHUS.

17. Texaudeckyde UCMBITAHUS MEIUUUHCKUX U3NENUNA Uil  JUArHOCTUKH
in vitro OCHOBBIBAIOTCS Ha:

a) aHaJM3e  JIaHHBIX  HAYYHO-TEXHWYECKOW JIMTEpaTyphl, OTHOCHIIEHCH
K 6e30I1acHOCTH, 3¢ (HEeKTUBHOCTH, (GYHKIIMOHANBHOCTH, a TaKxe
X MpeNyCMOTPEHHOMY HOpMaTUBHOU NOKyMEHTaLMEH, TEXHUYECKOH
¥ 9KCIUIYaTAIMOHHOW JOKyMeHTalMel NPOU3BOAUTENS IPUMEHEHHIO MEUUUHCKOTO
U3NEeNUs IUId JUAarHOCTHKH In Vitro;

0) ananuze pe3yNbTAaTOB NPOBEJEHHBIX HMCIBITAHHH MEIULUHCKOIO H3IENUs
JUI TUATHOCTUKM 1n Vitro.

18. [l mpoBefeHUs TEXHUUECKUX MCIBITAHMH MENUIUHCKUX H3JeNnh
11 [IUArHOCTHKM in Vitro 3afBUTENb NPEACTABISIET B UCIIBITATENbHYIO OPraHU3aLMIO:

a) 3asiBJIEHHE O TIPOBEJICHUN TEXHUYECKMX UCTIBITAHUH MEIULIMHCKOTO U3JENIHs
[J1 AUATHOCTHKH In Vitro;

6) oOpasnupl (0Opaselr) MEOULMHCKOrO H3Ienus IS JHArHOCTHKM in Vitro
BMeCTe TPUHAIJIEKHOCTAMH (npubopel, obopynoBaHWe, HabOpbl peareHToB,
peareHThl, pPEeaKTUBBI, TECT-CACTEMBl, KOHTPOJbHBIE MaTepHaibl, KaauOpaTopHl,
MUTATEebHBIE Cpellbl), HEOOXOMUMBIMU IJIsl TIPUMEHEHUS MEIMLMHCKOIro M3Jeus
10 Ha3HAYeHMIO (B KOJM4YECTBE JOCTATOYHOM JUIsi TPOBEJCHUsS TEXHHYECKHX



VCNIBITAHUN MENUUMHCKOrO W3Jeius JJIs JUWArHOCTMKH In  VItro COIJIacHO
TpeOOBaHUSIM HOPMATUBHOM JOKYMEHTAllMM M  COIJIACOBAaHHOH  MpPOTpaMMEI
UCIIBITAHUH );

B) KOIIMH MIPOTOKOJIOB MPEIBAPUTEIBHBIX MCIIBITAHUNA MEAULIMHCKOTO U3JeNus
(XIpu HaIU4KMM);

I') KOOUHM pe3yJbTaTOB TEXHUYECKUX HCIBITAHUN MEIUIIMHCKOTO W3IEeNUs IS
JUAarHOCTUKHU in Vitro, NIpoBeleHHBIE 3a mpenenamu Poccuiickoit denepanuun
(npu HanMU4UM);

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

€) TEXHUYECKYI0 U OKCIUIyaTallMOHHYIO JOKYMEHTAlHI0 HPOU3BOIUTENs
Ha MEIMIIMHCKOE U3JeNre ISl AMArHOCTUKH In Vitro;

K) dboTorpadhuueckre H300paKeHUs OOIIero BUAA METULHMHCKOTO U3JIeITHs
IJIsl MarHOCTHKH In  Vitro BMecTe ¢ TIPUHAIJIEXHOCTSIMH, HEOOXOAUMBIMU
JUIsT IpUMEHEHHUsT MEOWIMHCKOTO W3JeNus MO Ha3HayeHWIo (pa3MepoM He MeHee
18x24 cm);

3) HEOOXOIMMBbI€e /IS TPOBEACHUS TEXHUYECKUX UCTIBITAHUM NIt AUArHOCTHKU
in vitro TaOMUIBI ¥ CXEMBbI, KOMITBIOTEpPHBIE MPOTPAMMBI, €CIM OHU WM CCHUIKH
Ha HUX COAEp>KaTcs B IKCIUTyaTallHOHHON JOKYMEHTAllMH MPOU3BOIUTENS;

U) cienyaibHoe O00OpylNOBaHME i1 TNPOBEPKHM WM s  OOecredeHHs
(GYHKUMOHUPOBAHUST MEIWIIMHCKOTO W3JeNuss M YyKa3aHHOE€ B TEXHUYECKOMH
NOKyMEHTAIUU MPOU3BOAUTEINS (IPU HAJTMUUU U HEOOXOAUMOCTH );

K) COBOKYITHOCTh JIOKYMEHTOB, CO3JaHHBIX IPOU3BOAUTEIEM B Ipolecce
a”Hanu3a pucka npuMeHeHus (daiin MeHeIKMEHTa pUCKa) (IPU HATTUYKH ).

B crnydae ecnu opuruHanbl 10KYMEHTOB COCTABJICHBI HA HHOCTPAaHHOM S3BIKE,
OHHU MPEICTaBIIAIOTCS C 3aBePEHHBIM N1EPEBOIOM Ha PYCCKH SA3bIK.

19. Texauyeckye WUCIBITAaHUS MEOUIWHCKUX HU3NENUH JId JUarHOCTHKU
in Vitro OCyINEecTBISIOTCS UCIIBITAaTeIbHOW OpraHu3alnueil B CpoK, He MPeBhIILAIOLIIH
30 pabounx pAHeW co MOHS TPEAOCTaBICHUS 3asBUTENEM B HCHBITATEIbHYIO
OpraHW3allfi0 JIOKYMEHTOB M o00pasnoB (oOpasna) MEIUHUHCKOTO —HU3JeNus,
ykaszaHHBIX B myHkre 18 Hactosmero Ilopsaka. Cpok NpoBeneHHsS TEXHHUYECKHX
VCTIBITAHUN MEAMIMHCKUX W3JENHHA I AMArHOCTHKH in Vitro MO COIJIacOBaHHUIO
C 3asBUTEJNEM MOXET OBITh MPOIJIeH PYKOBOJAUTENEM HCHIBITATeNbHON OpraHu3aiuy,
HO He OoJiee ueM Ha ABaAlaTh padouyux AHEH.

TexHuueckre WCMbITAaHUS MEAULMHCKUX HM3IeNuil Ul JAHarHOCTUKH
1n vitro 0co0o onacHbIX UH(EKIUN OCYIIECTBIAOTCS UCNBITAaTeIbHOM Opranu3anuei,
yMerollel paso Ha padoTy ¢ Mukpooprannsmamu I-1I rpymnn naToreHHOCTH.

20.Ilpy 1npoBeneHUHM TEXHUYECKUX UCIBITAHUW MEIULIIMHCKUX HU3OAETUN
JUISt AMArHOCTUKH 1N Vitro oCyIleCTBISIOTCS:

a) uAeHTUQUKAIMS METULIMHCKOTO U3/IeNHs;

0) onpeneneHye M COrjacoOBaHHE C 3asiBUTENIEM BHJA MEAUIIMHCKOTO U3AENus
M Kjacca IOTeHIHWalbHOrO pUCKa TNPUMEHEHUs] MEAUIIMHCKOTrO  U3IeNHs



B COOTBETCTBMM C HOMEHKJIATYpPHOW KilaccHUKauvded MEIULMHCKUX H3IENHi,
YTBEPXXAECHHOW MUHUCTEPCTBOM 3/1paBooxXpanenus Poccuiickoi d)enepauuu4;

B) aHAJIM3 TEXHMYECKOH JOKYMEHTAallUU TNPOU3BOAUTENS HA MEIHUIIMHCKOE
v3zenue;

I') COCTaBJICHHE MPOrpaMMbl U METOAMKH TEXHUUYECKUX UCIILITAHUH;

1) IPOBEICHHE TEXHUYECKUX WCIBITAHUH TPEJCTAaBICHHBIX 3asgBUTEJIEM
00pa3ioB (0Opasya) MeIWIMHCKOrO M3MeNusi AN IWAarHOCTUKU in Vifro BMecTe
C MPUHAISKHOCTIMH, HaOOpaMy peareHTOB W KaluOpaTopoB, HEOOXOIUMBIMH s
TIPUMEHEHUS MEIUUMHCKOTO M3Jeliisd 10 Ha3HaueHUIO, IS IOATBEPXKIECHHUS
YHKIMOHAIBHBIX XapaKTePUCTHK (aHamuTHUYECKON YyBCTBUTEJILHOCTH,
Crieuu(pUYHOCTH, BOCIPOU3BOAMMOCTH, JIMHEHHOCTH W WHBIE XapaKTEPUCTHMKH),
YKa3aHHBIX B TEXHUYECKOH U 3KCIyaTAllHOHHON JOKYMEHTALIMY IPOU3BOIUTES,

€) OlleHKa ¥ aHajii3 JaHHBIX, OTHOCSIIMXCA K MEOUUUHCKOMY H3IEIHIO,
JU1sl IPOBEPKH €ro KauecTBa U O€30MacHOCTH;

) opaboTKa MPOEKTOB TEXHUYECKOW W IKCIUTYaTallHOHHOW NOKYMEHTAaLMH
IIPOM3BOUTENII HAa MEIUMIMHCKOEe WU3Jenue MO  pe3yabTaraM  HCIBITAHMM
(npu HEOOXOAUMOCTH);

3) odopMIieHUEe U Bbigaya (BpyueHHE UJIM HANpaBJI€HUE 3aKa3HBIM ITOYTOBHIM
OTIPaBIICHUEM C YBELOMJICHHEM O BPYUCHUHU) 3asIBUTEIIO AKTa OLEHKH PE3yJIbTaTOB
TEXHUYECKUX MCIBITAHMH METUITMHCKOTO U3JEeNust IS TUarHOCTUKH 1n Vitro.

21.TlporpaMma TeXHMYECKHX MCIBITAaHUH MEIMOUHCKUX H3JENUH  JUIA
JUArHOCTHKMA In  VIlro coCTaBisgeTcs COBMECTHO ¢ 3asButTeneM. [Iporpammy
UCTIBITAHUM YTBEPXKAAET PYKOBOINTEND UCIIBITATEILHONR OpraHM3alliy, IPOBOASIIEH
TEXHUYECKUE UCTIBITAHUS MEUIIMHCKIUX U3 Il AMarHOCTUKH In Vitro.

22. B xone npoBENEeHUS UCTIBITAHUN ONpPeNeNstOTC:

a) COOTBETCTBME MEIULUHCKOTO U3MeAMd TPeOOBaHWMSIM MpPUMEHsEMbIX
HALIMOHAJILHBIX (MEXKIYyHApOIHBIX) CTaHAApTOB, HOPMATHBHOMW JOKyMEHTalluy,
TEXHUYECKOH M KCILTyaTallHOHHON JOKYMEHTALMM IIPOU3BOANTEIIS;

©) COOTBETCTBUE IPEACTABICHHON 3asBUTENIEM TOKyMEHTAllMH TPeOOBAHMAM
NPUMEHUMBIX HALMOHANLHBIX (MEXIyHApOOHBIX) CTAaHJAPTOB W HOPMATUBHOM
TOKYMEHTAIlUM Ha MEeUIINHCKOE U3/IeNne;

B) HOJIHOTA M OOBEKTMBHOCTH  YCTAHOBJIEHHBIX  (PYHKIMOHAIBHBIX
XapaKTePUCTHK, MOIeKAUIMX KOHTPOMO NPpH TEXHUYECKHMX HCIBITAHUAX, a TaKxke
METOABI UCTIBITAHUH;

I') BOBMOXKHOCTb  HCIONB30BAHMUS  JKCILUIyaTallMOHHOM  JOKyMEHTalHUH
IPOU3BOJIUTENIS IPU TPUMEHEHUH MEIMIIMHCKOIO M3/Ie/I1Ms 110 Ha3HAYCHUIO;

J1) Ka4eCTBO MEIMIIMHCKOIO U3/ENHs U O€3011aCHOCTD €0 IPUMEHEHHUS.

23. Pe3ynbTaThl TEXHUYECKUX HCNBITAHMH MENMLMHCKUX H3OCNUH  AJd
AVArHOCTHUKH In Vitro CYUUTAKOTCS OTPULATENBHBIMU B CIEAYIOLIHUX ClIydasX:

a) mpejCTaBjieHHble oOpasubl  (oOpazel]) MEIHLMHCKOro HU3IeNus A
[AMarHOCTMKHM in Vitro BMecTe C IpUWHANJIEKHOCTAMH (IpUOOpHl, 00OpyHOBaHHE,
HaOOpbI peareHTOB, peareHThbl, PEaKTUBbI, TECT-CUCTEMBbI, KOHTPOJIbHBIE MaTepUasl,
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KanuOpaTophbl, TMUTATENbHBIE  Cpelbl), HEOOXOAUMBIMM [  TOPUMEHEHUS
MEIULIMHCKOTO U3JIeNIis 110 Ha3HAa4YeHWlO, He COOTBETCTBYIOT TpeOOBaHUAM
HOPMAaTUBHOU NOKyMEHTalUWM, TEXHMYECKOM M O3KCIUIyaTalMOHHON JOKyMEHTAaIlUH
I POU3BOJIUTELS;

0) crenManbHOE obopynoBaHue, pa3paboTaHHOe NPOU3BOAUTENIEM
JUIS  TEeXHUYECKUX UCMBITAaHUNW KOHKPETHOrO0 MEAMIMHCKOTO H3NeNus Ul
IMAarHOCTUKHU in Vitro ¥ yKa3aHHO€ UM B IPOEKTaX TEeXHUYECKOU NOKyMEeHTaluu,
He ofecrmeuynBaeT BO3MOXXHOCTh TIPOBENEHHUA HEOOXOAMUMBIX TEXHUYECKHX
UACTIBITAHUH.

24. PesynpTaThl  TEXHUYECKHUX  HCHNBITAHUM  MEOUUMHCKUX  HU3ZENuid
IS OWArHOCTUKH in Vitro, 3a HCKJIIOYEHMEM Clly4aeB, YKa3aHHBIX B ITyHKTe 23
Hactosmero llopsaka, cUMTAIOTCS NOJOXHUTENBHBIMH U IMOATBEPXKAAIOT KaueCTBO
¥i 6€30IaCHOCTD MPUMEHEHUS MEAULIMHCKOTO U3AENHs Al AMarHOCTUKH in Vitro.

ITI. Onenka cooTBeTCTBHA B (DOpME TOKCUKOJOTMUYECKHX UCCIENOBaHNH
MEIUIMHCKOTO U3eNH

25. TOKCHKOJIOTHYECKHE MCCIENOBAHUA MENMIIMHCKOIO M3IENUS IIPOBOLATCS
B OTHOIIEHMH M3MeNUs, KOHTAaKTUPYIOUIEr0 C OpraHu3MOM 4ejloBeka IIpu
WCIOJNL30BAHMM €ro B COOTBETCTBUM C Ha3HA4Y€HUEM, IIPENyCMOTPEHHBIM
JIOKyMEHTallell Ipou3BOAUTEN:

a) MeIWIIUHCKOe wu3Aenne ¥ (WIM) NPUHAJIEKHOCTH K MEIUIMHCKOMY
H3JEJNI0, KOHTAKTHPYIOLI}e ¢ TOBEPXHOCTRIO TeJla YeJIOBEKA,;

0) MeIUIHCKOE U3JIeNIHe, BpeMEHHO BBOJMMOE B OPraHU3M YeJIOBEKa U3BHE;

B) MEUIIMHCKOE U3JIETINe, UMIITIaHTHPYEMOE B OPraHU3M YeJIOBEKA.

26. TOKCHKOJIOTHYEeCKHE HCCIeN0BaHUS MEOUIIMHCKOIO H3AENHs IMPOBOISITCS
JUIs OLEHKU OMOJIOTUYECKOro MAeHCTBUS MENHWLMHCKOTO H3JENMA Ha OpraHu3m
YeJI0BEKA U BKJIIOYAIOT B Ce0s MPOBEpPKY ClENyIONINX [T0Ka3aTesen:

a) GU3UKO-XUMHUUECKUX;

0) caHUTapHO-XUMHUYECKUX;

B) OHOJIOTHYECKUX B YCIOBUSX 1N VItro ¥ in vivo.

27.Ina  TpOBeNeHHS  TOKCHKOJOIMYECKHMX  HCCIENOBAaHUM  3asBUTEND
MpenCcTaBIseT B UCIIBITATEIbHYIO OPraHU3aLHIO:

a) 3asBJIeHHE O NIPOBEICHNH TOKCUKOIOIMYECKHX UCCIIE0OBaHNIA;

6) oOpazuer  (oOpazen) MEOULMHCKOIO M3AENus WIM INPUHAIIEXHOCTH,
K MEIUIMHCKOMY U3JIEIHNIO, KOHTAaKTUPYIOLMe C MOBEPXHOCTHIO TENa YeIOBeKa, WiIH
MaTepuaibl, U3 KOTOPBIX IIPOU3BEIEHBl (M3rOTOBIEHLI) MEAMUUHCKOE W3JeNue
H (Mnu) TPUHAMIE)KHOCTH K MEAMLUUHCKOMY H3JEJIHI0, KOHTaKTUPYIOLIHe
C IOBEPXHOCTBHIO TeJla UeJIOBEKa;

B) CBEICHUs] O HOPMATUBHOM NOKyMEHTAallMY Ha MENMLIMHCKOE U3/IETHE;

I) TEXHUYECKYI0 H OKCIUIyaTallMUOHHYIO [JOKYMEHTAIUIO IIPOU3BOIMTENS
C MepedyHeM HallMOHAJIBHBIX (MEXIYHapOIHbIX) CTaHAapTOB, TPEOOBAHUAM KOTOPBIX
COOTBETCTBYET MEIULMHCKOE H3/ienue (IpH X MPUMEHEHUH IPOU3BOIUTETIEM );

N) CBEIEHHWS] O HOPMATUBHOM JOKyMEHTAllMM Ha Marepuaybl, M3 KOTOPBIX
NPOU3BENEeHbl (M3TOTOBJIEHBI) MEAMLMHCKME u3fenus U (MIKM) NPUHAMJIEKHOCTH
K MEQUILIMHCKOMY U3JIeNINI0, YKa3aHHble B yHKTe 25 Hacrosmero Iopsaxa;
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e) HoMep (apmakonerHo#l cTatsu, a IPH €€ OTCYTCTBUM HOMEp ‘HOPMATUBHOM
JOKYMEHTAllMH MJIM HOPMATHBHOTO JOKYMEHTa Ha (hapMaleBTUYECKYI0 CYyOCTaHIIMIO
WM Ha JIeKapCTBEHHBIH Iperapar, BKIIOYEHHYIO (bIi1) B TOCYyIapCTBEHHBIH peecTp
JTeKapCTBEHHBIX CPEICTB (B clydae NMPUMEHEHHS B COCTaBe MEIMIIMHCKOIO U3JeNus
JIeKapCTBEHHOr0 CPeCTBa) ;

K) IOKYMEHTBI, XapaKTepU3yIolllue COCTaB MaTepuanoB, U3 KOTOPBIX
IpPOU3BENICHBI (M3rOTOBJEHBI) MEOUIIMHCKOE H3fenue U (WiIM) NPUHAIIEKHOCTH
K MEIULUHCKOMY U3JENUI0, KOHTaKTUPYIOIIKE C TOBEPXHOCTHIO TeJla UeJIOBEeKa;

3) KONUM  PEe3yNbTAaTOB  TOKCUKOJIOTHYECKHX  HCHBITAaHWHA  (MCHBITaHUit
Ha OMOCOBMECTUMOCTb) MEAMUUHCKUX U3JeNuil, NpOBENeHHBIE 3a MpeleiaMu
Poccuiickoit @enepanum (Ipyu HATUIKH ).

B cnygae ecnu opurdHaibl JOKYMEHTOB COCTaBJICHBI HA WHOCTPAHHOM SI3bIKE,
OHM IIPENICTABISIOTCA C 3aBEPEHHBIM IIEPEBOJIOM Ha PYCCKUH S3BIK.

28. Tokcukonoruyeckue M CCIIeIOBaHUS MEIUIIMHCKUX U3JIeNHi
OCYIIECTBIISIIOTCS HUCIBITaTEIbHONH OpraHu3alueii B CpOK, HE MpeBBIIIAIMINN
30 pabGoumx aHEH co J[HA TNPENOCTaBIEHHUs 3asBUTENEM B HCIBITATEIIbHYIO
OpraHu3alyi0 JIOKYMEHTOB M 00pa3uoB (oOpasia) MENULUHCKOIO W3NS,
yka3aHHbIx B nyskre 27 Hacrosmero Ilopsaxa. Cpox  npoBeneHus
TOKCHKOJIOTHYECKAX HCCIEN0BaHUN MEIWIMHCKUX HU3AeNHil MO COTJIaCOBAHHUIO
C 3asfBUTEJIEM MOXET OBITH MPOJJIEH PYKOBOAMTEJIEM UCNBITATENbHON OpraHU3aliy,
HO He OoJjiee UeM Ha J1BaalaTh padoYnX JHEH.

29. I'lpu npoBeACHUN TOKCUKOJIOTHYECKUX UCCIIEIOBaHUH OCYIIECTBISIOTCS:

a) uAeHTU(UKaAIUS METUIMTHCKOTO U3/1eNus (MaTepHana);

6) Kiacch GHKAIKs METHIMHCKOTO H3IEHs ;

B) OIIpeieJIeHUe  JUINTENbHOCTM  KOHTAaKTa  MEQUIMHCKOTO  W3JENud
C OpraHu3MOM 4eJI0BeKa,;

T') aHaJi3 MPeICTaBICHHON JOKYMEHTAlU Ha MEIUIIMHCKOE U3/IeNUE;

1) COCTaBJIEHHE MPOTpaMMbl TOKCHUKOJIOTHYECKUX HCCIIeI0BaHU;

€) NpoBeIeHNe UCCeI0BaHNI MEIMLINHCKOTO U3/ENNS;

) ohopmIIeHHe U Bblaya (BpyueHHe MJIM HalpaBieHHE 3aKa3HbIM I10YTOBBIM
OTIIpaBJIEHUEM C YBEJOMJICHHEM O BPYYEHUH) 3asgBUTENIO  3aKJIIOYECHHS
110 pe3yJibTaTaM TOKCUKOJIOTHYECKUX UCCIEI0BAaHUI METUIIMHCKOTO U3/IeIHs.

30. IIporpamma TOKCUKOJIOTHYECKUX MCCIIEIOBaHUH COCTaBJISIETCS
UCIbITAaTEILHOM OpraHus3anMell COBMECTHO C 3asiBUTEIEM U YTBEPXKAAETCH
PYKOBOIMTENEM HCHBITATEIILHON OpraHu3alyu, NPOBOASAIIEH TOKCHUKOJOTHYECKHE
VICCJIEIOBAHHUS.

31. MeavuuHckie H3AenUs ONHOKPAaTHOIO (OIHOPA30BOro) IIPUMEHEHHH,
BBIIIyCKaeMble B CTEPUJIBHOM BUJE, MOIABEPraloT UCCICHOBAHUSIM HAa CTEPUIIBHOCTD
NpU TOJOKUTENBHOM pe3ysbTaTe aHadu3a MeTONOB U YCIOBUH CTEepUIIM3alMH,
a TaK)Ke€ METOJ0B UX BAIMIALMU U KOHTPOJIS IPOU3BOAUTENEM.

° denepanbhbiit 3akoH oT 12 ampens 2010t Ne 61-d3 «O6 obpameHuyu neKapcTBEHHbIX cpeacTs» (Cobpanue
3akoHonaTtenscrea Poccuiickoit ®enepaunn, 2010, Ne 16, cr 1815; Ne 31, ¢t 4161, Ne 42, cr 5293, Ne 49, ct 6409,
2011, Ne 50, ct 7351,2012, Ne 26, ct 3442, ct 3446, Ne 53, ct 7587,2013, Ne 27, ¢t 3477)

% MNpuxas MunucrepcrTsa 3npaBooxpaHenuns Poccuiickoit ®enepaunu or 6 mions 2012 r Ne 4n «O6 yTBEpKACHUH

HOMEHKIATYPHO KJlacCHPUKALMH MEAWLIMHCKUX U3AeNuity (3aperucTpupoBad MUHHCTEPCTBOM OCTULMHK Poccuiickoii
®enepaunn 9 utons 2012 r, peructpaunoHHbii Ne 24852).
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32. MenunuHCKUE M3AeNMs, KOHTAKTUPYIOIME C KPOBBIO U €€ KOMIIOHEHTaMH,
a  TaKKe  BemecTBaMH Uil BHYTPHUCOCYIUCTOrO  BBENEHHs,  IIOJJIEXAT
TOKCUKOJIOTMYECKHUM UCCIeAOBAHUAM Ha IUPOTEHHOCTh ¥ FeMOCOBMECTUMOCTb.

33. B xo/ie TOKCHKOJOTHYECKMX UCCIENOBAaHUN ONPENESTIIOT:

a) COOTBETCTBHE MEAMUIIMHCKOro M3Jenus TpeOOBaHHAM  ITPUMEHUMEIX
HallMOHANBHEIX (MEXIYHApOIHbIX) CTaHIAPTOB, HOPMATHUBHOH ITOKYMEHTAllMH,
TEXHUYECKOH U SKCIUTYaTallMOHHON IOKYMEHTAIIMU NIPOU3BOIUTENS;

0) COOTBETCTBHE NPEACTABIEHHOW 3asiBUTENIEM MOKYMEHTALMU TpeOOBaHUIM
TIPUMEHUMBIX HAIMOHAJIBHBIX (MEXIyHapOIHBIX) CTAaHAApPTOB U HOPMATUBHOMN
IOKYMEHTAIlUW Ha MeIUIMHCKOE U3HeNue;

B) IIOJIHOTY U OOBEKTUBHOCTD YCTaHOBJICHHBIX TEXHHUYECKOI
Y1 OKCILTYaTalHOHHON JOKYMEHTalMe! NpOU3BOUTENS XapaKTEPUCTUK, TTOIEKAIIHUX
KOHTPOJIFO TIPH TOKCHKOJIOIMYECKUX HCCIENOBAaHMAX MEIHULMHCKOIO W3IeNus,
a Tax)Ke MeTONBI HCClle/IOBaHuI;

') 6€30MaCHOCTh NPUMEHEHHSI METULMHCKOTO U3IENU.

34. Pe3ynbTaThl TOKCHKOJIOTHYECKUX HCClIeIOBaHUu M CUMTAIOTCS
OTpULIATENBHBIMHU B CIEAYIOLINX CIIydasdx:

a) IpeNcTaBleHHble 00pa3ubl  (0o0pasen) MENULUHCKOTO M3ACIUS WM
NPUHAJJIEXKHOCTH, K METULIMHCKOMY H3JeJIMI0, KOHTAKTUPYIOIIHE C IIOBEPXHOCTHIO
Teja uYeloBeka, WIW MaTepualbl, U3 KOTOPBIX TIPOU3BENEHB! (U3rOTOBJICHEI)
MEJULIMHCKOe u3ende U (WIu) TPUHAJJIEKHOCTH K MEIUITUHCKOMY W3JIENHIO,
KOHTaKTHUPYIOIIHE C TOBEPXHOCTHIO TeJla UeJOBEKa, HE COOTBETCTBYIOT TPEOOBaHUIM
HOPMATHUBHON JOKYMEHTAllUM, TEXHUYECKOW M SKCIUTYyaTalMOHHON NOKYMEHTAaUUU
MIPOU3BOUTEINS;

0) mpencTaBlIeHHass TexXHUYeckas MW OKCIUlyaTaUMOHHAas JOKyMeHTalus
IPOU3BOJIUTENS] HE TOATBEPXKAACT OE30MaCHOCTh IIPUMEHEHHUS MEIULHUHCKOIO
U3,

35. Pe3ynprarbl TOKCHKOJIOTMYECKUX HCCIEAOBAaHMH, 3a MCKIIOYEHHEM
cllydyaeB, yKazaHHbBIX B nyHkre 34 Hactosuero Ilopsiaxa, cuuTarorcs
TIOJIOXKUTENBHBIMU NPU NPUMEHEHUN CUCTEMHOIO MOAX0Ja ¢ YYETOM XapaKTEPUCTHK
BCEX MaTepHaJiOB, W3 KOTOPHIX NPOU3BENeHb! (M3rOTOBJIECHBl) MEIUIIMHCKOE U3/Ieue
n  (WIH) TPUHAATEKHOCTH K MEAMLMHCKOMY M3IENUI0, KOHTAKTUpYIOIlHe
C OpraHM3MOM UueJloBeKa, W MOATBEPXKIAIOT Oe30MacHOCTh NPUMEHEHUA
MEIUIIMHCKOrO U3eus.

IV. Ounenxa coOOTBETCTBUS MENHUIIMHCKOTO U3AEIIHs
B (hopMe KIIMHUYECKUX UCIIBITAaHUH

Onenka COOTBETCTBUA MEAULIMHCKIX U3IENNN
36. KiimHyyeckrde MCIBITaHWS MEOMLMHCKUX HU3JIeNUH NpoBOAATCS B (Qopme

WcclenoBaHuil (mamee — aHanu3 M OLEHKA KIMHUYECKUX JaHHBIX) U B Qopme
UCTILITAHUHE, B TOM YHUCJIe C ydyacTHeM 4elioBeKa (Janee — MCHBITaHHsS C y4acTHEM
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yeioBeKa), OCYIIeCTBIIsSeMble [Uid OLIEHKH Oe30onacHocT U 3¢bdeKTUBHOCTH
MEJUIMHCKOTO U3JIETHSL.

37. VictipiTanusl MEeIMIMHCKUX M3IEeNUN C ydJacTHeM 4YeJloBeKa IPOBONITCS
B CJISJIyIOUIUX CIydasx:

a) HOBBIM BUJ MEIMLIMHCKOTO U3JIENUS; .

0) mpuMeHeHe HOBBIX CIO)KHBIX U (MJIM) YHUKANBHBIX W (UIM) CIelUalbHbIX
METOIOB TPOGUIAKTUKY, AUATHOCTUKU M JIeyeHUs 3a00JIeBaHUM W COCTOSHMIA,
a TaKXe IpUMeEHEHYEe HOBBIX CJIOXKHBIX MEIUIIUHCKUX TEXHOJOTHH;

B) €CIM TIpYM TNPOBENCHUM aHalu3a MW ONEHKH KIMHWYECKUX IJaHHBIX
HE TOJITBEPIKIeHbI 3P HEeKTUBHOCTh U 0€30MacCHOCTh MEIULIMHCKOTO U3IENHS.

B ocTanpHBIX clydasX KIMHUYECKHE HCIBITAHHS MEIUIMHCKUX W3AeNIUN
NIPOBOJATCS B hOpMe aHaNIN3a U OLIEHKU KIMHUYECKHUX JIAaHHBIX.

38. lna mpoBeHeHWs KIMHUYECKUX WCIBITAHWA 3asBUTENh IPEICTaBISET
B MEAVIHUHCKYIO OpraHU3alHIO:

a) 3asBJIEHUE O IPOBEJICHUN KITMHUYECKUX UCTIBITAHUH;

6) oOpasupl  (oOpasen) MEOUIMHCKOTO  H3nenus (32  HCKIIOYEHUEM
MEIUIVHCKUX U3JeNuH, U1 MOHTaXa (BBOJIa B 3KCIUIyaTaI[HI0) KOTOPEIX Tpebyercs
TOJIydeHre  paspellieHHH  (JuleH3u#), co3JaHue  CHeluaNbHBIX  YCIOBUI,
CTPOUTENBCTBA OTACJBHBIX KAUTaJbHBIX COOPYXXKEHHH M  JIOTOJIHUTEILHOrO
0o0ydYeHHs CHEeLMallCTOB, 2 B HEKOTOPBIX CIydasX — BBIE3]] Ha MECTO MPOMU3BCACTEA
METUILIMHCKOTO HU3JIeHs);

B) pa3pellleHue Ha MpOBeJeHHE KIMHWYECKUX WCIBITAaHUH, BBLIJAHHOE
PocapaBHaa3opoM ;

I') aKT OLEHKH pe3yNbTaTOB TEXHUYECKUX UCIBITAHUN MEIWIIMHCKOrO U3Neus
C TpPUIOKEHHEM [OKYMEHTOB, OOOCHOBBIBAIOIIMX PE3YJIbTATHl TEXHUYECKUX
UCIIBITAHWMH;

1)) 3aKJIIOYeHHe TI0  pe3yJlbTaTaM  TOKCUKOJIOTHYECKUX  MCCIeNOBaHHiA
MEAULMHCKOTO M3JeNUs ¢ TPWIOXKEHHEM JOKYMEHTOB, OOOCHOBLIBAIOIIUX
pe3ynbpTaThl TOKCHKOJIOTMYECKMX MCCIEHOBAaHMM (I MEAUIMHCKMX M3IENUH,
HCTIOJIB30BAaHME KOTOPBIX IpelyioNaraeT HajlW4yhe KOHTaKTa C OpraHU3MOM
YENOBeEKa),

€) Pe3ylbTaThl UCMBITAHUA B HEJSIX YTBEPXKAEHUS THUIIA CPEJCTB M3MEpEHUi
(B OTHOIIEHMHM MENMUMHCKUX HU3AENUH, OTHOCAILIMXCS K CPENCTBAM H3MepeHui
B cepe rocylapcTBEHHOTO peryiJMpoBaHHs OOeCledeHHs eIUHCTBA H3MEepEeHHH,

TIEpedYeHb KOTOPBIX yTBEpXKJaeTcs MHHHCTEpCTBOM 3paBOOXpaHeHus Poccuiickoit
8
denepanun) ;

" Mocranosnenue IpaButenbcrsa Poccuiickoii ®enepanun ot 27 nexkabpa 2012 r. Ne 1416 «O6 yteepxxnenunn Ipasun
roCyJapCTBEHHON perncTpauun MeauuumHckux usnennit» (Cobpanue 3akononatenncTsa Poccuiickoit ®denepauny,
2013, Ne 1, ct 14).

8 I[Tpnkas MunucTepcTsa 3apaBooxpanenns Pocculickoi denepaunn ot 15 aBrycra 2012 r. Ne 89n «O6 yTBepkaeHuUu
Tlopsnxa MpOBEAEHMA UCTILITAHUI B LENAX YTBEPXKACHHA THNA CPEACTB H3MEPEHMH, a TAKKE NMEPEYHA MEAMLHHCKHX
V3NENWHA, OTHOCAUIMXCA K CPENCTBAM W3MepenMil B cdepe roCylapCTBEHHOTO peryaupoBanui obecneuenis
€JIHHCTBa mmepeﬂuﬁ, B OTHOWIEHWW KOTOPBIX NPOBOAATCA MCNBITAHHA B LENIAX YTBCPXKACHHUA TUIA CpEeACTB

V3MEpeHUH»  (3aperucTpupoBaH  Munuctepctsom octuumu  Poccuiickoin  ®epepaumu 25 nekabps 20121,
perucTpauoHnbiit Ne 26328)
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) CBEJIEHHsI O HOPMATHBHOW JOKYMEHTAallUM Ha MEIAMIUHCKOE W3JeNue
C MepeuHeM HallMOHAIBHBIX (MEXIYHAPOIHBIX) CTaHAApTOB, TPEOOBAaHHUSIM KOTOPBIX
COOTBETCTBYET MEUIIMHCKOE U3aenue (IpU ero NpUMEHEeHUU IPOU3BOUTEIIEM);

3) TEXHUYECKYI0 UM O3KCIUTyaTallMOHHYIO JIOKYMEHTalUI0 IPOU3BOIUTEINS]
Ha MEJIULIMHCKOE U3LIeTUE;

1) gororpaduyueckue H300pakeHUs OOINero BuUAa MEIULMHCKOIO HU3JENUs
BMECTE C TPUHAMLJIEKHOCTIMHU, HEOOXOAUMBIMU I NPUMEHEHMS MEIHLUHCKOro
M3JIeHs 10 Ha3Ha4YeHU1o (pasMepoM He MeHee 18x24 cm);

K) JOKyMeHTBl  (MaTepuansl), CoJAepKalllue JaHHble O KIMHWYECKOM
IPUMEHEHUH MEIUIMHCKOTO HU3[eNus, B TOM uucile 3a mnpenenamu Poccuiickon
Qenepanyd, B TOM 4YHCiIe O0030pbl, OTYETHl O MPOBENECHHBIX HAYYHBIX
UCCIelOBaHUsIX, NyONMKalUWW, OOKJIaAbl, aHAIU3 PHUCKA IPUMEHEHUS, METOMbI
IPUMEHEHUST METULIMHCKOTO U3JeIUs (IpU HAJIUUKH).

B ciydae ecnu opuruHanbl JOKYMEHTOB COCTaBIIEHBI HA MHOCTPAHHOM S3BIKE,
OHM IPEACTABISAIOTCS C 3aBEPEHHBIM [1EPEBOAOM HA PYCCKUIl A3BIK.

39.TIpu paccMOTpeHMM NPENCTaBICHHONM NOKyMEHTAllMM Ha MEIUIMHCKOe
U3JleJIe COIJIAaCOBBIBAKOTCS IporpamMma M IPOJOJDKUTENBHOCTh KIMHUYECKUX
UCOBITAaHUN  MENUUMHCKOro  m3fenus.  IIponoiDKUTENnbHOCTh — KIMHUYECKHX
UCTIBITAHUM omnpenensieTcss Ha3HaY€HUEM U CIOXKHOCTBIO MEIMIIMHCKOrO H3JIeus.
[IporpaMMa KJIWHUYECKUX UCHBITAaHUH COCTaBIAETCS 3asBUTENEM COBMECTHO
C MEAMIMHCKON OpraHu3alueil, OCyHIeCTBJAIONIEH TMpOBeAeHUE KIMHUYECKUX
HCTIBITAHUN MEIVIMHCKOTO U3JIeNHsI, B COOTBETCTBUN C TPEOOBAHUAMM, YKa3aHHBIMU
B TEXHUYECKOW M SKCIUTyaTallMOHHOW JIOKYMEHTAalUWH IIPOM3BOAMTENSA, a TaKXKe
TpeOOBaHUSIMI HOPMATHUBHOH 1OKyMEHTAIUH.

40. Ilporpamma  KIMHMYECKAX  WCHBITAHUH  MEOUIMHCKOIO  M3ICHHA,
YTBEp)KJICHHAas  PYKOBOAMTENEM  MEIULUHCKON  OpraHM3alud, IPOBOJAIIECH
KIIMHUYECKHE MCIBITAHUS MEOUIUHCKUX HU3NENMH, BMECTe C JIOKYMEHTaMH,
MPeNyCMOTPEHHBIMU ITOMMYHKTAMHU «I» — «k» TyHKTa 38 Hactosuero Ilopsaka
B cily4yae MpPOBE/ICHUs MCHBITAaHUH C ydacTHEM 4YellOBeKa HaIpaBisAeTcs 3asBUTEIEM
B COBET IO 3THKe B cdepe oOpauieHUss MEAMLHWHCKUX HU3AeIMi MunHucrepcTsa
3paBooxpanenns Poccuiickoii Meepauuu’ (fanee — COBET 110 ITHKE).

B cpok, He mnpesbimaronmmii 30-t paGoyux pAHEH €O AHA MOCTYIICHHS
JOKyMEHTOB Ha PAacCMOTPEHME, COBET MO 3THKE BBIAAET 3aKiIoueHue 00 3TUYECKOH
000CHOBAHHOCTH NPOBEICHUS KIUHUYECKUX UCTIBITAHUN MEIULIMHCKOr0 3 eNIHMSL.

41.IIpoBeneHrne  KJIMHUYECKUX  MCNBITAHUH  MEIUIMHCKOIO  U3JESHs
C y4acTHEM Yes0OBeKa OCYLIECTBIIIETCS Ha OCHOBAHUU ITOJIOKHUTEJIBHOTO 3aKIFOYEHUS
COBETA I10 ITHUKE.

B cnywyae oTkaza MEOUIIMHCKOTO H3AEIHA WM YXYIOUIEHUS COCTOSHHS
NalyMeHTa TpH MPOBEAEHUM KIMHUYECKUX HCIBITAHUH MENUMIUHCKOrO H3AeNus
PYKOBOOWTENb MEOUIIMHCKOW  OpraHu3alMy, OCYLIECTBISIOWIEH MpOBeJeHHE
KJIMHUYECKUX UCHBITAHUH MENUIMHCKUX HU3IENHH, MNPHOCTaHABIMBaeT WM

? Mpukas MuHUCTEpCTBA 3apaBooXpaHenus Poccuiickoit denepaunn ot 8 despans 2013 r Ne 581 «O6 yTBepXKACHAN
[Monoxenus o copete No 3THKe B cdepe oOpallleHns MEIMLMHCKMX W3Oenuit» (3aperncTpupoBaH MHHMCTEPCTBOM
toctuunu Poccniickoii @enepauny 5 nroHs 2013 r, peructpaumoHHbiit Ne 28686)
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NIpeKpallaeT Takhe MCIBITAHMS, O YeM yBeIOMIsSeT 3asBHTelIs '° ¢ 06OCHOBAHHUEM
MPUYUH NIPUOCTAHOBICHUS WY NPeKpallieHusl.

42.B ciaydae eciii B pe3ynbTaTe aHalM3a U OLEHKU KIMHUYECKUX JaHHBIX
He MOATBepXXAeHsl 3h(eKTUBHOCT W 0€30MacHOCTh MENULIMHCKOTO W3IEeNus,
MeIULMHCKasA OpraHu3alysa coobdmaer 0b 3TOM 3asiBUTENIO U HalIPaBIsIeT ero B COBET
o o9TUKe B cdepe oOpameHws MeIMIMHCKUX u3fenuii MuHncrepcTsa
3npaBooxpanenuss Poccuiickoii @enepaliMd C LENBIO JOJNYYEHUs 3aKIIOYEHHs
06 sTHYeckold OOOCHOBAaHHOCTM IPOBENEHMS MCHOBITAHMM C ydacTUeM dYeloBeka
B COOTBETCTBUU ¢ MyHKTOM 40 Bactosuero Ilopsaaxa.

43. Ilpu mpoBeieHUH KIMHAYECKUX UCTIBITAHUN OCYIIECTBIAIOTCA:

a) aHAJIM3 W OLEeHKa KIWHUYECKMX JaHHBIX OOKYMEHTOB M MaTepUalioB,
NpeICTaBICHHBIX 3asBUTEJIEM B COOTBETCTBHH C MyHKTOM 38 HacTosmero [lopsaxa;

0) olleHKa  CBEICHHWH O  TNPOBOAMBLIMXCA  KJIMHHMYECKH  3HAYUMBIX
KOPPEKTUPYIOIIMX MEWCTBUSAX, B TOM YHCIE O IIPHOCTAHOBIECHHUM IPUMEHEHUS
MEIMIUHCKOrO U3Ienusi, o0 W3BIATUM K3 oOpallleHus MEAULMHCKOro H3IeNHus,
00 OT3BIBaX MEOUIIMHCKOTO U3IENNS;

B) aHaIM3 Hay4HOW nuTepaTypsl M (MiIM) HEONYOJMKOBAHHBIX JAHHBIX
U COODIIeHNH, COOTHECEHHBIX C NpeIHa3HAYeHHbIM IPOU3BOUTEIIEM IIPUMEHEHNEM
HCIIBITYEMOTO MEJIULIMHCKOT'O U3genus U npeiaraeéMpIiM METOIOM
ero UCI0JIb30BaHU;

I') cOCTaBlIieHNEe MPOrpaMMBbl KIHHUYECKUX UCTIBITAHHH;

1) MpOBeJieHue WCIBITAaHUHH 00pa3loB (0Opasua) MEIULUHCKOrO U3JEeNHI
B CllyJae MPOBEJEHNs UCTIBITAHUH C y4aCTHEM YEJI0BEKa;

e) nopaboTka 9KCTUTyaTalliOHHON JIOKYMEHTAaIu1 IPOU3BOJUTEIS
Ha MEIULIMHCKOE M3JIeNIHe IO pe3ybTaTaM UCIIBITaHUH (IIpH HEOOXOUMOCTH);

X) ohopmIIeHHe U BblJa4ya (BpydeHHME WM HallpaBjeHWe 3aKa3HbIM ITOYTOBBLIM
OTIIPABIIEHHEM C YBEJIOMJIEHUEM O BPYUEHUH) 3asBUTENIO aKTa OLIEHKH Pe3yJIbTaTOB
KIMHUYECKUX UCTTBITAHUNA MEeIUIIMHCKOTO U3IEINHNs.

44. B xone NpoBeIeHUS KIIMHUYECKUX UCTIBITAHUHN ONIPENEIIAIOTC

a) COOTBETCTBUE MEIMIMHCKOIO H3A€NIWs HOPMAaTUBHOM JOKyMEHTALIMH,
TEXHHYECKOH U DKCIUTyaTallHOHHON JOKYMEHTALMU [IPOU3BOAUTENS;

0) cooTBETCTBHE NIpe/ICTaBJIEHHOH 3asiBUTEJNIEM TOKyMeHTallUH
yCTAaHOBJIEHHBIM NMPOU3BOANTENEM Ha3HAUYEHHIO U NIOKA3aHUAM K IIPUMEHEHUIO;

B) IIOJIHOT@ ¥ JOCTOBEPHOCTh YCTAHOBJIEHHBIX HOPMaTUBHOM JOKyMeHTAlUeH,
TEXHUYECKOH M IKCIUIyaTAalMOHHON NOKyMeHTalyeld IPOU3BOIUTENS XapaKTepUCTHK
MEINIMHCKOTO U3 JIENHN;

I') Ka4eCTBO MEIUUMHCKOro u3fenus, 3(QQ@exTuBHOCTH U 0Oe30macHOCThb
ero IpUMEHEHUs, B TOM UHCJe OXUIaeMbli TepaeBTUUECKHH 3O PEKT B OTHOIIEHUH
MEMIIMHCKUX U3JEeNNH, TPUMEHIEMbIX i TEPAIltH.

' MMpuxa3 MunuctepcTsa 3apaBooxpanenus Poccuiickoit @enepaunn ot 20 mons 2012 r. Ne 121 «O6 yTBepxKAeHHH
Tlopsnka cooblienns cyGbekTaMn OOpallleHMs MEeOMUMHCKMX M3menuii 060 Bcex CNyuasxX BbIABNEHHA NOOOYHBIX
REACTBUM, HEe YKa3aHHBIX B HHCTPYKUMH IO NPUMEHEHHUIO WM PYKOBOACTBE 11O KCIINYyaTalWy MEANUMHCKOrO U3AENHA,
0 HeXeJlaTeNbHbIX PeakMIX NpH ero NpUMeHeHnH, 06 0coOEeHHOCTAX B3aUMOAEHCTBHA MEAMLIMHCKUX U3AEAMI MEXIY
co60ii, 0 paxTax 1 06 06CTOATENHCTBAX, CO3NAIOIUMX YTPO3Y KHU3HH W 310POBbIO IPaxKAaH U MEINUMHCKUX PaOOTHUKOB
TIpY APUMEHEHHHA U SKCIUTyaTallMi MEAMUMHCKUX M3aennity» (3aperncTpupoBaH MUHUCTEPCTBOM I0CTULIMM Poccuiickoi
®enepannu 20 wrons 2012 r., pervcrpaunonnbliii Ne 24962)
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45. Pe3ym>TaT51 KJIMHUYECKUX UCHBITAHUN MEeIUIUHCKOrO U3JIEJIMSI CYUTAIOTCS
OTpHUIATEIBbHBIMHU B CIICAYIOIIUX ClIy4dasaXx, €CIIHN:

a) MEIUIMHCKOE HU3AEJIME HE COOTBCTCTBYET HA3HAUYCHHUIO W IIOKA3aHMSIM
K NPpUMEHEHHUIO, YCTaHOBJICHHBIM MNPpOU3BOAUTEIIEM B 3KCHHyaTaHHOHHOﬁ
JOKYMECHTAIIlMM Ha MEIUITUHCKOC U3ACIINE,

6) BBIABJICHEBI moOoYHEIe ,IICfICTBHH, HE YKa3aHHBIC B WHCTPYKIMH
II0 IIPUMEHEHHUIO WM PYKOBOACTBE IIO J3KCIyaTallkuu MGHI/IHI/IHCKOFO HU37eJInd,
HeXeJaTeJIbHbIC PE€aKIIMK IIPpH €ro IPUMEHEHNH,

B) YCTaHOBJIEHBI (baKTLI Hu O6CT05IT€JII>CTB3, co3zjaromuye yrposdy JXHU3HHU
U 3J0pPOBbIO TpaxaH H MEIUIINHCKHX pa6OTHI/IKOB IpHU IPUMCHCHUH
K OKCIIyaTally MEIUHHUHCKOTO U3ACJIUA.

46. PeByHBTaTBI KIIMHHUYECKUX HUCIIBITAHUM MEITHUITHUHCKOI'O U3CIINA,
34 HCKIIYCHHEM CJIIydacB, YKa3dHHBIX B IIYHKTC 45 HacTofawEero HopsmKa,
CUHTAIOTCA IIOJIOXKHUTCIBHBIMH, W TIIOATBEPXKAAIOT COOTBETCTBUC MEIHIIMHCKOIO
n34CJInAa Tpe6OBaHI/IHM 0e30MMacHOCTH U 3(1)(1)6KTHBHOCTI/I B COOTBECTCTBUHU
C Ha3Ha4Y€HHUEM, ITPEAYCMOTPCHHBIM ,HOKyMeHTaHHeI;'I HpOU3BOAUTEIA.

OHGHKa COOTBETCTBHA MCOULNHCKUX I/ISJICJII/Iﬁ A4 AUarHOCTUKH 1n vitro

47. KnuHU4YeCKUe WCTBITAaHU MEAUIMHCKUX H3LeNUH JJid  JUarHOCTUKH
in vitro mnpoBoasTcs B Ja0OpPaTOpHBIX YCJIOBUAX C IpUMEHEHHeM o0pa3loB
OvoMarteprana TAlHAEHTOB, B3SATHIX B XOJ€ JIe4eOHO-AMAarHOCTHYECKOro Hpolecca
(manmee — KIMHUKO-TTAOOPATOPHBIE HCIBITAaHUS) IS NPOBEPKH (DYHKIIMOHAIBHBIX
cBOMCTB ¥ (1K) 3hPEeKTUBHOCTH MEIULMHCKOTO U3JEeUs NpPY UCIOJIB30BAHUH €ro
B COOTBETCTBMHM C  Ha3HA4YeHUEM, TPEAyCMOTPEHHBIM  JIOKyMEHTalueu
TIPOU3BOIUTETIS.

Knunuko-nabopatopHble  MCHBITAaHUSA  MENULMHCKUX  H3NENud Ui
IMArHOCTHKM in  VItro HOBBIX HH(MEKIMOHHBIX 3a00JIeBaHMM WM  PEAKO
BCTPEYAIOIMXCS TPUPOHO-0YAaroBbIX MHOEKIMOHHBIX 3a00JIEBaHUH NPOBOJATCH
B J1abOpaTOPHBIX YCIOBHUAX C IIPUMEHEHHEM  MYy3€HHBIX  TECT-IITaMMOB
U3 TOCYJAapCTBEHHBIX, HAI[MOHAIBHBIX, HMCCIENOBATENBCKUX M HHBIX KOJJIEKIHH
NAaTOT€HHBIX MUKPOOPTaHHU3MOB.

Knuuuko-nabopaTopHble  WCHBITAHMS ~ MEAMLMHCKHMX — H3JENUH A
JUarHOCTHKM in  Vitro B BHIE AaHAJIUTUYECKHX CHUCTEM, NPOBOJHUMBIE
B OTHOIIEHHU MEIUIIMHCKOTO HU3JeNusl BMEeCTe C IpPHUHANIEXHOCTAMH, Habopamu
pEareHTOB ¥ KaJUOpaTOpOB, HEOOXONMMBIMM Ul IIPUMEHEHUS MEeJULUHCKOTO
U3LENMs 110 Ha3HAYeHHIO MOTYT MPOBOAUTLCSA B paMKaX OJHOTO MCTIBITaHUS.

48. [Ing TpoBeleHUs KIMHUKO-Ia0OpaTOPHBIX HCHBITAHUM MEIHLIMHCKOIO
U3JeNUs 1711 JUAarHOCTHKH in Vitro 3asiBUTENb NPeICTaBIsgeT B OpraHU3aLHuIo:

a) 3asBJieHWEe O TIPOBEJEHUH KIMHUUECKUX MCIBITAHUN MEIUIMHCKUX M3JENUH
IUIS IUArHOCTUKM In Vitro;

6) 06pasupl (06pasel)) MeIUIHMHCKOrO H3NeNHs Ul AWArHOCTHKH in Vitro
BMECTe C TpUHAIJIeKHOCTSIMU (000pyaoBaHue, HabOpBl PEareHTOB, KanubpaTophl,
PEaKTUBBI, TECT-CUCTEMbI, KOHTPOJBbHBIE MaTepHalbl, KaluOpaToOphbl, NHTATElbHbIE
cpennl), HeOOXOIUMBIMH 1Sl PUMEHEHUST MEAMLIMHCKOTO U3JIEHs 110 Ha3HAUYEHHIO;



B) QKT OLIEHKHU Pe3yJbTaTOB TEXHUYECKUX MCIBITAHUN MEIUIIMHCKOTO M3IENUs
I JUArHOCTHUKU In  Vitro, TMOATBEPXAAIOIIMX  pe3yNbTaThl IMPUMEHEHUs
II0 HA3HAYEHWI0 MEIUIMHCKOTO HW3JAeNnusi AN JUHarHOCTHKH In Vitro BMecTe
¢ MpUHAANEXXHOCTIMH (000pynOBaHMEe, HAOOPHI PEAreHTOB, KanuOpaToOphl, peaKTHBEL
TeCT-CUCTEMBI, KOHTPOJIbHbIE MaTepuabl, KAMMOPaTOPhl, DUTATEIBHBIE CPEBI);

) SKCIUIyaTAllMOHHYK  JIOKYMEHTAallMI0  HAa  MEIWIMHCKOE  M3JeNue
JUIS JUATHOCTHKH in Vitro ¢ mpuHaaiexxHocTsMu (06opynoBaHue, HabOPHI peareHToB,
KaJTHOpATOPHI, PEaKTUBBI, TECT-CUCTEMBl, KOHTPOJIbHBIE MaTepHalibl U KaluOpaTopsl,
UTaTebHBIE Cpelbl), HeOOXOMUMBIMU ISl NPUMEHEHUS] MEAMLMHCKOTO H3IENus
I10 Ha3HaYeHMIO (IIpH HEOOXOAUMOCTH );

1) TOKYMeHTHI (MaTepuainbl), colepXalllde aHaldu3 JaHHBIX IIPUMEHEHHS
MeIUIMHCKOT0 U3MEIHS in vitro (MpH HATUYUN );

€) pe3yabTaThl MCIBITAHUS B LEIIX YTBePKACHUS THUIA CPEICTB HU3MEpPeHHi
(B OTHOINEHHWW MEIULIMHCKUX HW3JENUHl Ul JHMarHOCTUKU In Vitro, OTHOCAIIMXCS
K CpelCcTBaM HM3MepeHuil B cdepe rocyqapcTBEHHOrO peryjiupoBaHUs oOecreueHus
eNVHCTBA M3MEpEeHHH, TlepedeHbh KOTOPBIX yTBepXKJaeTcs MHHHCTEPCTBOM
3IpaBooXpaHeHus Poccuiickon ®epnepanun) | (IpH HAIMYUR).

B cnyuae ecnu opuUrvHaNbl JOKYMEHTOB COCTaBJICHBl HA MHOCTPAHHOM S3bIKe,
OHH TIPEACTABJISAIOTCS C 3aBePEHHBIM IIEpPEBOJIOM Ha PYCCKHH A3BIK.

49. TIpu pacCMOTpPEHMH TPEACTaBIEHHOM OKYMEHTAaUUH Ha MeETUIMHCKOe
ys3nenve Ui JMAarHOCTMKM  in Vitro  COIVIacoBBIBAaeTCsl  Iporpamma
Y IIPOJIOJDKUTEIEHOCTE KITMHMKO-1a00paTOPHBIX UCIIBITAHUH MEIUIUHCKOTO U3ENHs
IS OWarHocTHKYA  Iin vitro.  [IpofoymXuTeNnbHOCTh  KIMHUKO-TA00PaTOPHBIX
HCIBITAHUM onpeenseTcss Ha3HAYeHUEeM U CIIO’KHOCTBIO MEIUIIUHCKOTO U3AEIHUs IS
JIUarHOCTUKH 1n Vitro.

[Iporpamma UCTIBITAaHUH COCTaBJISIETCS 3asBUTENIEM COBMECTHO
¢ opranusanueii, mpoBoIIIIeH KIMHUKO-Na00PAaTOPHBIE UCIBITAHHUA B COOTBETCTBUHU
¢ TpeOOBaHUAMH, YKa3aHHBIMH B TEXHUYECKOH ¥ 9KCIUlyaTallMOHHON NOKYMEHTallu1
POU3BOAUTENS, TPeOOBAHWUSIMH HOPMATUBHOM JOKYMEHTAllMH, U YTBEPXKAAETCA
PYKOBOJIUTENEM OpraHU3aluy, NPOBOAALIEH COOTBETCTBYIONIME UCTIBITAHK.

50. IIpu mpoBeneHUM KIWHMKO-1a0OpAaTOPHBIX WCHBITAHUM MEIULIUHCKOIO
U3AEeNUs 19 IMAarHOCTUKHU 1N VItro oCyIeCTBISIIOTCS

a) aHaJIU3 TPEeJICTABIeHHONH NOKYMEHTalluM Ha MEIULMHCKOE H3Aenue I
JUarHOCTHKH 1N Vitro;

6) cocTaBneHue NporpaMMbl UCIIBITAHUM;

B) MpOBeJicHHE KJIMHUKO-1a00paTOpPHbIX HUCNBITAaHUH 00pasnoB (obpasla)
MEIULIMHCKOT0 M3IENUs JJI JAMAarHOCTUKH In VItro BMECTE ¢ IPUHAIJIEXHOCTAMU
(obopynoBaHue, HaOOpPBEl pEareHToB, KanuOpaTOphl, PEaKTUBBI, TECT-CUCTEMEI,
KOHTPOJIbHBIE MaTepUalbl U KaJIMOpaTophl, MUTATeJIbHbIE CPe/ibl), HEOOXOAUMBIMH JIJIA
IPUMEHEeHUs] MEIUITUHCKOT 0 U31eN1s 110 Ha3HAYEHHUIO;

"' Tpukas MunucTepcTBa 3apaBooxpanenis Poccutickolt ®enepaumy ot 15 asrycta 2012 r. Ne 891 «O6 yTBEp)KACHMH
[Topsaxa npoBeIeHUs WCTBITAaHWI B LENsX YTBEPXKACHHS TUMA CPENCTB M3IMEPEHHUH, a TaKKE NEPEYHS MEAMLMHCKHUX
M30eNUi, OTHOCALIMXCA K CpPEeACTBaM M3MepeHuit B cdepe TrocylapCTBEHHOIO perylmpoBaHus obecnedyenus
eIuHCTBA 143Mepe1-114171, B OTHOWIEHHWH KOTOPBLIX TMPOBOAATCA MCNBITAHUA B HEAAX YTBEDXKAECHUA THNA CpencTs

u3MepeHuity  (3aperucTpupoBaH MunuctepcTsom loctuunn  Poccuniickoit  ®epepaumn 25 pekabps 20121,
perncTpanyoHHbiil Ne 26328)
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I) OlleHKa Y aHalii3 TOJYYEHHBIX JI@HHBIX M HUX COOTBETCTBHE 3asBIIEHHBIM
XapaKTEPUCTUKAM;

1) nopaboTka AKCILTyaTalluOHHON JIOKYMEHTalluu IIPOM3BOIUTETIS
Ha MEeNUUMHCKOE H3JeNnue IJ1 JUArHOCTHKH in Vitro 1o pe3ysibTaTaM HCIBITaHUH
(T1pu HeOOXOIUMOCTH);

e) obopMieHre U Bbavya (BpydeHHe WM HalpaBieHHe 3aKa3HBIM ITOYTOBEIM
OTIIPABJIEHHEM C YBEeJIOMIIEHHEM O BPyU€HMH) 3asBUTENIO aKTa OLEHKH pe3yNbTaTOB
KIMHHAKO-71a00paTOPHBIX MCMBITAHUM MEIULIMHCKOTO HM3AEIHS NI JUarHOCTHUKH
1n vitro.

51. B xoje npoBeieHHs UCTIBITaHUH ONPENeNIIOTCA

a) COOTBETCTBHE MEIUIIMHCKOTO M3JeNus [id JUardHOCTHKM In  Vitro
HOPMAaTHUBHOMW MNOKYMEHTALUH, TEXHUYECKOH M JKCIULyaTalMOHHOW JOKyMEHTauuu
IIPOU3BOIUTENS;

6) COOTBETCTBHE MEIWLMHCKOrO H3Ienust Ui JMarHOCTUKM In  Vitro
npeaHa3sHaYeHHOMY MPOM3BOAMTENEM NPUMEHEHMIO M NpeaaraeMbiM UM METOAaM
HCIIONB30BaHU;

B) IIOJIHOTA U JOCTOBEPHOCTh YCTAHOBIEHHBIX HOPMATUBHOM NOKYyMEHTAlIUEH,
TEXHUYECKOM M SKCIIyaTallMOHHOM MOKyMeHTalluedl INpOM3BOAMTENS 3asBIEHHBIX
XapaKTePUCTUK 0e30IacHOCTH U I(POEKTHBHOCTH MEIMIIMHCKOTO W3NENnus IS
JUATHOCTHKM in Vitro B COOTBETCTBHM C IIpeAHA3HAYEHHBIM IIPOU3BOJMTENEM
IpUMEHEHHeM MEIMIIMHCKOro H3JeNusd M0 Ha3HAYEHHIO, B TOM 4HCJIE €ero
IMArHOCTUYECKAs YYyBCTBHUTENBHOCTh, CHELUM(PUYHOCTE U  BOCIPOM3BOIUMOCT,
YKA3aHHBIX B TEXHUYECKON ¥ SKCIUTyaTallMOHHON JOKYMEHTALUK IPOU3BOIUTEILS;

) Ka4eCTBO MEIMIMHCKOTO u3nenus, 3>PQeKTUBHOCT M 0Oe30IacHOCTh
€r0 IPUMEHEHUS.

52. Pe3ynbTaThl KJIMHUKO-JIA0OPATOPHBIX HCIBITAHUA MEXULUHCKOIO M3IeNHs
JUIA IAArHOCTHKHY in vitro CUUTAIOTCsI OTPULIATENBHBIMHU B CIIyYasx, €CJIH:

a) HCIBITyeMOe MeIUIMHCKOE U3IENHE HE COOTBETCTBYET NpeAHa3HAYCHHOMY
IPOU3BOIUTEIEM IPUMEHEHHUIO U TIpeJljlaraeMbiM MM METOJIaM HCIIONIb30BaHHUS,

6) yctaHoBleHbl ~ (QakTbl M OOCTOATENHCTBA,  CO3MAlOIUKE  YCJIOBHS
nesdpbexTuBHOCTH W (MIM) HOpAMOM  MIM  KOCBEHHOM  YrpO3bl  JKU3HH
¥ 300pOBBIO MEIULIMHCKHX paOOTHHUKOB INpH MNPUMEHEHHU M IKCIUTyaTaluu
MEINITMHCKOTO U3JeTus.

53. Pe3yabTaThl KIWHUKO-J1a0OPATOPHEIX MCIBITAHUHA METUIHHCKOTO H3JEeNNs
ISl AMArHOCTHMKM in Vitro, 3a HCKIIIOYEHWEeM CllydaeB, yKa3aHHBIX B IYHKTE 52
gactosuiero  Ilopsjaka, CUMTAIOTCSA  IOJIOKHTENBHBIMH M IOATBEPXKAAIOT
COOTBETCTBME TpeOoBaHUAM 0e30MaCHOCTH M 3(QGEKTUBHOCTH  NPUMEHEHUs
MEIUIMHCKOTO H3JeIus IPU HUCNOJIB30BAHUM €r0 B COOTBETCTBUU C Ha3HAYEHHUEM,
IpeyCMOTPEHHBIM JTOKYMEHTalueH TPON3BOAUTENA.



IIpunoxenue Ne 1
K [lopsinky npoBeneHust OeHKH
COOTBETCTBUS B HhOpMe TEXHHUECKUX
HCHBITAaHHUHN, TOKCHUKOJOTHYECKUX
HCCIEeIOBaHUN, KIMHUYECKUX UCTBITAHUH,
MENTUIUHCKHUX U3IEIUI B IIEeNIAX
roCcy/1apCTBEHHOMN perucTpanyu
MEIUIIMHCKUX HU3JeJInH

Ob6pazenr

HaMEHOBaHHUE UCIBITATENIbHOM OopranM3anuy, aapec, TeJIC(I)OH

YTBEPXIAIO

(PyKOBOIUTENH OPFraHU3aLMH
® 1 O, noanucs, nevats)

AKT
OICHKHU pE3YyJbTAaTOB TCXHUYCCKUX HCITBITAaHUH MEJUIIMHCKOTO U31eIH

Ne OT« » 20 1.

HAUMEHOBAHHUEC MEAUIIHHCKOTO U3JIeIInia
CocraBieH

HaHMME€HOBAHHUE OpraHU3ALIHY, l'lpOBO)I)IIllGﬁ HUCIBITAHNA

C YKa3aHHE€M MeCTa NpOBEACHNUA HUCTIBITAHUH

Ilonmnomouus Ha MNpOBEACHUEC HCHBIT&HHﬁ, dKKpeauTaiuusd Ha TEXHHUYECKYIO
KOMIICTCHTHOCTDb U HE3AaBUCUMOCTD IJIA IIPOBEACHUSA pa60T IIO UCIIBITaAHHU M.

AtrecTar aKKpe€anTaluuu HCITBITATEIbHON OpraHu3anvmn
Ne, nata BbIAauH, 061aCTh aKKPEAUTALIUH

JENUCTBUTENIEH 1O «  » 20 .

1. Bunepuonc« _ » 20 rmo«__ » 20 T

HaUMEHOBaHHE UCITLITATEILHOK OpraHM3alin
NpOBeJieHa OLEHKa pe3ylbTaTOB TEXHWYECKUX HCIBITaHHH B QopMe NpoBeneHUs
UCTIBITaHUH 1 (WJIM) OLIEHKH U aHaJIA3a TaHHBIX

HeoOXxoanuMoe YKasaTb

HaMME€HOBaHHUC MEANINMHCKOTO U3ACIHNA (C YKa3aHUEM I]pPlHal]Jle)KHOCTeﬁ, HEOOXONMMBIX AJIs TNPUMEHECHWA
MEIHUIIMHCKOr O U3A€JIKA 1o Ha3Haqumo)

Npou3BOJACTBA

HaNMME€HOBAHHE NPOU3BOANTENA, CTPaAHa NPOU3BOACTBA



B COOTBETCTBUH C

HaVMeHOBaHMe 1 0003HaYeHNe TEXHNIECKOH JOKyMEHTalMK
Ha COOTBCTCTBHUE Tpe60BaHI/I$IM

HauMeHOBaHHe U 0003HaYeHNe HOPMATHUBHON M TEXHHMUYECKOM JOKYMEHTALUY
(Texunyeckum pernamentaM, FOCT, TOCT P, 'OCT P UCO, CanlluH, MY, MVK, nprka3zam U IIOCTAaHOBJIEHHUSM,
MEX/IyHAPOIHbIM JOKYMEHTaM (MMEIOIHM CTaTyC CChUIOYHOTO JOKYMEHTa) HaY4YHbIM JIaHHBIM U T.X )

2. ,HH}{ INPOBCACHUSA TCXHUYCCKUX HCIIBITaHUAM [NpE€ACTaBJICHBI:

riepeyeHb JOKyMEHTOB, JaHHbIX, 00pa3LioB MEIUIMHCKOTO H3eNns (KOIHIEeCTBO)

3.

HaUMEHOBAHHE UCIBITATEILHON OpraHH3aLuH
I[IpOBEACHA OLICHKA PE3YJIbTATOB TEXHUYECKUX HCIBITAHUH
HaUMEHOBAHNE MeIHUMHCKOTO N3AeIHs

B COOTBETCTBUM C YTBEP)KIEHHOH IIPOrpaMMOH

OLICHKA l'IpClICTaB.HeHHOﬁ JAOKYMEHTAllNH
PEKOMCHAAUH 110 YCTPAHEHHNIO OTAENBHBIX HEAOCTATKOB
BUA MEANUHMHCKOIO U3NCIKWA B COOTBETCTBHH C HOMCHKJIBTypHOﬁ K.rxaccuquauueﬁ MEIMUHMHCKUX N3aenuit

KJ1aCcC NOTEHUHAIIBHOTO PHCKa IIPUMEHEHHU MENUIIMHCKOTI'0O H3ACIIHA B COOTBETCTBHH C HOMGHKHaTypHOﬁ
Knaccu(buxaunei/’x MEAULMHCKUX M3AETUi

4. KpaTkoe HU310XXeHHEe pe3yIbTaTOB UCIIBITAHUH

5. BeIBoBI IO pe3yJsibTaTaM UCHBITAHUN

6. BeIBogpl O  COOTBETCTBHHM  TpeOOBaHMAM  TEXHHYECKOH  JOKYyMEHTal[HH
IIPON3BOJIUTENS
7. OLieHKa pe3yIbTaTOB TEXHUYECKUX UCIIBITAHUN

SAKJIIOYEHME

HanMCHOBAHHE MCONIIMHCKOTO U3OCIINA

COOTBETCTBYET (HE COOTBETCTBVYET) TtpeGoBanusM HOpMaTHBHOM

JOKYMEHTally, TeXHM4YeCKOH M (WIM) OKCIUTyaTallMOHHOW JIOKYMEHTAI[HH
NIPOU3BOUTENS.

Ilpunoxenus:
a) poTorpaduyeckue U300pakeHNss 00MEero BUa MEIULIUHCKOTO U3JIEIIVs;
0) yTBepkieHHass NporpaMMa TEXHHUHECKHUX HCIBITAaHUN MEIUIUHCKOTO W3AENNI
(c mepeuHeM NpPOBEPOK, OLIEHOK, KOTOPHIE ClieyeT IPOBOIUTE IPU UCIIBITAHMIX );
B) IPOTOKOJIBI TEXHUYECKUX MCIIBITAHUHN UM OLIEHKH U aHallu3a IaHHBIX.,

HpHJ‘IO)I(eHI/ISI SIBIIIIOTCS. HEOTHEMJIEMON 4YacThiO AKTa.

Hoamnucu:
IIpencenarens KOMUCCHH

nomxHocTs, ©.1.0.
YneHbl KOMHUCCUHU

JIOJDKHOCTh, HaIMeHOBanMe opranusamuu, ©.1 O.



IIpunoxxenue Ne 2
K [Topsinky npoBeneHus OLeHKH
COOTBETCTBHS B GOpPME TEXHUYECKUX
HUCIBITAHUM, TOKCUKOJIOTHYECKUX
UCCIIEJOBAHUM, KIIMHHUYECKUX UCTIBITAHUH,
MEeAUIMHCKUX HU3JIEJINH B LeIX
rOCyJapCTBEHHOH perucrpaiun
MEOULIUHCKUX HU3IEIU

Obpazen

HaHMEHOBaHHE HCIILITATEIHON OpraHu3alMy, aapec, Tenedon

YTBEPXIAIO

(PYKOBOAMTENL OPraHK3aLyy,
& U O, noanuce, ne4ars)

AKT
OLICHKHU PE3YyIbTAaTOB TEXHUYECKUX UCIIBITAHUH MEIUIIMHCKOTO U3eNINs
JUI TUATHOCTHUKH 1n Vitro
Ne OT« » 20 T

HanMEHOBaHHEC MCAHIHHCKOIO U31€1UA

Cocrasien

HAaHMCHOBAHHE OpraHU3alluy, IlpOBOl]}I].IICﬁ HUCIIbITAHUA,

C YKa3aHHEM MECTa NPOBEACHNA HCTBITAHUIM

IlonHoMounss Ha [IPpOBEJICHUE HCHLITaHHﬁ, dKKpeauTalys Ha TEXHHYCCKYIO
KOMIIETEHTHOCTD ¥ HE3aBUCUMOCTDL IJI ITPOBEACHUA pa60T 10 UCIIBITAHUSAM.

Arttecrar aKKpe€auTalluu HCIIBITATENbHOU OpraHn3alu
Ne, narta Bblgayy, o61acTh aKKpeAUTAHH

JNEUCTBUTENEH IO K » 20 1.

1. B nepuog c «___ » 20 rrmo«__» 20T

HaMMEHOBaHME UCTILITATEIILHON OpraHu3alnuu
IPOBEACHA OLICHKAa PEe3YJIbTATOB TEXHHYCCKHUX UCHBITAHUH B (bopMe IIPOBCACHUA
HUCHIBITAHUH U (HJIH) OL€HKH " aHaJIn3a JaHHBIX

HeobXoamMoe YKa3arb

HanM€HOBAHNE MCAULMHCKOIO U3/1CNUsA (C YKa3zaHHEM ﬂpHHﬂMC)KHOCTCI’I, HEOOXOAMMBIX LA NPUMEHCHUA
MEOULMHCKOTO M3AENUA 110 Haaﬂaqeumo)

[NpON3BOACTBA

HaMME€HOBAHUE IIPOU3BOOMUTEI, CTpaHa IIPOU3BOACTBA



B COOTBCTCTBHH C

HaUMeHOBaHKe U 0003HaUYECHHE TEXHIMUECKOT JAOKYMCHTAUNN

Ha COOTBETCTBHE Tp€6OBaHI/IHM

HaMMeHOBaHUe U 0003HaUeHNe HOPMATHBHOM U TeXHUYecKoi nokyMeHTanuy (TeXxHHYeCKHM
pernamentaM, I'OCT, TOCT P, T'OCT P MCO, CanlluH, MY, MYK, npuxazam 1 IOCTaHOBJIEHUSM, MEXIYHapOIHBIM
JIOKYMeHTaM (MMEIOIIUM CTaTyC CChUIOYHOTO JOKYMEHTA) HAYYHBIM NaHHBIM H T.1.)

2. /Ina mpoBeieHUs] TEXHUYECKUX UCIIBITAHUN ITPEACTaBIEHBI:

NepeueHb JOKYMEHTOB, JaHHbIX, 00pa3LoB MEAULMHCKOTO U3enud (KOIM4eCcTBOo)

3.

HalMEHOBaHHUE UCTILITATEIbHOM Opranusanvu

IIPOBEJIEHA OII€HKA PE3YyJIbTaTOB TEXHUYCCKUX HCIIBITAHUHN
HauMEHOBAaHHE MEIULIMHCKOTO M3AEHUA

B COOTBETCTBHUH C YTBEPKIAECHHON NPpOrpamMmoit

OIICHKa npencranne}mox‘i JAOKYMEHTallun
PEKOMEHAAINH 10 YCTPAHEHHIO OTOCHbHBIX HEAOCTATKOB
BUA MEJAHNIIMHCKOI'O U3AE€TTHUA B COOTBETCTBHH C HOMCHK]IaTypHOﬁ Knaccmbnxauueﬁ MEINIMHCKUX U3Jenni

KJ1acC NMOTEHHabHOr0 pUCKa NPUMEHECHUA MEAUIIMHCKOIO U3EIINA B COOTBETCTBHH € Homemmarypnoﬁ
Knaccnq;ukauneﬁ MEIUIMHCKUX U3NeTHH

4. KpaTtkoe U310K€HHE Pe3yJIbTaTOB UCIIBITAHUM
5. BeiBoABI 110 pe3ynbpTaTaM HCHIBITAHUN

6. BeIBogpI 0  COOTBETCTBUM  TpeOOBaHMSAM  TEXHHYECKOH  JOKYMEHTaluu
IPOU3BOJIUTEIIA
7. OueHka pe3ylbTaToOB TEXHUYECKUX UCTIBITAHUN

3AKJIIOYEHWE

HAaNME€HOBAaHHE MCIMIIMHCKOI'0O M3ACTINA

COOTBETCTBYET (HE COOTBETCTBVYET) TtpeGoBanusM HOpPMAaTHBHOM

JAOKYMCHTAllUY, TEXHUYECKOHM H (HHH) JKCIUlyaTaluu OHHOH AOKYMEHTAl NN
NMPOU3BOOUTEILA.

Ilpunoxenus:
a) pororpapuyeckue U300paxeHus oo1ero BUAa MeIUIHHCKOTO U3IEIHS;
0) yTBep)KAECHHasi IIporpaMMa TEeXHHYEeCKUX HCIBITAHHA METUIIMHCKOrO H3JeIus
(c mepeyHeM IpPOBEPOK, OLIEHOK, KOTOPBIE CIIeAyeT IPOBOAUTE NPH UCHIBITAHUAX);
B) IPOTOKOJBI ~MCIBITAHMM  (YHKIMOHATBHBIX XapaKTEPUCTHK MEIUIUMHCKOIO
U3JEeNUsL.

IIpunoxxeHus sBIAIOTCS HEOThEMIEMOHR YacThIO AKTa.

TTonmucu:
[Ipencenarens KOMUCCHUH

nomxHocTs, ©.1.0.
YsIeHbl KOMUCCUH

JIOJDKHOCTB, HaVMeHOBaHue opradusanmu, ®.1.0.



IIpunoxenue Ne 3
K [Topsinxy nmpoBeneHus: OLleHKH
COOTBETCTBUS B POpME TEXHUUECKIX
WCIIBITAHUH, TOKCUKOIOTHYECKUX
UCCJIeIOBAHUH, KTUHNYECKUX UCIIBITAHWH,
MEIULMHCKUX U3JIEINHA B LEIAX
rOCyJlapCTBEHHOM perucTpauuu
MEIUIUHCKUX U3IEeNUl

Ob6pazen

HaUMEHOBaHMe UCTIHITATENBHOM OpraHu3aluy, axpec, TenedoH

YTBEPX/AIO

{pyKXOBOZHTENb OpraHKU3aLMH,
& U O, noanuce, neyats)

3AKJIYOYEHHE
II0 pe3yJIbTaTaM TOKCHUKOJIOTHYECKUX HUCCIIeIOBAHUN MEIUIIMHCKOTO U3/IeTTHs
Ne OT«__ » 20 r.

HANMCHOBAHHEC MEJUIINHCKOI'O U3NEIINA
CocraBnen

HalMEHOBAHUE UCTILITATENILHOU OopraHnmsanmy,

C YKa3aHHEM MECTA NNPOBEACHHUA MCTIBITAHUHA

IlomHoMouuss Ha HNpOBECACHUC HCHBITaHHﬁ, aKKpeAuTauud Ha TEXHHYECKYIO
KOMIIETCHTHOCTDb Y1 HE3aBHCUMOCTDL I ITPOBEACHUA pa60T IO UCIIBITAHUAM.

ATtecrtar aKKpeauTalun UCTIBITATEIbHON OpraHu3anmu
Ne, nara Bb1gauu, 0071acTh aKKpeIUTALIMH

JeHCTBUTENEH 0 « » 20 r.

1. B mepuox ¢ « » 20 r.mo« __ » 20 1.

HaMMEHOBAHHE OPraHU3alMy, MPOBOAALIEH HCCIIETIOBAaHIA
TIPOBEAEHBI TOKCUKOJIOTHYECKNE HUCCIENOBAHUA

HanMCHOBAaHHUE MCAUMIIMHCKOTIO U3a€INA (C YKa3aHHuEM npunazmemiocreﬁ, HEOOXOIUMBIX JUIs NIPpUMEHECHMA
MCIHIUHCKOr0O U3ACIHUA 110 Hasnaqenmo)

IIpONU3BOACTBA

HaNMEHOBaHUE NPOU3BOJMTENS, CTpaHa NPOU3BOACTBA
B COOTBCTCTBHH C
HalMeHOBaHMe U 0603HaueHne HOPMATUBHOM ¥ TexHUYeckol nokyMeHTauuu (TexHimdeckum pernamentam, T'OCT,

I'OCT P, TOCT P UCO, CanlluH, MY, MYK, npuka3am ¥ TOCTAHOBJICHUAM, MeXIyHApOIHLIM JOKYMEHTaM
(MMero1MM CTaTyC CChUIOYHOTO JOKYMEHTA) HAYYHbIM AaHHBIM M T.11.)




2. HJ’I}I IIPOBCACHHNSA TOKCUKOJIOTHYECKUX HcCleI0OBaHuM NpeACTaBIICHEIL:

NEpEYCHb JOKYMEHTOB, JaHHBIX, 06p331.IOB MEIULMHCKOro u3aenn (KOJ’IH‘{CCTBO)

3.

HaMMEHOBaHME UCIIBITATENBHON OpraHu3aliui
IIPOBEACHBI TOKCUKOJIOTHIECKHUE HCCIIENOBAHMA

HaNMME€HOBaHHNE MEIUIIMHCKOT O U3OEINA
B COOTBETCTBHU C YTBEPKIEHHO ITporpaMMoi

3.1.

OLIeHKa NIPECTaBIEHHON TOKYMEHTALH
3.2

Ha3HaYeHHe MeJHLIHCKOTO M3Jeus
3.3.
BHUJL KOHTaKTa C OpraHMu3MOM YeJIoBeKa
3.4.
KJacc NOTEHLMANbHOIO PUCKa NPUMEHEHN MEIUIMHCKOrO H3/leNINA B COOTBETCTBHU C HOMEHKIIATYpHON

KiaccupuKaune MeqUIMHCKUX M3euii

3.5.
Ha¥MEHOBaHNe NIPUMEHAEMbIX MaTepHATIOB Ui PELIENITYPHBIH COCTaB

3.6.

croco0 CTCPWIN3allMi MCAUIIHHCKHX n3aenui
4. KpaTkoe M310XXeHHe pe3yIbTaTOB UCTIBITAHUN
5. BeIBOZBI 11O pe3yibTaTaM UCIBITAHUN
6. BBIBOJIBI O COOTBETCTBUH TPEOOBAHUAM TEXHNYECKOU JJOKyMEHTAIH

7. OI.IGHKa PE3YIbTAaTOB TOKCHKOJIOTHYECKUX HCCIIEAOBAHUN H PEKOMEHAAINH
0 BOSMOJXHOCTH IIPOBEACHHUA KIIMHUYICCKUX HUCIIBITAaHUM

3AKJIIOYEHHME

HANMCHOBAHHE MEINILIMHCKOIO U3IEITHUA

COOTBETCTBYET (HE COOTBETCTBYET) Ttpe6oBanusM Ge3omacHoro
IIPUMEHEHHS.

[Ipunoxenue:

a) NMPOTOKOJBI TOKCUKOJIOTHYECKHUX KCClIEI0BaHUH MEOUIIMHCKOI'O U31CJINA;

6) YTBEPXKXACHHAd IIporpaMMa TOKCHUKOJIOTHYECKUX HUCCIIEIOBaHUN MEIUIIMHCKOTO
N30SI,

Hpmnox(ean ABIIIOTCA HEOTHEMIIEMOM YaCThIO 3aKIIFOYEHHS.

Ilonmucu:
Ilpencenarens koMHuCcCHU

noipkHocTs, ©.U.0.
YieHbI KOMHUCCHUU

JOJDKHOCTh, HAUMEHOBaHUe opranusauuu, ©.1.0.



[Mpunoxxenne Ne 4
K Ilopsigxy npoBeneHns OLleHKH
COOTBETCTBHUS B hOpMe TEXHHUUECKHX
HUCIBITaHUM, TOKCUKOJIOTHYECKHUX
UCCIIEIOBaHUM, KIMHUYECKUX UCTIBITAaHUM,
MeIULIMHCKUX H30eJIHH B LEeIX
roCyJapCTBEHHOMN perucTpanyiu
MENUIMHCKUX H3EINH

Ob6pazen

HaUMEHOBaHYE MEeAULMHCKON OpraHusaluuy, aapec, TeHe(bOH

YTBEPXIAIO

(PYKOBOAMTENRD OPraHU3aLMy,
& U O, noanuce, nevars)

AKT
OLCHKH PE3YJIbTAaTOB KIINMHUYCCKHUX HCIIBITAHHM MEIUIIMHCKOIO nu3acihusa

No OT« » 20 r.

HaNMCHOBAHHE MCIUIIMHCKOIO U3AEINA
CocraBinen

HalMEeHOBaHHE MEIUIIMHCKON Opranmu3alluy,

C YKa3aHHEM MECTA NPOBEACHUA HCTLITAHUH

ITonrrOMOuUMS Ha NpoBeeHrEe paboT IO UCTIFITAHUSIM.
JIuuen3us Ha MEIVMUMHCKYIO JEATENBHOCTD OT € » 20 1. Ne
CPOKOM JeUCTBUS

1.B nepuonc«__ » 20 rrmo«__ » 20T

HaMMEHOBaHUE OpraHHU3alivy, HpOBOI!ﬂHICﬁ HCIIBITaHUA
IIPOBEJIeHa OLieHKAa pe3y/bTaTOB KIMHMYECKHX HCHBITaHHH B (opMe mpoBeneHUs
UCHBITAHUH C y4acTHEM HesloBeKa U (WIM) OIeHKH M aHAJM3a KIMHUYECKUX JaHHBIX

HeoOX0AUMoe yKa3aTh

HaMME€HOBAHHE MEJULIMHCKOI'O U3ACITHA (C YKa3zaHUEM npumzmexmoc*reﬁ, HEOOXOIMMBIX IS TNIPUMEHEHUA
MEOHUIIHHCKOI'O M3AEJINA 110 HaSHa‘ICHH}O)

NNpoONU3BOACTBA

HaUMeHOBaHHUe MPOU3BOAMTENA, CTPaHa NPOU3BOACTBA
B COOTBETCTBHH C

HaHMEHOBaHUE U 0003HAYEHHE TEXHUYECKOM U 3KCIUTyaTallMOHHOM JOKYMCHTaUHH



2

2. Jlng npoBeeHus KITMHAYECKUX UCTIBITAHUH NIPENICTaBIIEHB]:

nepeyeHsb JOKYMEHTOB, JaHHBIX, 00pa31ioB MEAUIMHCKOTO U3eus (KOJHYECTBO)

3.

HaMMEHOBaHHE MEAUIIMHCKOHN OpraHusaumnu

IIpOBEACHA OLIEHKA PE3YJIbTAaTOB KIIMHUYECKUX HCIIBITAHUM
HaYMEHOBAaHME MEIHLMHCKOro U3Aenus

B COOTBETCTBHH C YTBEPKACHHOH IIPOrpaMMOi

KpaTKas XapaKTepHCTHKA MeJUILHCKOTO H3/ie]INsl, Ha3HaYeHHe, YCTaHOBJIEHHOe IPOM3BOIUTEIIEM
BHJ MEIHUMHCKOTO H3JEJIHI B COOTBETCTBHH ¢ HOMEHKIATYpHOMH xylaccubuxauyeil MeJUIAHCKIX U3aeNHi
KJ1acc NMOTEHUNANBHOro pACKa NIpYMEHEHHA MEHLMHCKOTO U3JeNHa B COOTBETCTBHM C HOMEHKIIATypHOIA
Knaccuduxanyeit METUIMHCKUX U3ENHi
OLICHKA NPe/ICTaBIeHHON JOKYMEHTaLUN
XapaKTepUCTIKA NalHeHTOB (KOJIHYECTBO, IT0J1, BO3PACT, AMArHo3), UX HHPOPMUPOBAHHOE cOracHue
Ppe3yNbTaThl IPOBEACHHBIX KIMHUYECKMX HCIBITAHNA MEAMUMHCKOTO U3IE/INI C YKa3aHHEM KOJIMYECTBA
NpOBENEHHBIX 00CeI0BaHMH, onlepaunii, poueayp, aHaJIH30B
CBEIEHI O B3aHMO3aMEHAEMBIX MEIHIMHCKIX U3/eTnaX (IIPH HAIIMUHM)
HapaboTKa MEJULMHCKOTO U3JEHA B YacaxX B TEUSHHE KIMHMYECKHX HCTIBITAaHUH, KOJIMYECTBO U3MEPEHMIH,
IMKJIOB CTEPWIM3AIMHU (TIPY HATIITYUM)
GYHKUMOHANBHBIE KaYeCTBA MENULIMHCKOTO U3zienyd, 3¢ GeKTUBHOCTD €T0 IPUMEHEHMs, TOKa3aHUA
¥ IPOTHBONOKA3aHUA K €ro IMpHMEHEHMIO
BO3MOXXHOCTH MEIULIMHCKOTO U3/IeNNs, Kacalolyecs TOUHOCTH HU3MEPEHHUH, JOCTOBEPHOCTH,
BOCIIPOM3BOAMMOCTH, HAZIEXKHOCTH
SKCIUTyaTallHOHHbIE Ka4€CTBAa MeIULMHCKOTO U3ENHsA, BO3MOXHOCTH yNpaBJieHHs M yIo6CTBO o0paimenus
€ HAM, TeXHHYECKas 3CTeTHKAa MEANIIMHCKOTO H3/IeHs, ero 0(OpMIIEHHE, YCTOHYHBOCTD K Ae3MHEKIMH,
CTEpHIIN3aLIIH

nmbopMaunx 00 06Hapy>1<eHHbe B IIpoLIECCe€ KIIMHUYECKHX HCMIBITAHMI HEQOCTaTKaX KOHCTPYKIMHU M Ka4eCTBa
MEIUIIUHCKOIO N3O€JINA (HpH HaJIPl"-lHPI), 0COOEHHOCTH pa6OTbl C HAM B NPONECCE IKCILTyaTallHH

4. KpaTkoe u3Ji0o)KeHue pe3ysIbTaTOB UCIIBITaHUH
5. BeIBOBI 10 pe3ynbTaTaM UCIBITaHUN
6. OneHka pe3yJIbTaTOB KIMHUYECKUX UCIIBITAHUN

3AKJITOYEHHME

HaMME€HOBAHHEC MEOHNIUHCKOrO U34CIINA

COOTBETCTBYET (HE COOTBETCTBVYET) Ttpe6oBanusM HOpMaTHBHOM

JNOKYMEHTalUMH, TEeXHHYeCKOH M (WIM) OKCIUIyaTallMOHHOM JOKYyMeHTaluu
TIPOM3BOJMUTEIS.



Ipunoxenus:
a) 3aKIIOYEeHUEe COBeTa [0 3THKe B cdepe oOpamieHus MENUUMHCKHX H3JeNui
MpunucrepctBa 3apaBooxpaneHus Poccuiickoit @enepanuu (B ciiydae NMpoBeAeHUs
HCIIBITAHUN C y4acTueM 4eJloBeKa);
6) yTBEpXIeHHas MporpaMma KIMHNYECKUX UCTIBITAHUH METUIIMHCKOTO H3/IeIIus;
B) IPOTOKOJIBl KIMHUYECKUX MCIBITAHUA WM pPe3yJIbTaThl OIEHKHM M aHalu3a
OaHHBIX, BKIIOYas TrpaduKd, CHUMKH, BBINUCKM W3 HCTOpuid  GojesHw,
TabyNMMpOBaHHBIN, CTATUCTUYECKHA 00pabOTaHHBIH MaTepUal;
I) HoApoOHbIE AaHHBIE TI0 UCIIOJIB30BAHUIO MEIUIMHCKUX H3IEIHA B MEIMIMHCKON
IIpaKTHKe, JaHHBIE OTAAJEHHBIX pe3yIbTaTOB HAOMIOAeHUS (IpY HATUYHH ),
I) KCIUTyaTallMOHHas HOKyMEHTallUs Ha MeIUIMHCKOe u3zenve (MHCTPYKLUS
o MEIUUIHUHCKOMY IPUMEHEHHUIO) pu KJIMHUYECKUX HCIIBITaHUI
¢u3noTEepaneBTUYECKUX anlaparoB, peareHToB (HAOOpOB) Ui JHATHOCTUKU
(In vitro), MEOUIUMHCKUX M3[eNuil, NpelfHAa3HAYEHHBIX U1 [POGHIAKTHKH,
IVarHOCTHKH, JIedeHHs 3a00JIeBaHUi B IOMAIIHUX yCIIOBUSIX.

IIpunoxeHus ABIAIOTCS HEOThEMJIEMOM YacThi0 AKTa.

IHonmucu:
IIpencenarens KOMUCCUHA

nomxHOCTh, G®.1.O.
YneHrl KOMUCCUH

JIOJDKHOCTB, HauMeHOBaHue opranuzauuy, ©.1.0.



ITpunoxxenue No 5
K [opsaaky mpoBeneHns OleHKH
COOTBETCTBUS B POpME TEXHUUECKHUX
HWCHBITaHHM, TOKCHKOJIOTHYECKHUX
HCCENOBaHNM, KIMHUYECKUX UCIIBITAHUH,
MEIUIMHCKUX HU3MEeJIMH B LIenIX
rocy1apCTBEHHON perucTpanyuun
MEIUIIMHCKUX U3IEITUHN

Ob6pazern;

HauMEHOBaHME MeJUIIHHCKOMN Oprasu3aluy, ajapec, TeiaedoH

VTBEPXJIAIO

(PYKOBOJMTENE OpraHH3aLMH,
® U O, noanuce, nevyats)

AKT
OILICHKH pe3yJbTaTOB KIMHUYECKUX UCTIBITAHNI MeAUIIUHCKOTO U3ACTUs
IUIS JUATHOCTHKHY 1n Vitro
Ne OT« » 20 1.

HAHMCHOBAHUC MECAUIIMHCKOTO U3ENHUA
CocraBiieH

HaMeHOBaHHe MEIUIHCKON OpraHH3allNy,

C YKa3aHHEM MECTA MMPOBEACHNA HUCIIBITaHUHR

ITonHOMOYHSA Ha NPOBEJIeHHE pabOT 110 UCHBITAHUSIM.
JInueHsus Ha MEAULUMHCKYIO AESATENIBHOCTD OT «_ » 20 1. Ne
CPOKOM JIeUCTBUSA

1. B nepuonc«__ » 20 rrmo«__ » 20 T

HAWUMEHOBAHHE OPraHM3alMH, NPOBOJAIIEH HCTILITAHHA
OnL1a MNPpOBEACHA OII€HKA PE3YJIbTATOB KIMHHYECKUX UCTIBITaHUMN
Ha¥MEHOBAaHHE MEAULIMHCKOTO U3Jens

IIpON3BOACTBA

HalMEHOBaHKe NPOU3BOANTENS, CTPaHa NPOU3BOJACTBA
B COOTBETCTBHUHU C

HauMeHOBaHHe ¥ 0003HaYeHHE TEXHIYIECKOM 1 BKCHHyaTal.lHOHHOﬁ HOKYMEHTAlUN

2. I[JIH MIPOBEACHUS KIIMHUIECKUX UCIBITAaHUH OBLIN NpeEABBIIEHDI:

NnepeueHb JOKYMEHTOB, J1aHHBIX, 06pa3uon MEAUIHUHCKOro U3aennga (KOJ’H/I‘lCCTBO)



3.

HaMIMEHOBAaHUE OpraHU3aLuU
IIpOBEJI OLUEHKY PE3YJIBTATOB KIIMHUYECKHUX HUCTIBITAHUM

HANMEHOBaHHE MCIHIIMHCKOTO M3 eI
B COOTBETCTBHH C YTBEPKJIEHHOU IPOrpaMMon

KpaTKas XapaKTepUCTHKAa MEAMLIMHCKOTO M3/IENNd, Ha3HauYeHHE, YCTAHOBNIEHHOE NIPOM3BOIUTENEM
BUJI MEMIIHCKOTO M3/IETINA B COOTBETCTBMHM C HOMEHKJIATypHO#H kinaccudukanueil MeTUIUHCKUX M3euii
KJIacC NOTEHLIMAILHOr0 PUCKA NIPHMEHEHH MEAMLIHCKOrO M3JeJIUs B COOTBETCTBHH C HOMEHKIIaTypHOH
Knaccudukanueid MEIUIMHCKAX M3EMHH
OlLIEHKa MPEACTaBICHHON JOKyMEHTaLMU
XapaKTepHCTHXa MaTepHaa
pe3yIbTaTEl IPOBEJCHHBIX KIMHWYECKHX NCIIBITAHNH MEIVLIMHCKOrO M3ACIMA € YKa3aHUEM KONUYECTBa
IIPOBEAEHHBIX J1a00paTOpHBIX HCCIIeJOBaHUH
CpaBHEHHE O OYHKLMOHANIBHBIX XapaKTEPHCTHKaX MEIMUMHCKUX U3/ENNH NpHMeHABIINXCA
B pedepeHTHOl MeToanKe (TIPH HATUIUM)
(GYHKIMOHANIBHBIE KaYecTBa MEMIIMHCKOTO H3enus, 3pGeKTHBHOCTE ero NpYMEHeH!s, TOKa3aHug U
MPOTHBONOKA3aHUA K €r0 NPUMEHEHHIO
BO3MOXXHOCTH MEJHUIMHCKOTO U3LENHA, KaCalolHeCss TOYHOCTH U3MEPEHUH, TOCTOBEPHOCTH,
BOCIIPOM3BOJMMOCTH, HAIE)KHOCTH
9KCIUIyaTaliOHHble KayecTBa MEANLMHCKOTO H3E/INA, BOSMOXHOCTH yNpaBlICHUA H YA00CTBO 00pameHns
€ HUM, TEXHHYECKas 3CTETHKA MEAMLMHCKOro H3eNus, ero opopMiieHNE, CTaOMILHOCT U3
IIPH 3KCIUTyaTallly B YCIOBHAX NpaKTHYeCcKoi nabopaTopun.

uHpopMali 06 0OHapyKEHHBIX B Npoliecce KIMHUYECKUX MCIBITAHMM HENOCTaTKaX KOHCTPYKUMH M KayecTBa
MeULUHCKOro u3nenus (IpH HaJIMduu), oco6€HHOCTH paboThl ¢ HUM B IpoLIecce SKCIUTyaTaluu

4. Kpatkoe U3noxxXeHue pe3ynbTaToB UCIIBITAaHUI
5. BeIBOZBI 110 pe3ysibTaTaM UCTIBITaHUI
6. Ouenka pe3ynbTaTOB KIMHUYECKUX UCIIBITAHUI

SAKJIIOYEHME

HAaNMMEHOBAHHE MEAUITHHCKOTO U30CIIHA

COOTBETCTBYET (HE COOTBETCTBVYET) TtpeboBaHusM HOpMaTHBHOM,
TEXHIUYEeCKON U (M) SKCIUTyaTallHOHHON TOKyMeHTal!H.

IIpunoxenus:

a) yTBepXKICHHas MporpaMMma KIMHHYECKHX HWCHBITAHUH MEIUIMHCKOrO H3JeNus
IUIS. MUArHOCTHKH 1n Vitro;



0) IPOTOKONMBl KIMHAYECKUX HWCHBITAHMA WM pe3yJbTaThl OLEHKHM M aHalu3a
OAHHBIX, BKIIOYas TIpaduKH, CHHAMKHM, BBIIUCKM W3 HUCTOpHHA  Oole3nw,
TaOyIMpPOBaHHBIH, CTATUCTHYECKH 00paboTaHHBIN MaTepUa;

B) MOIpOOHKIE NaHHBIE MO HCTIONB30BAHMIO MEJUIMHCKUX U3ACTHH I IUarHOCTUKY
in vitro B MeIMIIMHCKOW MpaKTHKe, JaHHbIE OTAAJCHHBIX Pe3yJbTaTOB HaOmIoeHUs
(ipu HaTU4KHN ),

) 3KCIUTyaTal[HOHHAs  JOKyMeHTarus  (MHCTPYKUHMS IO  MEIUIHMHCKOMY
NPHMEHEHHUIO) Ha MEIULIMHCKOE U3JieNTie Ul JUarHOCTHKY in Vitro.

HpI/IJIO)KeHI/IS{ ABJIAIOTCS HEOThEMIEMOM YacThI0 AKTa.

Hoanucu:
IIpencenarens KoMHCCUHA

nomxHocth, @.M1.0.
YieHBI KOMHCCUH

JIOIDKHOCTh, HANMEHOBaHHUe opranu3auuy, ©.H.0.



