BaperucTtpupoBaHo B MuHtocte Poccum 3 anpenst 2014 r. N 31813

MWHUCTEPCTBO 30PABOOXPAHEHUS1 POCCUACKOW ®EOEPALIUN

NMPUKA3
ot 9 auBaps 2014 r. N 21

«OBb YTBEPXOEHUWM NMOPAOKA
NPOBEQEHUA OLIEHKN COOTBETCTBUSA MEAULIMHCKUX U3OENUA B ®OPME
TEXHUYECKUX NCMNbITAHUA, TOKCUKONOIMYECKUX UCCINEOQOBAHUI,
KNMUHUYECKUX UCTILITAHUKA B LIENSAX rOCYOAPCTBEHHOWM
PEFTMCTPALUU MEOULMHCKUX U3OENUA»

B cootBeTcTBUM CO cTaThen 38 denepanbHoro 3akoHa ot 21 Hoabpst 2011 r. 323-®3 "O6 ocHoBax
OoxpaHbl 300poBbsa rpaxaaH B Poccuiickon ®epepauun” (CobpaHue 3akoHogaTensctBa Poccunckon
denepaummn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, cT1. 3446; 2013, N 27, cT. 3459, cT1. 3477; N 30,
cT. 4038; N 39, ct. 4883; N 48, ct. 6165) U nyHktom 5.2.187 TllonoxeHns o MwuHucTepcTBe
3gpaBooxpaHeHust Poccuiickon degepaunu, YTBEPXKOEHHOro MocTaHoBneHwem [lpaBuTenbcTBa
Poccuiickon ®epepauumn ot 19 umioHsa 2012 r. N 608 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
denepaummn, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970; N 20, c1. 2477; N 22, cT. 2812; N 33, cT. 4386;
N 45, cT. 5822), npukasbiBato:

YT1Bepantb [lopsigok npoBedeHust OLEHKM COOTBETCTBUMA MEAMUMHCKUX usgenui B dopme
TEXHUYECKUX WUCTBITAHUA, TOKCUKOMOrMYECKUX WCCReLOBaHUNA, KIMUHUYECKUX WCMbITAaHUA B  LEnsiX
rocyaapCTBEHHOW perncrpaumm MeANLNHCKUX N3AENNA COrnacHO NPUMOXEHMHO.

MwuHucTp
B.N.CKBOPLIOBA

MpunoxeHue

K npukady MuHucTepcTBa 3apaBoOXpaHeHuns
Poccuiickon ®egepauun

oT 9 aHBaps 2014 r. N 2H

noPAOOK
NPOBEOEHMUA OLIEHKN COOTBETCTBUSA MEAULIMHCKUX U3OENUA B ®OPME
TEXHUYECKUX UCMBITAHUA, TOKCUKONOMMYECKUX UCCIIEAOBAHUN,
KNUHUYECKUX UCTbITAHUKA B LEENSAX rOCYQAPCTBEHHOW
PEFMCTPALUUN MEOULUMHCKUX U3OENUNA

|. ObLwue nonoxeHus

1. Hacrtosawwmin [lNopsagok yctaHaBnvBaeT TpeboBaHMS K MPOBEOEHUI0 OLIEHKM COOTBETCTBUS
MEAVLMHCKMX W3OEenui, KoTopasi NpPOBOAUTCS B QOPME TEXHUYECKUX WCMbITAHUN, TOKCUKOIOrMYECKMX
nccnenoBaHum, KIMMHNYECKUX UCTbITAHUA MEOULMHCKUX U3OENUIN B LLENSAX roCcyAapCTBEHHOW perncrpaumm
MEOVLMHCKMX M3genuii (ganee COOTBETCTBEHHO - OLEHKa COOTBETCTBUSA, TEXHUYECKME WCMbITaHUS,
TOKCMKOJIOTMYECKNE UCCIEAOBaHUS, KIMMHUYECKNE UCMbITAHUS).

2. TexHuyeckne uCMnbITaHNSA, TOKCUKOMNOINMYecKne WCCneaoBaHus, KIUMHUYECKNE WUCMbITaHUA
MEOULMHCKUX M3OEeNUA OCYLLLECTBNSATCA B COOTBETCTBUM C HacTosiwmm [Mopsigkom npu cobniogeHum
TpeboBaHWi OencTBYIOWEro 3akoHoaaTtenscTBa Poccuiickon ®epepaummn o6 obpalleHun MeauuMHCKMX
n3genumn, HopmMaTUBHOM, TEXHUYECKOW AOKYMEHTaL MM NPOU3BOAMTENS MEAULUMHCKOro U3fenus, a takke
HauWoHanbHbIX (MeXAyHapoAHbIX) CTaHA4apToB <1>, cofepXallmx npasuna U MeTodbl MccnegoBaHWin
(ncnblTaHU) M M3MEPEeHUn MegULMHCKUX U3Oenun.

<1> ®epepanbHbll 3akoH OT 27 pekabps 2002 r. N 184-®3 "O TexHW4YeckoMm perynvpoBaHun"
(CobpaHue 3akoHogaTenscTBa Poccuiickon ®epepaumm, 2005, N 19, c1. 1752; 2007, N 19, cT1. 2293; N
49, ct. 6070; 2008, N 30, ct. 3616; 2009, N 29, cT. 3626; N 48, ct. 5711; 2010, N 1, cT. 5, 6; N 40, cT.
4969; 2011, N 30, cT1. 4603; N 49, ct. 7025; N 50, cT. 7351; 2012, N 31, cT1. 4322; N 50, c1. 6959; 2013, N
30, cT. 4071).

3. Mo pesynbTaTam OLEHKM COOTBETCTBUS OCHOPMIISAIOTCS:
a) aKT OUEHKM pe3ynbTaToB TEXHUYECKUX WUCMbITAHUA MEeOMULMHCKOrO W3aenus, KoTopbin
odopmnsieTcs no obpasLy cornacHo npunoxeHuto Ne1 k HacTosiwemy Mopsaky;



6) aKkT oueHKN pe3ynbTaToB TEXHUYECKUX UCMbITAHUI MEAMLMHCKOrO U3genus Anst UarHoCTUKK in
vitro, KOTOpbI odhopmIIsieTcs No obpasLy cornacHo npunoxeHnto Ne2 k HacTosilemy MNopsaky;

B) 3aKrf4eHne Mo pesynbTaTam TOKCMKOMOrMYECKUX MWCCNedoBaHMM MEeOULMHCKOTO W3Aenus,
KoTopoe odpopmnsieTcs no obpasuy cornacHo npunoxennto Ne3 k HacToswemy Mopsaaky;

) aKkT OUEHKM pe3ynbTaToB KIMHUYECKUX WCMbITAHUA MEOUUUHCKOrO W3Aenusl, KOTOpbIN
odopmnsieTcs no obpasuy cornacHo npunoxennto Ned4 k HacToswemy Mopsagky;

[) aKT OLEHKN pe3ynbTaToB KNNUHUYECKUX UCTMbITAaHUN MEeOULVHCKOrO U34enusa Ans ANarHOCTUKK in
vitro, koTopbIi odhopmnseTca no obpasLy cornacHo npunoxexuto Ne5 k HacToswemy MNopsaky.

XpaHeHue pe3ynbTaTtoB UCNbITAHMI U UCCNEeLOBaHUI OCYLLECTBMNSETCH B NOPSiAKE, YCTAHOBIEHHOM
3akoHogartenbcTBoM Poccuiickon deageparmm o6 apxmBHoM gene <1>.

<1> depepanbHbii 3akOH OT 22 okTabpsa 2004 r. N 125-d3 "O6 apxusHOoM agene B Poccunckon
depepaummn” (CobpaHune 3akoHogaTenbcTBa Poccuiickon ®egepaunn, 2004, N 43, cT. 4169; 2006, N 50,
cT. 5280; 2007, N 49, cT. 6079; 2008, N 20, cT. 2253; 2010, N 19, cT. 2291; 2010, N 31, cT. 4196; 2013, N
7,cT. 611).

4. MpowussoauTens MeOULNMHCKOrO U3OeNUs UMK YNONHOMOYEHHbIW NPeaCcTaBUTENb NPOU3BOAUTENS
(manee - 3asBUTENb) CaMOCTOATENBHO OMNpeaenseT UCMbITAaTENbHYH OpPraHU3aLUuto, OCYLLECTBISHOLYHO
npoBeAeHNEe TEXHUYECKUX WCMbITaHUA W TOKCUKOMOIMMYECKUX MWCCredoBaHMi, C y4eToM obnactn ee
akkpeauTauumn, a TakKke MEeOUUMHCKYID OpraHuM3aumio, NpoBOASLLYI  KIUHWYECKME  UCMbITaHUS
MeONLMHCKUX U3Oenui.

Il. OueHka cooTBETCTBUS MEANLIMHCKUX 3aenui B hopme
TEXHUYECKNX UCTbITaHUN

OLeHKa COOTBETCTBUSA MEOULMHCKUX U3aenuii

5. TexHn4yeckne uUCMbITAHUA MeOMUMHCKMX M3OenvMin npoBoasTcs B OpMe WChbITaHum u (Mnum)
OLEHKM W aHanusa [OaHHblX (Oanee COOTBETCTBEHHO - WCMbITaHUSA, OLEHKa WU aHanu3 AaHHbIX) ONng
NpoBepkn kayecTBa M 6€30NacHOCTM MEANLMHCKOrO U3Aenus npy NCNosb30BaHMN €ro B COOTBETCTBUM C
HasHa4vyeHneM, NpeayCMOTPEHHbIM AOKYMEHTaLen npons3BoanTens.

6. TexHuyeckne ncnoitaHns B OpMe OLIEHKM U aHanm3a AaHHbIX MPOBOAATCH TOMbKO B OTHOLLEHWU
MeOULMHCKUX u3genuii, Ans MOHTaxa (BBOAa B 9KChfyaTauuio) KoTopbix Tpebyetcs nonydeHue
paspelleHni (NuueH3un), cosgaHve cneumanbHbIX YCNOBUWA, CTPOUTENLCTBO OTAEMbHbIX KanuTanbHbIX
COOPY>XEHWU U JOMNOMHUTENBHOrO 0B6YYeHMs CNeunanncToB, a B HEKOTOPbIX Cry4yasx - Bble3d Ha MecTo
NPOn3BOACTBA MEAMLMHCKOrO U34enus).

7. B pamkax oueHKu 1 aHanusa AaHHbIX MPOBOASATCS:

a) aHanu3 AaHHbIX TEeXHWYecKoW nuTepaTypbl U MHOpMauun, oTHocALlencs K GesonacHocTw,
3KCMMyaTauMOHHBIM UM TEXHWYECKMM XapakTepucTukam, a Takke K NpeayCMOTPEHHOMY MPUMEHEHWIo
MeAWNLMHCKOro n3genus;

6) aHanu3 pe3ynbTaToB NPOBEAEHHbIX UCNbITAHWUI MEAULIMHCKOrO U3aenus;

B) aHanu3 ycrnosuin NponM3BoOACTBa MEAMLUHCKOIO U3genus.

8. B cnyyae ecnu B pesynbTaTe OUEHKM WM aHanusa AaHHbIX He NoATBepXAEeHbl KavyecTBO M
6e3onacHOCTb MEeAMLMHCKOro M3genusi, NPoBOAATCS TEXHUYECKNE UCMbITaHUS MeOUUMHCKUX M3genvi B
dopme ucnbITaHUN.

9. [Ona npoBedeHUs TEXHUYECKUX WCMbITaHWN 3asiBUTENb NpeacTaBnseT B MCNbITaTeNbHYIO
opraHv3aumio:

a) 3asiBreHve o0 NPoBeAEHNN TEXHNYECKUX UCNbITAaHUA MEAMLMHCKOTO U3genus;

6) obpasubl (0bpasel) MEAMUMHCKOro M3genust BMecTe C MPUHaASeXHOCTAMU, HeobXoaAMMbIMU
ANS MPUMEHEHNSA MeQULIMHCKOrO M3aenusa No Ha3HayeHuo (Mpy NPOBEAEHNN UCTIbITAHWIA);

B) KOMUW NPOTOKOSIOB NPeABapUTENbHbIX UCTbITaHUA MeAULIMHCKOTO u3aenus (Npu Hanuuum);

r) Konuu pes3ynbTaToB TEXHUYECKMX MWCMNbITaHUA MEeAMLMHCKOrO W3enusi, npoBedeHHbIX 3a
npegenamu Poccuinckon ®egepauun (Npy Hanu4um);

4) CBe4eHUs 0 HOPMAaTMBHOM JOKYMEHTaUUn Ha MeauUMHCKOe n3genme;

€) TEXHNYECKYIO M AKCNITyaTauMOHHYI0 AOKYMEHTALMI0 NPOM3BOAMTENS HA MEONLMHCKOE U3aenue;

X) oTorpacpmyeckne unsobpaxeHns obuwero Buga MeOMUUHCKOrO u3genns BMecTe C
NpUHagnNexHoCTAMKN, HeobxooumbiMM ANS MNPUMEHEHUS MEOMUMHCKOrO M3gennss no  HasHayeHuio
(pasmepom He meHee 18 x 24 cm);

3) HeobxoauMMble ANS TEXHUYECKUX MCMbITaHU paboyne vepTexu, Tabnmubl U CXembl, eCnn OHU
cofepxartcs B aKCnnyaTauMoHHON AOKYMEHTauUMmM Npon3BoanTeNs;

n) cneumansHoe obopydoBaHue, pa3paboTaHHOe NPousBoAUTENEM AN TEXHUYECKUX UCMbITaHUR
KOHKPETHOro MeAULIMHCKOrO U3OENNS U YKadaHHOE UM B TEXHUYECKOW AOKYMEHTauumn (Npyu Hanu4mu);

K) [OOKYMEHTbl MpousBoauTEns, codepXawue cBedeHnss 06 O0nacHOCTAX, CBSA3aHHbIX C



MEANLIMHCKUM U3AENNEM, N MPUHATBIX Mepax Nno CHKEHMIO OCTaTOYHbBIX PUCKOB (MPY Hanu4mm);

n) cBegeHnss O KIIMHWYECKOM MNPUMEHEHUM MEAUUMHCKOro u3genust npu  OcCyLecTBreHUU
MeaMLMHCKON OeATenbHOCTY 3a npegenamu Poccuiickon Pegepaumm (Mpy Hanmumm).

B cnyyae ecnu opurMHanbl [OOKYMEHTOB COCTaBfieHbl Ha WHOCTPAHHOM  S3blke, OHU
NpeacTaBnATCS C 3aBEPEHHBIM MEPEBOAOM Ha PYCCKUI A3bIK.

10. TexHu4eckune ucnbiTaHNS MEANLMHCKMX U3OENNA NPOBOASTCA UCMbITaTENbHOW OpraHu3aumen B
CpoK, He npesbiwatowmii 30 paboumx gHen cO OHA NpeaocTaBreHus 3asiBUTENEM B UCMbITaTENbHYHO
opraHunsaumio JOKYMEHTOB 1M 06pa3uoB (ob6pasua), a Takke cneynanbHOro o06opyaoBaHua (Npu Hanu4umm),
MEeOWLMHCKOro 1M3genus, ykasaHHblx B NyHkTe 9 HacToswero Mopsigka. Cpok npoBegeHUsa TEXHUYECKUX
UCMNbITaHWA MO COrNacoBaHUIO C 3asBUTENEM MOXeT OblTb NpoASfieH pykoBOAUTENEM WCMbITaTENbHOM
opraHusaumu, Ho He 6onee 4yeM Ha ABaguaTh pabounx gHen.

11. MNpwn npoBeaeHNN TEXHUYECKNX UCTMIBITAHWI OCYLLLECTBAIOTCS:

a) naeHTMPUKaUnss MeanUMHCKOro n3nenus;

0) onpegeneHwe K cornacoBaHue C 3asiBUTENEM BMAa MEOULMHCKOro u3genusa u kracca
NMOTEHLUMANbHOIO puUCKa MNPUMEHEHUSI MEOUUMHCKOrO M3OenvMsi B COOTBETCTBMM C HOMEHKMATYpHOM
knaccudukaumen  MeouuMHCKUX  U3Oenui,  yTBepXAeHHOW MMUHUCTEPCTBOM  34paBOOXpPaHEHUs]
Poccuinckon degepaumm <1>;

<1> lNpwukas MuHucTtepcTBa 3gpasooxpaHeHuns Poccuiickon ®egepauun ot 6 moHa 2012 r. N 4H
"O6 yTBEpXOEHUM HOMEHKNATYpHOW knaccuduvkaumm MeguumHCKUX wusgenuin"  (3apernctpyvpoBaH
MuHuctepcTBoM tocTnumm Poccunckon ®enepaumm 9 nons 2012 r., pernctpaumoHHbii N 24852).

B) aHanM3 TEXHUYECKOW AOKYMEHTaL MmN Npon3BoauTENst Ha MeAULMHCKOE U3aenue;

r) cocTaBneHne nNporpamMmmMbl TEXHUHECKUX UCTbITAHUIA (NPpY NPOBEAEHMMN UCTIBITAHUI);

4) ucneiTaHne obpasuos (0bpasua) MeauUUHCKOro n3genus (Npy NPoBeAEHMN UCTbITaHWR);

€) OUEeHKa W aHanua [AaHHbIX, OTHOCALUMXCA K MEOUUMHCKOMY MW3OEenuio, Ans MNpOBEpKM €ro
KayecTBa 1 6e3onacHocCTy;

X) gopaboTka TEXHUYECKON N SKCNIyaTaUMOHHOW AOKYMEHTaLMN NPOU3BOANTENSA Ha MEAULIMHCKOE
nsgenve no pesynbtaTam TEXHUYECKUX UCMbITaHUIA (NP HEOBXOAMMOCTM), B HacTu onpeaeneHus:

MonMHOTBI M AocTtaToyHocTn TpeboBaHun, obecneunBarmnx KavyectBO M 6e3onacHOCTb
MeNLMUHCKOro nsaenus;

COOTBETCTBMS TPebOBaHWUN, W3MOXEHHbIX B TEXHUYECKOW [AOKYMEeHTauMu Mpou3BOauTeEnNsl Ha
MeauumuHckoe nsgenuve, TpeboBaHUsSM NPUMEHUMbIX HaLMOHarbHbIX (MeXAyHapOAHbIX) CTaHAapPTOB;

3) odhopMrieHne 1 Bblgava (Bpy4YeHUE MMM HanpaBreHWe 3akasHbiM MOYTOBbLIM OTMpaBleHMEM C
yBeJOMSIEHMEM O BpPYYEHUU) 3asBUTEN0 aKTa OUEHKU pe3ynbTaTOoB TEeXHUYECKUX WUCTbITaHWN
MeANLMHCKOro n3aenusi.

12. MNMporpamMmma TeXHUYECKUX UCTbITaHWI COCTaBMNAETCA COBMECTHO C 3asiButerniem. [porpammy u
METOAMKY TEXHUYECKUX WCMbITAHUA YTBEPXAAeT pPYKOBOAUTENb WCMbITATENBHOW OpraHu3auuu,
NPOBOASLLEN TEXHUYECKME UCTIbITAHUS.

13. B xoae npoBeAeHnsa TEXHUYECKMX UCTIbITAHUI onpeaensatoTcs:

a) COOTBETCTBME MEOMUUHCKOro u3genuss TpeboBaHUSIM  NPYMEHUMbIX  HaLUMOHAIbHbIX
(MexxgyHapoaHbIX)  CTaHOapToOB, a Takke HOPMATMBHOW  OOKYMEHTauuW, TEXHUYECKon U
aKcnnyaTauMOHHOM AOKYMEHTaLUN NPON3BOANTENS;

6) cooTBeTCTBME NPEACTABEHHON 3asiBUTENeM [AOKyMeHTauuum TpebGoBaHUsSM MpUMEHUMBbIX
HaUMOHanbHbIX (MeXAyHapOoAHblX) CTaHOApTOB WM  HOPMAaTUBHOW [AOKYMEHTauuMuM Ha MepuuuHCKoe
nagenwve;

B) MOSIHOTA M OOBLEKTUBHOCTb YCTAHOBMEHHbLIX B TEXHUYECKOM [OOKYMEHTauuuM MNpou3BOANUTENS
XapakTepUCTUK, NOANEeXaLLMX KOHTPOSO NPU TEXHUYECKUX UCTIbITAHUSX, a Takke MeTodbl UCMbITaHWI;

r) BO3MOXHOCTb WCMOMb30BaHMS  3SKCMyaTalMOHHOW [OOKYMEHTauuu npou3BOAMTENST MpU
NPUMeHeHNN MeaULMHCKOro U3aenusi No HasHayeHuHo;

[) Ka4yeCcTBO MeAMULMHCKOro n3genus n 6e3onacHoOCTb ero NpMMeHeHMs.

14. Pe3ynbTaTbl TEXHUYECKUX WCMbLITAHWMIA CYUTAOTCA OTpULATENBbHBIMKA B CrieayroLlmx criyyasix
(Npn Hanuumnn ogHoro u Gornee):

a) npegcTtaBneHHble obpasubl (00pasey) MeaANUMHCKOrO U3fenus BMecTe C NPUHaANEXHOCTSMU,
HEOOXOAMMbIMW  ANfsi MPUMEHEHUS MEeLMUMHCKOrO W3Zdenusi Mo HasHa4yeHulo, He COOTBEeTCTBYHT
TpeboBaHNsIM HOPMAaTMBHOM [JOKYMEHTaUWUW, TEXHWYECKOM U 3SKCnnyaTauMOHHOM [OKyMeHTauuu
Npon3BOANTENS;

6) cBegeHust O MEAMUMHCKOM M3OEenuu, YykasaHHble B MNPeACTaBNEHHOW TEeXHUYEeCKOW U
SKCnNyaTauMOHHOW [OKYMEHTauun npou3BOOUTENS, HEe MOATBEPXOaloT kavyecTBO M 6GesonacHoCTb
MeANLMHCKOro nsaenus;

B) crneuunansHoe obopyaoBaHue, pa3paboTaHHOE NPOU3BOAUTENEM ANst TEXHWYECKUX WUCMbITaHUN
KOHKPETHOrO MELMUUWHCKOro WU34enus U yKkasaHHOE MM B MPOEKTax TEXHUYECKOW [OOKYMEHTauuu, He
obecneynBaeT BO3MOXHOCTb NPOBeAEHMS1 HEODXOAMMbIX TEXHUYECKUX UCTbITAHUA.



15. Pe3ynbTaTbl TEXHUYECKMX WUCMbITAHUW, 3a WUCKITIOYEHUMEM CriydaeB, YKasaHHbIX B NyHkTe 14
HacToswero [lopagka, cYMTalOTCS MNONMOXUTENbHBIMKM M MOATBEPXKAAKT KayecTBO M 6e3onacHocTb
NPYMEHEHNS MEOULMHCKOTO U3genus.

OueHKa cooTBETCTBUSA MEAULIMHCKUX U3aenni
ONS AWarHOCTUKM in vitro

16. TexHuyeckne wuCNbITaHUS MEAULMHCKMX W3oenun Ans guMarHoctukum in vitro (npubopsbl,
obopynoBaHue, Habopbl peareHTOB, peareHTbl, PeakTUBbl, TECT-CUCTEMbI, KOHTPOIbHbIE MaTepuarnsl,
kannbpaTtopbl, nNuTatenbHble Cpedbl) MNPOBOAATCA B Lensx NpoBepku KavectBa U BGesonacHoCTU
MEONLMHCKOro uM3genus ans AWarHOCTMKM in vitro npy mMcnonb3oBaHWM €ro B COOTBETCTBUM C
Ha3Ha4YeHneM, NpeayCMOTPEHHbIM JOKYMEHTaUnen NpomM3BoanTens.

TexHnyeckne ucnblTaHUs MEAWMUMHCKMX M3OEenuin Ons OUarHoCTUKM in vitro B BMAe 3aKpbITbIX
aHannTU4YecKnx CUCTEM, MPOBOAUMbIE B  OTHOLWIEHWM  MEOMUMHCKOrO  MU3genus BMecTe C
NPUHaANEXHOCTAMKN, HabopaMu peareHTOB W KanMbpaTopoB, HEeOOXOAMMbIMW AN  NPUMEHEHUS
MEOULMHCKOrO Mn3gennsa no HasHavyeHuo, MOryT MpPOBOAUTBCA B paMKax OOHOMo TEXHUYECKOro
ncnbiTaHus.

17. TexHnyeckune ncnblTaHNUss MEOULIMHCKUX U3OENUN AN ONarHOCTUKK in vitro ocHOBbIBaOTCA Ha:

a) aHanuse [aHHbIX Hay4yHO-TEXHWYECKOW nuTepaTtypbl, OTHOCAWeENCs K ©Ge3onacHocTy,
3P HEKTUBHOCTH, DYHKLMOHAMNBHOCTM, a Takke K NpeayCMOTPEHHOMY HOPMAaTMBHOW AOKyMEHTauuew,
TEXHUYECKON W JKCMyaTauMOHHOW AOKYMEHTauMen npou3BOAUTENA MNPUMEHEHUIO MEAULIMHCKOro
n3genua onsg AMarHocTUKu in vitro;

0) aHanu3e pe3ynbTaToB NPOBEAEHHbLIX UCMbITAHUN MEOULUHCKOrO M3Oenvsa Ans AMarHoCTuKM in
vitro.

18. [Ana npoBefeHUst TEXHUYECKUX MCMbITaHUA MEeAULUMHCKUX U3Oenui ans guMarHoctukm in vitro
3asBUTENb NPeACTaBNSAET B UCMNbITATENbHYH OpraHM3aumto:

a) 3asBMeHne 0 NpoBeaeHNMN TEXHNUYECKNX UCTbITAHUIA MEOULMHCKOTO U3AENUaA ANa ANarHoCTUKY in
vitro;

6) o6Opasubl (obpaseu) MeguUMHCKOTO UM3genuss Ons  AvarHocTMkM  in vitro  BmecTe
npuHagnexHoctamu (npubopbl, obopynoBaHue, Habopbl peareHToB, peareHTbl, pPeakTuBbl, TeCT-
CUCTEMBI, KOHTPOISbHbIE MaTepuanbl, KanubpaTopbl, nNUTaTenbHble cpeabl), HeobXoaumbIMU  Ans
NPUMEHEHNST MEOULUHCKOrO U3Jenusa No HasHadeHuo (B KONMUYeCTBe, AOCTAaTOYMHOM sl MpoBeAEHUsI
TEXHUYECKMX WCMBbITAHUA MEAULMHCKOro M3genust Ans OMarHocTuKM in vitro cormacHo TpeboBaHuAM
HOPMaTUBHOW AOKYMEHTaLMM U COrnacoBaHHOWM NPorpaMMbl UCTbITAHWR);

B) KOMMM NPOTOKONOB NpeABapUTENbHbIX UCMbITAHUA MEOULMHCKOrO M3genus (nMpy Hanudmm);

r) KOMuMu pesynbTaToB TEXHUYECKMX UCMbITAHUA MeOULMHCKOro U3gennsa Ans AMarHocTuku in vitro,
npoBeAeHHbIX 3a npegenamu Poccuiickon ®efepauuu (npu Hanudmm);

[) cBeleHns1 0 HOpMaTUBHOW JOKYMEHTaUnn Ha MeauuUnHCKoe usgenve aAnsg AnarHocTukuy in vitro;

€) TEXHUYECKYIO U 3KCMNyaTaLMOHHYIO AOKYMEHTaLUMIo NPou3BOAUTENS Ha MeauLMHCKoe usgenuve
ANSa ANarHoCTUKM in Vitro;

X) doTorpaduyeckne mM3obpaxeHuss obLIero Bnga MeAuLMHCKOro u3genus Ans OUMarHOCTUKM in
Vitro BMecTe C NpUHAANEXHOCTAMW, HeOoOXOoAUMBbIMU ONs NPUMEHEHUs MEOMLUMHCKOro v3genus no
Ha3Ha4yeHuto (pa3mepom He MeHee 18 x 24 cm);

3) HeobxoaMMble NSl MPOBEAEHUS] TEXHUYECKUX UCMbITAHUIA NS OUarHOCTUMKKM in vitro Tabnuusl u
CXEMbl, KOMMbIOTEPHbIE MPOrpamMMbl, €CIM OHU WU CChINKU Ha HUX COoAepXKaTcs B SKCMIyaTaLMOHHOW
OOKYMEHTaUun Npon3BoAnNTENS;

n) cneumanbHoe obopydoBaHue fAns NpoBepkn wunv Ana obecnedyeHns YHKUMOHUPOBAHMS
MEOWLIMHCKOro U3genus U ykasaHHoOe B TeXHUYECKOW AOKYMeHTauuu npoussoautens (Npy Hanuumm um
HeobXxoaMMocCTH);

K) COBOKYMHOCTb [OKYMEHTOB, CO3[aHHbIX MpouM3BOoAUTENEM B rMpouecce aHanusa pucka
npuMmeHeHus (pann MeHegKMeHTa pucka) (nMpu Hanuuum).

B cnyyae ecnu opurMHanbl [JOKYMEHTOB COCTaBfneHbl Ha WHOCTPAHHOM  SA3blKe, OHU
NpeacTaBnATCS C 3aBEPEHHBIM MEPEBOAOM Ha PYCCKUM A3bIK.

19. TexHu4eckne UCMbITaHUA MEAUUUHCKUX U3Oenui Ana AuarHoCTUKM in Vitro ocyLLecTBRATCS
UCMbITaTENbHOW OpraHusaumen B CpoK, He npeBbiwatowmn 30 pabounx AHEN CO OHSA NpenocTaBneHust
3a8BUTENEM B WCMbITAaTENbHYO OpraHM3auuio LOKYMEHTOB MW obpasuoB (obpasua) MeauuuHCKOro
usgenus, ykasaHHblx B nyHkTe 18 Hactoswero lNopsgka. Cpok MpoBeAeHUss TEXHUYECKUX WUCMbITaHWN
MEAVLMHCKMX U3OEeNnuin ans AMarHoCTMKM in vitro Mo cornacoBaHuio ¢ 3asBUTENEM MOXET ObITb NMpoaneH
pyKoBOAUTENEM UCMbITaTENBHOW OpraHn3aumm, Ho He bonee YeM Ha ABagLaTb pabounx gHEN.

TexHnyeckne ucnbiTaHNA MEeOUUMHCKUX M3Zenun Ons AuarHOCTMKM in vitro ocobo onacHbIX
WH(EKLMIN  OCYLLEeCTBASAIOTCA WCMbITAaTENbHOW OpraHu3auuen, wumerowen npaso Ha paboty c
MuKpoopraHmamamu | - Il rpynn naToreHHoCTw.

20. Mpwn npoBegeHUN TEXHUYECKMX WUCMbITAHUA MEOAUUMHCKMX M3AENUN ANS OWMArHOCTUKM in vitro



OCYLLIECTBMSIKOTCS:

a) naeHTMduKaunss MeANLMHCKOro n3nenvs;

0) onpedeneHwe K cornacoBaHWe C 3asiBUTENEM BMAa MEOULMHCKOro u3genusa u kracca
NMOTEHLUMANbHOrO puUCKa MNPUMEHEHUSI MEOULMHCKOrO Mu3genusi B COOTBETCTBMM C HOMEHKNATYpPHOWN
knaccudukaumen  MeguUMHCKUX — U3Aenuni,  yTBepXAeHHoW  MUHMCTEpPCTBOM  34paBOOXpPaHEHWUs]
Poccuickon degepaumm <1>;

<1> [Mpuka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuickon ®epepauun ot 6 moHa 2012 r. N 4H
"O6 yTBEpXOEHMM HOMEHKNATypHOW Krnaccudmkaumm MeauuMHCKUX unsgenuin”  (3apernctpyvpoBaH
MuHuctepcTBoM tocTuumm Poccunckon ®enepaunm 9 nions 2012 r., pernctpaumoHHbii N 24852).

B) aHanNu3 TEXHNYECKON JOKYMEHTaLUM NpomM3BoanTensa Ha MeanLnHCKOe n3aenve;

r) cCocTaBneHne NporpaMmbl 1 METOANKM TEXHUYECKNX UCTIbITAHUN;

0) NpoBedeHne TEXHUYECKMX WCMbITaHUMI MNpeacTaBreHHbIX 3asBuTernem obpasuoB (obpasua)
MEeAMLMHCKOro U3genust ans ouarHoCTUKKM in vitro BMecTe ¢ npuMHagneXxHocTsiMu, Habopamun peareHTOB 1
KannbpaTtopoB, HeEOOXOAUMBbIMM AN MNPUMEHEHUS MeAWMUMHCKOro W3denus no HasHayveHwuto, Ans
NOATBEPXAEHUSA PYHKLUMOHANNBHbBIX XapaKTEPUCTUK (aHANUTUYECKON YyBCTBUTENBHOCTU, CNELNGUYHOCTH,
BOCMPOM3BOANMOCTU, JIMHEMHOCTU W  WHbIE XapakKTEPUCTMKM), YKa3aHHbIX B TEXHWYECKOW MU
3KCMMyaTaunMoHHOM OKYMEHTaUUN NpomM3BoauTens;

€) OueHKa W aHanu3 [JaHHbIX, OTHOCALLMXCA K MEAULUMHCKOMY W3OEenuio, Ansi NMPOBEPKM €ro
ka4ecTBa n 6e3onacHoCTy;

X) gopaboTka NMPOEKTOB TEXHUYECKOM W IJKCNIyaTaLMOHHOW OOKYMEHTauun Npou3BOAUTENs Ha
MeauUMHCKOEe usgenue no pesynstaTtam ucnbiTaHui (Npy HEO6XOANMOCTHN);

3) odopmMrieHne 1 Bblgava (BpydYeHMe WM HanpaBfneHUe 3aKa3HbiM MOYTOBbLIM OTNPaBIEHWEM C
yBEAOMJIEHMEM O BpYYEHUWN) 3aABMTENIO aKTa OUEHKU pe3ynbTaToB TEXHUYECKUX UCTbITaHWN
MeOMLMHCKOro U3genusa ansa AMarHoCTuKK in vitro.

21. Tlporpamma TEXHMYECKMX WCMbITAaHUN MEOUUMHCKMX W3Zenun ans AMarHoCTUKKM in  vitro
COCTaBIsIETCA COBMECTHO C 3aaBuTenem. [lporpammy WCNbITaHUW YTBEPXKOAAET pyKoBOAUTEMb
MCNbITaTENbHOW OpraHusaunn, MNPOBOASALLE TEXHUYECKME WCMNbITaHUA MeOULMHCKUX U3Zenun ans
AWarHocTuKu in vitro.

22. B xoae npoBeAeHWst UCMbITAHWIA ONPeaensoTca:

a) COOTBETCTBME MEOULMHCKOrO u3genust TpeboBaHMAM  NPUMEHSEMbIX  HALMOHAmNbHbIX
(MexgyHapogHbIX) CTaHO4apTOB, HOPMATUBHOM AOKYMEHTALMM, TEeXHUYECKOW W  3KChnyaTaumoHHOMN
OOKYMeHTaLum Npon3BoanNTens;

0) cooTBeTCTBME MNpPeacTaBfEHHOW 3asiBUTENEM [AOKYMeHTauuuM TpeboBaHUsIM MNPUMEHMMbIX
HauWOHanbHbIX (MeXAyHapodHbIX) CTaHO4AapTOB M HOPMAaTUBHOW [AOKYMEHTauuuM Ha MeauumHCKoe
n3genve;

B) MOMHOTa M OOBLEKTMBHOCTb YCTAHOBMEHHbLIX (DYHKUMOHAINBHBIX XapaKTePUCTWK, MOANEXaLUmX
KOHTPOJSIO NPU TEXHUYECKNX UCTIbITAHUSIX, @ TakKe MeToabl UCTIbITAHUN,

r) BO3MOXHOCTb WCMOMb30BaHUS 3KCNIyaTalMOHHOW [OOKYMeHTaluuM npou3BoauTend npwu
NPUMEHEHNN MEANLIMHCKOIO U3AENUS NO Ha3HaAYEHNIO;

[) Ka4eCcTBO MeAMLIMHCKOro usgenusa n 6e30nacHoCcTb ero NPUMEHEHUs.

23. Pesynbratbl TEXHUYECKMX WCMbITAHUA MEOUUMHCKUX W3Oenun Ans AuarHoCTMKM in  vitro
cUMTalTCsa OTpULaTeNbHbBIMU B CREAYHOLNX Cy4vasX:

a) npegcTaBneHHble 06pasubl (obpasel) MeaMUUHCKOro n3genus ans AuarHocTuky in vitro BmecTe
C npuHagnexHoctamu (npubopsbl, obopyaoBaHve, Habopbl peareHTOB, peareHTbl, PeakTUBbl, TeCT-
CUCTEMbI, KOHTPOSbHble MaTepuansl, kanubpaTopbl, nuUTaTenbHble Ccpedbl), HeobxoaMMbIMKM 4NN
NPUMEHEHNS MEOUNLMHCKOrO U34enusi Mo Ha3Ha4yeHuto, He COOTBETCTBYHT TpeboBaHUSIM HOPMaTUBHOWM
OOKYMeHTaUnn, TEXHUYECKOW U aKCnnyaTaunoHHOW AOKYMeHTaL MM Npon3BoaAMTENS;

6) cneumanbHoe obopygoBaHue, pa3paboTaHHOE MPOU3BOAUTENEM AN TEXHUYECKMX UCTbITaHWNA
KOHKPETHOro MeaMLMHCKOro u3genusa aAng AuarHoCTUKM in vitro n ykasaHHOe UM B MpoeKTax TeXHU4eCcKown
AOKYMeHTaLumm, He obecneynBaeT BO3MOXHOCTb NPOBEAEHNS HEOOXOOUMBIX TEXHUYECKUX UCTbITAHWIA.

24. Pe3ynbTaTbl TEXHUYECKUX UCMLITAHUA MEAUUWHCKUX U3fenui and AnarHoCTMKWM in vitro, 3a
WCKITIOMEHMEM CITyYaeB, yka3aHHbIX B NyHKTe 23 HacToswero Nopsaaka, cUMTarTCs NOMOXUTENbHBIMU 1
noaTBEPXKAAT KAa4yecTBO M 6e30MacHOCTb NMPUMEHEHUST MEAMLMHCKOrO MU3Zenus Ansi OUAarHOCTUKM in
vitro.

[ll. OueHka cooTBeTCTBUSA B (hOPME TOKCUKONOMMYECKNX
nccrnegoBaHnin MeauLMHCKOro n3genus

25. Tokcukonornyeckne wuccrnegoBaHuss MeauMuMHCKOro u3genus npoBoAATCA B OTHOLUEHUU
n3gennd, KOHTakTupywuwlero ¢ OopraHMsMoOM 4enoBeKa Mnpu ucnonb3oBaHMM €ro B COOTBETCTBUU C
Ha3Ha4dYeHnem, npegyCMOTpPpEHHbIM ,EI,OKyMeHTaLI,I/leIZ npon3BogunTenA:



a) MeguumnHCKoe magenve u (Mnv) NpUHagneXHoCTN K MeQULMHCKOMY U3OENnIo, KOHTaKTUpYyroLmne
C MOBEPXHOCTbIO TENa YENOBEKA;

0) MeguuMHCKOe ns3genue, BpeMeHHO BBOAMMOE B OpraHM3M YerioBeka U3BHE;

B) MeAMLMHCKOE u3genve, UMNIaHTupyemMoe B OpraHmMam YenoBeka.

26. Tokcukonormdeckme uccrnefoBaHnsi MEOMLMHCKOrO U3Aenusi NPOBOAATCA AN OLEHKU
Ovonormyeckoro AencTBMS MEAMLMHCKOIO M3Oenvs Ha OpraHM3M YerioBeka 1 BKoYaloT B cebs NpoBepKy
cnefyloLmnx nokasaTenen:

a) PU3MKO-XMMUYECKUX;

0) caHUTapHO-XUMMUYECKNX;

B) Bronornyeckunx B ycrnosusx in vitro u in vivo.

27. [Ona npoBeOeHUst TOKCUMKOMNOFMYECKMX WCCneaoBaHUW 3asiBUTENb NpeacTaBnsieT B
ncnbiTaTeNbHY OpraHM3auuio;

a) 3asiBNeHNe O NPoBeAEHNN TOKCUMKONOMMYECKUX UCCnegoBaHuig;

0) obpasubl (0bpaseL) MegULMHCKOro N3aenusa Unn NpMHagnexXHoCcTu K MeAMLUMHCKOMY U3Aenuto,
KOHTaKTUPYIOLLME C MOBEPXHOCTbID Tena 4erioBeka, WM Martepuanbl, M3 KOTOPbIX MNPOU3BEeOEHbI
(n3roToBneHbl) MeauuUMHCKoe wu3genve un  (UnNKn) NPUHAONEXHOCTU K  MEeOMUMHCKOMY W3OEenuio,
KOHTaKTUPYIOLLME C MOBEPXHOCTLIO TENa YerioBeEKa;

B) CBEAEHUS1 O HOPMaTUBHOWM AOKYMEHTaLMM Ha MEAULMHCKOE U3genve;

I) TEXHUYECKYIO U SKCMNyaTaLMOHHYIO LOKYMEHTaLMIO NPOM3BOAMTENS C NEPEYHEM HaLMOHamNbHbIX
(MexagyHapoaHbIX) cTaHO4apToB, TpeboBaHWSAM KOTOPbIX COOTBETCTBYET MeauuMHCKoe usgenve (npu umx
NPMMEHEHNUM NPOM3BOAMTENEM);

O) cBegeHuMsi O HOPMAaTMBHOW [OKYMEHTauuu Ha MaTepuanbl, W3 KOTOPbIX MNPOM3BELEHbI
(M3roToBNEHbI) MEQULMHCKME M3aenust n (Mnu) NPUHaONEXHOCTU K MEOULMHCKOMY U3OEenuto, ykazaHHble
B NyHKTe 25 HacToswero Nopsaaka;

e) Homep chapmakonewHon cTaTby, a NpU ee OTCYTCTBUN HOMEP HOPMAaTUBHOW AOKYMEHTaLMN WUIn
HOPMaTUBHOIO [OOKyMEHTa Ha dhapmaueBTMYEcKyro CyOCTaHUMIO WM Ha NekapCTBEHHbIA npenapar,
BKITHOYEHHYIO(bI) B rOCYOAPCTBEHHBLIN peecTp reKkapCTBEHHbIX CpeAcTB (B Crlydyae MNpUMMEHEHWS B
cocTaBe MeAMUUHCKOro U3Lenus nekapCTBEHHOIO CpeacTea) <1>;

<1> ®epepanbHbii 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpaleHnn nekapCTBEHHbIX
cpencte" (CobpaHue 3akoHogaTenoctBa Poccuickon ®egepaunm, 2010, N 16, c1. 1815; N 31, cT. 4161;
N 42, cT. 5293; N 49, c1. 6409; 2011, N 50, cT1. 7351; 2012, N 26, cT. 3442, cT. 3446; N 53, cT1. 7587;
2013, N 27, cT1. 3477).

X) OOKYMEHTbI, XapakTepusyLine cocTaB MaTepmanoB, U3 KOTOPbIX NPOU3BEeAEHbl (M3roTOBMEHbI)
MeauuuMHCKoe usgenve u (unu) NpUHaaneXxHocTm K MeAWUMHCKOMY WU3Oenuio, KOHTakTupyowme cC
NOBEPXHOCTbLIO TENa YenoBeka;

3) KOMUW pe3ynbTaToB TOKCUKOMOIMYECKMX WCMbITAHUA (MCMbITAHM Ha OMOCOBMECTMMOCTb)
MeaUUMHCKUX U3denui, nposedeHHble 3a npegenamn Poccuinckon ®egepauun (Npu Hanu4umm).

B cnyyae ecnu opurMHanbl [JOKYMEHTOB COCTaBfeHbl Ha WHOCTPAHHOM  SA3blke, OHU
npeacTaBnATCH C 3aBEPEHHbIM MePeBOJOM Ha PYCCKUMN A3bIK.

28. TOKCUKOMOrMyeckne nccrneaoBaHus MeOMLMHCKUX U3OENUA OCYLLECTBASIIOTCS UCMbITaTENbHON
opraHusaumein B Cpok, He npesbiwatrowmi 30 pabounx gHen Co OHA NpeaoCTaBneHus 3asBUTENEM B
ucnblTaTenbHY OpraHM3aunilo JOKyMeHTOB 1 06pa3uoB (obpa3ua) MeaMUUHCKOro n3genus, ykasaHHbIX B
nyHkTe 27 Hactosiwero Nopsaka. Cpok NpoBeneHUs TOKCUKOITOrMYECKUX UCCNeaoBaHMN MeAULMHCKUX
M3OEenun Mo CornacoBaHW C 3asiBUTENIEM MOXET OblTb NPOASIEH PYKOBOAUTENEM WCMNbITATENbHOM
opraHusaumm, Ho He bonee 4YeM Ha ABaguaTb pabounx gHeNn.

29. MNpwn npoBeaeHNN TOKCUKONOMMYECKUX UCCrefoBaHNA OCYLLLECTBASAIOTCS:

a) naeHTudukaunsa MeguumnHcKoro nusgenus (matepuana);

6) knaccudmkaunst MegUUUHCKOro nagenua <1>;

<1> lNpuka3 MuHncTepcTBa 3gpaBooxpaHeHna Poccuiickon deagepauum ot 6 noHa 2012 r. N 4H
"O6 yTBEepXOEHWM HOMEHKNATypHOW kraccudukaumm MeuUUHCKMX u3genun”  (3apernctpupoBaH
MuHucTepcTBoMm toctuummn Poccuiickon ®eaepaunn 9 uons 2012 r., peructpaumoHHesin N 24852).

B) onpegeneHne AnutenbHOCTM KOHTaKkTa MegULMHCKOro N3genusa ¢ OpraHM3MOM YEITOBEKa;

r) aHanu3 npeacTaBrieHHON JOKYMEHTaUMN Ha MeguLMHCKOe n3genue;

[) CocTaBreHne NpPorpaMmmbl TOKCUKOITOTMYECKMX UCCEA0BaHNN;

€) NnpoBeeHne nccrnefoBaHNn MeQULMHCKOrO U34enus;

X) odpopmMmneHne 1 Bbldaya (BpyvyeHue Unu HanpaefneHue 3akasHbiM MOYTOBbIM OTMpaBfieHUEM C
yBEOOMMEHVEM O BpPYYEHUM) 3asABUTENIO 3aKMOYEHUs Mo  pesynbTataM  TOKCUMKONOTrM4eCcKnx
nuccrnegoBaHMn MeauLMHCKOro n3aenust.

30. Mporpamma TOKCMKOIIOrMYECKMUX UCCneaoBaHU COCTaBNSAETCA UCMNbITaTENbHOW OpraHM3aumen



COBMECTHO C 3asiBUTENEM U YTBEPXOAETCa PyKOBOAUTENEM UCMbITAaTENbHOW OpraHM3auuun, NpoBoasLLen
TOKCUKONOrM4Yeckne UccrneaoBaHus.

31. MeauumHcKkne un3genus OOHOKPaTHOro (0QHOPAa30BOro) MNPUMEHEHUs, BbiMyCKaeMble B
CTEpUNbHOM BMAe, NOABEPralT UCCNeAOBaHMSIM Ha CTEPUSIbHOCTb MPU MOSIOXKUTENbHOM pesynbraTte
aHanu3a MeTOAOB W YCIOBWIA CTepunu3auun, a Tawkke MeTodoB WX Banvgaumm W KOHTPOns
NpOuN3BOANTENEM.

32. MeguuuHCcKkMe uU3Oenusi, KOHTAKTMpYlOLMe C KPOBbKD W €€ KOMMOHEHTaMu, a Takke
BellecTBaMM AN BHYTPUCOCYAUCTOrO BBEOEHWs, MoAanexar TOKCUKONOrMYecKMM WUccneaoBaHusM Ha
NMUPOreHHOCTb M FEMOCOBMECTMMOCTb.

33. B xo4e ToKCUKONornyecknx nuccneoBaHmm onpeaensioT:

a) CoOoTBETCTBME MeAMUMHCKOro u3genus  TpeboBaHUAM  MPUMEHMMbIX  HaUMOHalbHbIX
(MexayHapoOHbIX) CTaHO4apTOB, HOPMATUBHOM AOKYMEHTAaLMM, TeXHUYECKOW W 3KchnyaTaumoHHOMN
OOKYMeHTaUum Npon3BoAnNTENS;

0) cooTBeTCTBME MNpeacTaBiEHHOW 3asiBUTENEM [AOKYMeHTauuMuM TpeboBaHWUsIM MNPUMEHUMbIX
HaUMOHamnbHbIX (MeXAyHapoaHbIX) CTaHOApTOB M HOPMATUBHOMW [AOKYMEHTaUMM Ha MeaAUUMHCKoe
wagenwve;

B) MOSNTHOTY U OOBEKTMBHOCTb YCTAHOBIEHHbBIX TEXHUYECKOW U 3KCMyaTaLuUoOHHOW AOKYMEHTaLmen
NPOV3BOAMTENS XapaKTePUCTMK, MOANeXallMx KOHTPOMI0 MpU TOKCUKOSIOIMYECKUX WUCCreaoBaHMsIX
MEONLMHCKOro N3denus, a Takke MeToabl MCCrieaoBaHuii;

r) 6e3onacHOCTb NPUMEHEHUSA MEOVULVNHCKOTO U3aenusi.

34. PesynbTaTbl TOKCUKOMOIMYECKUX MUCCNEOBaHWUIA CUMTAKOTCA OTpuLaTENbHBIMU B CRELYIOLLMX
cny4vasix:

a) npencrtaBrneHHble 06pasubl (obpasel) MeauMUMHCKOro usgenus wunu nNpuHaAAneXHoOCTU K
MEAVLMHCKOMY W3OENUI0, KOHTaKTUPYKOLWME C MOBEPXHOCTbIO Terna 4denoBeka, Wnu maTtepuanbl, 13
KOTOpPbIX NPOM3BEAEHbl  (M3rOTOBMEHbI) MeAWUMHCKOE u3genve W (Mnu) MPUHAONEXHOCTU K
MEAMLMHCKOMY W3OEeNNI0, KOHTAKTUPYHOLUME C MOBEPXHOCTbID Tena 4esrioBeka, He COOTBETCTBYHOT
TpeboBaHNsIM HOPMAaTMBHOM [OOKYMEHTaLUUKW, TEXHUYECKOM W  SKCMIyaTaluMOHHOW OOKyMeHTauum
npounsBoauTens;

0) npeacTaBneHHas TeEXHMYECKaAs W 3JKCNyaTauMOHHAas [OKyMeHTauusi NpOV3BOAMTENS He
noareepxxgaeTt 6€30nacHOCTb NPUMEHEHNA MEONLIMHCKOrO U3genus.

35. Pe3ynbTaTbl TOKCMKOMOMMYECKMX WCCNEOOBaHWM, 3a WCKMOYEHUEM CIy4yaeB, YKa3aHHbIX B
nyHkTe 34 HacTtoswero NMopsaaka, cYMTaTCa NONOXUTENbHBIMU NPU MPUMEHEHUN CUCTEMHOIO Noaxoaa ¢
Y4ETOM XapakTepuUCTMK BCEX MaTepuanoB, M3 KOTOPbIX NPOU3BEAEHbl (M3rOTOBMEHbI) MeEOMLNHCKOE
usgenue un (MnNKn) NPUHALMIEXHOCTM K MEAUUMHCKOMY W3OENMI0, KOHTaKTUPYHLMe C OpraHu3mMom
YyenoBeka, U NOATBePXAaT 6€30MacHOCTb NPUMEHEHUA MEOVLNHCKOIO U3Aenus.

IV. OueHka cooTBETCTBUSA MEAULMHCKOIO U34enus B popme
KNUHUYECKMX UCTIbITAHWUIA

OLeHKa COOTBETCTBUSA MeAULIMHCKUX U3aenui

36. KnuHnyeckue ncnblTaHns MEQULMHCKUX U3Oenuin npoBoasaTcs B hopme nccrnegoBaHui (oanee
- @aHanu3 1 oueHKa KITMHUYECKMX OaHHbIX) U B hOpMe UCMbITaHWIA, B TOM YUCIEe C y4acTUEM YerioBeka
(Damee - wucnbiTaHMss € yyacTMeM 4YenoBseka), OCyllecTBNsieMble Ans OueHkM ©Ge3onacHocTn U
3(P(PEKTUBHOCTN MEANLIMHCKOIO U3genus.

37. VcnblTaHnsa MEOULMHCKUX U3OENUIA C y4acTMeM YenoBeka NpoBoAATCA B Creayowmnx cnydasx:

a) HOBbIV BUA MEAULIMHCKOro n3genus;

6) npYMeHeHWe HOBbIX CHOXHbIX W (MNKM) YHUKaNbHbIX W (MNKM) cneuunarnbHblX  MEeTOAOoB
NpoUNakTUKN, AWArHOCTUKM K NedveHus 3aboneBaHui U COCTOSIHWA, a Takke MPUMEHEHUE HOBbIX
CNOXHbIX MEOULNHCKNX TEXHONOMNIA;

B) ecnu npu MpoBedeHUW aHanm3a U OUEHKU KIMHUYECKUX [OaHHbIX He MOoATBepXAeHbl
3 hekTNBHOCTL U 6e30NacCHOCTb MEANLIMHCKOTO U3AENMS.

B ocTanbHbIX crnyyasix KMMHUYECKME MUCMbITaHUs MEAUUMHCKUMX WU3Oenui npoBoasitcss B copme
aHanm3a u OUEeHKM KITMHNYECKMX AaHHbIX.

38. [Ona npoBedeHUA KIUHUYECKUX WCMNbITaHUA 3adBUTENb MpeacTaBnseT B MeAULUHCKYIO
opraHm3auuio:

a) 3asiBIeHNE O NPOBEAEHUN KITMHUYECKMX UCMbITAHWUI;

0) obpasubl (0bOpasel) MeaMUMHCKOro usgenus (3a WCKMYEeHUneM MeOULMHCKUX U3genun, ans
MOHTaxa (BBOAa B 3KCnnyaTauuio) KOTOpbIX TpebyeTca nonyyeHve paspelleHui (NUueHsuin), cosgaHme
chneumanbHbIX YCMOBUN, CTPOUTENbCTBA OTAENbHbLIX KanUTarbHbIX COOPY>XEHUA W AOMOMAHUTENbHOro
obyyeHnsa cneumanncToB, a B HEKOTOPbIX Crny4asix - Bble3[ Ha MEeCTO MPOWM3BOACTBA MELMULMHCKOro
nsgenus);

B) paspeLleHre Ha NpoBeaeHNEe KNMHUYECKUX UCMbITaHWI, BbldaHHoe PocsapaBHaasopom <1>;



<1> NoctaHoeneHue lNpaButensctBa Poccuiickon ®epepaumm ot 27 gekabpsa 2012 r. N 1416 "O6
yTBepxxaeHmn  [MpaBun  rocygapCTBEHHOW — peructpauum  MeguuuHckmx — msgenun”  (CobpaHue
3akoHogartenbcTBa Poccuiickon ®egepauun, 2013, N 1, cT. 14).

) aKT OUEHKM pe3ynbTaToB TEXHWYECKMX WUCMbITAHUA MEOULMHCKOTO M3OeNus C MPUroXeHuem
OOKYMEHTOB, 060CHOBbLIBAIOLLNX pe3ynbTaTbl TEXHNYECKUX UCMbITAHUN;

) 3akniodeHve no pesynbTataMm TOKCUKONOMMYEeCKUX WUCCNeAoBaHUN MEeOULMHCKOro usgenus ¢
NPUNoOXeHNeM [OOKYMEHTOB, O0OOCHOBLIBAKOLLMX pe3ynbTaTbhl TOKCUKOMOrMYECKUX unccnemoBaHuin (ons
MEOWLMHCKMX W3AENUiA, UCNONb3OBaHWE KOTOPbIX npegnonaraetT Hanmyme KOHTakTa C OpraHu3mMom
YyenoBeka);

€) pesynbTaTbl UCMbITAHUS B LeENsax YTBEPXAEHWUS Tuna cpeacTB U3MepeHuin (B OTHOLLeHUn
MEOULUMHCKUX W34enui, OTHOCSALWMXCS K CpeacTtBaMm  M3MepeHMn B cdepe rocygapCTBEHHOro
perynupoBaHus obecnedyeHns eauHCTBa U3MEPEHU, NepeYveHb KOTOpbIX yTBepxaaeTcsa MnHmcTepcTeom
3apaBooxpaHeHus Poccuiickon Peaepaumm) <1>;

<1> lNpuka3 MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®egepaunmmn ot 15 asrycta 2012 r. N
89H "O6 ytBepxaeHun [lopsigka NpoBeAEHWs WCMbITAHUM B LENsX YTBEPXAEHUS Tuna cpeacts
N3MEpPEHN, a Tarke NepeyHs MegULMHCKUX M3Oenuvi, OTHOCSLLMXCSA K cpeacTBam uamepeHun B cdepe
rocygapCTBEHHOro perynupoBaHuMs obecneyvyeHnss egMHCTBa W3MEPEHUW, B OTHOLUEHUMU KOTOPbIX
NPOBOAATCA WCMbITAHMA B LENnsdX YTBEPXKAEHWS Tuna cpeacts  uamepeHun”  (3apermcTpypoBaH

MuHucTepcTBoMm tocTuummn Poccuiickon ®eaepaunn 25 gekabps 2012 r., pernctpaunoHHbsin N 26328).

X) CBedeHUss O HOPMATMBHOW [OKYMEHTaLuuMm Ha MeOUUMHCKOe u3genue C  nepedyHeM
HaUMoHanbHbIX (MeXOyHapOoAHbIX) CTaHO4apTOB, TPebOBaHMSAM KOTOPbIX COOTBETCTBYET MEAMLMHCKOE
nsgenve (nNpu ero NPMMEHeHUM NPOM3BOAMTENEM);

3) TEXHUYECKYIO 1 SKCMITyaTaLMOHHYI0 JOKYMEHTALMIO NPOM3BOAMTENSA HA MeANLIMHCKOE U3aenue;

n) oTorpadmyeckme un3obpaxeHus obuwero Buaa MEOUUMHCKOTO Uu3gennss BMecTe C
NPUHAANEXHOCTAMKN, HeobxoauMbIMKM AN MPUMEHEHUS MEeOMUMHCKOrO W3Oenus no  HasHaueHuto
(pasmepom He meHee 18 x 24 cm);

K) OOKYMeHTbl (MaTepuansl), cogepXawime AaHHble O KIIMHUYECKOM MPUMEHEHUU MEOMLIMHCKOro
usgenusa, B TOM yucne 3a npegenamm Poccuiickon depepauumn, B TOM yucrne o0030pbl, OTYETbI O
NPOBEAEHHbIX HaYYHbIX UCCNeAoBaHMAX, Nyonukauuu, AOKMaAbl, aHanu3 pucka NpUMEHeHusi, MeToabl
NPUMEHEHNsT MEAULIMHCKOro n3genus (npu Hanuymm).

B cnyyae ecnu opurMHanbl [OOKYMEHTOB COCTaBMNEHbl Ha WHOCTPAHHOM  SA3blKe, OHU
npeacTaBnAlTCH C 3aBePeHHbIM NepeBoJOM Ha PYCCKUN A3bIK.

39. Tlpu paccMmoTpeHun npeacTaBreHHOW [OOKYMeHTauuMM Ha  MeduuuHcKoe — usgenue
COrnacoBbIBalOTCA NporpaMmma 1 NPoLOSHKUTENbHOCTb KIMHUYECKNX UCNbITAaHUN MEeANLNHCKOro N3genus.
MpoOoMKNTENBHOCTL  KIMHUYECKMX  UCMbITaHUA  onpedenseTcd Has3Ha4YeHMeEM U CHOXHOCTbIO
MeauUMHCKOro nsgenus. lNporpamma KrMHUYECKUX UCMBbITAaHUIA COCTaBMSAETCA 3adBUTENIEM COBMECTHO C
MeOWLMHCKON opraHusauuen, OCYLLEeCTBASLWEN NpoBeAeHUe KITMHUYECKUX UCMbITaHUN MeaULMHCKOro
n3genus, B COOTBETCTBMM C TpeboBaHMAMM, YyKa3aHHbIMA B TEXHUYECKOW W 3KCMfyaTalMOHHOW
OOKYMeHTaLum Npou3BoAnNTENs, a Takke TpeboBaHUSAMN HOPMATMBHOW AOKYMEHTaLMW.

40. MporpaMmma KNUHNYECKUX UCTNbITAaHUIN MEOULMNHCKOrO U3Oenus, yTBEPXKAEHHAa pyKOBOAUTENEM
MEOVLMHCKON OpraHnsaunm, NpoBOAsLLEN KIMMHUYECKNE WUCMBITAHUS MEOULUMHCKUX U34enui, BMeCcTe C
OOKYMEHTaMu, NpeayCMOTPEHHbIMU NOAMYHKTaMM «I» - «k» NyHKTa 38 Hactoswero Mopsiaka, B crnyvae
npoBefeHNsa UCMbITaHWUA C yYacTMeM YeroBeka HanpaBnaeTcs 3asiBUTENneM B COBET NO 3Tuke B cdepe
oOpalleHnss MeauMuMHCKMX um3genuii MuHuctepcTBa 3gpaBooxpaHeHust Poccuiickon ®epepauun <1>
(oanee - coBeT No aTHKE).

<1> lNpuka3s MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon depepaumm ot 8 despansa 2013 r. N
58H "O6 yTBepxaeHun lNonoxeHuss o coBeTe Mo 3TUke B cdepe obpalleHNss MeguUMHCKUX usgenuin”
(3apeructpupoBaH  MwuHuctepctBom toctuumm  Poccuinckon  depepaumm 5 umoHa 2013 T,
perncTpaunoHHbin N 28686).

B cpok, He npeBblwawwmi 30-Tm paboumx AOHEW CcO AOHA MOCTYNNEHUsT AOKYMEHTOB Ha
paccMOTpeHue, COBET MO 3TWKe BblAaeT 3aknioyeHne o6 aTnyeckor 0BOCHOBAHHOCTW NpPoBedeHWs
KITMHWMYECKMX UCNbITAaHUN MEULMHCKOro n3genus.

41. TlpoBefeHVe KNUHUYECKUX WUCMbITAHUA MEeAULMHCKOro u3genus ¢ ydyacTueM 4YenoBeka
OCYLLECTBSAETCA Ha OCHOBaHWM MOMOXUTENBHOIO 3aKITHOYEHUS COBETA MO 3TUKE.

B cnyyae oTkasa MeaMLIMHCKOro MU3genus unu yxyaweHus COCTOSHUSA naumMeHTa npu nposeaeHuu
KIMUHUYECKUX  WUCMbITAHUN  MEOULMHCKOrO  M3fenus  pykoBOAWTENb  MEOULUHCKOW — opraHu3auumu,
OCYLLEeCTBRsAOLWEN NpoBeAeHUe KNUMHUYECKUX UCMbITaHUA MEeOULMHCKUX n3genuin, npuoctaHaBnuBaeT



WK MnpekpawjaeT Takue WCMbiTaHus, O YeM yBedoMmnsieT 3asiBuTenst <1> ¢ o6oCHOBaHWeM MpUYKH
NMPUOCTAHOBIEHWS MW NpEKpaLLeHus.

<1> lNpukas MuHncTepcTBa 3gpaBooxpaHeHna Poccuiickon Pegepauum ot 20 noHa 2012 r. N 12H
"O0 yrtBepxaeHun lMopsgka coobuweHnsa cybbektammu obpalleHnss MeguuuHCKUMX m3genuii obo Bcex
cny4yasix BbISIBMEHMS1 MNOOOYHbIX [OENCTBUIN, HEe YKa3aHHbIX B WHCTPYKUMM MO MNPUMEHEHUIO WK
PYKOBOACTBE MO 3KCMnyataumm MeAWMLMHCKOrO MU3Lenusi, O HexenaTenbHbIX peakuumsix npu  ero
npumeHeHnn, 06 0CO6eHHOCTAX B3aUMOLENCTBUA MEOULNHCKUX U3genun mexay cobon, o daktax n ob
obCcToATENBLCTBAX, CO34AOLWUX YIrPO3Y XMU3HM U 300POBbLI0 FpaXaaH M MeOuUMHCKUX paboTHMKOB Mpu
NPUMEHEHNM M SKCNnyaTaumm MeauuMHCKMX u3genuin" (3apeructpupoBaH MuHMCTEPCTBOM HOCTULUM
Poccuiickon ®epepauun 20 nons 2012 r., pernctpaumoHHbin N 24962).

42. B cny4yae ecnu B pesynbTarte aHanu3a U OLUEHKN KIIMHMYECKMX AaHHbIX HE MoATBEPXKAEHbI
ahbekTMBHOCTL M 6e30MacHOCTb MEAWMLUMHCKOro u3genus, MeguuuHckas opraHusaumsi coobuiaet ob
3TOM 3asiBUTENO M HanpaBnsieT ero B COBET MO 3TUKe B cdepe obpalleHnst MeOULUHCKUX U3Aenui
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®degepaumm C LENbl MNOMAyvYeHUs 3aknoveHust o6
3TNYeckon 060CHOBAHHOCTM MPOBEAEHNST UCMbITAHUA C y4acTUEM YeNioBeka B COOTBETCTBMM C MYHKTOM
40 HacToswero MNMopsaaka.

43. MNpwn npoBeaeHNN KNMMHUYECKNX UCTBITAHUIN OCYLLECTBIAIOTCS:

a) aHanmM3 M OUEHKa KIMMHUYECKMX [aHHbIX [OOKYMEHTOB W MaTepuarnoB, MpeacTaBreHHbIX
3asBUTENEM B COOTBETCTBMM C NyHKTOM 38 HacToswero Mopsagka;

0) oueHKa cBedeHWI O MPOBOAMBLUMXCH KIMMHUYECKN 3HAYMMBIX KOPPEKTUPYIOLLMX OENCTBUSIX, B
TOM 4ucrie O NPUOCTAHOBMEHMM MPUMEHEHMSI MEOULMHCKOro uagenus, ob u3batum u3 obpalleHusi
MeanUMHCKOro unsgenusi, 06 oTabiBax MeguuMHCKOro N3Aenus;

B) aHanu3 Hay4YHou nuTepaTypbl U (Mnn) HEONyONMKOBaHHbLIX AaHHBIX U COOBLLEHNA, COOTHECEHHbIX
C npegHasHa4yeHHbIM Npou3BoAMTENEM MNPUMEHEHMEM WUCMbITYEMOrO MEOULMHCKOrO M3genus u
npegnaraemMbiM METOLOM €ro UCMosfb30BaHus;

r) cocTaBneHue NporpamMmbl KIMHUYECKUX UCTIbITAaHWUI;

4) NpoBeAeHue ucnbiTaHun obpasuoB (obpa3ua) MegULMHCKOTO M3Oenust B criyyae NnpoBefeHus
UCMbITAHWI C y4acTMEM YENOBEKA;

e) nopaboTka aKcnnyaTauMoHHOW OOKyMEHTauum nNpou3BoguTeNs Ha MeauUMHCKOe usgenuve no
pesynbTaTtaM ucnbiTaHni (Mpu HeO0BX0AMMOCTH);

X) odhopmMmneHne 1 Bblgaya (BpyvyeHMe UNU HanpaefeHne 3akasHbiM MOYTOBbIM OTMPaBlEHUEM C
YBEOMMEHNEM O BpPYYEHUWN) 3asIBUTENIO aKTa OLEHKA pe3ynbTaTOB KIMHUYECKUX UCMbITAHUM
MeONLMHCKOro n3genusi.

44. B xoge NpoBeAeHUs KNUHUYECKUX UCMNbITaHUIA ONpenensoTcs:

a) COOTBETCTBUME MEeAULUMHCKOro Un3fenus HOPMaTUBHOM [AOKYMEHTauuu, TEXHUYECKONn W
aKcnnyaTaumoHHOM JOKYMEHTauumn npomsBoauTens;

6) cooTBETCTBME NPEACTABMEHHOW 3as8BUTENEM LOKYMEHTAUUN YCTAHOBIIEHHBIM MPON3BOAUTENEM
Ha3HaAYEeHUIO 1 NOKa3aHUAM K NPUMEHEHNIO;

B) MOMHOTa W [AOCTOBEPHOCTb YCTAHOBIIEHHbIX HOPMAaTMBHOW AOKYMeHTaLuen, TEeXHUYEeCKOn u
3KCMMyaTaunMoHHOM OKYMEHTaLMEN NPOM3BOAUTENS XapaKTEPUCTUK MEOULNHCKOTO U3AENus;

r) Ka4eCTBO MeAULMHCKOro msgenusi, apekTMBHOCTL U 6Ee30MacHOCTb €ro NPUMEHEHUs, B TOM
yucne oXxugaembln TepanesTndecku 3PEEKT B OTHOLLEHUN MEANLUHCKUX U3OeNui, NpUMeHseMbIX Ans
Tepanuu.

45. Pe3ynbTaTthbl KNMMHUYECKUX UCTIbITAHUIA MELULMHCKOIO U3AENnUsl CYUTAOTCA OTpULaTeNnbHbIMU B
cnenyloLwmnx cny4vasix, ecnu:

a) MeauUMHCKOEe wusgenue He COOTBETCTBYET Ha3HayYeHU0 U MoKasaHusM K MNPUMEHEHWUIO,
YCTaHOBIEHHbIM NPOM3BOAMTENEM B SKCNIyaTaLMOHHON JOKYMEHTaUUn Ha MeauUnHCKoe nsaenuve;

6) BbIsiBNEeHbl NOGOYHbIE 4ENCTBUS, HE YKa3aHHbIe B MHCTPYKLMU MO NPUMEHEHUIO UITU PYKOBOACTBE
no aKkcnnyaTauun MeauLmMHCKOro n3aenus, HexxenarternbHble peakumn npu ero NpUuMeHeHuu;

B) YCTaHOBIEHbl (hakTbl U ODCTOATENbLCTBA, CO3JatloLMe Yrpo3y XU3HU U 340POBbLI0 IpaXKaaH U
MEeANLMHCKMX PabOTHUKOB NPW MPMMEHEHUUN N SKCNITyaTalmMm MeANLMHCKOro u3genus.

46. PesynbTaTbl KMAMHUYECKUX MWCMbITAHUA MEOULMHCKOro M34enus, 3a MWCKMIOYEHWEM Cryyaes,
yKasaHHbIX B NyHkTe 45 Hactoduwlero [lopsgka, cuuTatoTCd MNOSNOXMTENbHBIMA U MOATBEPXAAOT
COOTBETCTBME MEONLMHCKOro n3genusi TpeboeaHmsam 6e3onacHocTy U 3¢pPeKTUBHOCTM B COOTBETCTBMM C
Ha3Ha4YeHneMm, NPeayCMOTPEHHBbIM JOKYMEHTaLNEN NPOM3BOAUTENS.

OueHka cooTBEeTCTBUSA MeAULIMHCKUX U3aenum
AN AWarHoCTUKM in vitro

47. KnnHn4yeckne ucnbiTaHMs MeOUMUMHCKUX WU3Oenun onsa OuMarHocTuky in vitro npoBOAATCA B
na6opaToprlx ycnoBuax C MNMpUMEeHeHnem o6pasu,oa 6MOM3Tepv|ana nauneHToB, B3ATbIX B XoAe



ne4yebGHO-ANArHOCTMYECKOrO Mnpouecca (ganee - KNMHMKO-nNabopaTopHble MCMbITaHWs!) O MPOBEPKU
PYHKLMOHAMNbHbBIX CBONCTB M (1K) 3dh(PEeKTMBHOCTM MEOULMHCKOIO U3L4Eernuns npu UCMnonb30BaHUM ero B
COOTBETCTBMM C Ha3Ha4YeHNEM, NPeayCMOTPEHHBIM AOKYMEHTaLen Nnpon3BoauTens.

KnuHuko-nabopaTopHble WCMbITAHUA MEAULMHCKUX W3O0enuin Ans OUMarHOCTUKWM in vitro HOBbIX
WH(EKUMOHHBIX 3aboneBaHun unu peako  BCTPEYaloLWMXCS  MPUPOAHO-0YAaroBbiX  UHMEKUMOHHBIX
3aboneBaHni NMPOBOAATCA B NabopaToOpHbIX YCMOBUSX C MPUMEHEHMEM My3eWHbIX TEeCT-LITaMMOB U3
roCyaapCTBEHHbIX,  HaLMOHanbHbIX, WUCCNEAOBaTENbCKMX W WUHbIX  KOMMEKUUN  naToreHHbIX
MMWKPOOPraHM3mMoB.

KnuHuko-nabopaTopHble UCMNbITAaHUA MEAULMHCKUX W3Oenuin Anst AuarHOCTWMKM in vitro B Buae
aHanWTM4yeckux cucTem, MpPOBOAMMbIE B  OTHOLWIEHWW  MEAWLUHCKOro usgenus BMecTe ¢
npuHaanexHocTamu, Habopamu peareHTOB W kanubpaTopoB, HeobXoaAMMbIMW ANA  NPUMEHEHUS
MEAMLIMHCKOro U3genus no Ha3Ha4YeHuo, MoryT NPOBOAMTLCS B paMKaxX O4HOIO UCMbITaHMWS.

48. [Ona npoBedeHMs KINMHUKO-NAbopaToOpHbIX MUCNbITAHWA  MEAMLMHCKOro uM3genust  Ans
AVarHoCTHKM in vitro 3asiBUTENb NpeAcTaBnsieT B OpraHn3aunio:

a) 3asBrneHne o NPOBEeAEHUN KIMMHUYECKUX UCMIbITAHUA MEONUMHCKUX U3OEeNUiA Ans AMarHOCTUKM in
Vitro;

6) obpasubl (oOpasel) MeOWUMHCKOrO wu3genus Ans  OMarHocTvku in vitro BmecTe C
npuHagnexHoctammn (obopyaoBaHue, Habopbl peareHToB, KannbpaTopbl, PeakTuBbl, TECT-CUCTEMBI,
KOHTPOnbHbIE MaTepuarnbl, KanubpaTopbl, MUTaTenbHble cpeabl), HeobxoouMMbiMKM ONS NPUMEHEHUS
MEeOULMHCKOrO U3OeNns No HasHayYeHuio;

B) aKT OLEHKM pe3ynbTaToOB TEXHUYECKMX UCMbITAHUA MEOULMHCKOrO M3genusa Ans AUarHoCTUKKM in
vitro, nogTBepXAalolWmMx pe3ynbTaTbl MPUMEHEHUA MO HA3HAYEHUD MEOWMLMHCKOro wusgenus ans
AVarHoCTuKM in vitro BMecTe ¢ npuvHagnexHoctamu (obopygoBaHune, Habopbl peareHToB, kanmbpaTtopsl,
peakTuBbl, TECT-CUCTEMbI, KOHTPOSIbHbIE MaTepuanbl, kanubpaTtopskl, NUTaTenbHbIe cpeapl);

) 3KCMMyaTauWOHHYI OOKYMEHTAaUMI0 Ha MeAWUMHCKOEe u3fdenve ansi AuarHocTuku in vitro ¢
npyvHagnexHoctamn (obopyaoBaHve, Habopbl peareHToB, KanubpaTopbl, pPeakTUBbl, TECT-CUCTEMBI,
KOHTPOSbHbIE MaTepuanbl U KanubpaTtopbl, NMUTaTenbHble cpefpbl), HEOOXOOUMBIMWU ANsi NPUMEHEHNUS
MEeOULMHCKOrO M3genus No HasHayeHuto (npu HeobxoaumocTw);

4) DOKYMeHTbI (MaTepuansl), coaepxallne aHanna aHHbIX NPYMMEHEHNS MEOULIMHCKOTO M3genust in
vitro (npun Hann4uum);

€) pesynbTaTbl UCMbITAHUSA B LENsaxX YTBEPXAEHWUS Tuna CpPeacTB U3MEpeHuin (B OTHOLUEHUU
MEOVLMHCKMX U3OEeNuin Onst AMarHOCTMKU in vitro, OTHOCALUMXCA K CpedcTBaM M3MepeHun B cdepe
rocygapCTBEHHOro  perynupoBaHus obecneyeHuss eduMHCTBa W3MEpEeHWW, MepeyveHb  KOTOpbIX
yTBepxgaetca MuHucTepcTBoM 3apaBooxpaHeHus Poccuiickon Pegepaunm) <1> (Npu Hanuyuwm).

<1> lMpuka3s MuHuctepcTBa 3gpasooxpaHeHuns Poccuiickon ®epepaumm ot 15 asrycta 2012 r. N
89H "O6 yTtBepxaeHun [lopsinka MPOBELEHUS MWCMbITAHUA B LENSX YTBEPXOEHMS Tuna CcpeactB
M3MEpPEHN, a TaKke NepeyHs MeguUMHCKUX U3OenniA, OTHOCSLLMXCSA K cpeacTBamM M3MepeHUin B cdepe
rocygapCTBEHHOIO perynupoBaHus obecneyvyeHnss eaMHCTBa W3MEPEHUW, B OTHOLUEHMU KOTOPbIX
NpoOBOAATCA WUCMbITaHMA B LEnsAX YTBEPXOEHWs Tuna cpeacts  vMamepeHun”  (3apermcTpupoBaH
MuHucTepcTBOM tocTuummn Poccuiickon ®epepauun 25 nekabpsa 2012 r., permctpaumoHHbii N 26328).

B cnyyae ecnu opurMHanbl [OOKYMEHTOB COCTaBMNEHbl Ha WHOCTPAHHOM  SA3blKe, OHU
npeacTaBNATCSA C 3aBEPEHHbIM NepeBOJOM Ha PYCCKUA A3bIK.

49. TlpuM paccMOTpeHun npeacTaBfeHHOW [AOKyMeHTauum Ha MeguumHcKoe wusgenve  ans
ONarHoCTMKM in vitro cornacoBbIBaeTCs nporpamma M MpOOOIPKUTENBbHOCTb  KIMMHMKO-NabopaTopHbIX
MCMbITAHWA MEOUUMHCKOro u3genua Aans  amarHoctuku in vitro. [MpogonmkuTenbHOCTb  KIMHUKO-
nabopaTopHbIX UCMbITAHUA onpeaensieTcs HasHa4YeHUMeM W CIOXHOCTbIO MeAMUMHCKOro vM3genust ans
JnarHocTuKu in vitro.

lMporpamma uMcCnbITaHUA COCTaBMSETCS 3asABUTENEM COBMECTHO C OpraHusauuen, NpoBOAsLUEN
KNMHUKO-NabopaTopHble UCMbITaHUS B COOTBETCTBMU C TpPebOOBaHUSAMMW, yKa3aHHbIMU B TEXHUYECKON U
3KCnNyaTauMOHHOW [AOKYMEHTaLuMn npou3BoauTensi, TpeboBaHMAMU HOPMaTUBHOW [OKYMeHTauuu, Wt
yTBEPXKOAETCA pyKoBOAMTENEM OpraHM3aumm, NpoBoAsdLLEN COOTBETCTBYIOLLNE UCTIbITAHUS.

50. Tlpu npoBegeHMM KIMHUKO-NABGOPATOPHBLIX WCMBITAHUA MEAUUMHCKOrO U3genus  ons
AnarHocTukM in vitro ocyLecTBnaTCS:

a) aHanu3 npeacTaBfieHHOM AOKYMEHTaLMM Ha MeAMLMHCKOE u3genue st AMarHocTuku in vitro;

0) cocTaBneHve nNporpamMmmMbl UCMbITAHWI;

B) NpoOBeAEHME KITMHUKO-NabopaTopHbIX UCMbITaHMI 06pa3uyoB (ob6pasua) MeguUMHCKOro nsgenust
ONa  AMarHoctuku in vitro BmecTe C npuHagnexHoctamun (obopygoBaHue, Habopbl peareHToB,
KanmbpaTtopbl, peakTuBbl, TECT-CUCTEMbI, KOHTPOJSIbHble MaTepuanbl U KanubpaTopbl, nNUTaTesnbHbIE
cpeabl), HeOBXoaUMbIMU NS NPUMEHEHUS MEAULIMHCKOrO U3Aenus Nno HasHayeHuio;

r) OLeHKa 1 aHanu3 NonyyYeHHbIX AaHHbIX U UX COOTBETCTBUE 3asIBNEHHLIM XapakTepucTukam;

) nopaboTka aKkcnnyaTauMoHHOW OOKYMEHTauuu Npov3BoAUTENSd Ha MeAWUMHCKOe msgenue ans



ANarHoCTMKM in vitro no pesynbtatam UcnbiTaHu (Npy HEOOXOAUMOCTW);

e) odopmrieHne n Bbigava (BpyYeHWe WUnn HanpasfieHWE 3aKa3HbIM MOYTOBLIM OTMNPABMEHMEM C
YBEAOMIIEHNEM O BPYYEHUN) 3aSIBUTENO aKTa OLIEHKU Pe3ynbTaToB KIMHUKO-NabopaTopHbIX UCMbITaHWUA
MeANLIMHCKOro n3aenus Ans AuarHocTuku in vitro.

51. B xofe npoBeaeHns NCnbITaHN onpenensaTcs:

a) COOTBETCTBME MEAUUMHCKOro M3Oenusi Ans AuarHOCTUKKM in vitro HopMaTUBHOW OOKYMEeHTauuu,
TEXHUYECKOWN W 3KCMNNyaTauUoOHHOM AOKYMEHTaLMM NPOU3BOANTENS;

0) cooTBeTCTBME MEAMLUMHCKOrO u3genuss Ang OWMarHoCTUKM in  vitro npegHasHavyeHHoOMY
nponssoguTenem NPUMEHEHNO 1 NpegnaraembiM UM METOAAM MCMONb30BaHUS;

B) MOMHOTA W AOCTOBEPHOCTb YCTAHOBIIEHHbIX HOPMAaTMBHOW AOKYMEHTaLMen, TEXHUYEeCKON u
3KCMMyaTauMoHHOM [JOKYMeHTauuen npousBoaMTENst 3asdBrEHHbIX XapakTepuctuk ©6esonacHocTu wu
3(PPEKTUBHOCTN MEOULMHCKOIO N3Aenus anst AMarHoCTUKK in vitro B COOTBETCTBMM C NpeaHa3Ha4YeHHbIM
npovsBoguTenemM MNpUMEHEHUEM MEAULUMHCKOrO W3dennst Mo Has3Ha4yeHuo, B TOM 4ucne ero
anarHoctmyeckasi YyBCTBUTENBHOCTb, CNELN(UYHOCTb 1 BOCMIPOU3BOANMOCTb, YKa3aHHbIX B TEXHUYECKOWN
W 3KCNIyaTaluMOHHON JOKYMEHTaLUnM Npon3BOANTENS;

r) Ka4eCcTBO MeAMLMHCKOro nsgenus, apekTMBHOCTbL M 6€30MaCHOCTb ero NPUMEHEHMS.

52. Pe3ynbTaTthbl KINMHNKO-NTabopaToOpHbLIX UCMbITAHUA MEOULMHCKOTO U3aenns Ans AnarHoCTUKK in
vitro cumTaroTca oTpuLaTesnbHbIMU B Cyyasix, eCcnu:

a) UCnblTyeMoe MeOMLUHCKOEe M3OenvMe He COOTBETCTBYET NnpefHasHa4YeHHOMY Mpou3BOAUTENEM
NPUMEHEHNIO 1 NpeaaraeMbiM UM METOAAM UCMONb30BaHS;

6) yctaHoBneHbl akTbl M obCTOATENLCTBA, CO3daloLmMe YCroBuUs HedMEKTUBHOCTM U (Unn)
NPSMOW UMW KOCBEHHOW Yrpo3bl XW3HW U 300POBbI0 MEAULUMHCKMX PabOTHMKOB MpU MPUMEHEHUU U
aKkcnnyaTaumm MeguLUHCKOro U3genusi.

53. Pe3ynbTaTthbl KNUHNKO-NTabopaToOpPHbLIX UCMbITAHUA MEOULMHCKOrO U34enus Ans AMarHoCTUKM in
vitro, 3a WCKIIOYEHMEM CcNny4daeB, YKasaHHbIX B MyHkTe 52 Hactosiwero [lopsigka, cuuTatoTcs
NMONOXWUTENbHLIMKM M TMOATBEPXOAOT COOTBETCTBME TpeboBaHMaM 0Oe3onacHocTM M 3PPEKTUBHOCTHU
NPUMEHEHNsT MEOULMHCKOrO M3gennss Npu WUCMNOoSfib30BaHMM €ro B COOTBETCTBUM C Ha3HaAYEHMEM,
npeaycMOTPEHHbIM AOKYMEHTaUWEN NpoM3BOAUTENS.

Mpunoxexne N 1

Kk MNopsaaky NpoBeAeHUs OLEHKM
COOTBETCTBUA B DOPME TEXHNYECKUX
NCMbITaHWIN, TOKCUKOMOTMYECKNX
nccneaoBaHMn, KMMHUYECKNX
UCMbITaHWUI, MEAULMHCKMX N3aenui
B LiensiX rocyaapCcTBEHHOW
perucrTpaumm MeamuuHCKUX n3genvmn

O6pasel

HaMMEHOBAaHME MCILHTATEJbBHOM OopraHm3alumuu, anpec, TejeboH

YTBEPXIAIO

(pykoBOIMUTEJNIL OpPITaHM3aLUM,
®.M.0., mommnuch, IeYaTh)

AKT
OLIEHKM Pe3yJIbTaTOB TEeXHUUEeCKUX VICIIEITAHUM MEeOUIIMHCKOTO MI3OeJIns

N or " " 20 .

HalMeHOBaHMe MeIIMUIVMHCKOI'O M3OeJind

CocTarBiieH

HaVMeHOBaHMe OpIraHM3aluuy, HpOBOHHMeﬁ MUCIIBITaHMUA,




C YKas3aHMeM MecTa IIpoBelIeHUud VICIIEITaHUM

[TostHOMOUMSA Ha InIpoBpeneHme VICTIEITaHUM, aKKpeounTaumAa Ha TEeXHNYECKYIO
KOMIIETEHTHOCTE M HE3aBUCHMMOCTBL MOJId MNPOBEeIEHMA pa60T 10 MCIIBITaHMAM.
ATTecTaT akKKpeIouTalum VCIIHTaTEeJIbHOM opraHm3aumm

N, maTa BbDAuM, 0OJIACTH
aKKpeIMUTauum
mevcTBUTEeJIeH o " " 20 T.

1. B nepmom ¢ " " 200 . mo " " 20 T.

HaVMEeHOBAaHME MUCIEITATEJILHOM OplaHM3alun
IpoBelleHa OlLIeHKa Pe3yJIbTaTOB TEeXHUUEeCKUX MCIBITaHUM B (QOpMe IIPOBENeHUS
MCHOBITAHUM M (MJIM) OLIeHKM M aHalM3a JaHHBIX

HeobxoOmMMoe ykKasaThb

HaVMMeHOBaHMe MeIUMIVMHCKOI'O M3OeJindg (C YKasaHmueM HpMHaHHeXHOCTeﬁ,
HEeOOXOOMMBIX IJIS IIPMMEHEHMA MEeOUMIMHCKOI'O M3ngeJind I10 HaBHaquMm)
IIPOM3BOIOCTBA

HaVMeHOBaHMeE INpOoM3BOIOMUTEJIA, CTpaHa IIPOM3BOIOCTBA
B COOTBETCTBUM C

HauMMeHOBaHMe ¥ 00O0O3HAUEeHMEe TexXHUMUeCKOM IOKyMeHTaluu
Ha COOTBETCTBUE TpeDOBaHMAM

HaVMMeHOBaHMe U oOO03HauUeHME HOPMaTUBHOM
Y TeXHUUYECKOM IOKYMEeHTAalUN
(TexHuMueckuM perJjiameHTam, I'OCT, I'OCT P, T'OCT P MCO, CanllmH, My, MVK,
IpMKasaM M [NOCTAHOBJIEHMAM, MEeXIYHAPOIOHBIM INOKYMEeHTAaM (MMenuyM CTaTyC
CCBIJIOUHOT'O HOOKYMEHTA), Hay4YHBIM OaHHHM M T.I.)
2. g NpoBeIeHUS TEeXHUUECKMUX MUCILITaHUM NpelCTaBJIEHH:

IepedeHb INOKYMEHTOBR, IaHHBEIX, 00paslOoB MEeIMLUMHCKOITO M3Oesusd (KOJIMUeCTBO)
3.

HaMMeHOBAHME MCIIETATEJIbHOMN opraHmszaumnum
IIpoBeleHa OlLeHKa pe3yJibTaTOB TeXHUUEeCKUX VICTIEIT @ HUM

HaVMeHOBAaHME
MEIMLUMHCKOTO M3Oenmnsa
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTIPaMMOM

3.1.
OlleHKa MNPEenNCTaBJIEHHOM IOKYyMeHTaluM
3.2.
PEKOMEeHIalIMM [0 YCTPAHEHUI OTIEJIbHHX HEeOOCTAaTKOB
3.3.
BUIO MEIMUMHCKOTO MBIEJIMS B COOTBETCTBUM C HOMEHKJIATYPHOMU
KJaccubmukaumerm MeIULIVHCKUX U3IeJIUMN
3.4.

KJIaCC INOTEHUMAJILHOTO PMCKa MNPMMEHEeHMS MeIMLUMHCKOTO M3Nesnsd
B COOTBETCTBUM C HOMEHKJIATYPHOM KJaccuduxaumey MeIMULMHCKUX U3OeJIUM
4. KpaTkoe WM3JIOXKEeHME Ppe3yJIbTATOB MCIBTaHUM
5. BHEIBOZIH IO pes3yJibTaTaM MCILETaHUN
6. BEIBOOEI O COOTBETCTBMUM TPeOOBAHUAM TEeXHUUECKOM NOKYMEHTALMUM IPOM3BOINUTEJIS

7. OLueHKa Pe3yJIbTaTOB TEeXHUUECKUX MCILTaHUM

SAKJIIOUEHNE

HaVMeHOBaHMe MeIUMIMVMHCKOI'O M3OeJindg

COOTBETCTBYET (HE COOTBETCTBVYET) TpeOOBaHMAM HOPMaTMBHOM IOOKYMEHTAaLUM,
TeXHMYEeCKOM M (MJIM) SKCIUIyaTaluMOHHOM IOKyMeHTalLMM NPOM3BOOUTEN.

[TputoxeHmAa :
a) odbororpadtmueckme mzo0OpaxeHMs OOWETO BMIA MEOUIMHCKOTO MUIIOEJINUS;
©) yTBepxIeHHas IIpoIpaMMa TexXHUUYECKMX MCIHTaHUM MeIUIMHCKOI'O muameymud (cC



IIEpEeYHEM [NPOBEPOK, OLEHOK, KOTOPHE CJlefyeT MNPOBOIOUTL IIPY MCIHTAHMUAX) ;
B) IPOTOKOJIH TEeXHUUECKMX MCIBITAHMI MM OLIEHKM UM aHaJM3a IaHHHX.

[IPUIIOXEHUA SABJISITCA HEOTBEMJIEMOM uYaCTbiO AKTA.
[Monnmcu:

[lpencenaTesylib KOMUCCUU

IOJIXKHOCTE, ®.M.O.

UJjieHBE KOMUCCUU

OOJDKHOCTB, HaMMeHOBaHmMe opraHmszaumm, &.1.0.

Mpunoxexne N 2

k Mopsaky npoBeAeHUst OLLEHKM
COOTBETCTBUA B DOPME TEXHNYECKUX
NCMbITaHWIN, TOKCUKONOTMYECKNX
nccneaoBaHMn, KMMHUYECKNX
UCMbITaHWUIN, MEAULMHCKMX N3aenui
B LeNsiX rocygapCTBEHHOM
permctpaumm MeguuUnHCKNX n3genui

O6pasel

HaMMEeHOBAaHME MCIHTATEJLHOM opTaHuM3alumuu, ampec, TejeboH

YTBEPXIAI

(pykoBOIMUTEJNIE OpTaHM3aLuM,
®.1.0., mommnuch, IeyaThb)

AKT
OlLIeHKM Pes3yJlbTaTOB TEXHUUECKUX MCIBITaHUM MEeOMLUMHCKOIO MU3Oesus
IJ19 IMAaTrHOCTMKM in vitro

N or " " 20 T.

HalMMeHOBaHMe MeIUMIMVMHCKOI'O M3OeJindg

CocTarByieH
HaMMeHOBaHMe opraHM3aluy, NPOBOIAMlEN MCIBETaHUS,
C yKasaHMeM MecTa NPpOBeINeHMS MCIBTaHUM
[TomTHOMOUM A Ha npOBeneHme MCHMTaHMﬁ, aKerHMTauMH Ha TEeXHNUYECKYIO

KOMIIETEHTHOCTb M HEe3aBUCHMMOCTDL HOJIA IIPOBEIEHUA pa6OT I1O0 MCIIEITAHMAM.
ATTecTarT axKKpeIonTaumum VICIIEITaTeJIbHOM OopraHmszaumnm

N, maTa BBEIAuUM, O0OJIACTH
aKKpeIMTaLmnumn
meycreuresied o " " 20 .

1. B nepmom ¢ " " 20 r. no " " 20 T.

HaMMEHOBAaHME MCIHTATEJILHOW OpTaHM3aluu
IpoOBEeIEeHa OLeHKAa pes3yJIbTaTOB TEeXHUUYECKMUX MCIHBETAHMM B (QOopMe IpoBemeHus
VCHOBITAHUN U (MJIM) OLEeHKM ¥ aHalMs3a OaHHBIX

HeoOxoOouMmoe ykas3aThb




HaVMEHOBaHME MEIMLUMHCKOTO mM3mesms (C ykKa3aHMeM [IPMHAIJIEXHOCTEN,
HEOOXOOMMEIX INJIsI IPMMEHEHMS MEeOULMHCKOTO M3IOeJsMs 10 Ha3HAUYEeHMUDO)
IPOM3BOACTEA

HaVMMeHOBaHMe IpPpOoOM3BOOUTEJIA, CTPaHa IMIPpOM3BOIACTBAa
B COOTBETCTBUM C

HaMMeHOBaHMe U OOO3HAUEHME TEeXHUUECKOM IOKYyMeHTalMUU
Ha COOTeBEeTCTBUE TpeGOBaHVIHM

HauMeHOBaHMe UM OOO3HaUeHMe HOPMaTUBHOMU
U TeXHUUYECKOM IOoKyMeHTaluum (TexHuueCcKUM
persnameHnTam, I'OCT, T'OCT P, T'OCT P MCO, CanlluH,
My, MYK, npmkasaM U [IOCTaHOBJIEHUAM,
MeXIYHAPOIOHBIM NOKYMEHTaM (MMeolyM CTaTyC
CCHIJIOUHOT'O IOKYMEeHTa), Hay4dHHM IaHHEM M T.I.)
2. IOna mpoBeImeHUS TEeXHUUECKMUX MUCILHTAHUN NpelCTaBJIEHH :

IIepedeHb OJOKYMEHTOB, IaHHEX, OGpaBLI,OB MEeIMIIMHCKOTO M3Oeus (KOJIMYECTRBO)
3.

HaMMeHOBAHME MCIHTATEJIbHOM opraHmzaumum
IIpoBeneHa OlLIEHKa pe3yJibTaTOB TEeXHUUECKUX VICIIEIT @ HUM

HaMMEeHOBaHUe
MeIOMLUMHCKOTO M3Oeunsa
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTIPaMMOM

3.1.
OLleHKa MNpeACTaBJIEHHOM INOKYyMEHTalulu
3.2.
PeKoOMeHOauuy IO YyCTPaHEeHMUI OTIOEJIBHEIX HeIOCTaTKOB
3.3.
BUIO MEIULMHCKOTO M3IeJirMd B COOTBETCTBUM C HOMEHKJIATYPHOM
KJaccudmuraumey MeIMUMHCKUX M3Oeun
3.4.

KJIaCC INOTEHUMAJIbHOTO PMCKa NPMMEHEHMS MeIMLUMHCKOTO M3Nesnd

B COOTBETCTBUM C HOMEHKJIATYPHOM KJaccuduxaumey MeIULMHCKUX U3OeIUM

4. KpaTkoe M3BJIOXEHME pPe3yJIbTAaTOB MCIBETAaHUM
5. BEIBOZIH IO pes3yJibTaTaM MCILTaHUN
6. BEIBOIEI O COOTBETCTBMM TPeOOBaAHUAM TEeXHMUECKOM NOKYMEHTALMUM IPOM3BOINMUTEJIS

7. OueHKa pPes3yJIbTaTOBR TEeXHUUECKUX MCIETaHUMN

SAKJIOUEHNVE

HalMMeHOBaHMe MeIUMIVMHCKOI'O M3OeJindg

COOTBETCTBYET (HE COOTBETCTBYET) TpeOoBaHMAM HOPMaTUBHOM IJOKyMeHTAaLMM,
TeXHMYEeCKOM M (MJM) BSKCIUIyaTaluMOHHOM IOOKyMEeHTalUMM NPOM3BOOUTEJIS.

[TpMIIOXEeHUA :
a) odbororpadmueckme mMz30OpaxeHMUs OOWETO BMIA MEOULIMHCKOTO WU3IOEJINS;
©) yTBepxXIeHHas »IOporpaMMa TeXHMUYECKUX MUCHEITaHUM MeIMUMHCKOTO M3menmua (c

InepedHeM IIPpOBEPOK, OLEeHOK, KOTOPhe cjienyeT INPOBOIOUTL IIPU VICHBITaHVIHX),'
B) IIPOTOKOJIEL VICTIEITaHUM (l)yHKLLMOHa.HbeIX XapPaKTeEPUCTMK MEINMIMHCKOI'O M3IOEJIMA.

[IpnJIOXEeHMSA ABJISITCA HEOTBEMIIEMOM YacCTbhbi AKTA.
Nopnwucu:

[lpencenmaTesib KOMMCCUMA

IOJIXKHOCTL, ®.M.O.

UJjieHBE KOMUCCUU

IOOJDKHOCTBE, HaMMeHOBaHMe opraHmzaumm, O.1.0.



MpunoxexHne N 3

K MNopsaky NpoBeAeHUS OLEHKM
COOTBETCTBMS B hOPME TEXHNYECKMX
UCMbITaHWIN, TOKCUKONOMMYECKNX
nceneaoBaHum, KINMHNYECKUX
MCNbITaHUA, MEOAULIMHCKUX U3Oenumn
B LeNnsiX rocy4apCTBEHHON
perncTpaumm MeguLnHCKMX n3genun

O6pasey

HaMMeHOBAaHME MCIHTATEJLHOW opTaHuMz3aluuu, ampec, TejeboH

YTBEPXIAIO

(pyxoBOOMTEJIE OpT'aHM3aluM,
®.M.0., HOOOIMUCHL, IIedYaThb)

SAKJIOUEHNE
IO pe3yJbTaTaM TOKCMKOJOTMUECKMX MCCJIeHOBaHUM MeIMLMHCKOTO M3IOesMsa

N or " " 20 T.

HalMMEeHOBaHMe MEeIMUIMHCKOI'O M3OeJiA

CocTaryieH
HaVMMeHOBaHMeE MCHI:ITaTeJ'[bHOIZ OpI‘aHMBaLU/H/I,
C yKasaHUEeM MecTa [IPOBEIeHMS MUCILITaHUM
[TomTHOMOUMA Ha npOBeneHme I/ICHI:ITaHMﬁ, aKer,HI/ITaLU/IF[ Ha TEeXHNYEeCKYIO

KOMIIETEHTHOCTE M HE3aBUCHMMOCTBL nOJIAd INPOBEIOEHUA pa60T 10 MCIIBITaHMAM.
ATTecTarT aAKKpeonTaumum VCIIEITaTEeJIbHOM opraHmsaumum

N, maTa BbBIDAYM, OOJIACTH
aKKpeIUTalun
neycreuresied o " " 20 T.

1. B nepmom ¢ " " 20 r. o " " 20 T.

HaVMeHOBaHNVe OpraHM3aluuy, HpOBOHHMeﬁ MCCJjiIenOBaHMA
IIPOBEOEHE TOKCUMKOJIOITMUECKME MCCIJIenOBaHMA

HaMMEeHOBaHMe MeIMLMHCKOTO M3nesMsa (C ykKa3aHMeM IPpUMHAIJIeXHOCTEM,
HeOOXOOMMBIX IJIS NPMMEHEHMS MeIOUMLMHCKOI'O M3IOeJiMd 10 HasHaUYeHMIO)
IPOM3BOLACTBA

HaMeHOBaHMe IPOM3BOOUTEIJIA, CTPaHa IIPpOM3BOOCTBAa
B COOTBETCTBUMU C

HaVMMeHOBaHMe U OOO3HaUYeHME HOPMATUBHOM M TEeXHUYUECKOM
nokyMeHTauum (TexHumueckmuM perjameHtam, ['OCT, I'OCT P,
I'OCT P MCO, CaullmH, MYy, MYK, npmkasaM ¥ [IOCTAHOBJIEHMAM,
MEeXIYHAPOIOHEIM IOOKYMEHTaM (MMellMM CTaTyC CCBJIOYHOTO
IOKYMEHTAa), Hay4YHBIM JAaHHBIM U T.I.)
2. IOna npoBemeHUs TOKCUKOJIOTMUECKMX MCCJEIOBAHUM NPEeNCTaBJIEHEH :

IIepedeHb IOJOKYMEHTOB, IaHHEIX, o6pa3u03 MEeIMIMHCKOI'O M3nejind (KOHquCTBO)
3.

HaMMEeHOBAHME MCIIBITAaTEeJIbHOM opraHm3aumm
IIPOBEOEHE TOKCUMKOJIOITMUECKME MCCIJIEOOBaHMA

HalMeHOBaHMe MeIMIMVMHCKOI'O M3OeJind
B COOTBETCTBUM C yTBerﬂeHHOﬁ nporpaMMoﬁ




OLlEeHKa Hpe,HCTaBJ'[eHHOIZ OJOKYMEHTalM

3.2.
Haz’HAUEHMEe MEeIUIMHCKOTO MU3IEeNusd
3.3
BMI KOHTaAKTa C OPI'aHM3MOM UeJIoBekKa
3.4
KJIaCC INOTEeHUMAaJIbHOT'O PMUCKa I[IPMMEeHEeHUS MeIULIMHCKOTO MU3IeJIUS
B COOTBETCTBMUM C HOMEHKJIATYPHOM KJaccubuKauMeyrn MeIMULUMHCKUX WUIOeJINN
3.5
HaVMeHOBAaHME IPMMEeHSEMBIX MaTepMaJiOB MJIM PEeLelTypPHBIN COCTaB
3.6
crioco® CcTepuIM3aluy MeIUUMHCKUX W3IeJIUN
4. KpaTkoe WM3BJIOXKEHME Pe3yJIbTATOB MCIIETaHUM

()]

BelBOIEI O pesynbTaTaMm VCIIBEITaHUM
6. BHIBOIOEI O COOTBETCTBUMU TpeGOBaHMHM TEXHUUECKOM INOKYyMeHTaluu

7. OueHka Pre3ysprTaToB TOKCHUKOJIOITMYECKUX UCCJIenOBaHUM n pexkoMeHOgaumum O
BO3SMOXHOCTUM IPOBEeOEHMA KIIMHMYECKUX VICIIEIT @ HUM

SAKJIIOUEHNE

HaVMeHOBaHMe MeIIMUVMHCKOI'O M3IOeJIindg

COOTBETCTBYET (HE COOTBETCTBYET) TpebOoBaHUAM 0e30MNaCHOTO NPMMEHEHMS.

[IpunoxeHMe :
a) MNPOTOKOJIE TOKCMKOJIOTMYECKMX MCCJIeHOBaHUM MEeIULMHCKOTO M3IOeJMS;
B) YTBEPXIOEHHasa MNporpaMMa TOKCHMKOJOTMYECKMX MCCJIeNOBaHuM MeIMLMHCKOTO
n3nesamusd.

[IpnIIOXeHMA SABJIAINTCS HEOTBEMIIEMOM YAaCTbI 3aKJIOUEHUSd.
Nopnwucu:

[lpencenmaTesyib KOMMCCUMA

OOJIXHOCTL, ®.M.O.

UJjieHB KOMMUCCUU

IOOJIKHOCTB, HaMMeHOBaHmMe opraHmzaumu, &.1.0.

Mpunoxexne N 4

k Mopsagky npoBefeHUs OLeHKM
COOTBETCTBUA B POpPME TEXHUYECKMX
NCMbITaHUIA, TOKCUKONOMMYECKNX
ncenegoBaHun, KNMHNYECKNX
MCNbITaHUNA, MEAULMHCKUX U3OEennin
B Llensix rocyfapcTBeHHOM
perncTpaunm MeguuuHCKNX n3genun

Obpasel

HaVMeHOBaHMe MeOMLMHCKOM opraHusaummM, aipec, TejeboH

YTBEPXIAI

(pyxoBOOUTEJIL OpT'aHM3alNny,
®.1.0., momnuch, IeYaThb)



AKT
OLEHKM pPe3yJibTaTOB KIIMHUYECKUX VICIIBITaHMY MEeIMUMHCKOT'O M3OeJIUd

N or " " 20 T.

HalMeHOBaHMe MeIIMIMVMHCKOI'O M3Oejindg

CocTaByieH

HaMMeHOBaHME MeIUMIIMHCKOMU opraHMn3auuyM,

C YKazaHreM MecTa IIpoBeleHMA VICTIEITaHUM

[IolHOMOUMSA Ha NpoBeneHMe pPpadboT IO MUCIBITAHMAM.
JIntileH3mMsa Ha MeIMUMHCKYWH IesdTejibHocTh, oT " " 20 r. N
CPOKOM IeMCTBUSA

1. B nepmon c " " 200 . nmo " " 20 T.

HaMMEeHOBAaHMe OpTraHM3alMy, OPOBOIOAILEN MCIETAHUSI
IpOoBeIeHa OlleHKa pe3yJibTaTOB KJIMHMYUECKMX MCIHIBITaHMM B (QOopMe NpOBeOeHUA
MCIBITAHUM C ydacTHeM deJioBeKa M (MJM) OLEeHKM M aHajiM3a KIMHMUECKMX IJaHHBIX

HeobxoamMoe yYKasaTb

HalVMMeHOBaHMe MeIUMIIVMHCKOI'O M3OeJindg (C YKasaHmueM HpMHaHHeXHOCTeﬁ,
HEeOOXOOMMBIX IJIS IIPMMEHEHMA MEeOUMIIVMHCKOI'O M3neJind I10 HaBHaquMD)
IIPpOoM3BOIOCTBA

HaVMeHOBaHMeE INpOoM3BOIOMUTEJIA, CTpaHa IIPOM3BOIOCTBA
B COOTBETCTBUM C

HauMMeHOBaHMe M O00OO0O3HAUEHMEe TexXHUUeCKOM
Y BKCIJIyaTalUMOHHOM INOKYMEHTAalMMU
2. g NpoBeIeHUS KIMHUUECKMX MUCILITaAHUNM IpelCTaBJIEHEH:

IepedyeHb INOKYMEHTOBR, IaHHEIX, 00paslOoB MeIMLUMHCKOIO M3IOesusd (KOJIMUeCTBO)
3.

HaVMMeHOBaHME MeIUIIVMHCKOMN OpraHM3alumnm
IIpoBeleHa OlLeHKa pe3yJibTaTOB KIIMHUYECKUX VICIIEIT @ HUM

HaVMeHOBaHMe
MEeIMLUMHCKOTO M3OeNmnsa
B COOTBETCTBUM C YyTBEPXIEHHOM NPOTIPaMMOM

3.1.

KpaTkasag xXapaKTepMCTMKa MeOMUMHCKOTO M3OesiMsd, Ha3HadeHUue,

YCTAHOBJIEHHOE IMIPOU3BOOUTEJIEM

3.2.

BMI MEIMUMHCKOT'O M3OeJIMS B COOTBETCTBUM C HOMEHKJIATYPHOM

kKJaccubmkaumem MeIULIVMHCKUX U3IeJINN

3.3.

KJIaCC INOTEHLMAJIbHOTO PpMCKa NPMMEHEHMS MEeIMLUMHCKOIO M3Oesnd

B COOTBETCTBUM C HOMEHKJIATYPHOM KJaccubduKaumeyrd MeIULMHCKUX UIOeJIUN
3.4.
OlleHKa IpelCTaBJIEHHOM IOKYMEeHTAalUN
3.5.
XapaKTepuCcTHKa [IaluMeHTOB (KOJIMYeCTBO, I[I0JI, BO3pacT, IOMarHO3),
nx MHOOPMMPOBAHHOE COTIJlacue
3.6.
Pe3yJIbTaTH [IPOBEIEHHBX KJIMHUUECKUX MCIBTAHUN MEIULMHCKOTO M3IeJIUSI
C yKasaHUEeM KOJIMUeCTBa IIPOBEeIeHHHIX O0CJIeIOBaHMM, Ollepalul,
npouenyp, aHaJiU30B
3.7.
CBEIOEeHMSA O B3aMMOB3aMEeHSIEeMbIX MEIOMLUMHCKUX M3OenmMax (IpyM HaJIMuMM)

3.8.

HapaGOTKa MEeIMLIMHCKOI'O M3OeJiMd B 4YacCaX B TEeYeHMEe KIIMHUYECKUX



VCIBITaHUM, KOJMUECTBO M3MEPEHMM, LMKIIOB CTepuIM3aluuy (IpM HaJIUduM)

3.9.
bYHKLUMOHAJIbBHEIE KAaueCTBa MEIMIIMHCKOTO M3nmesnd, >OOeKTUBHOCTL
ero MpPUMEHEeHMs, MOKa3aHUS M MNPOTUBONOKABAHUS K €TO0 MNPVMEHEHUO
3.10.
BO3MOXHOCTHM MEIMLUMHCKOTO M3OEeNMs, Kacaoluecs TOUHOCTHU MBMEepeHUH,
OOCTOBEPHOCTM, BOCHIPOMU3BOIMMOCTM, HAOEXHOCTU
3.11.
SKCIIJIyaTalMOHHEE KaueCTBa MEeOUMIMHCKOTO M3OEeNVs, BO3MOXHOCTU
YyIOpaBJieHUs U ymooOCTBO oOpalleHus C HMM, TeXHMUEeCKas BCTeTuka
MEIMLMHCKOTO M3Oenus, ero obopmieHMe, YCTOMUMBOCTD
K mesuHbekumyu, CTepunnsaluun
3.12.

nHbopMaumsa 06 OOHAPYXEHHBIX B IPOLEeCcCe KIMHUUECKUX MCILTaHUM
HemoCTaTKax KOHCTPYKLMM M KadeCcTBa MEOMUMHCKOTO mu3nenaus (opu
HaJIM4uumM), OCOOEHHOCTM PabOoTE C HMM B IIpOlLleCCe 3KCIUlyaTaluu

4. KpaTkoe WM3JIOKEHME pPe3yJIbTAaTOB MCIETaHUN

5. BeEIBOOH O pes3yJbTaTaM MCIBTAHUN

6. OLeHKa Pe3yJNbTAaTOB KJIMHUUECKMUX MUCILITaAHUN

SAKJIIOUEHNE

HaVMeHOBaHMe MeIIMUVMHCKOI'O M3IOeJIindg

COOTBETCTBYET (HE COOTBETCTBVYET) TpeOOBaHMAM HOPMAaTUBHOM HOOKYMEHTAaLUM,
TEeXHUUECKOM M (MJIM) DKCIUIyaTalMOHHOM IOOKYMEHTalUMUM NPOU3BOIOMUTEJIIS.

[TpUIIOXEHMA &
a) BakJodYeHMe CcoBeTa IO BTuKe B Cchepe oOpalleHMsa MeIMUMHCKMX M3OeJun
MuHMCTEepCTBa 3IpabBooxpaHeHus Poccumckonm denmepaumm (B Clydae NPOBEIEeHUS

MCIBITAHUM C ydacTHUeM ueJioBeKa) ;

©) yTBepXIeHHaAs OpoTrpaMMa KJIMHUUECKUX MCIBITaHMM MeOULUMHCKOITO M3NeJMd;

B) IIPOTOKOJIBl KJIMHMUECKUX MCIETaHMM MM pes3yJibTaThl OLEHKM M aHajM3a NaHHHXK,
BKJIOUAsa TIpaduxuy, CHUMKM, BBIIMCKM M3 UCTOpuM OO0Je3HH, TaOyJIMPOBAaHHEIM,
cTaTucTudecky oOpaOOTaHHBI MaTepMall;

T) NOonpoOHBIE ITaHHBEIE I[I0 MCIOJb30BAHMUID MEeIMULUMHCKUX U3OEJUM B MeIMLMHCKOM
IPaKTUKe, HOaHHHE OTHAJIEHHBEIX Pes3yJIbTaTOB HaOJOOeHMS (NIpM HaJIMduM) ;

) BKCIJlyaTalMOHHasS JOOKyMeHTaluMsd Ha MeIMUMHCKOe u3nesare (MHCTPYKLUMS IO
MEIMULUMHCKOMY IIPUMEHEHMIO) IpM KIMHMYUECKUX MCIHBITaHUM Gu3noTepaleBTUUECKUX
annapaToB, PeEareHTOB (HaBopoB) IJsa IOMATHOCTHMKM (in vitro), MeOMUMHCKMUX
n3neamy, NpenHaz3HAUYeHHHX OJI9 NPOOMIIaKTUKM, OUATHOCTUKM, JiedeHUsa 33abojieBaHUM
B IOOMAallHUX YCJIOBUSX.

[IpnJioXeHMsa SABJILITCS HEOTBheMJIEMOM YacTbhbi AKTa.
I[ognucwu:

[lpencenaTesyib KOMUCCUMU

IOOJIXHOCTL, ©.M.O.

UJIeHBEI KOMMCCUU

IOOJDKHOCTBE, HaMMeHOBaHmMe opraHmzaumm, O.1.0.

MpunoxexHne N 5

k Mopsiaky npoBeAeHnst OLLeHKM
COOTBETCTBUSA B DOPME TEXHNYECKUX
UCMbITAHWUIN, TOKCUKONOMMYECKNX
nccrnefoBaHUN, KIMHNUYECKNX
ucnblTaHWN, MEOULMHCKUX U3Aenun



B Lenisx rocyaapCcTBEHHON
perncTpaumm MeauuuHCKNX n3genun

O6pasel

HaVMeHOBaHMEe MeIOMLMHCKOM opTraHu3aumMmM, aipec, TejeboH

YTBEPXIAIO

(pyxoBOOMTEJIL OpTaHM3alNnM,
®.1.0., momnuch, IeYaThb)

AKT
OLIEHKU PEe3yJIbTATOB KIVMHUUECKMX MCIBTAHUN MEIUUMHCKOTO M3Iesns
oJig IMaTHOCTUMKM in vitro

HaVMMeHOBaHMe MeIMUVMHCKOI'O M3IOeJind

CocTaBjieH

HaVMMeHOBaHME MeIMIIMHCKOMN opraHmnzauuny,

C YKas3aHMeM MecCTa IIpOoBedeHWMA VICIIBIT aHUM

[TotHOMOUMS Ha NpoBeIeHre paboT IO MCHIBITAHUSAM.
JIMLeH3rsa Ha MEeIVMUMHCKYK IOeATeJIbHOCTh oT " " 20 r. N
CPOKOM IeMCTBUA

1. B nmepmon c " " 200 . mo " " 20 T.

HaMMEeHOBAaHMe OpTraHM3aluMy, NOPOBOIOAMNEN MCIETAHUSI
OblJIa NpOBeIdeHa OlleHKa pPe3yJIbTAaTOB KJIMHUUECKUX MCIBETAaHUN

HayMeHOBaHME
MEeIVLMHCKOTO
usngenmns
IPOM3BOICTEA

HaMMeHOBaHMeE IPOM3BOOUTEIJIA, CTPaHa IIPpOoM3BOACTBAa
B COOTBETCTBUM C

HauMeHOBaHMe M OOO3HaAUEeHMUEe TexXHUUeCKOM
n SKCHHYaTauMOHHOﬁ OJOKYMEHTal N
2. s IIPOBEOEHMA KIIMHUUECKUX VICTIBITaHMM ObLIIN NIPpedbABJICHEL:

IIepedeHb IOJOKYMEHTOB, IaHHEIX, o6pa3u03 MEeIMIMHCKOI'O M3nejind (KOHquCTBO)
3.

HalVMEeHOBaHMe OpraHM3alnumn
IIPOBEJI OLEHKY Pe3yJIbTaTOB KIIMHUYECKUX VICTIEITaHUM

HalVMeHOBaHMe MeIUMIMVMHCKOI'O

usneamnsa
B COOTBETCTBUM C YyTBEPXIEHHOM NIPOI'PaMMOM
3.1.
KpaTKasg XapaKTEepUCTUKa MEeIUIMHCKOTO M3IOeJMs, Ha3HaueHUue,
YCTAHOBJIEHHOE TIPOU3BOANTEJIEM
3.2.
BMO MEIUUMHCKOI'O M3IeJIMd B COOTBETCTBMM C HOMEHKJIIATYPHOM
KJaccupmurKaumer MeIULIVHCKUX U3IeJIUN
3.3.
KJIACC MNOTEHUMAaJIbLHOTO PUCKA MNPUMMEHEHUS MEeIMULIMHCKOTO U3IOEJIMUS
B COOTBETCTBUM C HOMEHKJIATYPHOM KJaccudurKaumey MeOULMVHCKUX U3OeJIUN
3.4.

OLlEeHKa HpeHCTaBHeHHOﬁ OJOKYMEHTalMM




XapaKTepuCcTuKa MaTepuasa

3.6.
PEe3YJNILTATE [IPOBEINEHHHX KIJIIMHUUECKUX MCIBITAHUM MEeOUUMHCKOTO U3NeJUs
C YyKasaHMEM KOJIMUEeCTBa IIPOBEIESHHBIX JIabOpaTOPHBEIX MCCIEeNOBaHUMN
3.7.
CpaBHeHMEe O (QYHKIMOHAJILHBEIX XapaKTepUCTUKaAxX MeOULMHCKUX WU3NeJNnM,
IPMMEHABUMXCA B PedepeHTHOM MeTOIMKe (IIPpM HaJIMuum)
3.8.
OYyHKLUMOHAJIbHEIE KaueCTBa MEIMUMHCKOTO mu3mesnsa, >0OeKTMBHOCTHb
€er0 NPMMEHEeHMs, [OKa3aHMsa M NPOTMBOIOKABAHUA K €TI0 IPMMEHEHMIO
3.9.
BO3MOXHOCTM MENMUIUMHCKOI'O M3IOeJMd, KacawolMecsd TOUHOCTM M3MEPeHUN,
IOOCTOBEPHOCTHM, BOCIPOM3BOIOMMOCTM, HAIEXHOCTU
3.10.
BKCIJIyaTalMOHHBEE KadeCTBa MEIOMUMHCKOTO M3OeNMs, BO3MOXHOCTU
YIOPaBJIEHMA U yHOOCTBO OOpalleHMsa C HMM, TEeXHMUeCKasa SCTeTHKa
MEeOMUIMHCKOTO uU3Inenusa, ero odopMmiieHMe, CTaAOMIIBHOCTL M3IOEIUSA
IpM BKCIUIyaTaluuy B YCJOBMAX NPaKTUYECKOM JabopaTopun
3.11.

nupopMaluusa o060 OOHaAPYXEHHHX B MNpOollecCe KIMHUYECKMUX MCIBEITaHUM
HeOoCTaTKax KOHCTPYKLUM M KadeCTBa MEOMLUMHCKOTO MU3Oesmus
(mpy HamMumMmM), OCODOEHHOCTM PaboOTH C HMM B IpOLEeCCe 3KCIJyaTaluun
4. KpaTkoe WM3JIOKEHME pPe3yJIbTAaTOB MCIETaHUN
5. BeIBOOE IO pPe3yJbTaTaM MCHOHTAHUM
6. OLueHKa pPe3yJbTAaTOB KIMHMYUECKMX MCIBITaHUN

SAKJIIOUEHNE

HaVMMeHOBaHMe MeIMUVMHCKOI'O M3InOeJind

COOTBETCTBYET (HE COOTBETCTBYET) TpeOOBaHMAM HOPMATUBHOM, TEXHUYECKOM U
(M) DKCINIyaTaluMOHHOM IOKYMEHTAalLUM.

[IpUIIOXEeHNA
a) yYTBepXIOeHHas IOporpaMMa KJIMHUYECKMX MCIBITaHUM MeOUUMHCKOITO M3Oesus IJid
IMATHOCTUKM 1in vitro;
©) TOPOTOKOJIE KJIMHUUECKMX MCIBITAHUM WM Pe3yJIbTAaTH OLEHKM M aHajlin3a IJaHHBIX,
BKJIOUASA TIpaduxy, CHUMKM, BBIMCKM M3 UCTOpUM OoJie3HM, TalyJIMpOBAaHHLIM,

cTaTuCcTHUUecky oOpaboTaHHBIN MaTepMall;

B) NOIPOOHHE IaHHHE 10 MCIIOJIE30BAHUID MEIUIMHCKUX MIOEJUM OJiS IOMarHOCTUKM 1in
vitro B MeIMUMHCKOM NPaKTUKE, IJaHHBE OTIAJIEHHHX Pe3yJIbTaTOB HaONOIeHUS (Ipu
Haauumm) ;

I') BSKCIJyaTalMOHHAS IOOKyMeHTauusd (MHCTPYKLUMSA IO MeIMLUMHCKOMY I[IPUMEHEHMIO) Ha
MEeIUIMHCKOE M3IeJMe IOJjid OMATHOCTUMKM in vitro.

[IpnIIOXEeHMSA ABJISITCSA HEOTBEMIIEMOM YacCTbhbi AKTa.
Nopnwucu:

[lpencenmaTesib KOMMUCCUMA

IOJIXKHOCTL, ®.M.O.

UJjIeHBE KOMUCCUU

OOJIKHOCTB, HaMMeHOBaHmMe opraHmsaumm, &.1.0.



