PeweHue CoBeTta EBpa3urickon akoHoMuyeckom kommccum ot 12 cpeBpans 2016 ropa Ne 27
06 yTBepxaeHun O6WKMxX TpeboBaHU 6e3onacHOCTU U 3¢hpheKTUBHOCTU MeAULIMHCKUX U3aenun,
Tpe6oBaHUI K X MapKMPOBKE U 3KCNyaTauMOHHOMN [OKYMEHTaLMU Ha HUX
(r. MockBa)

B cootBeTcTBMM € nyHKkTOM 2 cTaTtbu 31 [loroBopa o EBpasuiickom akoHOMMYeckoMm corose ot 29 masa 2014 roaa,
NYyHKTOM 2 cTaTtbu 3, NYHKTOM 4 cTatbu 4 v NyHKToMm 4 ctatbn 7 CornaweHus O eauHbIX NpuHUMnax v npasunax
obpalleHns MeguUUHCKMX u3genuii (M34enuin MeAMUMHCKOrO HasHayeHuss U MeOULUMHCKOW TEXHUKM) B pamkax
EBpasuiickoro akoHomuyeckoro cotoda ot 23 gekabpsa 2014 roga, nyHkramu 104, 108 n 109 npunoxeHus Ne 1 k
Pernamenty paboTtbl EBpa3uiickoi 3KOHOMUYECKOW KOMUCCUM, yTBEPXAeHHOMY PelueHvem Bbiclwero EBpasuiickoro
3KoHOoMM4Yeckoro coBeTa oT 23 gekabpst 2014 r. Ne 98, n Pelwennem Bbicwero EBpasmMnckoro 3KOHOMUYECKOrO
coseTa oT 23 gekabpsi 2014 r. Ne 109 «O peanusaummn CornaweHus o0 eauHbIX NpUHUMNaxX 1 npaeBuniax obpalleHus
MEOMUMHCKMX M3Jenun (M3genvin MeQULMHCKOTO HasHayeHusk U MeAMUMHCKOW TeXHWKWM) B pamkax EBpaswuiickoro
3KOHOMUYeckoro cotoda» CoseT EBpa3niickon 3KOHOMUYECKOW KOMUCCUU peLLmnn:

1. Y1BepauTb npunaraemblie Obuwme TpeboBaHus 6e3onacHOCT U 3PDEKTUBHOCTU MEAULIMHCKUX U3AENUN,
TpeboBaHUSA K UX MapKMPOBKE W IKCMMyaTaLMOHHON JOKYMEHTALUN Ha HUX.

2. Hactosiwee PelueHne BcTynaet B cuny no uctedeHun 10 kaneHAapHbIX AHEN C Aatbl BCTYNMEHUS B CUny
MpoTtokona, nognucaHHoro 2 paekabps 2015 roga, o npucoeamHeHun Pecnybnvkn Apmenust k CornaiwleHumio o
€OUVHbIX MpUHUMNax W npaBunax ob6palleHus MeOUUMHCKUX W3Aenuin (M3Aenuii MeOULUMHCKOrO Ha3HayeHus U
MeOMLIMHCKON TEXHWKN) B pamkax EBpasuniickoro akoHoMmn4eckoro coto3a oT 23 aekabps 2014 roga, HO He paHee Yem
no ncreyveHun 10 kaneHgapHbIX AHEN ¢ AaTbl ounLManbHOro onyonmnkoBaHua HacTosiwero Peluerus.

YneHbl CoBeTa EBpa3sMmnckomn 3IKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nukn Ot Pecny6nukn Ot Pecny6nukn OT Kblprbizckom OT Poccuitckon
ApmeHus Benapycb KasaxcTaH Pecny6nuku denepauuun

B. MabpuensH B. MaTiowwieBCcKkum B. CaruHTaeB O. NaHkpaToB U. lWysanos



YTBEP>XXEHbI

Pewennem CoBeTta

EBpasnimnckon 3KOHOMUYECKON KOMUCCUMU
oT 12 cpeBpana 2016 r. Ne 27

OBLUWE TPEBOBAHUA
6e3onacHocTU U 3P PEKTUBHOCTU MEAULIMHCKUX U3AEeNnin, Tpe6oBaHUA K X MapKUPOBKe U
aKcnnyaTauMoHHON AOKYMEHTaLMU Ha HUX

|. O6LKre nonoxeHus

1. Hactosawme O6wmne TpeboBaHus pas3paboTaHbl B COOTBETCTBUM C MyHKTOM 2 ctatbu 31 [oroBopa o
EBpa3suiickoMm akoHoMmyeckoM cotode oT 29 mas 2014 roga, nyHKTOM 2 cTaTbu 3, NYHKTOM 4 cTaTbu 4 U NyHKTOM 4
cratbu 7 CornaweHns o eauWHbIX NpuHUMNax u npasBunax obpalleHus MeauUMHCKUX u3genui  (M3genun
MELMLMHCKOrO HasHayeHuss U MeAULUMHCKOW TeXHWKM) B pamMkax EBpasvickoro sKOHOMWMYECKOro cotosa ot 23
aekabpa 2014 roga n yctaHaenmBarT obme TpeboBaHusa 6e3onacHOCTU 1 3pPEKTUBHOCTU MEONLNHCKUX U3Oenun,
a Takke TpeboBaHNst K MapKMPOBKE 1 3KCMIyaTalMOHHOW AOKYMEHTALMN HA MEONLIMHCKME U3OENNS, BbiMyCKaeMble B
o6paLleHue B pamkax EBpasumickoro akoHoMu4eckoro cotosa (ganee - Cotos).

2. inga uenen HacToswmx O6LWMX TpebGoBaHW NCMONB3YIOTCA MOHATUS, KOTOPbIE 03HAYalOT cneaylLlee:

«aKTVMBHble MeOMUMHCKME WU3Oenus» - MeOUUMHCKME U3Oenus, NMpUMeHsieMble OTAENbHO WM B COYETaHUU C
APYTMMN MEOULUHCKMU U3Oenuamun, Ans AeNCTBUSE KOTOPbIX He0b6XoaUMO MCMONb30BaHUE SHEPrUn, OTINYHOW OT
NpOV3BOANMON YEMNOBEKOM, UMW CUIbI TSXKECTU.

MeauvumHckne nsgenus, npegHasHadeHHble Ana nepeaayn 3Heprum Unv BELECTB OT aKTMBHOMO MeAMLMHCKOTO
n3genuns K nonb3oBarento 6e3 Nx CyLeCTBEHHOro M3MEHEHUS, He SIBNAOTCA aKTUBHbIMU MEAULMHCKUMN U3AENUSMU.
CamocTosiTenbHOe nNporpaMmmHoe obecrneyeHne paccmMmaTpmuBaeTCs kKak akTMBHOE MEAMLMHCKOE U3AENue;

«6e30nacHOCTb MEAWLIMHCKOrO M3OEeNnus» - OTCYTCTBME HEeAOMyCTUMOro pUCKa, CBSI3aHHOMO C MPUYMHEHMEM
Bpea XXW3HM, 310POBbH0 YENOBEKA, a TaKKe OKpYXKaloLLEen cpeae;

KUHCTPYKUMS MO  MPUMEHEHWIO» - 3KCMnyaTauuoHHas [OKyMeHTauusi, copepxallas wuHdopmauuio,
npefocTaBnsemMylo NponsBoAMTENeM MNoMb30BaTento OTHOCUTENbHO Has3HavyeHus, Hagnexawero m 6es3onacHoro
MCNONb30BaHUA MEAMLMHCKOrO W3Aenusi, KoTopasi MOXeT BkrovaTb B cebsa B TOM uucrne pykoBOACTBO MO
aKcnnyatauun, MeToauky MeOMUUHCKOro MpUMEHEeHMs, nacrnopT, opMynsap, WHCTPYKUMU MO MOHTaXy, Hanagake,
TEXHUYECKOMY OOCMNYXMBAHWIO, PEMOHTY, TPAHCMOPTUPOBKE, XPaHEHUIO, YTUNN3aL MM MEAMLUNHCKOTO u3genus;

«MegMLMHCKME u3denus Ans AMarHoOCTMKM in vitro» - niobble  MHCTPYMEHTbI, annapatbl, npubopsl,
obopyanoBaHue, MaTepuansl, peareHTbl, KanubpaTopbl, KOHTPOIbHbIE MaTepuansl U NpoYne U3nenus, NPUMeHsIEMbIE
B MEOMUMHCKUX LEensx OTAeNbHO UNM B couveTaHuM Mexay cobol, a Takke BMecTe C MpUHAANEeXHOCTAMMU,
Heo6XOAMMbIMW ONA MPUMEHEHUS YKasaHHbIX M3OeNuWiA Mo HasHa4yeHuio (BKMYas cneuumanbHoe NporpaMMHoe
obecneveHne), U nNpefHasHa4YeHHble NpoM3BOAMUTENEM AN NPUMMEHEHUs Mpu uccrnenoBaHusx in vitro obpasuos
Ovonornyecknx martepuanoB 4enoBeka ANis MNOnyyYeHuss UHEGOPMaUUM OTHOCUTENbHO (PU3NONOrMYECKOro Umu
NaToNorM4eckoro COCTOSIHWS, BPOXAEHHOW MaTonornv, NpeapacrnofiokeHHOCTU K onpeaeneHHOMY KITMHUYECKOMY
COCTOSIHUIO UM GONe3Hn, COBMECTUMOCTM TKaHEN C NOTeHUManbHbIM PEeuMnMEHTOM, NPOrHO3NPOBaHUSA peakumin Ha
TepaneBTUYeCKUe BO3OENCTBYSA, BbIOOpa TepaneBTUYECKMX CPEACTB U (M) KOHTPONS NeYeHns:;

«HebnaronpusiTHoe cobbiTve (MHUMAEHT)» - niobas HencnpaBHOCTb U (UMW) YXYALIEHUE XapaKTEPUCTUK, UNn
HapylleHne (YHKUMOHMPOBAHUSA  MEOMUMHCKOrO W3Oenusi, WM  HeAOCTaTOMHOCTb NMB0  HEeKOPPEKTHOCTb
COMNPOBOAUTENBLHON WHMOPMaLUuM (OOKYMEHTaLMM) Ha MeguuMHCcKoe u3genue, wnum noboyHoe [encTBue, He
yKa3aHHOE B MHCTPYKUWUW MO NPUMEHEHMIO, KOTOpbIE MPSIMO UMM KOCBEHHO NPWBENW UMW MOMMX NPUBECTU K CMEpTH
UM CEepbe3HOMY YXYALIEHUIO COCTOSIHUS 300pOBbsi MOMb3oBaTenen unm TpeTbux nuy (MpyM 9TOM MNOA4 CEPbE3HbIM
YXYALEHWEM COCTOSIHUSI 340POBbSA MOHUMAKOTCHA OMacHOe ANSA Xu3Hu 3aboneBaHne, CTOMKOE MopaxeHune yHKLMK
opraHMsMa wnuM HeobpaTumoe noBpeXAeHNe CTPOeHWs Terna, COCTosHWe, Tpebylwee MeOuUMHCKOro unm
XUPYPruyeckoro BMELUATeNnbCTBa C LeNbio NpeaoTBpaLLeHnss OnacHoro Ans Xu3Hu 3aboneBaHusi, UnNn CTOMKOro
nopaxeHust yHKUMM OpraHuama, WM HeobpaTUMOro NOBpEXOEHUs CTPOEHWs Tena, cocTosiHue, Tpebytollee
rocnuMTanm3auun Unu 3Ha4YUTENbHOro yBENNMYEHUS Cpoka NpebbiBaHMs B CTaUMOHape YXe rocnvtann3upoBaHHOro
naumeHTa, yHKUMOHaNbHOEe HapyLleHWe y Nnoaa, ero rubens, BpOXAeHHas aHOManus unu pogosasi Tpasma);

«HexenaTtenbHoe cobbiTMe» - mnboe HexenatenbHoe MeAMUMHCKOE CcOoObITMe, HEeMnporHo3npyemoe
3aboneBaHne nMbO NOBpeXOEHWEe WM HexXenaTenbHble KIMHWYECKMe MNpusHaku (Bkrovas nabopaTtopHbie
nokasaTtenu, OTNINYHbIE OT HOPMbI) Y NOMb30BaTENEN U TPETbUX UL, CBA3AHHbLIX C NPUMEHEHUEM MEOULMHCKOrO
n3genusi;

«Monb3oBaTenby» - NauMeHT, MeAULMHCKANA CneuuanucT nnm nioboe apyroe uanyeckoe nuuo, NpuMeHsiiowmue
MeOMLMHCKOE n3aenve no HasHavyeHuo, onpeaeneHHoMy Npou3BoaUTENEM;

«3(PHEKTUBHOCTL MEOMLIMHCKOTO M3Jenusi» - CnocoOHOCTb  MEeOWMUMHCKOrO M3Jenusi COOTBETCTBOBATb
HasHayeHuto, onpeaeneHHoOMy NPOU3BOAUTENEM.

Il. O6wme Tpe6oBaHUA GezonacHocTn u achcekTMBHOCTH,
NpMMeHUMbIe KO BCeM MeAULIMHCKUM U3fenuam

3. MeanunHckne unsgenus MNPOEKTUPYTCA N NU3roTOBNAKOTCA TakKnM o6pa30M, 4YTOOBI npn ncnonb3oBaHun B
yCnoBuAX U B LEeNAX, COOTBETCTBYHLWNX UX HA3HAYEeHUIO, onpeaeneHHoMy npounssoanTenem, n npum HeobxoanmocTn
C Yy4€TOM TEXHUYECKUX 3HaHWI, OnbITa, O6paSOBaHMﬂ Wnn cneumanbHoM NoAroTOBKKU, KIMUMHUYECKOro U hn3n4eckoro
COCTOSIHUS MONb30BaTENS OHWM [EWCTBOBANM COMMACHO Ha3Ha4YeHuio, onpeaeneHHoOMy npoussogutTenem, u ObInn



Ge3onacHbl NS Nonb3oBaTens 1 TpeTbUX NULL NPU YCNOBWU, YTO PUCK, CBSAA3AHHLIA C X NPUMEHEHUEM, SIBMSETCS
npvemnemMbIM Mpu CONOCTaBNEHNM C NOMb30W ANS NoNb3oBaTens.

He ponyckaetcs orpaHuyeHve B3auMMO3aMEHSIEMOCTU MEOMUMHCKMX M3OenMin nyTeM UCMONb30BaHWsA
cneumanbHbIX TEXHUYECKMX UMW NMPOrpaMMHbIX CPeacTB Unu ApyruMu cnocobamu.

4. PelueHus, NpUHATbIE NPOU3BOAMTENEM NPU MPOEKTUPOBAHUU U WU3rOTOBMEHUWA MEOULMHCKOIO W3Aenvs,
AOMMKHbI COOTBETCTBOBATL NMpuHUMNamM 6e3onacHoOCT C y4eToM OBLLEenpU3HaHHOIO YPOBHS pasBuTUSA 3HaHWR. MMpu
HeobXoAMMOCTM NPON3BOANTENb YNPaBNAET pUckaMu TakuMm 06pa3om, YTOObl OCTATOYHbIN PUCK, CBA3AHHbIV C Nobomn
ONacHOCTbIO, ABAANCS npuemnembiM. [lpon3BoauTens PyKOBOACTBYETCS CNeAylolMMy MpuUHUMNaMuM B nopsiake
NPUOPUTETHOCTHU:

BbISIBNIEHWE M3BECTHON UMW NPeaBUAMMOW OMacHOCTU U OLIEHKA CBS3aHHbIX C HEKD PUCKOB, BO3HMKAKOLLMX Mpu
MCMONb30BaHNM MEAWLIMHCKOTO U3AENUS NO Ha3HAYeHWIO0 1 NPU Npeacka3yeMoM HENpaBUbHOM UCMONb30BaHWY;

yCTpaHEHNe PWCKOB MyTEM MPUHATUS COOTBETCTBYHOLUMX TEXHUYECKMX M TEXHONOrMYECKUX PEeLUEeHUn Mpu
NPOEKTUPOBaHNM U N3rOTOBIEHUN MEANLMHCKOrO U3Enus;

CHWKEHMNE OCTAaTOUYHbIX PUCKOB NyTEM NPUHATUSA adeKBaTHbIX 3alUTHbLIX Mep, BKIHOYas CUrHarnbl TPeBOry;

NHOPMMPOBaHUE nonb3oBaTtenen 060 BCeX OCTaTOYHbIX PUCKaX.

5. MeguumHckMe n3genusa NPOoeKTUPYIOTCSA, M3roTaBnMBalOTCA M YNaKOBLIBAOTCA TaknuM 06pasom, 4Tobbl nx
SKCMNNyaTauMOHHbIE XapaKTePUCTUKM U IPDEKTUBHOCTb HE Hapyllanucb MNpuv TPaHCMOPTMPOBKE M B npouecce
XpaHEHNsi B COOTBETCTBUM C UHCTPYKLMEN NO NPUMEHEHNIO.

6. MepuumHckMe nsgennust JOMmKkHbl G6biTb 3(EKTUBHBIMK Tak, Kak 3TO NPeLyCMOTPEHO NPOM3BOAUTENEM, U
OOMKHbI BbITb CMPOEKTMPOBaHbI 1 U3rOTOBIEHbI TaknM 06pa3om, YTOObI B HOPMaIbHbIX YCIIOBUAX AKCMIyaTauuy OHM
COOTBETCTBOBANM LENsM MPUMEHEHUSA MO HA3HAYEHWIO, ONpeaeneHHOMyY NPon3BoaUTENEM.

7. JKcnnyaTauMoHHbIE XapaKTepUCTUkM 1 3hPEeKTUBHOCTb MEANLIMHCKOrO U3AENUSA He AOIMKHbI U3MEHATHCS A0
TakoM cTeneHun, YTobbl CTaBUTb MOA Yrpo3y XW3Hb W 300POBbE NOMb3OBaTENEenW U TPETbMX NUL B TEYEHUEe Cpoka
SKCnnyatauuu, OnpefeneHHoro npoussoguTenemM, Mpu YCrnoBuW, 4TO MeAWLUMHCKOEe Wu3fenue noasepraeTcs
BO34ENCTBMAM, KOTOPbIE MOTYT BO3HMKATb B HOpPMaribHbIX YCIOBUAX JKCNnyatauun, n TexHuyeckoe obcnyxueaHue
NpPOBOAUTCS B COOTBETCTBUM C MHCTPYKUMEN MO NPUMEHEHMIO.

8. Bce n3BecTHble 1 MpeanonaraeMble pyUCKU, BO3HMKAIOLWME MPU UCNOMb30BaHUM MEAMLMHCKOrO U3aenuvs, v
nobble HexxenaTtenbHble 3MEKTHI OT TAKOTO UCMNOSb30BaHUSI CBOAATCH K MMHUMYMY U AOMKHbI ObITb NpYemMnemMbiMu
npu COMOCTaBMIEHUN C MONb30M ANs Monb3oBaTenen, nofy4yaemMon OT NpesyCMOTPEHHOro MNpou3BoAUTENEM
OENCTBUSA MEANLIMHCKOrO M3Oennsi Npy HoOpMarbHbIX YCIOBUSIX SKCNyaTaummn.

9. [ina kagoro MeAMLMHCKOro usgenusi npegocraensaeTcs MHpopMaums, Heobxogumasa ona naeHtTudmkauum
3TOr0 MEAWLMHCKOrO W3Oenus M ero npov3BoaMTEnsd, CTpaHbl NPOUCXOXAEHUs, a Takke WHdopmauusa Ans
nonb3oBaTtens (nNpodeccuoHanbHOro Mnu HenpodEeCCUOHanbLHOro), Kacarowaacs 6e30nacHOCTN MeaULMHCKOrOo
nsgenus, ero yHKUMOHANbHbIX CBOWCTB W 3KCMyaTaUMOHHbLIX XapakTepUCTUK. Takad WHMOpMauus MOoXeT
HaxoouTbCsA Ha CaMOM MEAULIMHCKOM U3LENnNU, Ha YNakoBKe Uiy B MHCTPYKUMUW MO NPUMEHEHMIO.

10. Hocutenb wuHdopmauun, ee dopMaT, coaepXaHue W pacrofioXeHWe [AOIMKHbl COOTBETCTBOBATH
MEeOMLMHCKOMY MW3OENuI0, €ro HasHa4YeHUt U TEeXHUYECKUM 3HaHWAM, OnbiTy, 0OpasoBaHWO UMW MNOATOTOBKE
nonb3oBaTenew.

Hocutenb uvHopmauum B  kavyecTBe OrpaHW4eHWA N0  MPUMEHEHW0, MNPOTMBOMOKa3aHWM, Mep
NpefoCTOPOXHOCTM UNW NpedynpexaeHns OOMKeH coaepxaTb cBefeHus 06 OCTaTOYHbIX pUCKax, CBSA3AHHbBIX C
NpUMEHeHNeM MeaMLMHCKOro naaenud. MoHaTue «npoTMBONOKa3aHNA» He NPUMEHVWMO AN MeOUUMHCKMX U3Aenui
AN AWarHoCcTuKuM in vitro.

11. MiHdopmaumsi, npeaycMoTpeHHas nyHkToM 9 HacToswmx Obwmx TpeboBaHWi, yKa3biBaeTCsl HA MapKUpOBKe
M B WHCTPYKUUWM MO MPUMEHEHWIO Ha PYCCKOM £3blke, a TakKke NpW HanuMyMum COOTBETCTBYKOLUMX TpeboBaHwui B
3aKOHOAATENbCTBE roCyAapCTB-4NEHOB HAa roCy1apCTBEHHOM si3blKe (rOCY4apCTBEHHBIX 3blkax) FOCYAapCTB-YIEeHOB.

Takast MHpopMaLMs MOXET coepXaTb CUMBOIbI, YCTAHOBMEHHbIE MEXIOCy4apCTBEHHbIMWU CTaHAapTamu, a
TakKe YCTaHOBMEHHbIE MeXOyHapoAHbIMWU CTaHdapTaMmu (npy ycnosuu, 4To 6e30nacHOCTb MEAMLMHCKOrO U3aenus
He HapyLlaeTcs B CBA3W C HEMOHMMaHUEM OTAENbHbIMU NOMb30BAaTENAMN 3HAYEHUS] TAKUX CUMBOJIOB).

lll. O6wme Tpe6oBaHMA GesonacHOCTU U 3ch(PEeKTUBHOCTU, MPUMEHUMbIE K MeOULMHCKUM U3genusam, 3a
MCKMIOYEeHMEeM MeANLMHCKMX u3aenuin Ans AMarHoCTUKM in vitro

1. Xumuyeckue, manyeckne n Guonornyeckme CBOMCTBa MeANLMHCKNX U3aenui

12. Tpy NPOEKTUPOBAHWM U N3FOTOBIIEHNN MEANLIMHCKUX N3AENnin ocoboe BHUMaHWE JOIMKHO YAENSATbCA:

1) BEIGOPY MCMOMb3yeMbIX MaTepuanoB, 0COGEHHO B OTHOLLEHMM TOKCUYHOCTU 1 BOCMNIIAMEHSEMOCTY;

2) cCOBMECTUMOCTU UCMONb3yeMbIX MaTepmarnoB U GUOMOrMYECKUX KINETOK, TKAHEW, XXMOKOCTEN, BELLECTB U MX
Npou3BoaHbIX (Aanee - buonornyeckne MaTepuarnbl) C y4eTOM Ha3Ha4YeHUss MEQULIMHCKOTO U34enus;

3) BbIbOpY McCnonb3yembix MaTepuanoB C YY4EeTOM TaKuMx MokasaTenewn, kak TBepAoCTb, M3HOCOCTOMKOCTb U
yCTanocTHasi NPOYHOCTb.

13. Mpyn NpPOEKTMPOBAHNN, WU3TOTOBIIEHWM M YMAKOBKE MEAUMLUMHCKUX U3Jenui AOMKeH ObiTb MakcumasbHO
CHWKEH PUCK, CO30aBaeMbIl 3arpsa3HSOWMMKW  BewecTBaMM UM UX OcTaTkaMu, Ana nonb3oBaTtenei uM nuu,
Y4aCTBYIOLMX B TPAHCMOPTUPOBKE, XPaHEHUM U OBCNY>XMBaHUM MEOUUUHCKUX M3genun (C y4eTOM HasHayeHusi
MELMLMHCKOro u3genus, a Takke AnUTenbHOCTM U YacTOTbl BO3AENCTBUS STUX BELLECTB Ha OPraHn3M 4YenoBeka).

14. MeguumHcKMe M3genusi NPOEKTUPYHTCS U MU3rOTaBMUBAIOTCA TakuM 00Opasom, 4TOObl OHW Mornu GbiTb
6e3onacHO Mcnonb3oBaHbl C MaTepuanamu, BellecTBamu M rasamu, C KOTOPbIMW OHW BXOAST B KOHTaKT Npwu
HOpMarbHbIX YCMOBUSIX 3KCMyaTtauum UNu npu NpoBEeAeHWMM TexHWYeckoro obcnyxusaHus. Ecnv meauuuHckue
nmsgenns npegHasHadeHbl AN BBEOEHWS JeKapCTBEHHbIX CPEACTB, WX MPOEKTUPOBaHME WU  WU3rOTOBMEHUE



OCYLLECTBISAOTCA TakuM 06pa3oM, YTOBbl OHM BbinNy COBMECTUMbI C NEKapCTBEHHLIMU CpeacTBamu (MpW YCroBMU
cobniofieHNst OrpaHNYeHnin Mo UX MPUMEHEHWIO) B Lensax obecneveHus 3ddeKTVBHOCTU Kak JleKapCTBEHHOro
CpeAcTBa, Tak U MEAMLIMHCKOTO U3AENUsi B COOTBETCTBUMN C HAa3HaYeHNEM.

15. MNpn NPOEKTUPOBaHUM U N3FOTOBNEHUN MEANLIMHCKUX M3AENUIA JOIMKHbI BbITb MaKCUMAanbHO CHYDKEHbI PUCKM:

1) BbI3BaHHbIE BO3MOXHbIM BbIAEMEHNEM UMM BbIMbIBAaHWEM W3 MEAMLMHCKOTO W3AENUsi onacHblX W (Unu)
BpedHbIX BewWecTB (C YY4eTOM MX CEeHCUbMNU3NpyloLero [AelcTBuS, KaHUEePOreHHOCTW, MyTareHHOCTU unn
oTpULaTENBHOrO BMUSIHASA Ha PENPOAYKTUBHYIO (DYHKLMIO);

2) cBA3aHHble C HeMpegHaMepPeHHbIM NonagaHueM B MeQULMHCKOe M3fenne NOCTOPOHHMX BELLEeCTB (C y4eToMm
Ha3HayeHus1, onpegeneHHoro NpousBoAnUTeNeM, U NpeanonaraemblX yCrnoBuin NPUMEHEHNst MeAULIMHCKOTO n3aenus).

2. VIHbeKUMOoHHOE 1 MUKPOOHOE 3arpsi3HeHne MeANLMHCKUX U3aenui

16. MNpy M3roToBNEHNM MEAMLIMHCKOrO U3gennst 4OMmKeH ObiTb YCTPaHeH UNN CHWXEH OO0 AOMYCTUMOrO YpPOBHS
pUCK UHPMLMPOBaHNS NOMnb3oBaTenen u TpeTbux nuu. KOHCTpYyKUMS MeguumHCKOro usgenus aomkHa obecneumsatb
NPOCTOTY B 3KCNnyaTaumm u obcnyxmBaHum n npm HEO6X04MMOCTU MAKCUManbHO CHU3WUTb PUCK MOBbIX MUKPOGHbIX
yTeyek M3 MeOuUUHCKOro usgenust u (Mnv) MUKpOGHOro BO3LAEMCTBUSI B MPOLECCE WUCMOMb30BaHWs, a Takke
npeaoTBpawaT MUKPOOHOE 3arpsi3HEHNE MEeAULIMHCKOro U3aenusi unmn npobbl Nonb3oBaTenemM Unmn TPeTbMM FULOM.

17. Tlpy nNpOEKTUPOBaHWM, W3rOTOBMIEHMM W YNAKOBKE MEOULMHCKUX W3OENUA, VMMEKLNX crneumanbHbIn
MUKpobmonormyecknii  ctatyc B COOTBETCTBMM C  MapKUPOBKOW, [OOIMKHO ObiTb  rapaHTMpoBaHO, 4TO
MUKpobronormyecknii ctatyc ocraetcst 6e3 uaMeHeHu npu cobrnofeHNn yCrnoBrin TPAaHCNIOPTUPOBKN U XpaHEHUS,
onpegeneHHbIX NponssoauTeneMm, 40 Tex Nop, Nnoka 3alwuTHas ynakoBka He OyaeT HapyLLeHa Uy BCKpbITa.

18. Npn NpoekTUpoBaHMM, M3FOTOBMEHMU U YNAKOBKE MEAWMLMHCKUX U3Oenuii, NocTaBnsieMbIX B CTEPUIIBHOM
COCTOSIHUW, [OOMMKHA ObITb rapaHTMpOBaHa WX CTEPUNBHOCTb MNpu COGNIOAEHMM YCNOBMI TPAHCMOPTUPOBKA MU
XpaHeHusi, onpefeneHHbIX MpPou3BOAMTENEM, OO Tex Mop, Noka 3almTHasa ynakoBka He OyaeT HapyweHa wnm
BCKpbITa. Takne MeauuuHCKue U3aenus ynakoBbIBalOTCA B OLHOPA30BYIO YNaKOBKY.

19. CrepwnbHble MeauUMHCKME u3genus nubo  MeauuuHCKMe  M3genus, WMelowmne  cneumanbHbIn
MUKpOBMONorMyecknii  cTaTyc, W3roTaBnuBaloTcsi, obpabaTbiBaloTCs U Npu HEOOGXOAMMOCTU CTEPUIU3YKTCA C
NpUMEeHeEHNEM BanuanpoBaHHbIX METOAOB, 060pPYI0BaHWs, MPOLIECCOB.

20. MepguuunHckne wusgenus, Tpebyowme cTepunu3aumv, OOSMKHbl ObiTb  M3rOTOBMNEHbl B YCNOBUSX
KOHTPONMPYEMOW YNCTOTbI MPON3BOACTBEHHbIX 30H.

21. YnakoBka HeCTepWrbHbIX MEAMLMHCKUX MU3Oenuin gormkHa obecneunmBaTtb MX LIENOCTHOCTb U YMCTOTY U B
cny4yae, ecrnvm MeguuuHCKoe n3genune OomkHO ObiTb CTEPUNN30BAHO Nepes UCMOob30BaHMEM, MakCUMarnbHO CHU3NUTb
PUCK MWKPOOHOro 3arpsi3HeHWs, MpM 3TOM YyMNakoBKa [OIMkHa OblTb COBMECTMMOW C METOAOM CTepunusauuu,
yKa3aHHbIM MPON3BOAUTENEM.

3. MegumumHcKne nsgenus, cogepkallmne BeLwecTBo, paccMaTpmMBaEMoe Kak fiekapCTBEHHOE CPeacTBO

22. B cnyyae ecnn MeAuMUMHCKME M3OENusA CoaepxaT BeLeCcTBO, KOTOpOe Mnpu CaMOCTOATENBHOM
MCNONb30BaHUN MOXET CUNTATLCH NEKAPCTBEHHBIM CPEACTBOM B COOTBETCTBUM C NyHKTOM 1 cTaTthun 1 Cornaiuennsi o
€[VHbIX MpYHUMNAx u npaeunax obpalleHus NeKkapCTBEHHbIX CPeacTB B pamkax EBpasviickoro SKOHOMMYECKOro
coto3a oT 23 pekabps 2014 roga n kOTOpoe OKasblBaeT AOMONHUTENbHOE BO3AEWCTBUE Ha OpraHM3M 4erioBeka
Hapsigy C BO3OENCTBMEM MEOWMLMHCKMX W3Oenui, noateBepxaeHue 6e3zonacHocTM M 3pEKTUBHOCTU  Takux
MEeLMLUMHCKMX M3Oenuin BkModaeT B cebs noateepxaeHne 6GesonacHocTM M 3dpdEKTUBHOCTU JeKapCTBEHHOMO
cpefcTBa C y4ETOM €ro NPUMEHEHMUS B COCTaBE MEANLIMHCKNX U3OENNA.

4. MegnumHckue n3genuvs, cogepxallune marepuansl 6MONoOrMyeckoro NPOUCXoXaeHNst

23. B cnyyae ecnu MeavuMHCKUE M3aenus coaepXaT bronormyeckne matepuarbl XMBOTHBIX, TO UCMONb3yeMble
AONst 3TUX Lienem XMBOTHbIE AOMKHbI NoABepraTeCs BETEPUHAPHOMY KOHTPOMo (Haa3opy), No pesynbTtataM KOTOpPoro
OHW [OMKHbl ObITb MPU3HaHblI 340POBLIMA C Y4ETOM Ha3HaYeHUs1 UCMOMb3yeMblX OMONOrM4eckux Martepuarnos.
310pOBbLIM XMBOTHOE NPU3HAETCS B CllyYae OTCYTCTBUsI 3aboneBaHuin, KOTOpble MOryT NOBNUSTL Ha 6e30nacHOCTb U
3P PEKTMBHOCTb MEANLIMHCKOTO U3Oenus.

VHdopmaums npom3BoauTeENs MeanLMHCKOro usgenusa o uonormdeckmx matepuanax, B TOM 4ucne o Boelbope
XMBOTHBIX, X reorpacn4eckoM MPOUCXOXAEHWUM, B3ATUN Npob, ycrnoBusx obpaboTkn, xpaHeHust u obpalyeHus ¢
OvonornyeckumMmn mMaTepuanamu, LOSDKHA XPaHWUTbCA B YMOMIHOMOYEHHOM OpraHe rocyaapcrBa - uneHa Coto3a B
cdepe 3apaBoOXpaHEHUst (Barnee - yNoNHOMOYEHHbI OpraH rocygapcraa-yneHa).

O6paboTka, xpaHeHue, TecTupoBaHve u obpalleHne ¢ OGuonorMyeckMMn MaTepuanamu  KMBOTHOIO
NPOUCXOXAEHNA OOIMKHBI obecneunBaTb 6e30NacHOCTb Nonb3oBaTenen u TpeTbux nuu. B yacTHocTn, 6e3onacHocTb
B OTHOLLEHUM BMPYCOB, OPYIMX MH(EKLMOHHbLIX areHTOB U MHbIX BO30yautenen 6onesHei, obLmMx ons Yyenoseka u
XMBOTHbIX, AOMKHA obecneymBaTbCA MOCPEACTBOM MPUMEHEHMST BanUAMPOBAHHbLIX METOOOB YHUYTOXEHMS UIu
WHAKTUBaLMKN B XOA4E NPOM3BOACTBEHHOIO MpoLecca.

24. B cnyyae ecnu MeguUMHCKME WU3Oenust codepxaT Ouonornyeckne martepuanbl  4eroBeYeCcKoro
NPOVCXOXAEHUS, TO BbIOOP [OHOPOB, a Takke o06paboTka, XpaHeHue, TecTMpoBaHuMe U obpalweHne ¢
OuonormyeckMMn  matepuanamm - YernoBEYECKOro  MPOMUCXOXAEHWSI  OCYLLECTBMASKOTCA B COOTBETCTBUM  C
3aKOHOAATENLCTBOM rocygapcTtB - uneHoB Corw3a M [OMKHbl obecnednBaTtb onTUMarbHyld 6Ge3onacHocTb
nonb3oBaTenen n TpeTbux nuu. B yacTHocT, 6€30nMacHOCTb B OTHOLLEHUW BUPYCOB M OPYrMX WUHEEKLMOHHBLIX



areHToB [OofmkHa obecneymBaTtbes nocpeacTtBoM MNpuUMeHeHunA BannanpoBaHHbIX MEeTOO0B YHUUTOXEHUA WUnn
MHaKTMBauum B xoae npom3soaCcTBEHHOIO npouecca.

25. B cnyyae ecnu MeavUMHCKME U3genusa cogepxar ovonornyeckne maTtepuanbl MVIKpO6HOI'O NpoOnCXoxageHusa,
TO 06pa60TKa, XpaHeHue, TecCtupoBaHmne u 06anJ,eHVIe ¢ Guonornyeckumm MaTtepuanamm 3Ton Npupoabl AOSMKHbI
obecneuymBaTtb onTnumMalbHYHO Oe3onacHOCTb MNonb3oBaTenem u TpeTbux nuuy. B yacTHoCTH, 6e3onacHocTb B
OTHOLUEeHUn BUPYyCcOB U Opyrux I/IH(*)eKLI,VIOHHbIX areHToB AormkHa obecneunBaTbCcA nocpencTtsoM npuMeHeHus
BanManpoBaHHbIX METOAOB YHUYTOXEHUNA NN NHaKTUBaLUMMN B XoA4e NPpon3BOACTBEHHOIO npouecca.

5. MegumumHckme nsgenus, NnpuMeHseMble B ycnoBuax BO34ENCTBUSA BHELUHNX (haKTOPOB

26. MeguupmHckre n3genus NpoekTUPYTCA U M3roTaBNMBalTCA TakuM obpasom, 4Tobbl nx cbopka, HacTpoKa,
KanmbpoBKka, UCMONb3oBaHWE M OOCMyXUBaHVWE B YCMOBMSAX BO3OEWCTBUS BHELIHMX (DAKTOPOB OblNn nNpoBedeHbI
6e3onacHo 1 obecnevnnn oxugaemyro apdeKkTUBHOCTb MEAULIMHCKOTO NPUMEHEHNS.

27. B cnyyae ecnu mMeguvuUMHCKME M3Oenusa npefHasHadeHbl Ans NPUMEHEHWst B KOMOWHauMM ¢ Opyrumu
MeAMLMHCKMMY n3genuamm n (unn) obopygoBaHuem, BCs KOMOGMHaUUS, BKNOYasA COeANHUTENBHYIO CUCTEMY, AOMKHA
ObITb 6e3onacHoOM 1 He OOMKHa yXyAlaTb 3asBrneHHble (PYHKLUMOHAMNbHbIE XapakTePUCTUKN MEANLMHCKNX U3OENUiA.
JTiobble M3BECTHbIE OrpaHNYEHMs MO MPUMEHEHUID TaKOW KOMOMHALMKU yKasbiBalOTCA Ha MapKupoBke u (unu) B
WHCTPYKUMU NO NpuUMeHeHuto. pu NpoeKkTMpOBaHUM W U3roTOBMEHWUA COEAUHUTENBHBIX CUCTEM [LOJDKHbI ObiTb
MaKCUMaInbHO CHUXEHbI BO3MOXHbIE PUCKM HEMPABWUIIbHOIO COeANHEHMS.

He ponyckaeTca npuMeHeHMe B COCTaBe MEOMUMHCKOTO MW3Zenus creumanbHbIX TEeXHWYECKUX W (Mnu)
NPOrpamMMHbIX CPEACTB, VCKIMHOYAKLWNX UM OrPaHUYMBAOLLNX BO3MOXHOCTb €ro MCMonb30BaHUA B KOMOUHaUMM C
APpYrMMY npeaHas3HavyeHHbIMM 4115 3TOr0 MeAULMHCKUMN n3genusamm n (unn) obopyaoBaHnem.

28. MeanumHckue wm3genusa MpOEeKTUMPYHTCA WM M3roTaBNMBAKOTCA Takmm obpas3om, 4Tobbl YyCTpaHUTb unu
CHU3UTb OO0 NPUEMIIEMOrO YPOBHSA:

1) puck TpaBMMPOBaHWSA MOMb3oBaTeNsl MNU TPeTbUX NUL B CBA3M C (DU3NYECKMMU XapakTepucTUKamu
MeAULIMHCKOrO U3AENUs;

2) puck OLWMUOBKM MpU MCNOMb30BaHUUM MEOULIMHCKUX W3OENUA U3-3a KOHCTPYKTUBHBIX XapaKTEPUCTUK WUnu
YenoBeYveckoro hakTopa;

3) puCK, CBA3aHHbIN C OOBEKTMBHO MpeackasyemMbiMU BHELUHUMW BO3AENCTBUSIMU UIN TakUMW OKPYXaroLLmmm
YCMOBUSIMU, KaK BHELUHME 3MNEKTPOMarHUTHbIE MONS, dMeKTpocTaTUdeckne paspsgbl, U3nyyvyeHue, atMmocdepHoe
OaBreHne 1 ero nepenagbl, BMaXXHOCTb U TeMMepaTypa Bo3ayxa;

4) pyCK, CBA3aHHbIN C UCMONb30BaHMEM MELMLMHCKUX M3OENUIn Npu KOHTaKTe C MaTepuanamu, XUOKOCTSMU U
rasamu, BO34eNCTBUNIO KOTOPbIX MEOULIMHCKME U3LAEeNusi NMOABEPralnTCsa B HOPMaribHbIX YCNOBUAX 3KCMnyaTauuu;

5) puvck, CBA3aHHbIA C BO3MOXHbIM HEraTVBHbIM B3aUMOLENCTBUEM MeXAy MporpamMmmHbiM obecrnevyeHnem
MEeOMLIMHCKMX U30ENNA 1 YCIIOBUSIMU, B KOTOPbIX OHO 3KCMyaTUpyeTcs;

6) puck cnyyarHoro nonagaHvs MOCTOPOHHUX BELLECTB B MEAWLIMHCKME U3OENNS;

7) pUCK B3aMMHbIX MOMEX, CBSA3aHHbIX C APYrMMW YCTPOWCTBaMK, OObIYHO MNPUMEHSIEMbIMU B redyebHo-
AMarHoCcTU4eCckom npouecce;

8) puCK, BO3HMKAIOLMIA NPU HEBO3MOXHOCTM TEXHUYECKOrO OOCNY>XUBAHUA UNN KanMOpPOBKU MELMULIMHCKUX
n3genui (Hanpumep, ANsi UMNNAHTATOB), M3-3a CTAPEHMSI WCMOMb3yeMbIX MaTepuarioB WnM noTepu TOYHOCTU
N3MEPUTENTBHOIO UM KOHTPOJTBHOIO YCTPOWCTBA.

29. MeguumnHCKMe u3Oenusi NPOEKTUMPYIOTCA WM U3roTaBnMBalTCA Takum o6pa3om, 4ToObl YCTPaHUTb WK
MaKCMMarnbHO CHW3UTb PUCK BOCMIIAMEHEHUS UMW B3pbiBa B HOpPMarbHbIX YCMOBUSIX 3KCMnyaTauuMu unu B cryyae
eouHuyHoro otkasa. Ocoboe BHWMaHWe [OIKHO YAENSATbCA MEAULMHCKUM  U3OeNnusM, MpUMEHSIEMbIM  C
MCNoNb30BaHMEM NErKOBOCMaMEHSIIOLNXCSA NN B3PbIBYATHIX BELLECTB.

30. MeguumHckme wm3genus NPOEKTUPYIOTCS U M3rOoTaBNMBAKOTCA TakuM obpasom, 4Tobbl cnocobcTBOBaTH
©e3onacHom yTrnmnsaumm oTxoaoB, 06pa3oBaBLLMXCS NMOCIE UCMOMb30BaAHNUS MEOULMHCKUX U3OENUNA.

6. MeguumMHCK1e nsnenus, OTHOCALLMECS K CPeACTBaM U3MEPEeHMi

31. MeguumMHCKMe M3Oenusi, BKMOYEHHblE B MNepevYeHb MeAMUMHCKUX WU3AEenuiA, OTHOCSLUMXCS K cpeacteBam
W3MEPEHUN, B OTHOLUEHUM KOTOPbLIX MPOBOASITCA WCMbITAHUS B LIENSX YTBEPXOEHUS TUNa CPEACTB U3MEPEHWH,
NPOEKTUPYIOTCS U U3rOTaBNMBAOTCA Takmm obpasom, 4ToObl 06ecneunTb JOCTaTOUHY TOYHOCTb, NPELN3MOHHOCTb U
CTabuNbHOCTb C Y4ETOM Ha3HAYEHUSA MEONLIMHCKOTO U3Oenus.

32. W3mepuTenbHble, KOHTPOMbHbIE WM WMHOMKATOPHbIE LIKamnbl MPOEKTUPYTCA B COOTBETCTBUM C
SPrOHOMUYECKUMU MPUHLMMNAMM C YH4ETOM Ha3HAYeHUs1 MEOULMHCKOTO N3enusi.

UuncnoBble 3HaYeHUs1 OOMKHbl ObiTb BblpaXeHbl B OOLIEMNPUHATLIX eavHMUAX W3MEPEHMSt U MOHSATHbI
nornb3oBaTensm.

33. PesynbTatbl M3MEPEHWUIA, BbINOMHEHHBIX C WUCMOMb30BAHMEM MEAULMHCKOIO M34Eenusl, OTHOCSLLErocst K
CpeAcTBaM U3MeEpEeHWU, BblpaXaloTcsl B eauvHuuax BenuuvH MexagyHapogHown cuctembl egunuy (CU) unu Bo
BHECUCTEMHbIX €AMHULAX BENWYMH B COOTBETCTBUM C NMEPEYHEM BHECUCTEMHbIX €AMHUL, BEMWYMH, NMPUMEHSEMBbIX
npyu pa3paboTke TexHu4eckux perrnameHToB Coto3a (BkMOYas KX COOTHOWeHMs ¢ MexayHapoaHOW CcucTemom
eavHuy (CKW)), ytBepxxgaembiv EBpasuiickonn akoHoMUYeckon komuccuer (aanee - Komuccus).

7. 3awmTa oT nsnyyeHuns



34. MeOuuMHCKME U3OEnUs MPOEKTUPYIOTCS, W3roTaBNMBAKTCA WM YNaKOBLIBAKTCSA TakuM 06pasom, 4TOObI
MUHMMAanbHO nNoABepratb MNOMb3oBaTenen W TPeTbUX UL, BO3AENCTBUIO M3NYYEHWs, HE YMeHbluas npu 3TOM
YCTaHOBIEHHbIE YPOBHMW U3MyYeHUsi, HeOOXOAMMbIE AN AOCTUXEHNUS ANarHOCTUYECKMX U TepaneBTUYECKUX Lienen.

35. B MeOuUMHCKMUX U3aenusx, NpegHasHa4YeHHbIX AN reHEPUPOBaHUS OMacHbIX UMM NOTEHUMAaNbHO ONacHbIX
W3MNyYeHUn, HeoOXOoOUMbIX ANS OOCTMXKEHUS KOHKPETHbIX MEAWLUMHCKUX Lenen, B cnyvae ecnuM nonb3a oT
MCNONb30BaHUA 3TUX WU3NYYEHUN BbLICOKOW MHTEHCMBHOCTM cumTaeTcs 6onee 3HaunMTenbHOW MO OTHOLUEHUIO K
ONacHOCTW, 3aKMyalLWenca B W3MydYeHUW, [OOIbKHA npedycMaTpuBaTbCsl BO3MOXHOCTb YMNpaBrieHUst 3TUMU
U3NYy4YEeHUAMN CO CTOPOHbI Momnb3oBaTensd. [lpy NPOeKTUPOBAHMU N U3FOTOBMEHUM TakKMX MEOULUHCKUX M3genuin
AormkHa obecneyvnBaTbCs BOCMPOU3BOOUMOCTb N3MEHSIEMbIX MapamMeTpoOB reHepupyemMoro n3nyyeHnsi B 4onyCTUMbIX
npepenax.

MeouumHckve usgenus, npegHasHayeHHble Ans reHepyMpoBaHWMS OMacHoro BUAMMOrO U (MnM) HEBUOMMOTO
N3MyYeHUs, OCHaLLaTCS BU3yanbHbIMU U (UNK) 3BYKOBBIMU CpeacTBaMu NpeaynpexaeHns 0 Hannyunm (akTMBHOCTU)
TaKoro MU3ny4eHus.

36. llpun NpOEKTUPOBaHUM W W3FOTOBNEHUM MEOULMHCKUX W3AENUWN  OOIDKHO  MaKCMManbHO  CHUDKEHO
BO34ENCTBMNE HENpeaHaMepPEHHO reHepupyemoro NoboYHOro UnNn pacCestHHOro U3ny4eHus.

37. MNpu NpoekTUpoBaHMM U U3rOTOBNEHUUM MEOULMHCKUX W3OEeNuii, npeaHasHayeHHbIX Ans reHepupoBaHuS
WOHM3UPYIOLLIEro U3MNyYeHnsi, OOSMkHbl obecneynmBaTbCsl perynupoBaHMe KOMUYECTBEHHbIX W reoMeTpUYEeCKUX
nokasaTenen reHepupyeMoro nsnyyeHusi C y4eToM Ha3HayeHusl, onpeaeneHHoro NpoM3BoauTenem.

MeouuvHckMe  M3Oenus, TreHepupyloliMe  MOHM3WpYHoLlee  U3NyYyeHWe U npedHas3HadeHHble  ang
paaMonorMyeckon OUarHoCTMKW, NMPOEKTUPYIOTCA M M3roTaBMMBaKOTCS Takum obpa3om, 4ToObl MPY MUHUMAarbHOM
BO3OENCTBMM W3NyYeHWss Ha nonb3oBaTens obecneymBanocb Heobxoommoe [ns  OMArHOCTMKM — KayecTBO
n3obpaxeHns n (Mnu) nonyyaembix pe3ynbTaToB UCCNEeaOBaHUIN.

MeauumHcKkne  M3genusl, reHepupyloLlmne  MOHU3MPYKLLEe  U3MyYeHue U npefgHasHadeHHble  Ans
paguonormyeckon Tepanuun, NPOEKTUPYOTCA U U3roTaBNUBAKOTCA TakuM obpa3om, 4ToObl obecnedmBanncb KOHTPOIb
W ynpaBreHve [Jo30oi 06nyveHus, TWUNOM, 3Heprmer u npu  HeobXxogumocTV pacnpederneHvem  3SHeprum
HanpaBMEHHOIo N3INy4YeHus.

8. MeauumHckme nsgenvs, Bknovawwme B cebs nporpammHoe
obecneyveHune, N aBTOHOMHOE nporpaMmMmHoe obecrneyeHue,
AaBndawweecd MmeanmunmHCKUM n3genmem

38. MeguumHckme mnsgenus, BkMyarwme B cebss nporpammHoe obecneyeHne, 1 aBTOHOMHOE MpOorpammHoe
obecneveHne, ABNsOLLIEECT MEOULMHCKAM U3AENNEM, NPOEKTUPYIOTCA U U3roTaBnMBaloTCcs Takum obpas3oM, YTobbl
obecneumBaTb cTabunbHoe, HagexHoe U 3PEKTUBHOE (YHKLMOHMPOBAHME 3TUX MEOWLMHCKUX W3nenui B
COOTBETCTBUM C Ha3Ha4YeHNeM, onpeaeneHHbIM NPON3BoAUTENEM.

9. AKTMBHbIE MeAULMHCKME N3Aenusl, CBA3aHHbIe
C VCTOYHMKOM 3HEprumn nnm obopynoBaHHble
WUCTOYHMKOM SHeprum

39. [Ona aKkTUMBHbIX MEOWLUMHCKMX W3Ooenuii B Criydae eAVHWYHOW  HEeWCnpaBHOCTM  MPUHUMMAalOTCSH
COOTBETCTBYIOLLME MEPbI Afst YCTPaHEHUS UINN CHUKEHUS NOCIEAYIOLLMX PUCKOB.

40. AKTUBHbIE MEOULMHCKNE U3Aennsi, NPU UCMONb30BaHNN KOTOPbIX 6e30nacHOCTL Nonb3oBaTenen 3aBuCuUT oT
BHYTPEHHErO MCTOYHMKA NUTaHKs, 00opyayTCa CPeaCcTBOM ONpeAerneHns COCTOSIHUSE UCTOYHUKA NMUTaHUS.

41. AKTUBHbIE MEOVNLMHCKUE U3AENnsi, NPU UCMONb30BaHNN KOTOPbIX 6€30MacHOCTbL Nonb3oBaTenen 3aBUCUT OT
BHELLUHEro UCTOYHUKA MUTaHWS, AOMKHbI BKIOYaTb B cebA CMCTEMY CUrHanmMsauum Ans onoselleHus o nepeboe B
nuTaHnn.

42. AKTMBHble MeAVUMHCKME Wn3Oenus, npeaHa3HayeHHble ANsi MOHUTOPWUHra OOHOro WM  HECKOSbKUX
KNMMHUYECKMX NapamMeTpoB Mofb3oBaTtens, 0o6OopyaylTCA COOTBETCTBYHOLUMMW CUCTEMaMWU CUrHanusauumM Ans
npenynpexaeHus nonb3oBaTenst 0 BO3HUKHOBEHWUU CUTYaLMK, KOTOpasi MOXET NPUBECTU K CMEPTU UMK CEPLE3HOMY
HapyLUEHNIO COCTOSIHUS €ro 300POBbS.

43. AKTVMBHble MeOMUMHCKME W3OENUS MPOEKTUPYIOTCA W U3roTaBNMBalOTCA Takum obpas3oM, 4ToObI
MaKCUMarnbHO CHU3UTb PUCK CO34AHMS 3NEKTPOMArHUTHbBIX MOMen (3NEKTPOMarHUTHbIX MOMEX), KOTopble MOryT
oTpuUUaTENnbHO ckas3aTbCA Ha paboTe [ApyrMx MeauUMHCKUX wusaenuid, obopyaoBaHWst U CpeacTB CBSA3M B
COOTBETCTBMM C UX HA3HAYEHNEM.

44. AKTUBHblE MEOULMHCKME U3OEeNUsA NPOEKTUPYHTCA U M3roTaBnMBalOTCS Takum obpasoM, 4tobel obecneunTb
YPOBEHb  YCTOWYMBOCTM K  SNEKTPOMarHWTHbIM  nomMexam  (MOMEeXOyCTOMYMBOCTH), obecneumBalomMin  UX
(PYHKUMOHNPOBaHNE B COOTBETCTBMU C HA3HAYEHMEM, ONpeaeneHHbIM NPOU3BOAUTENEM.

45. AKTMBHble MeOMUMHCKME W3OENUS MPOEKTUPYIOTCS W U3roTaBNMBalOTCA Takum obpas3oM, 4ToObI
MaKCMMarbHO CHU3WUTb PUCK CMy4YalHOro NopaXkeHWsi Nonb3oBaTens UM TPETLEro Nuua 3NEKTPUYECKUM TOKOM Kak
npyv HOpMarbHbIX YCNOBUAX 3KCMMyaTauun MeOUMLUMHCKOro U3genus, Tak U B YCINOBUSAX €OUHUYHOM HEeUCNPaBHOCTU
npyu yCrioBuM, 4YTO MEAMLMHCKOE W3Oenve YCTAHOBMEHO U OOCNyXMBaeTCss B COOTBETCTBMM C  YKa3aHUAMMU
npon3BOANTENS.

10. 3awumTa OT MEXAHUYECKNX U TEPMUYECKNX PUCKOB



46. MeguunHCKME UM3OENUs NPOEKTUPYTCS WM U3roTaBnMBalTCA Takum 00pasom, 4YTOObl  3aWwuTuTb
nonb3oBaTensa U TPETbUX MWL, OT PUCKA MEXaHUYECKUX MOPaKEHUN, CBA3AHHOIO C COMPOTUBIIEHMEM LBUXEHUIO,
HECTabWNbHOCTLIO 1 HAaNMYMeM ABWXKYLLMXCA YacTel B COCTaBe TakMX MEAMUNHCKUX U3Oenuii.

47. MeguuUMHCKME M3Oenust NPoeKTUPYTCA U U3roTaBNMBAOTCA TakuM 06pa3om, YTOOblI MakCUMaribHO CHU3NUTb
pUCK, CBSA3aHHbIM C BubOpauuen, co3gaBaeMon 3TUMU MeOUUMHCKAMMU U3OENUAMW, MyTEM NPUMEHEHUS CPeAcCTB,
NO3BONSALLMX OrpaHNyYnTbL BUGpaLmMIo, ecnm Tonbko BUOpauns He ABMSETCS YacTbio NpefHa3HauYeHUs MeaULMHCKNX
n3genvn.

48. MeguumHCcKMe M3genus NpoeKkTUPYITCA U M3roTaBNMBAKOTCA Takum 0Bpa3oMm, YTOObl MakCManbHO CHU3UTb
PUCK, CBSA3aHHbIA C CO34aBaeMbIM LUYMOM, MyTeM MPUMEHEHUS CPEACTB, MCMOMb3yeMbIX ANS YMEHbLUEHUS Luyma,
€CIN TOMNbKO CO34aBaeMblIi LUYM He ABMSETCS YacTbio NpefHasHaYeHns MeaULMHCKUX U3AENUNA.

49. KnemMmbl, pasbembl, COeAVHUTENW W [ApYyrMe YCTPOWCTBA MOAKMOYEHUS MEeOUUMHCKUX U3Oenun K
WCTOYHMKaM 3NEKTPUYECKOW, MMOPaBINYECKON MU MHEBMATUYECKOW 3HEPrMn NPOEKTUPYIOTCA U U3roTaBMUBAKTCS
Takum obpasom, YToObl MaKCMMarbHO CHU3NUTb N0Oble BO3MOXHbLIE PUCKN.

50. MegnumHckue nsgenust NPOEKTUPYIOTCA Y U3rOTaBNMBaOTCS Taknm ob6pasoM, UTobbl MaKCUManbHO CHU3NUTb
puUcK onBOK, BO3HMKAKOLWMNX NPU HEMPAaBUITbHOM NOAKMOYEHUN NN NEPEKITIOYEHUN BO Bpems paboThbl annapaTtypbl
Wnn getanen B cocTaBe Takux MeauLMHCKUX U3aenui.

51. OTKpbITblE YAaCTN MEAULMHCKUX U3OENUI (32 UCKINIOYEHNEM YacTen, NpeaHa3HavyeHHbIX Ans nogaynm Tenna
UNN JOCTWXKEHUS 3aJaHHbIX 3HAYEeHU TemnepaTtyp) He OOJDKHbl AOCTUraTb MOTEHUMAanbHO OnacHbIX 3HaYeHWin
Temnepartyp npu HopMmarbHbIX YCITOBUSX KCMyaTaumm.

11. 3awuTa OT pMNCKOB, BO3HMKAKOLWUX ANS NONb3oBaTens
OT NoJaBaeMown IHEPTUN UMK BELLECTB

52. MeguumHckMe u3genus, npegHasHayeHHble ANA NofaYn nonb30BaTento 9HeprMv UMM  BeELLEecCTB,
NPOEKTUPYIOTCA WM M3roTaBNMBalOTCA Takum o6pa3om, 4Tobbl KONMYECTBO NOAaBaeMON dHepruM unv BelyecTsa
MOXHO ObINO ycCTaHaBnvMBaTb M MOAAEPXMBaTb C TOYHOCTbIO, AOCTaToqHOM Ans obecneyeHns 6e3onacHOCTM
nonb3oBaTens.

53. MeauumHcKMe un3genus OcCHaLWAKTCA CpeacTBaMu npefoTBpalleHns u  (Mnn) MHAMKauuM  niobbix
HEeCOOTBETCTBUI B NOCTaBMEHHOM KONNYECTBE SHEPTMUN UM BELLECTBA, KOTOPOE MOXET NPeACcTaBnATb ONAaCHOCTb.

54. Ha mepuuMHCKOM M3OenMu 4YeTKO YKasbiBaeTcs WHMopMauus O (YHKUMSAX CPEeACTB yNpaBrieHus U
nHAMKaTopoB. Ecnn nmeeTcs MHCTPYKUMA NO NMPUMEHEHWIO, UNN PYKOBOACTBO NO 3KCMnyaTauun, unv BusyarnbHble
cpeacTBa MHOMKaUMM OMEPauMOHHbIX WU PEryrnMpoBOYHbIX MapameTpoB MEAWLMHCKOrO Wu3fgenusa, To Takad
nHdopmMaumsa JomkHa B6bITe MOHATHON MNOMb30BaTEN!O.

12. 3awuTa ot PUCKOB, BO3HMKAIOLLNX B CBA3M C UCNOSIb30BaHNEM MEONLMHCKUX M3LENUNA, NpeaHas3HadYeHHbIX
npoussoguTenem anda npuMmeHeHuna nonb3oBatenamu, He nmerLmnmMmmn cneunarnbHOro MeguunHCKoro 06pa3OBaHMﬂ

55. MeauumHckme usgenus, npeaHasHayYeHHble MNpoM3BoAMTENEM [AONs MPUMEHEHUs Monb3oBaTensMu, He
MMELWNMK crieumansHOro MeauLMHCKOro o6pa3oBaHmnsl, NPOEKTUPYIOTCA U M3roTaBNMBAOTCA C YYETOM HaBbLIKOB U
CpeacTs, [OOCTYMHbIX 3TMM nuuaMm, TakuM obpasoMm, 4ToGbl MeauuMHCKME U3denus yHKUMOHMpoBanu B
COOTBETCTBMU C UX HA3Ha4YEHMEM B YCIOBUSIX OOBEKTUBHO OXUAAEMbIX AEWCTBUIA CO CTOPOHbBI 3TUX NULL.

56. MeaOuuMHCcKMe wu3genusi, npeaHasHayeHHble AN MNPUMEHEHUs MOoNb3oBaTensMu, He KMeLUMN
cneunanbHoro  MeguuMHckoro obpasoBaHusi, NPOEKTUMPYIOTCS M M3roTaBnuBatoTcs Takum obpasom, 4TOObI
MaKCMMaIbHO CHU3UTb PUCK OLLMOKM B NpoLEcce NpUMEHEeHUs MeQULUMHCKUX U3Oenuii, a Takke Nnpu MHTepnpeTauum
pe3ynbTaToB TECTUPOBAHUS.

57. MeouuuHckMe w3Oenusi, npeaHasHayeHHble AN NPUMEHEHUS MONb30BaTeNsMU, HE VMELMMU
crneupansbHoro MeauUMHCKOro o6pasoBaHusl, AOMKHbI WMETb, €CNU 3TO OOBbEeKTUBHO BO3MOXHO, (OYHKLMIO
noaTBEPXKAEHMS TOro, YTO NPY UCMONb30BaAHUM 3T MEAMLUMHCKME u3aenusa 6yayT dyHKUMOHUPOBATL B COOTBETCTBUN
C HasHa4yeHuewM, ornpeaeneHHbIM NPoON3BOANTENEM.

13. TpeboBaHUs kK MAPKUPOBKE MEANLMHCKUX U3AENniA

58. MapkrpoBka MeguUMHCKOro n3genusa AoImkHa cogepaTtb CreayoLLyo nHdopMaumio:

1) HaumeHoBaHve 1 (MUNK) TOProBOe HaMMeHOBaHMEe MEANLMHCKOrO N3fenvs;

2) nHdopmaums, Heobxoammas Ana uaeHTUdMKaUMM MeOMLMHCKOrO M3genvs, a Takke uHdopMaums O ero
Ha3HayeHun (npu HeobxoammocTw);

3) cBedeHusa o npom3soauTene, BKIOYas NOMHOE M CoKpalleHHoe (Mpy Hanuynm) HauMeHOBaHWS LPUANYECKOrO
nvua, MecTo HaxoxaeHus (dbamunus, uMs, OTYECTBO (MPU HanmUuMM) U MECTO XWUTenbCcTBa (HU3NYECKOro Nnuua,
3aperncTpupoBaHHOro B Ka4eCcTBe MHAMBMOYaNbHOrO NpeanpuHMMaTens), NoYToBbIN aapec NPoM3BOAMTENS, CTpaHa
NMPOUCXOXAEHNS MEeAMLMHCKOro napenus. MNoyToBbIn agpec Npom3BoaANTENS MOXET He yKa3blBaTbCA B MapKnpOBKe,
€CIN OH COAEPXUTCSA B UHCTPYKLMU MO MPUMEHEHMIO, NpUraraeMoin K MeaLUHCKOMY U3Oenuio.

Ha wmegvuuHckue wu3genus, npousBedeHHble B rocygapcrBe, He sBrnsowemcs udneHom Corosa, Moxer
HaHOCUTLCS AOMOINHUTENbHAs MapKUpOBKa, CoAepXalias cBefeHuss o6 ynonHOMOYEHHOM npeacTaBuTene
WMHOCTPaHHOIO NPOU3BOAUTENS, BKIOYasA MOSIHOE M COKpalleHHoe (Mpu Hanuunm) HavuMeHOBaHWS OPUANYECKOrO
nvua, MecTo HaxoxaeHus (dbamunusa, ums, OTYECTBO (MPU HanIMuUM) U MECTO XWUTenbcTBa (HU3NYECKOro Nuua,
3aperMcTpupoBaHHOrO B KayecTBe WHOMBWMAYanbHOrO MpeanpuHMMaTtens), MOYTOBbIA adpec YNofIHOMOYEHHOro



npeacTaeButens npom3soauTens. [OMonHWTENbHAs MapKMpoBKa He [AOIMKHa CKpbliBaTb MAapKUPOBKY, COOEpKallyro
cBefeHuUsi 0 NpoM3BOAUTENE MEQULIMHCKOIO U3nenvs;

4) wHdOpMauMs O HanMuuM B MEOMUMHCKOM W3LAeNUM NEKapCTBEHHbIX CPEACTB unmM  Buonornyeckmx
MaTepuaroB, a Takke HaHOMaTepuarioB, €Cnn TakMe HaHomaTtepuarnbl He COAepXaTCA B CBA3AaHHOM COCTOSIHWW,
UCKMYatloLLEeM BO3MOXHOCTb MX NonagaHust B OpraHnamM nonb3oBaTensi npy UCMonb30BaHUN MEAMLMHCKOrO U34enusi
no Ha3Ha4yeHuto, onpeaeneHHoOMy npoussoguTenem;

5) kog (HOMep) NnapTUK UNN CEPUNHBIA HOMEP MEAULIMHCKOrO U3Oenus;

6) cpok (C ykasaHveMm roga v mecsiua), 4O UCTEYEHMs1 KOTOPOro MeduuuHCKoe u3genve MoxeT 6e3onacHo
MCNoNb30BaThCH;

7) rog, BbiNycka MEAMUMHCKOTO U3AENUs, eCrv He yKasaH CPOK, 4O UCTEYEHUS] KOTOPOro MeanLMHCKOEe usaenue
MoXeT 6e3onacHo Mcnonb3oBaThCs. [0 BbiMycka MEAWLMHCKOTO WM3OEeNnust BKMYaeTcs B HOMeEp napTuM wunm
CEPUIAHBIA HOMEP NpW YCINOBWU, YTO rOZ Bbinycka Nerko naeHTuuumMpyeTcst B COCTaBe Takoro HoOMepa;

8) wuHdopmauma 06 0cobbix YCNoBUSX XpaHeHus u (unu) obpalleHnss MeauumMHCKoro usgenus  (mpwu
HeobxoanmocTw);

9) uHdopMaLmMa O CTEPUIIbHOCTM MEAMLMHCKOrO u3genust (ecnu MeguuuHcKoe usgenve nocTtaBnsaeTcs B
CTEpUnbLHOM BMAE) C yKazaHMeM MeToaa cTepununsamu;

10) npegynpexaeHne nnm Mepbl NPEAOCTOPOXHOCTH, KOTOPbIE YKa3biBalOTCA TakuMm obpasom, 4Tobbl npueneys
BHMMaHMWe Mnornb3oBaTens unu TpeTbero nuua. 3ta nHgopmaums MoXeT ObITb cBegeHa K MUHMMYMY B criydae, ecnm
bonee getanbHas MHOOPMaUNS COOEPXKUTCA B UHCTPYKLIMU MO MPUMEHEHMIO;

11) wHdopmaums o6 oAHOPa3OBOM MCMOMb30BaHUM MEOMLIMHCKOrO M3genus (ecnu MeguuvHCKoe usgenve
npegHasHayaeTcs Ans O4HOPa30BOro NCNoNb30BaHUS);

12) nHdopmMaums O BOCCTaHOBNEHUN MEAMUMHCKOrO U3Aenus C ykasaHWem 4ucna npousBeAeHHbIX LMKIOB
BOCCTAHOBMNEHMA U MOObIX OrpaHUYEeHU NO YMCMy LMKIOB BOCCTAHOBMEHMS (€Crv MeguumHcKoe musgenve ans
O[HOPA30BOro MCNOMNb30BaHUA ABNSAETCA BOCCTAHOBMEHHbBIM);

13) mHdopmauma 06 U3roTOBNEHUM MEAMLMHCKOrO u3genusi No UHAMBUAOYanbHOMY 3aka3dy nonb3oBaTensi
UCKMOYUTENBHO NS TIMYHOrO NPUMEHEHNS B COOTBETCTBUM C HA3HAYEHMEM MEAMLMHCKOrO CneumnanmcTa, BelgaHHbIM
B NMNUCbMEHHON (hopME;

14) wHdoOpMauusi o npegHasHayYeHUM MEeOUUMHCKOTO MW3Jenusl TONnbKo ANs NpPOBEAEHUS  KIMHUYECKUX
UCMbITaHU B LIENSAX permcTpauum;

15) wHdopmaums O npegHasHa4YeHUU MEeOUUMHCKOrO  U34enust  TOMbKO ANs  BbICTABOYHBIX UMK
AEMOHCTPaUMOHHBIX Lernen. B atom cnydyae TpeboBaHMs MO MapkUMpOBKE, yka3daHHble B noanyHktax 1 - 14
HACTOSILLEro NyHKTa He ABNATCA 06a3aTeNbHbIMY;

16) nHdopmauma 06 MHaKTMBaLUM BO3MOXHBLIX BMPYCOB W OPYrMX MHMEKLMOHHBIX areHTOB B MeAULMHCKOM
u3aenun, HaHocumas B BUAe Hagnucu «aHtutena k BUY 1, 2 n Bupycam renatmutoB C n HBsAg oTcyTcTBytOT» (€cnu
MeOMLUMHCKOE U3Jenue UMeeT B CBOEM COCTaBe CbIBOPOTKY (Mfa3my) KpOBM YerioBeka WM 3NeMEHTbl TKaHu
Yyenoseka).

59. B cnyyae ecnv MeguUMHCKME M3OENUS UMM UX KOMMOHEHTbI, NpeAHa3Ha4YeHHble Ans BBEAEHUS B OpraHuam
W BbIBEEHNS N3 OpraHM3ma 4erioBeka rnekapCTBEHHbIX CPeACTB, XUAKOCTEN OpraHn3ma unm apyrux BeecTs nnbo
ONA TPaHCMOPTUPOBKM WM XPaHEHUS TakMX CPeAcTB, XUOKOCTEM UMM BELeCTB, cCoAaepxaT BpedHble BeLLecTBa,
obnagaiowme B 3aBUCUMOCTM OT UX KOHLEHTPAUMM KaHLEPOreHHbIMW, MyTareHHbIMU WIIN TOKCUMYHbIMU OIS
pPenpoayKTUBHOW (OYHKLMK CBOMCTBaMM, WM coepxaTt dTanartbl, TO TakMe MeOWUMHCKME u3denus nognexar
crneumanbHON MapkupoBke. OTa crneumanbHasi MapKMpoBKa HAHOCUTCS HA MeAWLMHCKOEe U3denne 1 ero ynakoBKYy
nnbo npu HeobXOAMMOCTM Ha BHELLIHIOK YNaKOBKY, UCNOMb3yEMYHO ANSA XpaHEHNS 1 TPAHCNOPTUPOBKU MEAMLMHCKOrO
nagenus.

60. MapkunpoBKka CTEPUIbHBIX U HECTEPUIbHBIX MEOULMHCKUX U3AEenuin AomkHa obecneunBaTtb BO3MOXHOCTb
pasrpaHNYeHnss OEHTUYHBIX UM CXOXMUX BUOOB MEAUUMHCKUX U3OENNA, BbiNyLEHHbIX B 0OpalleHne B CTEPUIbHOM
N HECTEpPUNbHOM BMAE, U pasnuyaTbCsi Takum obpasom, 4ToObl MOMb3oBaTeNnb MOr C MOMOLLBLI MapKUPOBKU
OTNINYUTBL CTEPUITBHOE MEOULMHCKOE U3aenme OT HECTEPUIBHOTO.

61. MapknpoBka pJomkHa ObiTb HaHeceHa Ha MeauuMHCKkoe u3genue. Ecnv 3TO HEBO3MOXHO  MIu
HeLenecoobpas3Ho, MapkUpOBKa (YaCTMYHO WM MOJTHOCTBIO) MOXeT OblTb HaHeceHa Ha YMakoBKy AMNsi Kaaow
€OVHULbI MeOULIMHCKOTO M3aenusi, 1 (Mnu) Ha rpynmnoByto YNakoBKy, U (MrK) HAa MHCTPYKLUMIO MO NPUMEHEHNIO.

62. MapkunpoBka MOXeT OblTb AOMNOMHEHa WHoOpMauMein O MeOULMHCKOM W34enun B MalUUHOYMTAEMOM
dopmaTe, B TOM YUCIE C UCMONb30BaAHWEM PaAN0YaCcTOTHON MOEHTUMUKALUM UNN LUTPUX-KOOB.

63. MeouumHckvMe wusgenusi, npollefline ycTtaHoBMneHHble B pamkax Coro3a npoueaypbl perucrpauum u
noaTBepXAEeHUs1 COOTBETCTBUS 00WMM TpeboBaHuaM ©Oe3onacHOCT 1 3PdEKTUBHOCTU MEOVULUHCKUX W3LOEnun,
TpeboBaHUAM K BHEAPEHUIO M MOJOEPXaHMIO CUCTEMbl MEHEMKMEHTa KadecTBa MeOWMUMHCKUX u3genun, nepen
BbINMyCKOM B obpalyeHne B pamkax Cotosa nognexart 06a3aTenbsHON MapkupoBKe crneunanbHbiM 3Hakom obpalueHns
MeLMLMHCKOro nsgenus Ha pbiHke Coto3a (ganee - cneyunanbHbili 3Hak obpalleHuns).

MapkupoBka crneumanbHbIM 3HakoM obpallleHnsl, HAaHOCUMas Ha MeLMUMHCKOE U3aenne, BbIMOMHSAETCs Niobbiv
TEXHOMOrM4Yeckum cnocobom, obecnevmBatoLLLMM YETKOE U SICHOE ero M3obpaxeHne B TeYEHME BCErO Cpoka CryxObl
(rogHOCTU) MEONLIMHCKOTO M34enus.

CneumanbHbIi 3Hak 06palleHnsi He HAHOCUTCS Ha MeAMUMHCKOE U3Oenne B cryyae, ecrim 3To TEXHOMOrMYECKn
HEBO3MOXHO Unu OyaeT NPeAcTaBNATb Yrpo3Yy XXU3HW U 300POBbI0 NONb30BaTENS.

14. TpeboBaHusa k MHGOpPMaUmK, cogepKaLlencs
B UHCTPYKLUMWN NO NPUMEHEHWIO MEANLIMHCKOrO U3aenums

64. |/|HCprKLI,VI$| Nno NPUMEHEHNID MOXET ObITb npenocTaBieHa NnoJsib3oBaTeNo Ha 6yMa)KHOM Hocutene nubo B
ONEeKTPOHHOM BMAOE KaK BMeCTe C MeOUUMHCKUM usagenmem, Tak U oTaenibHO OT Hero, B TOM 4ucne nytem



pa3meLleHnss MHGOPMaLMM Ha 23KpaHe, SIBMSIOLLEMCS 4acTbld MeAUUMHCKOro usgenus. BbiGpaHHbIn cnocob
NpeaoCcTaBneHNs MHCTPYKUMKU MO MPUMEHEHWIO AOMKeH ObiTb MpurogeH n AOCTyneH ANns nonb3osaTtenen. Ecnu
WHCTPYKUMSA MO MPUMEHEHMI0 NpedocTaBneHa Ha HocuTene, OTIIMYHOM OT GYyMadkHOro, MPOW3BOAUTENb AOSIKEH
rapaHTMpoBaTb, YTO NOTPeGUTENL MHPOPMUPOBAH O cnocobax:

1) npocmMoTpa MHCTPYKLUW MO MPUMEHEHWIO;

2) nony4YeHus akTyanbHOW BEPCUN MHCTPYKLUW NO NPUMEHEHNIO;

3) nonyyeHns GyMaxxHON BEPCUUN MHCTPYKLUM NO NPUMEHEHWIO.

65. NHCTpyKUMSA MO NPUMEHEHMNIO AOIMKHA coaepxaTb CreayoLLyo nHdopMaumio:

1) HaumeHoBaHve 1 (UNK) TOProBoe HaMMeHOBaHWe MEANLMHCKOro U3fenvs;

2) cBegeHuss O npousBogMTENe MEAULMHCKOro M3genus u (nm) ero ynoriIHOMOYEHHOM fpeacTasuTerne,
BK/OYass MOSIHOE W COKpalleHHoe (MpW HanuyiMn) HavMEHOBAHWS OPWAMYECKOro fuua, MEeCTO HaxOoXAeHWs
(dbamunusa, nMsa, oT4eCTBO (MPU HaNMYMM) M MEeCcTO XuTenbcTBa uamyeckoro nuua, 3aperncTpMpoBaHHOMO B
KavecTBe MHAMBMAYaNbHOrO NpeanpvH1UMaTens), MoYToBbIM agpec, HoMmepa TenedoHa, dhakca, agpec aNeKTPOHHON
noyThl (NpW Hanu4un);

3) HasHayeHne MeaMLMHCKOro W3fenusa C ykasaHuem norb3oBaTtens (Hanpumep, MauuMeHT, MeaULUHCKUA
cneumanuct, @uaM4eckoe nuUo, MpPUMEHSsLEee MeOUUMHCKOe W3fenue MO Ha3Ha4vyeHuto, onpeaeneHHoMy
npoussoauTenem);

4) dPyHKUMOHanbHblE XapaKTePUCTUKN MEANLMHCKOTO U3AEnns;

5) o6o6LieHHble pe3ynbTaTthl KIMHUYECKUX UCMbITAHUA, NMPOBEAEHHbIX B LeNAX perucTpaumm MeguumMHCKOro
W3[enuns, UM ccbinika Ha UCTOYHWK, rae Takas nHdopmauus AoCTynHa AN nonb3oBaTens;

6) ocTaToO4HblE PUCKKU, NPOTMBOMOKA3aHWs, oXnaaembele U nNpeackasyemble NoboyHble addeKTbl, CBA3aHHbIE C
NpUMeHeHneM MeaNLIMHCKOrO U3Aenus No HasHa4YeHuo, onpeaeneHHoMy Npon3BoanTenem;

7) TEXHUYECKNe XapakTepucTuku, Heobxoammble Nonb3oBaTento Ans NPUMEHEHUs MEeAULMHCKOro U3genus no
HasHayeHuto, onpeaeneHHoOMy Npou3BoanTeENeM;

8) nHdopmauus 0 Hann4YMK NekapcTBEHHOro CpeacTBa, Guonormyeckoro matepmana u (unu) HaHoMmaTepuana;

9) wvHdopmMaums O Mnopsiake YCTAHOBKM M BBOAA B 9Kcnnyatauutoo (Npu HeobXoAuMOCTW), a Takke o
Heob6xoAMMOCTN NpeaBapUTENbHON MOArOTOBKM K UCMOMNb30BAHUIO MEANLIMHCKOTO U34enus;

10) cneumanbHble TpeboBaHWA B OTHOLUEHWM MOMELLEHUA, CheunanbHOW MNOArOTOBKM WM 0cobomn
KBanudukaLmm nonb3osaTtens n (Mnu) TpeTbux Nuu;

11) wHdopmaumsa, Heobxooumas ANS NPOBEPKA MPaBUNBbHOCTM YCTAHOBKM MEAMLUMHCKOrO M3genus u ero
roToBHOCTM K Ge3onacHoi paboTe no HasHayeHuio, onpeaeneHHoOMy Npou3BoauTENEeM, C yKasaHueM CreayloLmx
cBegeHun:

cofepxaHve 1 NepmoanYHOCTb TEXHUYECKOrO 06CNYXUBaHWS, BKMOYasA OYUCTKY U OE3MHMDEKLMI0O MEANLIMHCKOIO
n3genuvs;

Hanunyve pacxoAHbIX KOMMNOHEHTOB MEAMLIMHCKOrO U34enus 1 npoueaypa Ux 3ameHsbl;

HeobxoAMMOCTb kanubposku AN obecneyveHns Hagnexaien n 6esonacHon paboTbl MEAULIMHCKOrO U3genns B
TeyeHne cpoka ero cryxobl;

METOAbl CHWKEHUS PUCKOB, CBA3@HHbIX C YCTAHOBKOW, KanvbpoOBKOW MNWM OBCRyXWBaHWEM MeAMLMHCKOro
nsgenus;

12) nHcbopmauus o0 cneumanbHbIX YCNOBUAX XpaHeHUs 1 (Mnun) obcnyxMBaHus MeauLMHCKOro N3aenus;

13) uHdopMauns o nopsake OEVCTBUM B Crydae HapyLleHUs CTEepPUNbHOM YNakOBKU MEOULMHCKOro M3aenvs
nepep ero Ucnonb3oBaHNeM (eCcrnvm MeauLMHCKOE n3aenme NnocTaBnseTcs CTEPUNbHbIM);

14) wHdoOpMauMa o MeToae CTepunusauMn MeOWLUMHCKOTO u3fgenus (ecnv  MeavumHcKkoe  u3genve
nocTaBnseTcs HECTEPUIbHBIM C yKazaHneM HeobxoAMMOCTM ero CTepunusaunm nepes NCrnosib3oBaHNeM);

15) uHdopmauma o Hagnexawen obpaboTke MeAMLMHCKOro M3denusi ANnsi ero MOBTOPHOMO WMCMNOMb30BaHMS,
BKMIOYasA OYMCTKY, AEe3UHEeKuMo, YnakoBKy W Mnpu HeobxoAMMOCTM MeToA MOBTOPHOW cTepwunmsaumm (ecnu
MeOMUMHCKOe m3genve npegHasHavyeHo Ans MHOropas3oBOro MCMofb30BaHUS), a TakkKe KpUTEepUU HENPUrO4HOCTM
MCMONb30BaHNA MEAVNLMHCKOrO U3AEnus;

16) uHcopmauus, Heobxogumasa ons aeHTUUKALUN MEOULIMHCKNX U3OENUIA C Lienbio nonyyeHns 6esonacHon
KOMOBUWHaLun n nHgopmaums o N3BECTHbIX OFPaHNYEHUSIX MO COBMECTHOMY MCMONb30BaAHUI0 MEAVNLMHCKUX N3Aenni
(ANa MeAUUMHCKNX M3denui, NnpeaHasHavYeHHbIX AN MCNoNb30BaHWUA BMECTe C APYIMMU MeOULMHCKUMWU U3Oenusmm
n (unn) c n3gennammn obLLEero HasHaveHus);

17) wHdopmaumsa o npupoae, Tune, a Takke (NP HEOOXOAMMOCTM) WHTEHCUMBHOCTW W pacnpegeneHuv
n3ny4aeMon MeguMUMHCKMM u3genueMm paguauum u crnocobax 3awuTbl nonb3oBaTene unu TpeTbux nuy oT
HenpeaHamMepeHHOro M3Ny4YeHns B Npouecce NCMonb3oBaHWUA MEANLMHCKOrO n3genus (ecnv MeavumuHCKoe nsgenve
co34aeT OnacHbIN UKW MOTEHLMAanbHO ONacHbIV YPOBEHb paanaummn B MEANLMHCKUX LIENSAX);

18) wHdopmMauna ans nonb3oBaTtenen (NPeaynpexaeHns, mepbl NPefoCTOPOXHOCTW, MpeanpuHMMaemMble B
cnyyae Heob6xoaAMMOCTU MepPbI U OrPaHUYEHMS MPY UCNONb30BaHNM MEOMLIMHCKOrO M3aenus), BKNovas:

npegynpexaeHve, mMepbl NPeaoCTOPOXHOCTM U (Mnun) Mepbl, NpednpvHYMaeMble B Clly4yae HewcnpaBHOCTU
MEAMLMHCKOrO W3Oenusi WM OTKINOHEHUA B ero OyHKUMOHWPOBAHWUM, KOTOpble MOryT BnusiTb Ha 6e3onacHoCTb
MeAMLMHCKOro n3genusi;

npegynpexaeHve, Mepbl NMPefoCTOPOXHOCTM U (MNK) Mepbl, NpeanpuHMMaemble B Criydae BO3AEWCTBUS Ha
(OYHKLUMOHNPOBaHNE MEeOULMHCKOTO W3AENusi BHELHWX (PaKTOpOB, CBSA3aHHbLIX C MPUMEHEHWEM MeAMLMHCKOro
usgenusa B KOMOMHaUMK ¢ ApyrMMyn MeQULMHCKMMU M3gennamm u (nu) obopygoBaHvMem, Unn Takmx akTopoB, Kak
BHELLHVME 3rEeKTPOMarHWTHbIE MOMs, ANeKTpocTaTMyeckne paspsabl, M3nyyeHve, aTmocdepHoe AaBreHne u ero
nepenagpl, BNaXHOCTb 1 TeMnepaTypa BO34yxa;

npegynpexaeHve, Mepbl NPefoCTOPOXHOCTM W (MNn) Mepbl, NpeanpuvHMMaemMble B crlydae npeackasyemoro
pyCKa 3NeKTPOMarHMTHbIX MOMeX, Co34aBaeMblX MEAULMHCKUM U3Aenvem npu NpoBedeHWU U OLeHKe pesynbTaToB
cneundunyecknx AMarHoCTUYECKUX WCCIeQOBaHWUNA, TepaneBTUYEeCKOro JfleYeHUs unvM Mpu ero MCrorb30BaHum



(Hanpumep, 3NEeKTPOMarHUTHOE WU3Ny4YeHue MeOWLMHCKOTO W3Oenusi, okasblBalollee BINUsSIHUE Ha Apyroe
obopynoBaHue);

cBefeHnss 06 orpaHMYEeHUsiXx UM HECOBMECTUMOCTU C MEOUUMHCKAM U3OEeNnMeM OTAENbHbIX NeKapCTBEHHbIX
cpeacts wnum  OMONOrMYecKMx MaTtepuanoB (ecnu MeguUMHCKOe u3genve npefHasHayeHo [ns  BBeOEeHUS
neKapCTBEHHbIX CPeacTB UM B1MoNorMyeckmx maTepuaros);

npegynpexneHne, Mepbl MNPegOCTOPOXHOCTU U (MNM) OrpaHUYeHUsl, CBsI3aHHble C NeKapCTBEHHbIMU
BeLlecTBaMu Unm GuonormyeckumMu MaTepranamm, KOTopble BXOAST B COCTaB MeOQULMHCKOrO U3aenus;

npeaynpexaeHne, CBA3aHHOE C BXOAALWMMM B COCTAB MEANLIMHCKOrO U3Aenus KaHLueporeHHbIMU, MyTareHHbIMU
UNU TOKCUYHBIMW MaTepuanamu, BO3MOXHOE BblAeneHne Unu BbiIMblBaHUE KOTOPbIX NPUBOAUT K ceHcubunusaumu,
annepruyeckon peakLuum Unv oTpMuaTernbHO BIUSIET Ha PENPOAYKTUBHYIO (DYHKUMIO;

npegynpexaeHue wnv Mepbl NPeaoCTOPOXHOCTY, MNpeanpuHMMaeMble Monb3oBaTenemM npu  yTunm3auum
MEeOMLMHCKOTO W3AEenusi, NpUHaANIeXXHOCTEN M pacxodHbIX MaTepuaroB, WCMOMb3yeMblX BMeCTe C HUM (npu
Hanu4uu), BKINoYas criegytolme cBefeHns:

WH(EKUMOHHas UM MMKpobHasi onacHOCTb MEAULIMHCKOrO U3nenus;

aKonoruyeckas onacHOCTb MEQULMHCKOro N3aenus;

duanyeckasi oNacHOCTb MEAULIMHCKOTO U3Oenus;

19) uHdopmaums o6 obctosaTenbcTBax, NPU KOTOPbIX MOMb3oBaTenb AOIMPKEH MPOKOHCYNbTUPOBATLCA C
MEOMLMHCKMM CMeunanucToM (4ns MeOuUMHCKUX U3Oenuid, npedHa3HavyeHHbIX AN UCMOMb30BaHWs nvuamu, He
UMELLMMN MEANLIMHCKOro obpa3oBaHusl);

20) paHHbIe 0 BbINyCKe Uy NocrnegHeM NepecMoTpe MHCTPYKLUK MO NPUMEHEHNIO;

21) vHdopmauuss 0 HeOOGXOAMMOCTW HanpaBreHus COOBLLEHNS NPOU3BOAMTENO UMK €ro YNoSHOMOYEHHOMY
NpeacTaBUTENIO O HeXenaTenbHbIX COBbITUAX, KOTOPbIE NMEIOT NPU3HaKN HebnaronpusaTHOro cobbITUS (MHUMAEHTa).

66. UVHCTpyKUuMss no MpUMEHEHMI0 [OMMKHA ObiTb COCTaBMeHa C WCMOMb30BAaHWEM TEPMUHOB, MOHATHbIX
nonb3oBaTento, 1 Npu HeobXoaUMOCTIN COMPOBOXAATLCA PUCYHKAMM 1 AnarpaMmmamu.

VHCTPYKUMS MO NPUMMEHEHWIO MOXET CcoAepXaTb OTAeNbHble CBedeHus Ans  NpodeCCUOHanbHbIX 1
HenpodeccnoHanbHbIX NoNb3oBaTENEN.

67. VIHCTPYKLMSA NO NpMMEHEeHN0 MOXeT ObiTb NpeacTaBieHa B COKpaLLleHHOM BUAE UMW HAa MapKMpoBKe (4ns
MEeOMLMHCKMX U3ENUiA KNaccoB NOTEHLMANbLHOIO pucka nNpumMeHeHns 1 un 2a), ecnu MeguuMHCKOe U3fenue Moxet
ObITb MCNonb3oBaHO 6e30nacHo M MO Ha3HayYeHWuto, onpederneHHoMy npoussoauTenem, 6e3 WHCTPyKumMuM Mo
NPUMEHEHUIO.

68. OgHOro ak3emnnsipa UHCTPYKLUKN MO MPUMEHEHMIO MOXET ObITb 4OCTATOYHO, €CMNN MOCTaBMASETCA HECKOIbKO
MELMLMHCKMX U3LOeNnuin 0gHOMY NoNnb3oBaTento no ogHomMmy agpecy. o TpeboBaHuo noTpebuTtens npov3BoauTeNb
OOIMKEH NPeAoCTaBUTb JOMOMHUTENBHbBIE 3K3EMMMSAPbI MHCTPYKLUM MO MPUMEHEHMIO.

IV. O6wme TpeboBaHMA 6e3onacHOCTU U 3¢pheKTUBHOCTU, NPUMEHAEMbIe K MeAULMHCKUM U3aenvsam Ans
AWNarHoCTUKM in vitro

1. Xumundeckue, pmsunyeckue n Guonornyeckne CBONCTBa MEAULMHCKUX U3Oenui Anst AMarHoOCTUKM in vitro

69. Mpn NPOEKTMPOBaHUN N U3rOTOBMEHUN MEANLMHCKUX U3LOENWIA AN ANArHOCTMKK in vitro ocoboe BHUMaHue
OOMKHO  yAEensiTbCA BO3MOXHOMY  YXYALUEHW aHanuTuyeckon 3dqeKTUBHOCTM U13-3a HECOBMECTUMOCTU
NpUMeHsiEMbIX MaTepuarnos, Npob 1 (Mnu) aHanuToB.

70. Mpu NpPOeKTMpPOBaHUN, UFOTOBMEHUM U YNAKOBKE MEAULMHCKUX U3LENUIA ANs AUArHOCTUKK in vitro JomkeH
ObITb MakCMMarnbHO CHUXKEH PUCK, CO34aBaeMblil 3arps3HAOLWLMMM BELLLECTBAMU U UX OCTaTKaMu Ans nonb3oBaTtenen
W NUL, y4acTBYHOLLUX B TPAHCMOPTUPOBKE, XPaHEHNN, OOCIY>XMBAHUN N UCMOMb30BaHUM MEOULMHCKUX U3Aenui ons
OMArHocTukM in vitro (C y4eToM Has3Ha4YeHUs MeOUUMHCKOro usgenuss Anst AMarHOCTMKM in vitro, a Takke
ONNTENBbHOCTU M YacTOTbl BO3AENCTBUS STUX BELLECTB HA OPraHn3m YerioBeka).

71. Tlpy NPOEKTMPOBaHUN U WITOTOBMNEHWUM MEOWULMHCKUX U3OENWA AN OUArHOCTUKM in vitro AOmkHbl ObiTb
CHWKEHbl PUCKMN:

1) cBsiIzaHHbIE C onacHbIMKU U (MNK) BpeaHbIMU BELLECTBAMMW, KOTOPbIE MOTYT BbiMbIBATbCS UMW BbITEKATh U3
MEeOMLIMHCKOro M34enust Ans AUarHoCTUKM in vitro (C y4eTOM MX CEHCUBUNM3NPYIOLLEro AEACTBUS, KAaHLLEPOreHHOCTH,
MyTareHHOCTW NN OTPULLATENBHOTO BIUSIHUSA HA PenpoayKTUBHYIO (OYHKLMIO);

2) cBfi3aHHble C HenpegHaMepeHHbIM MoMafaHMeM B MEAMLUMHCKOE W3fenve Ans AUarHoCTuKM in vitro
NMOCTOPOHHMX BELLECTB (C y4eTOM Ha3HayeHus, onpenenieHHOro Npou3BoAUTENEM, U npegnofiaraeMbiX YCrOBUN
NPUMEHEHUA MEAMLIMHCKOrO U3aennsi 4ns QUarHoCTUKK in vitro).

2. NIHdeKumnoHHoe 1 MMKpoBHoe 3arpsiaHeHne
MeaULMHCKUX N3O0enun ans AuarHocTuku in vitro

72. Tlpyu nNpoOEeKTUPOBAHWM W UIFOTOBMIEHUN MEOMUMHCKUX U3OEenuUin Ang  OMarHOCTMKM in  vitro  puck
VHOMLMPOBaHUA NONb3oBaTENEN N TPETBUX NUL, AOIKEH ObITh YCTPAHEH UNN CHWXKEH A0 OOMYCTUMOrO YPOBHS.

KOHCTpYKLUMA MeAMLIMHCKOrO U34enusa Anst AMarHocTUKM in vitro gomkHa obecneymBaTtb NPOCTOTY B obpalleHumn
1 0BCNyXMBaHUN N NPY HEOOXOAMMOCTM MAKCUMarnbHO CHU3UTb PUCK MUKPOBHBIX yTEeYEK U3 MEAULIMHCKOrO U3aenus
ANst AMarHocTuky in vitro n (Mnm) MMkpoBGHOro BO3AENCTBUSI B MPOLIECCE UCMONb30BaHWS, a Takke npesoTspallatb
MUKPOOHOE 3arpsi3HeHne MeanUMHCKOro U3fenus Ons AnarHocTukm in vitro nnv npo6bl nonb3oBaTenem Unu TpeTbUM
NNLUOM.



73. lNpu npoekTMpoBaHWM, W3FOTOBMEHUU W YNakoBKE MEeOULUUHCKMX U3O4enun Ans AUarHOCTMKWM in vitro,
UMEKLLMX creunanbHbii - MUKPOOMONOrMYeckuini  ctaTyC B COOTBETCTBMM C  MApPKMPOBKOW, AOMKHO ObiTb
rapaHTUpOBaHO, YTO MWKPOOMOMOrMYeckUin cTaTyc ocTaeTcsa 06e3 W3MeHeHWd npu  cobniaeHun  ycroBuin
TPaHCMOPTUPOBKN U XpaHEHUS, ONpefeNneHHbIX Npon3BoanTenemM, 4o Tex nop, noka 3aliMTHas ynakoBka He Oyner
HapyLLeHa 1Unun BcKpbITa.

74. CTtepunbHble MeOMUMHCKUE Wu3denus Anst AMarHOCTMKM in vitro nmbo MmeauuuHcKMe wusgenusa ang
AMarHocTukm in vitro, nmetroLime cneumanbHblii MUKPOBUONOrMyecknin cTaTyc, nsrotaBnmearoTcsi, obpabaTbiBaloTcs U
npy HeoHBXOANMOCTU CTEPUNU3YIOTCH C MPUMEHEHMEM BanMaMpPOBaHHbIX MeTo40B, 060pyaoBaHUA, NPOLIECCOB.

75. MeauvumHckne nagenusa ans AnarHocTukuy in vitro, Tpebylowme crepunusaumm, 4OMmKHbl ObiTb U3rOTOBMEHbI B
KOHTPONUPYEMbIX NPOV3BOACTBEHHbBIX YCIOBUSAX.

76. YnakoBka HeECTEPUNbHbIX MEOWUUMHCKMX M3Oenun Ans AMAarHOCTMKKM in vitro gomkHa obecneuymBaTtb MX
LENnoCcTHOCTb M YUCTOTY M B CryyYae, ecnv MeguuMHCKOoe u3genve ONnsg OMarHoCTWMKM in vitro JomkHO ObiTh
CTepunM3oBaHo Nepes UCNofb30BaHNEM, MaKCUMaribHO CHU3UTb PUCK MUKPOBHOro 3arpsi3HeHust, Mpu 3TOM yrnaKoBKa
A0MKHa ObITb COBMECTUMOM C METOAOM CTEPUMM3ALUN, YKa3aHHbIM NPON3BOAMTENEM.

3. MeguumHckne ns3genusa ans guarHocTukm in vitro,
cogepxalume matepuanbsl 6UONOrMYecKoro NPONCXOXKAEHNS

77. B cnyyae ecnv MeauUMHCKME M3Oenus Ans OMarHoCTUKM in vitro cogepxart Guonorvdeckne matepuarnsl
XMBOTHbIX, TO 00paboTka, XpaHeHWe, TeCTUpoBaHWE OGUONOrMYEcKUX MaTeEpPUanoB XXMBOTHOTO MPOUCXOXAEHWS, a
Takke obpalleHMe C HUMW [OOMKHbl OCYLLEeCTBNATbCA Takum obpa3om, 4ToObl obecneuntb 6e30MacHOCTb
nonb3oBaTenen u TPeTbUX NILL.

BesonacHOCTb B OTHOLUEHWM BUPYCOB, APYrMX WMHMEKUMOHHBLIX areHTOB M WHbIX BO30yauTenen 6GonesHen,
obLWnx onsa YenoBeka M XMBOTHbLIX, JOMKHA obecneynBaTbCs NOCPEACTBOM NMPUMEHEHMS BanMAMPOBaHHbIX METOAO0B
YHUYTOXEHNS UMM MHAKTUBALUMK B XO4€e NPOU3BOACTBEHHOrO npolecca. YkasaHHble BanuaupoBaHHbIE MEeToAbl He
NPUMEHSIIOTCA B OTHOLUEHWN MEOMLMHCKUX U3AEnuii ANs OUarHOCTUKM in vitro, ecrnvu akTUBHOCTb BMPYCOB W OPYruX
WH(EKLUMOHHBIX areHToB 00yCcrnoBreHa Ha3Ha4YeHNEM MeOMLIMHCKMX U3Oenui ANS OUarHocTuKM in vitro unmn npouecc
YHUYTOXEHNS UM MHAKTUBALIMN MOXET CHU3NTb 3EKTUBHOCTb MEAMNLIMHCKOIO U3Aenus Ans AnarHoCTUKK in vitro.

78. B cnyyae ecnn meavumHCKne v3genusa Ansg AMArHOCTMKK in vitro cogepxaT Guonoruveckme matepuansl
YenoBeYvyeckoro npoucxoxaeHus, To obpaboTka, XpaHeHue, TecTupoBaHue u obpaweHve ¢ Guonormyeckumm
MaTepuanamMum 4ernoBeYEeCKOro MPOUCXOXAEHUA OOMMKHbI OCYLLECTBMATbCA Takum obpasom, 4ToObl obecneunTb
©e30MacHOCTbL Nonb3oBaTenen n TpeTbMx Ny,

BesonacHOCTb B OTHOLLEHNW BUPYCOB M APYrMX MHAEKLMOHHBIX areHToB AoImKHa obecneunBaTbCca NocpeacTBOM
NPUMEHEHNs1 BanuONPOBaHHbIX METOAO0B YHUHTOXEHUS WM MHAKTMBAUMU B XOA4Ee MPOW3BOACTBEHHOIO Mpouecca.
YKasaHHble BanuanpoBaHHblE METOAbl HE MPUMEHSIIOTCA B OTHOLLEHUN MEAMLMHCKUX U3OEenui Ans AUarHOCTUKK in
vitro, ecrnu aKkTMBHOCTb BUPYCOB W APYrMX WHMEKUMOHHBLIX areHToB OO6yCrnoBrneHa HasHayeHUeM MeaULIMHCKUX
W3enuin onsg AnarHOCTUKM in Vvitro unm nNpouecc YHUYTOXEHUS UMM MHAKTUBALMW MOXET CHU3WUTb 3(hdEKTUBHOCTD
MEONLMNHCKNX N3aenuin ans guarHoCTUKKM in vitro.

79. B cnyyae ecnn meauuMHcKne m3genusa Ang AMarHOCTUMKK in vitro cogepxaTt Guonorumdeckue matepuvansl
MUKPOOHOIO MPOUCXOXAEHUSA, TO 0OpaboTka, XxpaHeHue, TecTupoBaHuMe U obpalleHne ¢ OBuonornyeckummn
mMaTtepuanamu 3TON NpUpoAbl OOMMKHbI OCYLLECTBNATbCA Takum obpasom, 4Tobbl obecneuntb 6e3onacHocTb
nonb3oBaTenen n TPeTbUX NuL.

BesonacHOCTb B OTHOLLEHWUW BUPYCOB M APYrMX MHAEKLMOHHBLIX areHToB JoImkHa obecneynBaTbCsi NocpeacTBOM
NPUMEHEHNS1 BanuManpPOBaHHbIX METOAO0B YHUHTOXEHUS WM MHAKTMBAUMU B XO4Ee MPOW3BOACTBEHHOIO npouecca.
YKasaHHble BanuanpoBaHHble METOAbl HE NMPUMEHSIOTCS B OTHOLLEHWU MEAULMHCKUX U3OENuid 4ns ONarHOCTUKM in
Vitro, €crnvm akTUBHOCTb BUPYCOB W APYrMX WHMEKUMOHHbIX areHTOB OOyCrnoBreHa HasHayeHMeM MeOULMHCKMX
U3aenuin ong AnarHOCTUKM in Vitro unu nNpoLecc YHUYTOXEHUS UMW MHAKTUBALMM MOXET CHU3NTb 3(PEKTUBHOCTb
MeOMLIMHCKOro n3aenusa Ans AnarHocTukuy in vitro.

4. MeguumHcKre nsgenust ons AuarHocTyKuy in vitro, NpUMeEHsSIEMbIE B YCIOBUSIX BO3AENCTBUSA BHELLHUX
dakTopoB

80. MeguumHckue m3genua Ons AWarHOCTUMKM in Vitro NPOEKTUPYITCS M U3roTaBnMBalOTCs Takum obpasom,
4yTOObI MXx cbopka, HAaCTPOWkKa, kanMbpoBKa, MCNONb30BaHUE U OOCHYXMBaHME B YCINOBMSAX BO3OEWCTBUSA BHELUHUX
¢akTopoB GbInNy NpoBeaeHbl 6e3onacHo.

81. B cnyyae ecnu MeauvUMHCKME U3OenuUst OAns AWArHOCTUMKKU in Vitro nmpegHasHayeHbl AN NPUMEHEHUs B
KOMOMHaUUM Cc ApyruMn MEAULUHCKUMW usgenusmu 1 (unu) obopyaooBaHvWeM, BCS KOMOWHauUWs, BKoYast
CoeauHUTENbHYI CUCTEMY, OOfkHa ObiTb Ge3onmacHOi W He [OOMKHA YXy[waTb 3asiBfieHHble (PYHKUMOHArbHbIE
XapakTepUCTUKN MEeOULMHCKMX U3O4enuii ANs AMarHoCTUKK in vitro. JTioGble n3BecTHble orpaHMdeHust Mo NPUMEHEHWIO
Takon KOMOWHaLMM yKa3blBatOTCS Ha MapKUpPOBKE U (UNK) B MHCTPYKLMM NO NpUMeEHEHWH0. MNpyu NpoekTMpoBaHMn u
N3roTOBMNEHUN COEOUHUTENbHBLIX CUCTEM AOMMKHbI ObITb MAKCUMarbHO CHVXKEHbl BO3MOXHbIE PUCKM HEMPABUIILHOMO
COEQIHEHNSI.

He ponyckaetcs npuMeHeHWe B COCTaBe MEAMUMHCKOrO M3Lenus Ans AMarHoCTUKM in vitro cneumanbHbIX
TEXHUYECKMX W (MNM) MPOrpaMMHbIX CPEeAcTB, WCKMAYAKLWNX WU OrPaHMYMBAOLLMX  BO3MOXHOCTb  €ro
UCMOMNb30BaHWA B KOMOMHAUUM C OpYrUMU MpefHasHaYeHHbIMWM Ans 3TOro MeAWMLUMHCKUMW u3genvsammn u (1nu)
obopynoBaHueM.

82. MeguumHckMe u3genust ons OMarHOCTUKM in Vitro NpOeKTUpYTCA U U3roTaBnMBalTCA TakuM 0Opasom,
4YTOObI YCTPAHUTL UMW CHU3UTb A0 NPUEMIIEMOrO YPOBHS:



1) pucKk TpaBMWMPOBaHWS MOMb3oBaTeNs MNU TPeTbUX NUL B CBSA3M C (DU3NYECKUMU XapakTepucTUKamu
MELMLIMHCKOro u3genus Ans AMarHocTUkM in vitro;

2) pyCK OLUMOKKN MPK UCNONb30BaHUN MEOULMHCKOTO U3Oenusa Ans AMarHOCTMKK in Vitro n3-3a KOHCTPYKTMBHbIX
XapaKTepUCTUK U1 YenoBeYeckoro aktopa;

3) puvCK, CBA3aHHbIN C OOBEKTUBHO MpeackasyeMbiMU BHELUHUMW BO3AENCTBUSIMU UIMU TakMMU OKpY>KatloLLMMMU
YCNOBUSIMW, KaK BHELUHME 3MNEeKTpOMarHUTHble MONs, dneKTpocTaTuyeckne paspsigbl, U3nyyveHue, atMmocdepHoe
AaBreHue n ero nepenagbl, BMaXXHOCTb U TeMnepaTtypa Bo3ayxa;

4) puCK, CBSI3aHHbIA C MCMOMb30BaHWEM MEOUUUHCKMX U3Oenuin Ans OUarHOCTMKWM in vitro mpu KOHTakTe C
MaTepuanamMmu, XuakocTsaMU U rasamu, BO3OENCTBMIO KOTOPbIX MeAWUMHCKUE U3Oenusa Anst AMarHoCTUKM in vitro
NoABepPralTCs B HOPMarbHbIX YCNOBUSIX SKCMyaTaumu;

5) puvck, CBA3aHHbIN C BO3MOXHbIM HEraTMBHbIM B3aUMOAENCTBMEM MeXAy MporpaMMHbIM obecneyeHnem
MEeOMLIMHCKOro M3genus Ans AMarHoCTUKK in vitro 1 ycnoBusIMY, B KOTOPbIX OHO 3KCMIyaTupyeTcs;

6) puck cnyyarHoro nonagaHvs NOCTOPOHHUX BELLECTB B MEAULIMHCKME U3OEeNVsa ANst ANarHoCTUKK in vitro;

7) pUCK HENpaBWbHON naeHTUdMKauum Npob B paMmkax AMarHOCTUKM in vitro;

8) puCK B3aMMHbIX MOMEX, CBA3AHHLIX C APYrMMU YCTPOWCTBaAMK, OOLIYHO NpPUMEHseMbiMU B reyebHo-
AMarHocTn4eckom npouecce.

83. MeguumHckue u3genusa Ons AMarHOCTUMKU in vitro NPOEKTUPYIOTCS M U3roTaBnMBalTCs Takum obpasom,
4yTOObl YCTPaHWTb WM MakCUMarnbHO CHU3WTb PUCK BOCMITAMEHEHWS WM B3pbiBa B HOPMarbHbIX YCMOBUSAX
3KcnnyaTauum Unm B criyyae eguHu4Horo oTtkasa. Ocoboe BHUMaHWE OOMKHO yAenAaTbCA MEeAULMHCKUM U3Oenuam
AN ANarHoCTUKK in Vvitro, MPUMEHSIEMbIM C UCMONb30BaHNEM JIETKOBOCMITAMEHSIOLNXCSA UK B3pbiBYATLIX BELLECTB.

84. MeguumHcKkMe m3genusa Ong OMarHOCTUKM in Vitro NpOeKTUPYITCA U U3rotaBnMBalTCA Takum obpasom,
4yTOObI cnocobcTBoBaTL 6e30nacHon yTunmM3auum oTxonoB, 06pa3oBaBLUMXCS MOCME UCMOMb30BaHNUA MEAULMHCKUX
1M3genui ans guarHocTukm in vitro.

5. ®YHKUMOHamNbHbIE XapaKTepPUCTUKN MEANLIMHCKUX U3AeNuWii ANa AMarHoCcTuKM in vitro

85. MeguumnHckne nsgenva ANs AUArHOCTMKM in Vvitro NpOeKTVMPYKTCS M M3roTaBnMBaloTCca Takum obpasom,
4YTOObI NX PYHKUMOHASbHbIE XapaKTePUCTUKN 6asnpoBanncb Ha COOTBETCTBYHOLLEA HayYHOWN N TEXHUYECKOW OCHOBE.
MepuvumHckve wnsgenus Ans AWMarHOCTMKWM in Vitro JOMKHbI (PYHKUMOHMPOBATb Ha MNPOTAXEHWM BCEro Ccpoka
SKCnnyaTauum B COOTBETCTBMM C HA3HaAYeHMEM, onpeaeneHHbIM Npon3BoanTeneM, B 4acTu:

1) XapakTepucTuk aHanuTU4eckon 3APAEKTUBHOCTN: TOYHOCTb (NPaBUMBHOCTE W NPELU3MOHHOCTD),
cucTematuyeckass MorpewHoCTb, aHanuTuyeckas 4YyBCTBUTENbHOCTb, aHanuMTuyeckas cneuuduyHocTb, npepen
obHapyxeHns (geTekuun), aHanuTUYeCcKUn [OuanasoH, JIMHEWHOCTb, TOYKa OTCEeYeHUsi, MOBTOPSEMOCTb,
BOCMNPOM3BOAMMOCTb, BKIOYasi YCIOBUS ee onpedeneHunsi, onpeaeneHne BO3MOXHbIX MHTepdepeHTOB SHAOreHHOM 1
3K30TMEHHOW NPMPOALI N NEPEKPECTHYI0 PEeaKTUBHOCTb;

6) XapaKkTepuCTUK KIMHWYEeCKON 3ddEKTUBHOCTU: AMarHocTuyeckass 4yBCTBMTENbHOCTb, AMAarHocTM4eckas
cneundnyHOCTb, NpefckasaTenbHas LEHHOCTb MOMOXMTENbHOrO M OTPULATENbHOTO pesynbTaToB, OTHOLUEHWe
npaBaonofobus, oxmaaemMble 3Ha4eHNs B HOPManbHOW UNW BblAENEHHON NONynsauun.

86. B cnyyae ecnu adpekTMBHOCTb MEAMLIMHCKNX U3AENWIA ANst AUArHOCTUKU in Vitro 3aBMCUT OT kanubpaTopoBs
1 (MK) KOHTPOINbHBIX Marepuanos, METPOrormyeckass NPOCNEeXnBaeMoCTb NX 3HAYEHUI OormkHa obecnedvmBaTbes
pedepeHTHbIMM MeTogamu 1 (Unn) MMetoLLMMUCS pedepeHTHbIMM MaTepuanammn 6onee BbICOKOro nopsaaka.

87. Yucnosble 3HauveHus pesynbTaToB MCCrefoBaHWs 00pasuoB Guonormyecknx maTepuanoB YenoBeka,
nonyyYeHHble B pamKkax AMarHOCTWKW in Vitro, AOMKHbI ObiTh BblpaXeHbl B OOLLENPUHATBIX U CTaHAAPTU3NPOBAHHBLIX
eavHuLax.

6. 3awmTa oT n3nyyeHns

88. MeguunHckue m3genusa Oons AMarHOCTMKKM in Vitro MpOEKTUMPYHTCS, M3rOTaBNMBAKOTCA U YMaKOBbIBAKOTCA
Takum obpasom, 4ToObl MMHMManNbHO noABepraTb Monb3oBaTerniell U TPEeTbUX NUL BO3AEUCTBUIO NOTEHUMANbHO
OMacHOro U3nyyeHusl.

89. MeguumHckme mM3genusa ons AMarHoCTUMKK in vitro, NnpegHasHadeHHble AN reHepupoBaHUS NOTeHLManbHO
OMacHOro M3ny4eHusl, NPOEKTUPYHOTCS U U3rOTaBNMUBAKOTCA TakMM obpa3oM, YTOObI rapaHTMpoBaTb KOHTPOIb U (1Mnn)
PErynmpoBKY XapakTEPUCTMK U KOMMYECTBA MCMYCKAEMOro M3NydeHus, M OCHALLAKTCHA BU3yanbHbIMU U (MnK)
3BYKOBbIMW CPEACTBaMU NpeaynpexaeHns 0 Hanmumm (aKkTMBHOCTW) TAKOro U3NyYeHus.

7. MeguumHcKue nsnenus Ans AMardHocTuky in vitro, Bkniovatowme B cebsl nporpaMMHoe obecnedeHue, n
aBTOHOMHOE nporpammHoe obecrieyeHmne, ABNAIOLLEECS MEAVNLIMHCKUM U3enuem Ans ANarHoCTMKM in vitro

90. MeguuuHckve mnsgenusa AnA AvarHocTuku in vitro, Bknovawwme B ceba nporpammHoe obecneyeHve, u
aBTOHOMHOE nporpaMmmHoe obecneyeHue, SBMALWEECS MEOUUMHCKUM u3genvemMm Ans AMarHocTuKu in  vitro,
NPOEKTUPYIOTCHA 1 U3rOTaBNMUBAKOTCA TaknuMm obpasom, 4Tobbl obecneunBaTb CTabunebHoe, HagexHoe 1 adheKkTuBHOE
(DYHKUMOHNPOBaHNE  3TUX  MEAMUMHCKMX W3OenuiA B COOTBETCTBMM C  Ha3HavyeHveMm, onpedeneHHbIM
npou3BoanTENeM.

8. AKTUBHbIE MEOULMHCKME U3Oenus Ana ANarHoCTUKKM in vitro, cBA3aHHbIE C UICTOYHUKOM SHEPTUN UIn
OﬁOpyﬂOBaHHble MCTOYHUKOM 3HEeprnun



91. AKTUBHbIE MEOUUMHCKME M3Oenusa Ans AUarHoCTUMKKM in vitro, npu Mcnonb3oBaHUMKM KOTOPbIX Ge30MacHOCTb
nonb3oBaTenen 3aBUCUT OT BHYTPEHHEro UCTOYHUKA MUTaHus, obopyayloTCs CpeacTBOM OMNpPeLeneHus COCTOAHMS
WCTOYHUKA NUTaHUS.

92. AKTVMBHble MeOWUMHCKME W3Aenus ANs AMarHoCTUKM in vitro NpOeKTUPYIOTCS M M3roTaBNMBAKTCA TaKUM
o6pas3om, 4YTOObI MakCUManbHO CHU3WUTb PWUCK CO3AaHWUA SMNEKTPOMArHUTHLIX MONen (INEeKTPOMAarHUTHBIX MOMEX),
KOTOpble MOryT OTpuLaTENbHO Cka3aTbcs Ha paboTe Apyrmx MeauUUHCKMX u3genun, obopyaoBaHms 1 cpeacTs CBA3N
B COOTBETCTBUM C X HA3HAYEHNEM.

93. AKTVBHble MeAWUMHCKME U3denvs Ans AMAarHoCTUKM in vitro NpOeKTUPYIOTCS U U3roTaBfUBAKTCA TaKuM
o6pasom, 4TOObI 0bBecneunTb YpOBEHb YCTOMYMBOCTW K SMEKTPOMArHUTHbIM MoMexam (MOMEXOYCTOMYMBOCTH),
o6ecneymBaloLLMi X PYHKLMOHMPOBAHME B COOTBETCTBUM C HA3HAYEHMEM, ONpeaeneHHbIM NPON3BOANTENEM.

94. AKTVMBHble MeOWUMHCKME W3AEenus ANs AMArHOCTUKM in vitro NpOeKTUPYIOTCS M U3roTaBiMBalOTCA TakUM
o6pa3oM, 4YTOObl MakCMManbHO CHU3WUTb PUCK CIyYalHOrO MOpaXXeHWst Monb3oBaTens WNn TpeTbero nuvua
3NEKTPUYECKUM TOKOM KaK Npy HOpMarbHbIX YCNOBUAX dKCMNyaTauMm MeOuLMHCKOro M3genusl, Tak U B YCnoBUSAX
€0MHUYHOW HEUCNpaBHOCTU MpW  YCNOBMMW, YTO MEOULMHCKOEe u3genue ycTaHOoBNeHO U obcnyxuBaeTca B
COOTBETCTBUM C yKa3aHUsIMU NPOM3BOAUTENS.

9. 3awmTa OT MEXaHNYECKMX 1 TEPMUNYECKMNX PUCKOB

95. MeguumHckue us3genusa Ons AMarHoOCTUMKKU in vitro NPOEKTUPYIOTCS M U3roTaBnMBalOTCs Takum 06pasom,
YTOObI 3aWMTUTL NOMb30BaTENA N TPETBUX UL, OT PUCKa MEXaHUYECKUX NMOPaXKEHWUIA, CBA3AHHOTO C CONMPOTUBMEHNEM
OBWKEHWIO, HECTabUNBHOCTBIO U HanNMYMEM ABUXKYLLUMXCSA YacTel B COCTaBE TakMX MEAULMHCKUX U3Oenuii.

96. B cnyyae ecnu B cocTaBe MeOUUMHCKOrO u3genusa in  vitro umeroTca  AOBMXyLMECS 4acTu,
npegycMaTpuBalOTCs CpPeAcTBa 3aluTbl NONb30BaTens OT PUCKA, CBA3AHHOrO C BO3MOXHbLIM paspyLUeHWeM
OBWXKYLLUXCHA YacTen U C NX OTPbIBOM.

97. MeguumHcKMe n3genusa Ong OMarHOCTUKM in Vitro NpOeKTUpYKTCA U U3roTaBnMBalTCA TakMM oOpasom,
YTOObl MakcMMarbHO CHU3UTb PUCK, CBSI3aHHLIN C BMOpauuein, co3gaBaemMon STUMU MELULMUHCKUMU U3AennsmMu,
nyTem NpUMEHEHUs CPeACTB, NO3BOMSAILWMX OrpaHNYUTb BUOpaumio, ecrnm TonbKo BUOpauMs He SBMSIETCS YacTbio
npeaHasHayYeHns Takux MeQUUUHCKUX U3OENUNA.

98. MeguumHckue m3genua Ons AWarHoCTUMKKU in vitro MPOEKTUPYHTCA U M3roTaBNMBAKOTCA TakuM obpasom,
YTOOblI MaKCUMarnbHO CHU3WUTb PUCKU, CBSI3aHHbIE C CO34AaBaEMbIM LLYMOM, MyTeM NpUMeHeHnst (Mpy1 Heo6xoanmMocTn)
CpeAcCTB, UCMOMb3yeMbIX ANA YMEHbLUEHUS LIyMma.

99. Knemmbl, pasbembl, COeauvHUTENW W Apyrve YCTPOWCTBA MOAKMYEHUS MeAULUMHCKUX u3genuin ans
AVMarHOCTUKK in Vitro K UICTOYHMKAM 3MEKTPUYECKOW, TMAPaBINYECKON UNN NMHEBMATUYECKOW SHEPTUM MPOEKTUPYHOTCA
1 N3roTaBnMBaloTCsl TakuM 06pa3oM, YTOOblI MaKCUMMarbHO CHU3UTL NtoOble BO3MOXKHbIE PUCKM.

100. MeguumnHCckMe m3genvs Ans OMarHOCTUKM in Vvitro NPOEKTUPYHTCS U M3roTaBnMBalOTCS TakuMm o6pasom,
4YTOObI MaKCUMarnbHO CHU3WUTb PUCK OLLUMGOK, BO3HUKAOLLMX MPU HEMPaBWUIIbHOM MOAKMHOYEHUN UMK NEPEKITHOYEHUN BO
BpeMsi paboTbl annapaTtypbl Unu AeTanen B COCTaBe Takux MEAULNHCKUX N3OeNnii.

101. OTKpbITbIE 4YaCTM MEAMLMHCKUX W3AenvWi ANnst OMArHOCTMKM in vitro (3a WCKIYEeHMEeM 4YacTew,
npeaHasHayYeHHbIX AN nogayun Tenna unm OOCTWKEHWUS 3adaHHbIX 3HAYEeHW TemMnepaTyp) He OOIDKHbI JOCTUraThb
NOTEHUMANbHO OMACHbIX 3HAYEHUI TEMMEepaTyp NpPU HOpMarbHbIX YCIOBUSAX 3KCMyaTauuu.

10. 3alLmMTa OT PUCKOB, CO3AaBaEMbIX MEAULIMHCKUMW U3AENUAMU ANS AMArHOCTUKK in vitro,
npeaHasHavYeHHbIMU AN CaMOTeCTUPOBaHUA Nonb3oBaTenemM Unm TeCTMpoBaHusa BGNun3mn nonb3osartens

102. MepgvumHckue w3genus Ong  AMarHoCTMKM in vitro, npegHasHadeHHble Ansi CaMOTECTUPOBAHMS
nonb3oBaTenemM unu TeCTUpoBaHUSA BOMM3U NOMb30BaTeENsi, NPOEKTUPYIOTCS M U3rOTaBMNMBalOTCS Takum obpasowm,
YTOObl OHM (OYHKLMOHMPOBANM B COOTBETCTBMU C Ha3HaAYe€HWEM, OnpedeneHHbIM MPOM3BOAUTENEM, C Y4YETOM
HaBbIKOB MONb30BAaTENS W YCINOBUIA 3KCNNyaTaunm MeanLMHCKOrO N34enus.

103. MeguuuHckue wu3genus Ans  OUMarHocTuMkM in vitro, npegHasHayeHHble [Ansi CamMoTecTMpOBaHUS
nonb3oBaTenemM UM TeCTUpPoBaHUSA BONM3M MONb30BaTENs, NPOEKTUPYIOTCA U M3roTaBnMBalTCA Takum obpasom,
4YTOObl MaKkCMManbHO CHU3UTb PUCK OLUMOKM NONb3oBaTensl, He MMEILWEro CcrneumanbHoro MeauuMHCKOro
0o6pas3oBaHus, Npy MPUMEHEHUN TakUX MEOULMHCKMX U3enui, a Takke npu oTtbope npob wnm mHTepnpetauun
pe3ynbTaToB TECTUPOBAHMS.

104. MepgvumHckue w3genus Ong  OMarHoCTMKM  in vitro, npegHasHadeHHble Ansi CaMOTEeCTUPOBaAHMS
nonb3oBaTenemM uUnu Ars TecTtupoBaHus BO6NM3M nonb3oBaTtens, AOMKHbI UMETb, €CN 3TO 0OBEKTUBHO BO3MOXHO,
YHKUMIO NOATBEPXKAEHUSI TOrO, YTO MPU MUCMONbL3OBAHUWN 3TU MeAMUMHCKUE n3aenus 6yaoyT yHKLMOHMPOBaTL B
COOTBETCTBUM C Ha3Ha4YeHneM, onpeaeneHHbIM NPON3BoAUTENEM.

11. JononHutensHble TpeboBaHUS K MApKUPOBKE MEAWLMHCKUX U3AENUIA ANst ANarHOCTUKK in vitro

105. B OTHOLWIEHUN MEAMLMHCKUX U3Oenui Ans AWArHOCTMKKU in vitro nMpUMeHsITCA NoMMMO TpeboBaHMM K
MapKMpoBKe, ykasaHHbIX B noapasgene 13 pasgena lll HacTtoawmx OOwux TpeboBaHUN, Takke AOMOSHUTENbHbIE
TpeboBaHus, NpegycmaTpuBatoLlne, YTO MapKMpOBKa MEAVMLMHCKUX M3OENWA ONS OUArHOCTMKM in vitro gorkHa
cogepxaTb creayoLLyo MHpopMaLuio:

1) nHdopmaums o npeaHasHayYeHUM MeaMLUMHCKOro n3aenus Ans AMarHocTukm in vitro;




2) cBefeHnst 0 Macce (HeTTO) CoAepXXMMOro (B eauHuuax Beca unu obbema), KonnyecTse eanHUL, unu nobon
KOMBVHaLuy nokasaTernemn, KOTopble TOYHO OTPaXatoT CoAepXaHne YNakoBKM (MpU Hammunm);

3) cBedeHMs 06 OCHOBHbIX WHrPeAMEHTax, COAepXaliuxcs B YMakoBKe MeOWLMHCKOro usgenvsa Ans
JMNarHoCTUKM in Vitro;

4) 3Hak npepynpexgeHnss 06 onacHOCTU, ecnn MeauUMHCKOe u3denue Ans AWMarHoCTWKW in vitro cogepxuT
onacHble BeLLeCTBa;

5) nHdopmauma o cneumnanbHOM MUKPOBMOMOrMYEeCcKoM CTaTyce WM YUMCTOTE MEAULMHCKOro usgenusa Ans
AnarHoCTuku in vitro (Npn HeobxoanumocTw);

6) nHbopmauma o npeaHasHavYeHUM MEeAMLIMHCKOro M3aenus Ang AMarHoCTMKM in vitro Ana camoTecTupoBaHus
noneb3oBaTenem unu Ans TecTMposaHnsa B6nv3n none3osatens (Npy Hanuymu).

12. TpeboBaHusa K MHGOPMaUmK, cogepXKallencs B UHCTPYKLUN
Nno NPUMEHEHMIO MEOULIMHCKOrO U3Aenus Ang AMarHoCTUKY in vitro

106. NHCTpyKUMS NO MPUMEHEHVIO MEAWLMHCKOrO M3genus Ans AMarHOCTMKWM in vitro gomkHa copepatb
cnepyoLLyo nHopmMaumio:

1) HaumeHoBaHve 1 (MK) TOProBoe HaMMEHOBaHME MEANLMHCKOTO U3nenus Ans AUarHoCTuKK in vitro;

2) cBegeHus 0 MPomn3BOAMTENE MEOMLIMHCKOTO U3Aenust Ans OUarHoCTUKM in vitro u (Mnu) ero ynorHoOMO4YeHHOM
npencraBuTene, BKMOYas MOMIHOE W COKpalLlEHHoe (Npy HanmuMyMu) HavMEHOBaHMWSA PUAMYECKOro nuua, MecTo
HaxoxaeHusa (dpamunusi, uMHA, OTY4eCTBO (NpYM  HanMyMu) UM MEeCTO XKuTenbCcTBa puanyeckoro nuua,
3aperncTpupoBaHHOrO B Ka4yecTBe MHAMBWAYanbHOrO npeanpuHMmartensd), NoyYToBbl agpec, Homepa TenedoHa,
hakca, agpec aNeKTPOHHOW NOYThI (MPK HannM4uun);

3) HasHayeHne MeaULMHCKOro n3genusa Ans QuarHoCTuKK in vitro,

B TOM yncne:

YHKUMOHaNbHOE Ha3Ha4YeHuE;

onuncaHune Toro, YTo onpeaensieTcs n (MUNu) U3mMepsieTcs;

cneundmryeckoe pacCTPOMCTBO, COCTOSIHME WNM QakTop pucka Ansi OBHapyXeHus, onpeaeneHvs unm
AnddepeHUMpoBaHns KOTOPOro npegHasHayeHo MeAWUMHCKOE W3fenve [Ans  OuarHocTukM in  vitro (mpwu
HeobxoanmocTw);

npegHasHayYeHne MeguUMHCKOro u3genus Ans AMarHoCTWKM in vitro Ans Ka4eCTBEHHbIX, MONYKONMMYECTBEHHbIX
UINN KONMYECTBEHHBIX ONpeaeneHui;

TMN aHanuanpyemoro obpasua;

4) nHdopmauma o npegHasHayYeHUn MEAMLMHCKOro M3denusa Ans AMarHoCTWKWM in vitro Anst KnuHU4ecKon
nabopaTopHoOW ANarHOCTUKY;

5) HazHayeHne MegMUMHCKOTO U3aenusa Anst AUarHoCTUKM in vitro

C YyKasaHuMeMm nonb3oBaTens (Hanpumep, nauMeHT, MEeOWULMHCKUIA crneuuanucT, Quandeckoe nuuo,
NnpUMeHsiIoLLEee MeauLIMHCKOEe U3aenue no HasHa4YeHuto, onpeaeneHHoOMY NPoOn3BOAMTENEM);

6) npuHUMN TecTa;

7) onvcaHve peareHToB, KanMbpaTopoB U KOHTPOIbHBIX MaTepunaros;

8) nepeveHb maTepmanoB 1 crneumanbHbIX MaTepuanos, KOTopble TPebyloTcsa Ans NpoBeAeHUs TeCTUPOBaHWA
(ananusa), HO He cogepXxaTcs B KOMMNIEKTE NOCTaBKN MEQULMHCKOrO M3genvs Ans AnarHoCTuUKy in vitro;

9) ANs MeaMLMHCKMX U3AENWI ANsa AUarHOCTUKK in vitro, NnpegHa3HayYeHHbIX AS UCMONb30BaHWs B KOMOMHaLMK
C APYTMMW MEeOULIMHCKUMUN U3LENUAMK, BKIOYas MeQULMHCKUE M3genusa Ans AMarHoCTMKK in vitro, - nHdopmaums
ANst naeHTnUKaumMmM MeanuUMHCKMX U3AENUIA C Lenbio nonyyYeHns 6esonacHorn kombuHaumm u (unu) nicpopmaums ob
N3BECTHbIX OFPaHNYEHUSIX MO COBMECTHOMY MCMNOMb30BaHNIO MEANLIMHCKUX N3OENNIA;

10) cBegeHus O cneuvanbHbiX YCMOBMAX XpaHEHUs (Hampumep, TemnepaTypa W BMAaXHOCTb BO3AYXa,
ocBeLleHue 1 ap.) n (unn) obpalleHns nonb3oBaTenen ¢ MeaULMHCKAM U3aenmem in vitro;

11) cBegeHnst 0 xapakTepucTMkax CTabunbHOCTU MEAUNLMHCKOrO U3Aenusa Ans AuarHoCTUKM in vitro (Hanpumep,
YCNOBUS XpaHEHWs, CPOK FOAHOCTU MOCIEe NePBOro BCKPbITUSI NEPBUYHOIO KOHTEMHEPA), @ Takke YCNOBUAX XpaHeHUs
1 cTabunbHocTn paboynx pacTBopoB (Mpu HeobxoaAMMocCTH);

12) wvHdopmaumss O CTepurbHOM COCTOSIHUM, METOAe CTepunusaumm 1M O Nopsiake AEUCTBUIA B cryyae
HapyLUeHNs1 CTEepUIbHOW YMNakoBKM (ecnv MeguuMHCKOe u3fdenve Ansg AuarHoCTUKM in vitro nocTtaBnsieTcs B
CTepurbHOM Buae);

13) wHdopMauna ans nonb3oBaTtenev (NpeaynpexaeHvs, Mepbl NPeAoCTOPOXHOCTW, MpeanpuHMMaemMble B
crnyyae HeobxoOMMOCTU MEpbl U OFPaHWYEHUs MPW MCNOMb3OBaHUM MEOULMHCKOrOo M3genvs Ons AMarHOCTWKW in
vitro), Bkrrovas:

npegynpexaeHue, Mepbl NpPeaoCTOPOXHOCTM U (UNWn) Mepbl, NpeanpuvHMMaemble B criydyae cbos unm
OTKMOHEHWI B (PYHKLUMOHUPOBaHNM MEAMLIMHCKOrO M34enus Ans AMarHOCTUKK in vitro, onpeaensieMbiX No BHELLUHUM
npu3Hakam;

npegynpexaeHne, Mepbl NPefoCTOPOXHOCTM W (Unn) Mepbl, NpeanpuHUMaemMble B OTHOLLEHUMM TaKMX
npenckasyembiX BHELIHUX (haKTOPOB, Kak BHELIHWE 3MNEKTPOMAarHUTHbIE MOMs, 3NekTpocTaTuveckMe paspsiabl,
usnyyeHue, atTmocdepHoe AaBreHve 1 ero nepenagpl, BNaXHOCTb U TeMnepaTypa BO3ayxa;

npegynpexaeHne, Mepbl NMPeaoCTOPOXHOCTU U (MrM) Mepbl, NpeanpvHUMaeMble B Crlydyae npeackasyemoro
pyCKa 3MeKTPOMAarHWTHbIX MOMEX, CO34aBaeMblX MEAVLMHCKUM M3JenveM ONA OMarHoCTUKM in vitro ana apyrux
MeOMLMHCKMX n3genuii, obopynoBaHns 1 CPeacTB CBA3M;

npegynpexaeHne, CBA3aHHOE C BXOOSLWMUMW B COCTaB MEAMLMHCKOrO M3genust Ans OUarHocTukM in vitro
mMaTtepuanamu, KOTopble SIBMSIOTCA KaHLEPOreHHbIMW, MyTareHHbIMU UMW TOKCUYHBIMM MO0 NpUBOAAT K
ceHcubnnmaauum, annepruiyeckon peakumm unm oTpmuaTensHO BAKSIOT HA PENPOAYKTUBHYO (PYHKLIMIO;



npegynpexaeHue, Mepbl NPegoCTOPOXKHOCTU U (MnK) Mepbl, NPEANPUHMMAEMbIE B OTHOLLUEHUM NOTEHLMaNbHO
MHPEKUMOHHOrO MaTepuana, CoaepKallerocs B MeaMUUHCKOM U3LENUKn ANs ANarHoCTUKK in vitro;

14) vHpopMaumsa o npeaHasHayYeHUM MeOMUMHCKOrO WU3Aenvs Anst AUarHoCTMKKM in vitro ons ogHopas3oBOro
MCNONb30BaHUS;

15) nHdopmauma o Hagnexawewn obpaboTke MeOUUMHCKOrO M3genust Ans AUarHocTukM in vitro gna ero
NMOBTOPHOIO UCMOMb30BaHWS, BKMOYAsh OYUCTKY, O€3NHAEKLUMIO, YNAKOBKY U Npu HEOBX0OMMOCTU MeToa NOBTOPHOW
crepunusaumm (ecnv meguumMHcKoe wusgenve Ans OUarHoCTUKM in vitro npegHasHayeHo ANns MHOropasoBOro
Mcnonb3oBaHus);

16) cneunanbHble TpeboBaHMS B OTHOLEHWM MOMELLEHWUA, CcneumanbHOW noAroToBKM MM ocobon
KBanudukaumm nonb3osaTens v (Mnu) TpeTbux nuy (Mpn HeobxoanMocTN);

17) vHdopmaumua o6 ycnosusix, Heobxoaumbix Ana cbopa, ob6paboTkn M NoAroToBku 06pasLoB, AaHHbIE MO
cTabunbHOCTU aHanuanpyembix o6pasuoB, B TOM 4YWCME YCMOBUS W ANUTENBbHOCTb XPaHEHWs, YCIOBUS
TPaHCMOPTUPOBKU, OFPaHNYEHUSA MO LIMKNaM 3aMOPO3K/ (pa3mMopaxnBaHus);

18) nogpobHasa mHpopmauma O NOAroTOBKE K MCMOMb30BaHWIO MEAULMHCKOrO U3Aenus Ans OUarHOCTUKM in
vitro;

19) wmHopmauumsa, Heobxooumas ANS NPOBEPKM MNPaBUIIbHOCTU YCTAaHOBKU MEOMLMHCKOro wu3genus ansg
AMarHoCcTUkM in vitro n ero rotoBHocTU k 6e3onacHon pabote NO HasHaYeHWo, onpeaeneHHOMY NponssBoauTeneMm, ¢
yKa3aHWeM crnegyrLmnx cBeaeHUN:

cofepaHve 1 NepuoanyYHOCTb TEXHUYECKOTO 0BCIY>XMBaHWS, BKIOYas OYUCTKY U OE3MHAEKLMNI0 MEOUNLIMHCKOIO
n3genusi;

HeoOxoaMMOCTb KannbpoBkM ans obecrneyeHus Hagnexailen n 6esonacHon paboTbl MEQULMHCKOrO M3genusi
AN ANarHoCTUKK in vitro B TeYeHMe cpoka ero criyxobi;

MEeTOoAbl CHWXEHWUS] PUCKOB, CBA3AHHbIX C YCTAHOBKOMW, KannbOpoBKOM wnn OOCAYXMBaAHWEM MeAULIMHCKOrO
n3genust Ansg guarHoCTUKKM in vitro;

20) pekomeHOaLMmM B OTHOLLEHMW MpoLeayp KOHTPOMS KayecTsa npu HeobxoanumocTu;

21) wHdoOpMaLMs O MpPOCMNEXMBAEMOCTM 3HAYEHWN, 3afaHHbIX [Ans KanubpaTopoB WIU  KOHTPOSbHBLIX
mMaTepuanos, koTopas obecrneyvnBaeTcs NOCPEACTBOM AOCTYMHbIX pedepeHTHbIX METOAUK (METOOOB) U3MEPEHMUS U
(vnun) aTanoHos;

22) npouefypa TECTUPOBaHWA, BKIMOYas pacdeTbl U WMHTeprnpeTauuyM pesynbTaToB TECTUPOBaHWSA, UM Mpu
HeobXoaAMMOCTM MHpopMaLMs O Lienecoobpa3HOCTU NPOBEAEHUSA NOATBEPKAAMLLMX TECTOB;

23) xapakTepuUCTWKU aHanuTM4eckon 3PdPEKTUBHOCTU: YYBCTBUTENBHOCTb, CMeundUYHOCTb, NPaBUMbHOCT,
NMOBTOPSIEMOCTb, BOCMPOU3BOAUMOCTb, Npeden oOHapyxeHus (OeTekuuMn) U AvanasoH M3MEepeHus, BKo4as
MHOPMaLMIO O BNUSIHUU U3BECTHBLIX WHTEPdEpPeHTOB, 06 OrpaHMyeHMsX mMeToda M UCMOMNb30BaHUWM AOCTYMHbIX
pedepeHTHbIX MaTepuanosB U METOAO0B aHanu3a (no NPMMEHUMOCTH);

24) xapaKTepuUCTUKM KIMUHMYECKOW 3(hdEKTUBHOCTU: AMArHOCTMYECKas YyBCTBUTENBHOCTb M AMarHocTuyeckas
cneunduyHOCTb (MpyM HeoBXxoaNMOCTN);

25) 6buonornyeckuii pedepeHTHbIN MHTEPBan Npyv HEOGXOAMMOCTH;

26) nHpopmaumsa 06 nHTepdePUPYOLLMX BELLECTBAX UM OrpaHNYEHUsX, CBA3aHHbIX C Npobol, KoTopble MOryT
NOBMUATb Ha pe3ynbTaT UccrnegoBaHus;

27) npegynpexgeHue n (unu) cneumanbHble Mepbl NPe4OCTOPOXHOCTM B OTHOLIEHUN 6e30nacHon yTunusaumm
MEeLMLMHCKOro u3aenusi 4ns AUarHoCTUKM in vitro 1 npuHaanexHocTen (Mpu HanMyunm), KOTopble Npyu HE0BXoaUMOCTU
OOIMKHBI OXBaTbIBaTh crieayowmne oakTopbl:

MHMEKUNOHHbIE UM MUKPOOHbIE PUCKM, B TOM 4YMUCIEe BO3MOXHOCTb 3arpsi3HeHWsl pacxodHblX MaTepuanoB
WMHMPEKLUMOHHBIMW areHTaMu YeroBeYeCcKOro NPOUCXOXAEHUS;

3KONOrM4yeckne pPUCKK, CBsidaHHbIE C MOTEHUManbHO onacHbIMM MaTepranamMmm 1 BellecTBamu;

duanyeckne pucku, B TOM YMCIie BO3MOXHOCTb B3pbiBa UMW BO3rOpaHus;

28) B OTHOWEHUN MEOUUMHCKOrOo u3genus Ans  OMArHOCTMKM  in  vitro, npegHasHayeHHoro Ans
CaMOTeCTUPOBaHWSI NOMNb30BaTENEM UMM TECTUPOBAHNST BONN3M NONb30BaTENs, TakkKe CrneaylLlime cBeaeHns:

nogpobHasa uHdopmauus o npouenype TeCcTUpoBaHWs (MOArOTOBKA peareHToB, OTOOp (mogroToBka) npobbl,
NopsiAOK BbIMOMHEHNSI U UHTEpNpeTaunsi pe3ynbTaToB TECTUPOBAHUS);

pekoMeHAauMn OTHOCUTENbHO AENCTBUIA MOMb30BaTENs B Cly4vyae MOMOXUTENbHOrO, OTpULATENBHOMO MNn
HeonpeaeneHHoro peaynbTara TECTUPOBAHWS;

UHopMaumMss O MOrPELUHOCTSX TecTa U BO3MOXHOCTU  MOMNYYEHUSI  NOXHOMOMOXUTENbHbIX — UNn
NOXHOOTPULATENbHbIX Pe3yrnbTaToB TECTMPOBAHMWS, a TakkKe OTHOCUTENbHO (DAKTOPOB, BMAMSAKOLWMUX Ha pe3ynbTar
TECTMPOBAHUS;

nHOpMaUms O HeJOoNyCTUMOCTU MPUHATUS Nonb3oBaTeneM MeauUMHCKUX pelweHni 6e3 npeaBapuTenbHON
KOHCYNbTaUUN C MEQULMHCKUM CNELanmcToMm;

29) paHHbIe O BbINMYCKe MW NOCNegHEM NEPECMOTPE MHCTPYKLMMU MO MPUMEHEHMIO;

30) uHdopMauns o HeobxoaMMOCTM HanpaBneHusi COOBLLEHNS NMPOU3BOAMTENO UMW €ro YNorHOMOYEHHOMY
npeacTaBUTENIO O HEXenaTerbHbIX COBbITUAX, KOTOPbIE MMEIOT NPU3HaKN HeGNAronpusiTHOro cobbITUS (MHUMAEHTA).

107. VIHCTpYKUUSi MO NPUMEHEHNI0 MOXET OblTb NpeAcTaBrneHa B COKpaLLEHHOM BUAE Ui Ha MapKMpoBKe (ans
MEOMUMHCKMX WU3L4enuii Ans AMarHOCTUKKM in vitro KnaccoB MOTeHUManbHOro pucka npuMmeHeHuss 1 u 2a), ecnu
MELMLMHCKOEe uM3genve MoXeT ObiTb  UCMOoNb30oBaHO 6e3onacHO UM MO HA3HAYeHWo, onpeneneHHOMY
npoussoanTenem, 6e3 MHCTPYKLUM MO NPUMEHEHMIO.

108. OpHoro sk3emnnsipa WHCTPYKUUW MO MPUMEHEHUIO MOXEeT OblTb [OCTATO4YHO, €Cniv MOCTaBnseTcs
HECKOIMbKO MeOMULIMHCKUX M3Oenuin Ons OUMarHocTuKM in vitro ogHomy nonb3oBaTtento no ogHomy agpecy. [Mo
TpeboBaHuto NoTpebuTens npou3BoauTENb OOMKEH NPELOCTaBUTb OOMOMHUTENbHbLIE 3K3EMMMSAPbI MHCTPYKUMK MO
NPUMEHEHNIO.



V. llokasaTenbCTBa COOTBETCTBUS MEOAULMHCKUX U3genuim obwmm Tpe6oBaHnsam 6esonacHoCcTH 1
3hheKTMBHOCTH B LieNsIX perucTpauum

109. CooTBeTCTBNE MEANLIMHCKOIO M3aenus HactosawmmM Obwmum TpeboBaHnsiM obecneymBaeTcs BbINOSIHEHNEM
YCT@HOBINEHHbIX 3TUM AOKYMEHTOM TpeboBaHui HenocpeAcTBEHHO NMOGO BbINONHEHUEM TpeboBaHWI CTaHOApTOB,
BKIMIOYEHHbIX B MepevYeHb CTaHAapToB, B pe3ynbTaTe NpUMEHEHWUs1 KOTOpbIX Ha AOOGPOBOMbHONM OCHOBE MOMHOCTLIO
UM YyacTuyHo obecneuymBaeTcsi COONIOAEHWE COOTBETCTBUMS MEAMLMHCKOro usgenus Hactoawmm  OOwmm
TpeboBaHusaM (panee - nepeyeHb).

110. [epeyeHb opmupyeTCcst Ha OCHOBAHWM NPEANOXEHUN YNONMHOMOYEHHbIX OPraHOB rocy4apCTB-YNEHOB,
NnpyHMMaeTcs pekoMmeHaaumenn Kommuccnm no cornacoBaHuio ¢ rocygapcTBaMm-yneHamMmu U NoasexnT akTyanusauum
no Mmepe HeobxoanMOoCTH.

Mopsgok dhopMmnpoBaHKsa NeEpeYHs MpUHUMaeTCsl pekoMeHaaumen Komumcenm.

[ns BKMO4YeHWs CTaHOApTOB B NeEpeyveHb YNOSIHOMOYEHHbIE OpraHbl roCyapCTB-YIIEHOB MNPEACTaBnsAlT B
Komuccuio ceegeHus no hopme cornacHo npunoxxexuio Ne 1.

111. B uensax perucrpauum cOOTBETCTBME MEAMULMHCKOrO wusgenusa Hactoswmm O6wum TpeboBaHusm
noaTBepXaaeTcsi NPOU3BOAUTENEM UMW €ro YNorHOMOYEHHbIM MpPeacTaBUTENEM MOCPeaCTBOM NpeAcTaBreHus B
YMONHOMOYEHHbIV OpraH rocygapctea-yneHa cBefeHun O cobriofeHMn yCTaHOBMEHHbIX TpebosaHun Mo copme
cornacHo npunoxeHnto Ne 2. YkasaHHas popMa 3arnosHAeTCsl B COOTBETCTBUM C YCTAHOBIIEHHbLIM NMOPSAKOM.

112. Joka3aTenbCcTBa COOTBETCTBUSA MEAWLIMHCKOIO N3OENns NOMNOXEHWUAM, YCTaHOBIEHHbIM NyHkTamu 3, 6 n 8
HacToswmnx O6wmx TpeboBaHMiA, JOIMKHbI BKITIOYaTb KIIMHMYECKOe 06OCHOBaHME Ha OCHOBE KIMHUYECKUX AAHHbIX O
MELMLIMHCKOM U3Lenuu.

MPUNOXEHWE Ne 1

kK O6wimm TpeboBaHusam 6e3onacHOCTH

1 3h(PEKTUBHOCTN MEANLIMHCKUX M3OEenun,
TpeboBaHUAM K UX MapKUPOBKE U
3KCNNyaTaunoHHON JOKYMEHTALMMN Ha HUX

dOPMA
npeactaBrieHUsn caep,eHvuZ Ansa BKNO4YeHUsA cTaHaapToB
B NepeyvyeHb CTaHAAPTOB, B pe3ynbTaTe NPUMeHeHUsA KOTOpPbIX
Ha AOOPOBONILHOM OCHOBE MONMTHOCTLIO NN YaCcTU4YHO obecneynBaeTcs CObNOAEeHNEe COOTBETCTBUS
MeAULMHCKOro nsgenus TpebosaHusim 6e3onacHoOCTN U 3¢ppeKTUBHOCTU MeAULIMHCKUX usgenumn

O6o3HaveHne HanmeHoBaHue Oarta lMpumeHsiemble MMyHKT
cTaHgapTa cTaHgapTa BBEAEHUSA pasgenbl O6wux TpeboBaHnin**
B JencTBue craHgapTa*
1 2 3 4 5

* YkasblBalOTCA NpUMMEHsieMble pasfensl cTaHfapTa, ecrnv He Bce pasfenbl crtaHgapTa obecneyuBaroT
NpesyMnuuMio COOTBETCTBMSA MeaAuUMHCKOro wusgenust O0wwmm TpeGoBaHuam 6e30nacHoCTM U 3hPEKTMBHOCTM
MELMLMHCKMX M30enuin, TpeboBaHUSAM K X MapKMPOBKE U SKCMTyaTaUuMOHHOM AOKYMEHTALMM HA HUX, YTBEPXKAEHHBIM
Pewennem CoseTta EBpasuiickon akoHoMuyeckon kommuccum ot 12 coespans 2016 r. Ne 27.

** YkasblBaeTCs COOTBETCTBYOWMIA NyHKT O6Lwmx TpebosaHun 6e3onacHOCTU 1 9PHDEKTUBHOCTN MEOULIMHCKMX
n3aenuin, TpeboBaHWN K MX MapKUPOBKE W 3KCMNyaTaLMOHHOW OOKYMEHTaLUW Ha HWUX, YTBEPXAEHHbIX PelueHnem
CoBeTta EBpasumincko 3koHoMMYeckor komuccum oT 12 dpeBpans 2016 r. Ne 27, KOTOpbIN BbIMNONHSAETCS Mpu
NpMMeHeHUn pasfena ctaHgapTa, ykasaHHoro B rpadpe 4 HacTosLwen opMbl.

MPUNTOXEHWE Ne 2

kK O6wimm TpeboBaHusam 6e3onacHOCTH

1 3hPEKTUBHOCTN MEANLIMHCKMNX U3OENui,
TpeboBaHUAM K UX MAPKMPOBKE U
3KCNNyaTaunoHHON JOKYMEHTALMMN Ha HUX

dopma npeacTaBneHns CBeAeHN 0 COOTBETCTBUM
MeOMLUHCKOro nsaenus TpebdosaHusam 6e3onacHoCcTu
N 9P HEKTUBHOCTN MEOULIMHCKUX U3Oenni
M NOpSAJ0K ee 3anosfHeHUs

|. dopma npeacraBneHnsa cBegeHUN O COOTBETCTBUSA
MeaMUUHCKOro nsaenus TpebosaHusaM Ge3onacHocTn
1 3 PEKTUBHOCTUN MEOULMHCKUX N34enni

HavmeHoBaHWe MeanLMHCKOro U3aenus:

MyHkT OBLLMX MpumeHumocTb MerToga, PekBnantbl PekBnantbl PesynbTat
TpeboBaHui K MCMosb3yembli HOPMaTVBHOIO [OOKYMeHTa, OLIEHKU




MeanLMHCKOMY ans [JOKyMeHTa Ha noaTBEPXKAaloLLEro
nsgenuio [loKa3aTenbCcTBa MCMonb3yeMmbiit COOTBETCTBUE
COOTBETCTBUSA meTof
1 2 3 4 5 6

1. Mopsaok 3anonHeHnsa oopMbl NpeaCcTaBneHns cCBeaeHUN
0 COOTBETCTBUU MEAULMHCKOrO n3genus tpeboBaHnsm
6e3onacHocTv 1 3HEKTUBHOCTU MEANLMHCKUX N3OENUN

1. B rpadpe 1 ykasblBaeTCs COOTBETCTBYHOLLMIA MYHKT O6LiMX TpebGoaHun GesonacHoCcT U ahhEKTUBHOCTH
MeOMUMHCKMX n3genuii, TpeboBaHuin K UX MapKMpPOBKE U IKCMIyaTaLMOHHON AOKYMEHTALMN Ha HUX, YTBEPXOEHHbIX
PeweHnem CoBeta EBpasuiickoinn akoHoMuyeckonm komwmcceum ot 12 cespansa 2016 r. Ne 27 (ganee - OOGwwe
TpeboBaHus).

2. B rpadhe 2 ykasbiBaeTcs, NpMMeHUMO nu TpeboBaHue, NpeayCcMOTPEHHOE yKa3aHHbIM B rpade 1 nyHKTOM
O6wmx TpeboBaHWi, K MeoULMHCKOMY n3genuio («aa» unu «HeT»). Ecnn gaHHoe TpeboBaHWe He NpUMEHMMO K
MeOMLUMHCKOMY u3fienuio, B rpade faetcst OO bsACHEHME.

3. B rpadbe 3 ykasbiBaeTca MeTOA, NMPUMEHEHHbBIN ANS JOKa3aTenbCTBa COOTBETCTBUS MEAMLUMHCKOrO U3nenus
TpeboBaHuo, NPeayCMOTPEHHOMY YyKasaHHbIM B rpadpe 1 nyHktom O6wmux TpebosBaHum (Hanpumep, NpUMeHeHue
CcTaHdapTa, COOCTBEHHble WUCMbITaHWUS C  MCMNOMb30BaHWEM CTaHO4ApPTU30BaHHOTO MEeToAa, WCMbITaHus C
UCMnonb3oBaHWeM COBCTBEHHOrO MeToAa WCMbITaHWW, UCMNbITaHUs, NPOBEAEHHbIe TpeTberl CTOPOHOW, WIW ApYromn
MeTOoA).

4. B rpade 4 yka3blBalOTCA pPEKBU3UTbI HOPMATMBHOIO [OKYMEHTa Ha MeToA, WCMNonb3yembld Ans
JoKasaTenbCTBa COOTBETCTBUS MELMLUMHCKOrO nsgenus TpeboBaHuio, NpesyCMOTPEHHOMY yKasaHHbIM B rpade 1
nyHkTtom O6Lmx TpeboBaHuiA.

5. B rpacbe 5 ykasbiBaloTCst pEKBU3UTBI JOKYMEHTOB, MOATBEPXKAAIOLLNX COOTBETCTBME MELAMLMHCKOIO U3Oenus
TpeboBaHUo, NpesycCMOTPEHHOMY yKa3aHHbIM B rpade 1 nyHktoM O6wwmx TpeboBaHWI (MPOTOKOMOB WCMbITAHWN,
cepTudmKaToB, AeKnapaunii COOTBETCTBUSA, OTHETOB O NPOBEAEHHbIX UCCNE0BaHUAX, APYrMX LOKYMEHTOB).

6. B rpace 6 ykasbiBaeTca 3akno4eHne 0 COOTBETCTBUMN UMM HECOOTBETCTBUU MeaAMLMHCKOro nagenusa Oowmm
TpeboBaHUAM.




