EBPA3UVCKAA SKOHOMUYECKAA KOMUCCUA
COBET

PEIITEHUE
«12» peBpansa 2016 . Ne27 r. Mocksa

O6 yrBepxaenun O6mux TpeboBaHMit 6€30IIaCHOCTH U
3¢ deKTUBHOCTH MeIUIMHCKUX U37IeNTuii, Tpe6oBaHMI K MX
MapKHPOBKe M OKCIUTyaTal[MOHHOM JOKyMeHTaI[y Ha HUX

B coorBercTBuu ¢ mynkroMm 2 cratsu 31 JloroBopa o EBpasuiickom 5KOHOMUYECKOM
corose oT 29 mas 2014 roza, myHKTOM 2 CTaThU 3, MYHKTOM 4 CTaThu 4 U IyHKTOM 4 CTaThbu
7 CoryalleHus O eJUHBIX NPUHIMIAX U IIPaBHIAX OOpallleHHsA MeJUIIMHCKHUX W3[eTHil
(u3menuit MeIUIIMHCKOTO HasHAYEHUs ¥ MEAUIMHCKON TeXHUKM) B paMKax EBpasuiickoro
dKOHOMHUYecKoro coro3a ot 23 mekabpsa 2014 roga, myukramu 104, 108 u 109 npunoxenus
Ne 1 x Permamenty pabotrer EBpasuiickoif S5KOHOMHUYECKON KOMMCCHH, YTBEPXKAEHHOMY
Pemenuem Bricmero EBpasuiickoro skoHoMudeckoro cosera oT 23 mekabps 2014 r. Ne 98,
u Pemennem Bsicmero EBpasuiickoro skoHomMmueckoro cosera oT 23 mekabps 2014 r. Ne
109 «O peanmzanuu CornameHus O eAVHBIX NPUHLIMIAX M IpaBHIaX OOpalleHust
MeJULWHCKUX U3AeTHil (M3eIuil MeAUIIMHCKOTO Ha3HAYeHN U MeTUIIMHCKON TeXHUKH)
B pamkax EBpasuiickoro sxoHommyeckoro coiosa» CoseT EBpasmiickoil skoHOMHYecKoi
KOMMCCHY PelIrI:

1. VrBepputs mpunaraembie Oburye TpeGoBaHUA 6e30mMacHOCTH U 3PGEKTUBHOCTH
MeIUIIMHCKUX W3fleNnnii, TpeOOBaHMA K UX MapKUPOBKE U OKCILTyaTallMOHHOM
TOKYMEeHTAIlUW Ha HUX.

2. Hacrosamee Pemenue BcTymaer B cuity 1o ucredeHun 10 xameHJapHBIX AHEH C
IaThl BCTyIUIeHWs B cuiay Ilporokosna, mommucanzHoro 2 pnexabps 2015 roma, o
npucoenuHenun Pecnybnuku Apmenns k CoriameHuIo O eJUHBIX IPUHLOUIAX U
IIpaBwIax OoOpalleHus MeTUIIMHCKUX H3AeNui (M3menuil MeTUIIMHCKOTO HAa3HAYEHUS U
MeAUIIMHCKON TeXHWKH) B paMKax EBpasuiickoro sKOHOMHUYECKOTO co103a oT 23 mekabps
2014 roga, HO He paHee yeM 10 ucreyeHuu 10 KajeHZAPHBIX AHEH C JaThl OPHUIIMATBHOTO
ony0IMKOBaHUA HACTOAIETO Pemenus.



YTBEPX/EHBI

Pemenuem Cosera EBpasutickoit
SKOHOMHUYECKOM KOMUCCUHI

ot 12 ¢pespans 2016 r. Ne 27

OBIIVE TPEBOBAHUA

6e3omacHOCTH ¥ 3 PEKTUBHOCTH METULIMHCKUX
M3genuii, Tpe60BaHNA K UX MapKHPOBKE U
SKCILTyaTal[MOHHOI JOKyMeHTaIuy Ha HUX

I. OGuine monoxeHus

1. Hacrosmue O6mue TpeGoBaHHA pa3pabOTaHBI B COOTBETCTBUM C ITYHKTOM 2
cratbu 31 JloroBopa o EBpasmiickom skoHOMHYeckoM coioze oT 29 mas 2014 roga,
ITyHKTOM 2 cTaTbu 3, IyHKTOM 4 craTbu 4 1 myHKTOM 4 cratby 7 CorjameHus O eSUHBIX
IPUHIMUIAX U TPABWIAX OOpalleHUs MEeNUIMHCKUX H3Aenuil (M3fenuili MeIUIIMHCKOTIO
Ha3HAYeHUs ¥ MeJUIIMHCKONH TeXHWKU) B paMKax EBpasmiiCKOro SKOHOMHYECKOTO CO03a
or 23 pexabps 2014 roma um ycraHaBmMBalOT oOmMe TpeGOBaHMUA O0e30IIACHOCTU U
5pPEeKTUBHOCTY MEIUIMHCKUX H3JeNuil, a Takke TpeOOBAaHMA K MapKUPOBKE U
SKCIUTyaTal[MOHHON [JOKYMEHTaUMH HA MeJUIVHCKAe U3JeIud, BBIIyCKaeMble B
obpaieHue B paMKax EBpasuiickoro skoHOMu4eckoro coxosa (mauee - Coros).

2. Ina ueneit Hacrosmux OOmMUX TpeOGOBAaHUI KCIIONB3YIOTCS IOHATHSA, KOTOPHIE
O3HAYaIOT CIefyollee:

«aKTHUBHBIe MeNUIMHCKHEe Hu3JeNud» - MeJUIUHCKHe Hu3Zenud, IpUMeHsdeMble
OTZIeJIPHO WJIM B COYETaHMM C JPYTHMMU MEJUIMHCKHMH H3JEeIUAMH, I JeHCTBUAAL
KOTOPBIX HEOOXOAMMO HCIIOIb30BaHNE SHEPTUH, OTIIMYHOMN OT IIPOMU3BOAUMOI YeIOBEKOM,
WJIV CUJIBI TSKECTH.

MepunuHckue usfenus, IpefHa3HaueHHbIe AJI1 NlepeJadl SHePIuU UIU BellleCTB OT
AaKTUBHOTO MEJUIMHCKOTO M3ZeNUs K II0JIb30BaTeNII0 0e3 UX CYLIeCTBEHHOTO MU3MeHEeHUs,
He ABJIAIOTCS aKTUBHBIMU MeAUIMHCKUMU u3fenuaMu. CaMoCTOATeNbHOe IIPOrpaMMHOe
obecIteyeHHe pacCMaTpUBAETCs KaK aKTUBHOE MeUIIMHCKOe U3ZeIIHe;

«6e30IaCHOCTh MEAWIIMHCKOTO U3ZIeNHsd» - OTCYTCTBHE HeJOIyCTUMOTO pPHCKa,
CBA3aHHOI'O C NPUYMHEHHEM BpeJa >KM3HHU, 3[0POBBIO YeJOBEKa, a TAKXKe OKpy Karollei
cpeze;

«MHCTPYKIIUA 10 IPUMEeHEeHUIO» - DKCIUIyaTallMOHHAd JOKyMeHTAIusd, CoJep Kalias
MHGOpMAIIUIO, IIPeJOCTAaBIAEMYI0 IIPOM3BOJUTENEM IIOJIb30BATENI0 OTHOCHUTEIBHO
HasHAYeHWs, HaJJIeXallero ¥ 0e30IacHOTO WCIIOJh30BAHUA MEAUIIUMHCKOTO U3eIus,
KOTOpas MOXKeT BKJIIOUYAaTh B ceOA B TOM YHCJIe PYKOBOACTBO IO SKCIUTYaTallH, METOTUKY
MeJUIIMHCKOTO NpUMeHeHHUs, MaclopT, GOpMysdp, HHCTPYKIIUH IO MOHTAaXY, HajlaJke,
TEXHUYECKOMY OOCTY>XMBAaHUIO, PEMOHTY, TPAHCIOPTHPOBKE, XPaHEHHIO, YTHIH3AIUN



MEeIUITNHCKOTO U3IeJIHI;

«MEeAVIIUHCKYE W3LeNHs [ AUATHOCTHKU in vitro» - Jio0ble WHCTPYMEHTHI,
ammaparsl, Ipubopsl, 060pyJOoBaHMe, MaTepUalbl, peareHThl, KAIUOPaTOphl, KOHTPOIbHbIE
MaTepuassl ¥ IpoYMe U3ZLenus, NpUMeHsIeMble B MEIUIIMHCKUX IeIIX OTHENbHO WIH B
COYeTaHUU MeXZy coboif, a TakKe BMeCTe C NPUHAIJIEKHOCTAMU, HEOOXOZMMBIMH I
IPUMEHEHUs YKa3aHHbIX U3JIeJIUH 110 Ha3HAYEHUIO (BKJIIOYas CIIeI[UaJbHOe IIPOTPaMMHOe
obecriedeHune), ¥ IpeAHA3HAUYEHHBIe IIPOMU3BOAUTENEM [JIs NPUMEHEHUs IIpU
MCCJIeJOBAHUAX in Vitro o6pasioB GHOIOTMYECKUX MaTEPUAIOB YeIOBEKa I ITOTydeHUsI
nHGOPMALK OTHOCHUTEIHHO (HU3HUOIOTHIECKOTO WJIM I1aTOJOTMYEeCKOTO COCTOSHUS,
BPOXKIEHHOM IATOJIOTHUH, IIPEPACIOIOXEeHHOCTH K OIIpefieIeHHOMY KJINHUYEeCKOMY
COCTOSIHUIO MK OOJIe3HH, COBMECTUMOCTH TKaHell C IIOTEeHI[MAJbHBIM DEeIUIIHEeHTOM,
IIPOTHO3UPOBAaHUSA PeaKLUUil Ha TepaleBTUYeCKUe BO3JEeHCTBUA, BEIOOpA TepaleBTHIeCKIX
cpencTB U (MIHM) KOHTPOJIS JIeYeHNUS;

«HeOIATOIpUATHOEe COOBITHE (MHIUIEHT)» - JI00as HeNWCIPaBHOCTs u  (VUIIN)
yXy[lleHue XapaKTepUCTHUK, WM HapylleHHe (QYHKIMOHUPOBAHUSA MeIUIMHCKOTO
W3[eJIUs, YWIK HeJOCTATOYHOCTH JTU00 HEKOPPEKTHOCTh COIPOBONUTETHHOM MH(POpPMALIIHI
(moxymeHTanuu) Ha MeJMLMHCKOe H3Zesne, WIKM IOOOYHOe AelCTBHe, He yKasaHHOe B
MHCTPYKIUKM TI0 IPUMEHEHHUIO, KOTOpble IIPIMO UM KOCBEHHO IIPUBEIH HJIM MOTJIH
IPUBECTH K CMEPTH WIM CEPbe3HOMY YXY[IIEHUIO COCTOSHUS 3LO0POBBS ITOJIb30BaTeNei
WU TpeTbux aul, (IpU OSTOM IIOZ CEPHE3HBIM VXY[AIIEHWEM COCTOSHUS 3I0POBBS
IOHMMAIOTCS OllaCHOe MJIs JKM3HU 3abojieBaHMe, CTOMKOe IOpakeHHe (GYHKINMU
opraHmM3Ma WM HeoOpaTHMOe IOBpeX[eHUe CTPOeHHSI Tejla, COCTOsHUe, Tpebyroliee
MEJULUMHCKOTO WM XUPYPTUYECKOTO BMeNIAaTeNbCTBA C LeJbI0 IIPefOoTBpAlleHHsI
OTIaCHOTO JJIS JKU3HU 3a00JI€BaHUSA, HJIM CTOMKOTO IOpaXeHUs QYHKIUKU OpraHU3Ma, UIu
HeOOpaTHMOTO IIOBPEXAEHUS CTPOEHUA Teja, COCTOsSHUe, Tpebyioulee TOCIUTAIU3AINU
WM  3HAYUTENBHOTO yBEeJIWYEHUs CpPOKa IpeObIBaHWS B  CTAl[HOHApe  yXKe
TOCIUTATM3NPOBAHHOTO HalfieHTa, QyHKIMOHAIbHOE HapylleHHe y IIOJa, ero rubes,
BPOJK,eHHAsI aHOMaJIVS WK POLOBast TPABMa);

«He)XeJlaTeJIpHOe CcOOBITHe» - JI000e HeXelaTeJbHOe MeJUIIMHCKOe COOBITHe,
HeIIPOTHO3UpyeMoe 3a060jeBaHKe 160 TOBpeX/JeHNe WK HexKelaTeJbHble KINHUYeCKHue
IpU3HAKYU (BKJIIOYas sabopaTOpHbIe IIOKa3aTeld, OTIMYHbIe OT HOPMBI) y IIOJIb30BaTenei
WJIM TPETHhUX JINI], CBA3aHHBIX C IPUMEHEeHHEeM MeJIUIMHCKOTO U3/e/IN;

«II0JTh30BATENb» - IAIIUEHT, MEIUIMHCKUI CHeIUaTucT MWIN JI00oe Zapyroe
¢usuueckoe UL, NPUMEHAIOIMIME MeZUIMHCKOe Hu3flenne IO HasHAYeHWUIO,
oIpezieIeHHOMY IIPOU3BOJHUTENIEM;

«3(1)(1)8KTI/IBHOCTB MEAUIITMHCKOTIO HU3IOCINA» - CIIOCOOHOCTH MEAUIITMHCKOTIO U3OEINA
COOTBETCTBOBATH HA3HAYEHHUIO, OIIpeeJI€EHHOMY IIPON3BOAUTEIEM.

II. O6mue TpeboBaHmMA 6€30IIACHOCTH U
3¢ PeKTUBHOCTH, IPUMEHNMBbIE KO BCEM MeJUIMHCKUM
U3ZeNTUIM



3. MegunuHckue wu3meNHsA IPOEKTUPYIOTCA M M3TOTOBIAIOTCA TaKUM 0OpasoM,
YTOOBI IIPU HCIIOJIB30BAaHUU B YCIOBHUAX U B IIEJIAX, COOTBETCTBYIOUIMX MX HAa3HAYEHUIO,
ollpeZie/IeHHOMY IIPOM3BOJMTENEM, M IIPH HEOOXOZMMOCTH C YYeTOM TeXHHYEeCKHUX
3HAHWH, OIBITA, OOpa3sOBaHWA WJIM CHEIUATBHOM IIOATOTOBKM, KIMHUYECKOTO U
($bU3NUeCKOrO0 COCTOSHMA IIOJAb30BaTesld OHMU [eHCTBOBAJIM COIJIACHO HasHa4YeHWUIO,
oIIpeZieIeHHOMY ITPOM3BOZUTENIEM, U OBLIM Oe30IIacHHI [AJIA IIOIb30BaTe/d U TPeThUX JIHI]
IIPA YCJIOBHH, YTO PHMCK, CBA3aHHBIA C MX IIPUMEHEHHEM, ABIAETCA IPUEMJIEMBIM IIPU
COTIOCTABJICHUH C IIOJIB30M JJI ITOIb30BaTEJIA.

He ,I[OHYCKaeTCH OI‘PE[HI/I‘-IGHI/Ie B3aMMMO3daME€HAEMOCTH MeINITNHCKNUX 1/13,qu11/11>'1 HYTEM
HCIIOJIB30BAHHUA CII€IIHMAJIBHBIX TEXHHMYECKHNX HJIN HPOI‘PHMMHBIX CPe,ZLCTB nin ,II;pYI‘I/IMI/I
crrocobamu.

4. PemeHus, NMpUHATbIE IMPOU3BOAUTENEM IIPH NPOEKTHUPOBAHUM U M3TOTOBJICHUU
MeJULIMHCKOTO M3JIe/INA, NODKHBI COOTBETCTBOBAThH IPUHIIUIIAM 0€30IIaCHOCTH C y4eTOM
OOLIENPU3HAHHOTO YPOBHA Pa3BUTHA 3HaHWM. IIpM HeOOXOZMMOCTH IIPOU3BOIUTENH
yIpaBafeT PUCKAaMH TaKUM OOpa3oM, YTOOBI OCTATOYHBIM PUCK, CBA3aHHBIA C JII000I
OIIACHOCTBIO, ABJAJCA IIpUeMJeMBIM. IIpom3BoguTens PyKOBOACTBYeTCA CeAyIOMMNMU
IPUHIMIIAMHU B IOpAAKe IPHOPUTETHOCTH:

BBIABJICHHE M3BECTHOM WM INPEJBUAVMOM ONACHOCTH M OLIEHKAa CBA3AHHBIX C HEIO
PHCKOB, BO3HMKAIOIIMX IIPA MCIIOJb30BAHMM MEJUIMHCKOTO M3JeJHI 110 Ha3HAYeHHUIO U
IIpH NIPe/ICKa3yeMOM HeIIPaBUIBHOM HMCIIOIb30BAHUH;

yCTpaHeHHe PHUCKOB IIyTeM IPUHATUA COOTBETCTBYIOUIUX TEXHUYECKUX U
TEeXHOJIOTUYEeCKUX PpeLIeHUH IIpU IPOeKTUPOBAaHUM U U3TOTOBIEHUU MeJUIIMHCKOTO
U3/eIN;

CHHM)XXE€HHE€ OCTATOYHBIX PHCKOB IIyT€M IIPHHATHA aAE€KBATHBIX 3aITUTHBIX MED,
BKJIIO49as CUTHAJIBI TPEBOTH;

nH(pOPMUPOBaHHe IT0Ib30BaTesIeil 000 BCeX OCTATOUHBIX PUCKAX.

5. MepgunuHCcKHe u3Jenus IPOeKTUPYIOTCHA, M3TOTaBIMBAIOTCA M yIaKOBBIBAIOTCA
TaKUM OOpa3oM, YTOOBI MX SKCIUTyaTallUOHHBIE XapaKTEPUCTUKU U 3(G(GEKTHUBHOCTH He
HapylIaJUCh IIpU TPAaHCIOPTHPOBKE M B IIPOLleCCeé XpaHEHHSA B COOTBETCTBHUH C
MHCTPYKLHEH 110 IPUMEeHeHHUIO.

6. Mepununckue wu3menus OODKHBI OBITh 5(PGEKTUBHBIMH TaK, KaK 3TO
IIpeyCMOTPEHO IIPOM3BOAUTENEM, M HOJDKHBI OBITH CIPOEKTUPOBAHbI U W3TOTOBJIEHBI
TaKUM 00pasoM, YTOOBI B HOPMAaJIbHBIX YCJIOBHUIX OKCILIyaTal[UM OHHM COOTBETCTBOBAJIU
IeAM IpUMeHeHUs 10 Ha3Ha4eHUIO, OIIpeleIeHHOMY IIPOU3BOIUTEIEM.

7. BKCHJIyaTa]_U/IOHHLIe XdpaKTepHUCTUKHU N 3(1)(1)6KTI/IBHOCTL MEeIUIINHCKOI'O 1U34e/Ind
He OJOJIXKHBI UBMEHATHCA OO TaKou CTEeIIeHH, 4TOOBI CTABUTH IO, YI'pO3y KU3Hb 1 310POBbE
OoJIb30BaTee U TpeThbHUX JIMIL, B TE€4Y€HMHE CPOKa OKCIUTydTdllMH, OIIpeneIeHHOIO
IIpON3BOAUTEIIEM, IIPH YCIOBUHY, YTO MEAUIIMTHCKOE M3eIMe II0ABEPraeTCAa BOB,I[EfICTBPIHM,
KOTOphI€ MOIYT BO3HUWKATP B HOPMAJBHBIX YCJIOBHAX OSKCILTyaTallMM, W TEXHNIECKOe
O6C]IY)KI/IBEIHI/IE ITPOBOAUTCA B COOTBETCTBUH C HHCTPYKHHEfI II0 IPpUMEHEHHIO.



8. Bce m3BecTHBIe U IpejIonaraeMble PUCKH, BO3HUKAIONIVE IIPH HCIIOJIB30BAHUU
MeAUIIMHCKOTO U3Jeus, U J00ble HexXenaTelbHble d()(EKTH OT TaKOTO MCIIOIb30BAHUI
CBOZATCA K MUHUMYMY H IOJDKHBI OBITH IIPUEMJIEMBIMU IIPU COIIOCTABJIEHUH C IIOJIB30H
JJiS TOJb30BaTesell, IOoaydyaeMOl OT IpeZyCMOTPEHHOTO IIPOM3BOAMTENeM IeiCTBUA
MeAHUIIUHCKOTO U3JIeJIH IIPU HOPMAJIbHBIX YCIOBUAX DKCILTyaTallUH.

9. [lnis KaXOOro MeIUIIMHCKOTO W3Jenus TIIpefoCcTaBiferca uHQopMmalys,
HeoOXomuMas I UAeHTUUKALMY STOTO MEAUIIMHCKOTO U3/Ie/INA U €T0 IIPOU3BOAUTEN,
CTpaHbI IPOUCXOXAEHU, a TaK)Ke NHPOPMALUA I [T0JIb30BaTesA (IpodeccroHaTBHOIO
WM Henpo(eCcCHOHAIBHOTO), Kacalomasics 0e30IIaCHOCTH MEIUIIMHCKOTO HU3ZENHs, €ro
(YHKIITMOHAJIBHBIX CBOMCTB M SKCILTyaTallUOHHBIX XapaKTepUCTHUK. lakag MHGOpMaLUA
MOXKeT HaXOZUThCA Ha CAMOM MeJMIMHCKOM M3[I€JINH, Ha yIIaKOBKEe MJIM B MHCTPYKIIMH 10
IIPUMEHEeHUIO.

10. Hocurens unpopmanuu, ee ¢opmar, cofiepKaHWe U PaACIOIOXKEHUE IOJKHBI
COOTBETCTBOBATh MEIUIIMHCKOMY H3ZEIUI0, er0 Ha3sHAYEHUIO U TeXHUYEeCKUM 3HAHUAM,
OIIBITY, 0OPa30BaHUIO MJIX IIOJTOTOBKE II0JIb30BaTE .

Hocurenrs wunboOpmManumm B  KadyecTBe OrpaHUYEHUHM 10 IIpUMeEHEHUIO,
IIPOTUBOIIOKA3aHUN, Mep NPeJOCTOPOXHOCTH MJIU IpeAyNpexIeHUs NOKeH COJep>KaTh
cBeZleHUsI 00 OCTaTOYHBIX PHUCKAX, CBA3AHHBIX C NIPUMEHEHWEM MEeJUIIMHCKOTO U3[eJIu.
IlonAaTne «IIPOTMBOIOKA3aHUA» He NPUMEHHMO I MeAUIMHCKUX U3JeTuid IJjd
MTWATHOCTUKH 1N Vitro.

11. Nudopmanus, npegycMorpeHHas IMyHKTOM 9 Hacrosmux O6mux TpebGoBaHUIA,
yKa3bIBaeTCs Ha MApKUPOBKe U B MHCTPYKIMU IIO IIPUMEHEHHIO Ha PYCCKOM fA3BIKe, a
TaKXe IPU HAJTUYUU COOTBETCTBYIOIIUX TPeOOBaHWI B 3aKOHOJATEIBCTBE TOCYAAPCTB-
YJIEHOB Ha TOCY/JaPCTBEHHOM s3bIKe (TOCYJapCTBEHHBIX SI3BIKAX) FOCYJAPCTB-YIEHOB.

Takas nHbOpManul MOXKET COZlepKaTh CHMBOJIHI, yCTaHOBJIEHHBIE
MEXTOCYJapCTBEHHBIMU CTaHZAPTaMM, a TaKXe YCTAaHOBJIEHHBIE MEXIYHapOJLHBIMU
CTaHZapTaMu (IIpU yCJIOBUHM, YTO 0€30IIaCHOCTh MEIUIIMHCKOTO M3/leIUA He HapylIaeTcs B
CBSI3U C HETIOHMMAaHMEM OT/IeJIbHBIMHU IT0JIh30BaTeIAMU 3HAYeHUS TAKUX CUMBOJIOB).

III. O6uue TpeboBaHUs 6€30IACHOCTH U
3¢ PeKTUBHOCTH, TPUMEHUMBbIe K MeIUITMHCKUM
W3[eIUAM, 32 UCKIIOYeHNeM MeIUIMHCKUX U3eTui
JIJISS AUATHOCTUKMU in vitro

1. Xumuueckue, pusndeckue u OHOTOTHYIECKUEe
CBOMCTBA MEITUITMHCKUX U3TeTUH

12. Ilpy TpPOEKTHPOBAHMU X W3TOTOBJIEHHH MEAMIMHCKUX W3JeIuil ocoboe
BHUMaHNe JOJDKHO YIeIAThC:

1) BBIOOPY HCIOIB3yeMBIX MaTepHUaIOB, OCOOEHHO B OTHOIIEHWH TOKCUYHOCTU M
BOCILTAMEHIE€MOCTH;



2) COBMECTHMMOCTH HCIIOJIB3yeMbIX MaTEPHUaIOB U OHMOJIOTHMYECKUX KIETOK, TKaHe,
KUJKOCTeH, BellleCTB ¥ UX IIPOM3BOLHBIX (Jjasee - OMOJIOTHYeCKHe MaTEPUAIbl) C YIeTOM
Ha3zHaYeHUS MEeJUIIUHCKOTO U3JTeJINS;

3) BI)I6OPY HCIIOJIb3YE€MBIX MdT€PHAJJIOB C YI€TOM TdKUX HOKHB&TeHefI, KaK TBEpAOCTh,
M3HOCOCTOMKOCTD U YCTaJIOCTHAS ITPOIHOCTB.

13. Ilpy TpOeKTHPOBAaHMU, H3TOTOBIEHWM M YIIAKOBKE MEIUIMHCKUX M3ZeIHil
IOJDKeH OBITh MAaKCHMaTIbHO CHIDKEH PHCK, CO3/jaBaeMblil 3arpA3HAIOMINMY BEI[eCTBAMU U
UX OCTaTKaMHU, JJId IOJIb30BaTesIel U JIUII, YYaCTBYIOIINX B TPAHCIIOPTUPOBKE, XpPaHEHUU U
06CTy>XMBAaHUY MEIUIIMHCKUX U3JeIui (C y4eToM Ha3HaYeHUs MeJUIMHCKOTO U3Zenns, a
TaK)Ke JJTUTeTFHOCTH M YaCTOThI BO3/I€HICTBUS STUX BEIECTB HA OPTAaHU3M YeIOBEKa).

14. MeguuuHCKYe W3feNUS IIPOEKTUPYIOTCA Y WM3TOTABIMBAIOTCA TAaKUM OOpasoM,
YTOOBI OHM MOTJIY OBITH OE30IIaCHO KUCIIOIB30BaHBI C MaTepPHAJIaMH, BeleCTBAMY U I'a3aMH,
C KOTOPBIMHM OHH BXOJAT B KOHTAaKT IIPY HOPMAJIBHBIX YCJIOBUAX DKCIUTyaTalluU WU IIPU
IpPOBEZEHUN  TEXHUYECKOTO  OOCIy>KUBaHWUS. Ecim  memuimHCcKuMe — u3menusd
IpeflHa3HAYEHbI /JI1 BBeJEHUS JIEKaPCTBEHHBIX CPEJCTB, WX IPOEKTHPOBAHUE U
M3TOTOBJIEHNE OCYIIECTBIAIOTCA TAKUM OOpa3oM, YTOOBI OHM OBUIM COBMECTHMBI C
JIEKAapCTBEHHBIMU CpPeACTBaMU (IPU YCIOBUM COONIONEHUA OTpaHHUYEeHUH II0 UX
IIPUMEHEHUIO) B Iiessx obecreyeHns 3¢(GeKTUBHOCTH KaK JIEKAPCTBEHHOTO CPeZCTBA, TaK
M MeIUIIMHCKOI'O U3TeINA B COOTBETCTBUHU C Ha3HAYCHMEM.

15. Ilpu mpoeKTHpPOBaHUM U U3TOTOBIEHUN MEIUIIMHCKUX HU3AENUil ZODKHBI OBITH
MaKCHMaJIbHO CHVDKEHBI PUCKU:

1) BbI3BaHHBIE BO3MOXKHBIM BBIZI€JIEHMEM HJIM BBIMBIBAHHMEM W3 MEIUIIMHCKOTO
M3MeIuA OIACHBIX U (WJIM) BPeIHBIX BelleCTB (C y4eTOM WX CEeHCHOMIN3UPYIOIEro
IneNCTBUA, KaHIeporeHHoe™, MyTareHHOCTM WJIM OTPHIATeIBHOTO BJIMAHHUA Ha
PENPOLYKTUBHYIO (QYHKIIUIO);

2) cBa3aHHBIE C HeNpeZHAMEPEHHBIM IIONMAZAaHUEM B MEIUIIMHCKOE U3JeNue
IIOCTOPOHHUX BelleCcTB (C y4YeTOM Ha3Ha4YeHWs, OIpeeJeHHOTO IPOM3BOAUTENEM, U
IIpe/IioIaraeMbIX YCJIOBUM IPUMEHEeHN MeIUIIMHCKOTO U3ZEINs).

2. NudekiinoHHOe 1 MUKPOOHOE 3arpsA3HeHre
MeIUITMHCKUX U3deanit

16. Ilpu u3rOTOBIEHHM MEIZUIIMHCKOTO W3JeNUs [JOJ/DKEeH OBITh YCTpaHeH WU
CHIDKEH JI0 JONYCTUMOTO YPOBHS PUCK MHOUIIMPOBAHUA ITIOJIb30BaTeNeH U TPETBUX JIUII.
KoHCTpyKIIUsS MeIUIIMHCKOTO M3[eIusA AODKHA 00eCIleYnBaTh IIPOCTOTY B DKCILTyaTallu
1 00CTY>XMBaHUHU U IIPU HEOOXOAMMOCTH MaKCUMaJIbHO CHU3UTH PUCK JTIOOBIX MUKPOOHBIX
yTeueK U3 MEeIUIIMHCKOrO wu3fienus U (WIM) MHUKPOOHOTO BO3AEHCTBUA B IIpolecce
WCIIOTB30BaHUA, a TaKXKe IPeJOTBpallaTh MHUKPOOHOe 3arps3HeHHe MeIUIIMHCKOTO
W3[IeJIUS MU IIPOOBI II0Ib30BaTeIEM HUIN TPETHUM JIMIIOM.



17. IIpm mpoeKTMPOBaHMU, HM3TOTOBJIEHHUM U YIIAKOBKe MEIHUIIMHCKUX H3JeTHi,
VMMEIOIIUX CIIeIIUaJIbHBIH MUKPOOUOIOTUYECKUH CTATyC B COOTBETCTBUM C MapKHUPOBKOH,
IODKHO OBITh TapaHTUPOBAaHO, YTO MHUKPOOHMOJOTMYECKHUH CTaTyC ocTaeTcsa 06e3
M3MEeHEeHUI IPU COOMIOZEHUN yCIIOBHH TPAaHCIOPTUPOBKH M XPaHEHUS, OIpefiesIeHHBIX
IIPOM3BOJUTENEM, IO TeX IIOp, IIOKa 3alIUTHAsd YIAKOBKa He OyJeT HapylleHa WJIN
BCKPBITA.

18. Ilpu NIpPOEKTHPOBAaHMMU, M3TOTOBJIEHHM M YIAKOBKe MEIUIMHCKUX H3JeNui,
IIOCTABJIAEMBIX B CTEPHIIBHOM COCTOSHUU, JOJDKHA OBITh FADAHTUPOBAHA MX CTEPHIBHOCTD
opu  COONIONEHWM  YCJIOBUHM  TPAaHCIIOPTHPOBKM U XpPaHEHMs, OIpeZesIeHHbIX
IIpOM3BOJUTENEM, IO TeX IIOp, TOKa 3allUTHAad YMaKoBKa He OyZeT HapylIeHa WU
BCKpBITa. Takue MeMIIMHCKHeE U3/leNH YIaKOBBIBAIOTCA B OJJHOPAa30BYIO YIIaKOBKY.

19. CrepunbHBle MEIUIIMHCKHE W3ZAENUA JTUOO0 METUIIMHCKUE W3JeNHd, MMeIoue
CIeIVaTbHBIH MUKPOOHMOJIOTUYECKHUI CTaTyC, U3TOTAaBIMBAIOTCA, 00pabaThIBAIOTCA U IIPU
HeOOXOZMMOCTH  CTEPUIM3YIOTCSI C IIPUMEHEHWeM BaJUJUPOBAHHBIX  METOJOB,
060pYOBaHUA, IIPOLECCOB.

20. MepunuHcKkue wu3fenus, TpeOyollWe CTepUIM3AIUY, JOJDKHBL  OBITH
M3TOTOBJIEHBI B YCJIOBUAX KOHTPOJIMPYEMOU YUCTOTHI IPOU3BOICTBEHHBIX 30H.

2]1. YmakoBKa HeCTEPUJIBHBIX MEIUIIMHCKUX H3JeIUH JODKHA OOecIedymBaTh UX
IIeJIOCTHOCTh M YWUCTOTy W B CJIydYae, €CIM MEAUIMHCKOe U3JeHe [OJDKHO OBITh
CTepUIN30BaHO TIlepeJ, KCIIOIb30BAaHMEM, MaKCHMAaJIbHO CHHU3UTh PHUCK MHUKPOOHOTO
3arpsA3HeHU, IPU STOM YIIaKOBKa JOJDKHA OBITh COBMECTHMOI C METOOM CTEpPUIU3AIUH,
yKa3aHHBIM IIPOU3BOJHUTETIEM.

3. MepunuHCKYe U3menus, cCogepkaliye BelecTBo,
paccMaTpuBaeMoe KaK JIeKapCTBEHHOE CPeZCTBO

22. B criyyae ecnu MeAMIIMHCKHE H3ZENUs COZEPXXaT BeleCTBO, KOTOpOEe IIPU
CaMOCTOSITEIBHOM HCIIOJIB30BAaHUM MOXKET CUYWUTAThCA JIEKAPCTBEHHBIM CPEACTBOM B
cooTBercTBUM ¢ IyHKTOM 1 crathu 1 CoriameHus o eAWHBIX IPUHIIUIIAX M IIPaBHJIAX
oOpaleHus JTeKapCTBEHHBIX CPEACTB B paMKax EBpasuilcCKOro SKOHOMHYECKOTO COI03a OT
23 nexabps 2014 roma u KOTOpoe OKa3bIBaeT JOIIOJTHUTEIFHOE BO37eHCTBHE Ha OPraHU3M
4yeJI0BeKa HapAAY C BO3/IeHCTBHEM MeANIVHCKUX U3JIeIHi, IIOATBep K IeHre 6e3011acHOCTH
1 5pGeKTUBHOCTH TaKMX MEJULIMHCKUX W3AENUi BKIIOYaeT B ce0sf IOATBEPXKZeHUE
6e30macHOCTH U 9P (PEeKTUBHOCTH JIEKaPCTBEHHOTO CPEJCTBA C YIETOM €ro IpPUMeHeHUs B
COCTaBe MeIUIIMHCKUX U3LeINIL.

4. MepunuHCcKYe U3Zenns, cofepKalye MaTepHasl
OGHMOJIOTMIECKOTO IIPOHCXOXKIAEHUS

23. B cirydae ecin MeZUIIMHCKUE U3JeIUA COJAEP>KAT OMOJIOTMYeCKHe MaTepHaIbl
JKUBOTHBIX, TO HCIIOJNb3yeMble IJIs STUX Iieedl JKUBOTHBIE [OJDKHBI IIOZBEPraThCs
BETEPUHAPHOMY KOHTPOJIIO (HaA30py), IO pe3yJbTaTaM KOTOPOTO OHHU JOJDKHBI OBITH



IPU3HAHBI 3ZIOPOBBIMH C yYeTOM HA3HAYeHWd HCIOJIB3YeMBIX OHOIOTMYEeCKHX
MaTepuaioB. 3ZOPOBBIM >KMBOTHOE IIPU3HAETCA B CIyYae OTCYTCTBHA 3a00JI€BaHUM,
KOTOpBIe MOTYT IIOBIUATH Ha 6€301acHOCTh U (P PeKTUBHOCTD MeAUIIVHCKOTO U3ZeIH.

Nudopmanus mpomsBoguUTeNs MEAWIVHCKOTO U3ZeJIus O OHOJIOTMYeCKUX
MaTepHaax, B TOM YHCJe O BbIOOpe >KMBOTHBIX, UX reorpadriecKOM IIPOMCXOXIEHUH,
B3ATUH IIPOO, YCIOBUAX OOPabOOTKM, XpaHeHWI M OOpalleHHs C OHMOJIOTHYeCKHIMU
MaTepHuaJaMHy, [JO/DKHA XPAaHUTBCA B YIIOJTHOMOYEHHOM OpraHe TOCYJZAapCTBa - 4WieHa
Cotroza B cepe 3paBoOXpaHeHUA (Jjaee - yIIOTHOMOYEHHBIH OpTraH TOCy/IapCTBa-WIeHa).

O6paboTka, XpaHeHUe, TEeCTUPOBaHMe U oOOpalmeHHe C OHOJIOTUYECKUMHU
MaTepHaJlaMi > KHMBOTHOTO IIPOMCXOXZEHUS JOJDKHBI obOecrieunBaTh 0e30I1aCHOCTH
IOJIb30BaTe el M TPeThUX JHIl. B uacTHOCTH, 6€30macHOCTh B OTHOIIEHUU BUPYCOB,
Ipyrux MHGEKIMOHHBIX aTeHTOB ¥ WHBIX BO30yAuTesell Ooe3Hell, 0OmuX Aud deJloBeKa
¥ JKUBOTHBIX, JOJDKHA 00eCIIeYMBaThCA IIOCPENCTBOM IIPUMEHEHHs BaJUJUPOBAHHBIX
METOZI0B YHUYTOXKEHUS MJIU MHAKTUBAIIUY B XOZ€e ITPOU3BOACTBEHHOTO IIPOIlecca.

24. B cimydyae eciu MeZUIIMHCKHE H3[EIUA COJEPKAT OMOJIOTMYECKHe MaTepHaIbl
yeJI0BeYeCKOTO IIPOUMCXOXJEHUA, TO BBIOOP JOHOPOB, a Takke OOpabOTKa, XpaHEeHUe,
TECTUpPOBaHMEe M ofpameHre C OHOJOTMYECKUMU MaTepuajaMU 4YeI0Be4eCKOTO
IIPOUCXOXKI@HUA OCYIIeCTBIAIOTCA B COOTBETCTBHU C 3aKOHOJATEJIbCTBOM TOCYAAPCTB -
yineHoB Coro3a U JOJDKHBI 00eclieynBaTh ONTHMATBHYIO 0€30IIaCHOCTH IIOJIb30BaTelel U
TpeTbUX JHUIl. B wacTHOCTH, 6€30IaCHOCTHP B OTHOLIEHHMM BHUPYCOB M JPYTHX
MHQEKIMOHHBIX areHTOB [JOJDKHA  OOEeCIeuYuBaThCs  IIOCPEACTBOM  IIPUMEHEHUS
BAIMIUPOBAHHBIX METOJOB YHUYTOXXEHUA WM MHAKTUBAIIUHM B XOJle IIPOU3BOJCTBEHHOTO
Ipoliecca.

25. B cirydae ecin MeZUIIMHCKYE U3JeIUA COJAEP>KAT OMOJIOTMYeCKHe MaTepHasIbl
MUKPOOHOTO IIPOHCXOXZIEHHUA, TO 00paboTKa, XpaHeHUe, TeCTUPOBaHMEe U OOpalleHue C
OMOJIOTUYECKUMHU MaTepHaJaMU 3TOH NPUPOABI JOJDKHBI 00eCIIeYHBATh ONTHMATIBHYIO
6e30I1aCHOCTH ITOJIB30BaTeNIeHl U TPETBUX JIUL. B 4acTHOCTH, 6€30I1aCHOCTH B OTHOLIEHHH
BUPYCOB U JPYruxX WH(QEKIMOHHBIX areHTOB [OJDKHA O0EeCIedYnBAThCA IIOCPECTBOM
IpUMeHEeHUs BaJIUAVPOBAHHBIX METOJOB YHUYTOXEHUS WIN WHAKTUBAIIUKM B XOJZe
ITPOM3BOJICTBEHHOTO IIPOIlecca.

5. MepunuHckue uszenns, IpuMeHsAeMble B YCIOBUAX
BO3/IeHICTBUA BHENTHUX (aKTOPOB

26. MegunuHCKYe U3JeNUs IIPOEKTUPYIOTCS U M3TOTABIMBAIOTCA TAaKUM 00pasoM,
4YTOOBI MX COOpKa, HACTPOIiKa, KAIMOPOBKA, MCIIOIB30BAaHNE M OOCTY>XKUBAaHUE B YCIOBHUAX
BO3[IeHICTBUA BHEITHUX (PaKTOPOB OBLIM IIPOBEIeHEI 0€30IIaCHO U 00eCIeYUIN OXUTAeMYI0
3 PeKTUBHOCTh MeIUITMHCKOTO IIPUMeHeHN .

27. B ciayuae ecnum MeIWIIMHCKHE W3feNWs IpefHA3sHA4YeHBI A IPUMEHEHHI B
KOMOWHAIMK C JAPYTHMU MEJUIIMHCKUMU H3AeIUIMH U (UIK) oOOpyLOBaHHEM, BCS
KOMOWHAIWA, BKIIOYAas COESUHUTEIBHYIO CHUCTEMY, AOJDKHA OBITH O€30IacHON U He
IOJDKHA YyXyAUIaTh 3agBlIeHHble (GYHKIIMOHAJIbHBIE XapaKTePUCTUKU MeIUIIMHCKUX



magenuit. JloOble W3BeCTHBIE OTPaHMYEHUS IO IPUMEHEHUIO TaKOH KOMOHHAIIMU
YKa3pIBalOTCS HAa MapKUpPOBKe M (WMJIM) B MHCTPYKIMM II0 IpUMeHeHuIo. llpm
IIPOEKTUPOBAHUY U M3TOTOBJIEHUU COEJUHUTENIbHBIX CUCTEM JOJDKHBI OBITH MAKCHMAIBHO
CHIDKEHBI BOSMOXKHBIE PHCKU HeIIPaBUJIBHOTO COeJUHeHMA.

He pomyckaercs mpuMeHeHHe B COCTaBe MeIUIIMHCKOTO M3JlefUA CIeIIHaJbHBIX
TeXHUYECKUX U (WJIM) MPOTPAaMMHBIX CPEJCTB, HUCKIIOYAIOMINX WM OTPAHMYHMBAIOUINX
BO3MOXXHOCTh €r0 KCIIOJIB30BAaHWS B KOMOWHAUWU C APYTMMH IIpeJHa3HAYEeHHBIMHU I
3TOTO MEeIULIMHCKUMU U3AEeNIUIMU U (MIK) 000pyZOBaHUEM.

28. Me,Z[I/IHI/IHCKI/Ie n3nesinAa IIPOEKTHUPYIOTCA M HM3TOTABJIMBAIOTCA TAKHUM O6PEIBOM,
YTOOBI YCTPaHHUTD WM CHU3HUTDH 40 IIPUEMJIIEMOI'O YPOBHAI:

1) puCK TpaBMHpPOBaHHUS IIOJIB30BATEIS MU TPETHUX JIHUI, B CBI3U C (PU3MUYECKUMU
XapaKTepUCTUKAMH MeJUIIMHCKOTO U3JeJIN;

2) puCK oOmMOKM TIpM  KCIOJB30BAaHMM MEJUIIMHCKUX M3JeIHi  u3-3a
KOHCTPYKTHBHBIX XapaKTepUCTUK WX YeJoBedecKoro ¢haKTopa;

3) PHCK, CBSI3aHHBIM C OOBEKTHBHO IIpeacCKa3ye€MbIMM BHEIIHNMU BOB,I[efICTBHHMH
WiIN TdKHMH OKPYXAIOIIHMMHK YCIOBHUAMH, KdK BHEIIHHWE JSJI€KTPOMAIHUTHBIE IIOJIA,
DJIEKTPOCTATHIECKHE Pa3psAaAbl, H3JIy4Y€eHHE, aTMOC(bePHOG AaBJI€eHNE K €ro IIepeIiajbl,
BJIQ’)KHOCTD M TEMIIE€PATYpPa BO3yXad,

4) puUCK, CBSI3aHHBIN C KCIIOJIB30BAHMEM MEAMIIMHCKUX W3LENUH IPU KOHTAKTE C
MaTepuagaMH, XUAKOCTAMHU U Ta3aMHU, BO3LEUCTBUIO KOTOPBIX MEJULMNHCKHE H3JeIusd
IO BEPraloTCs B HOPMAJIbHBIX YCIOBUAX IKCILTyaTalluHy;

5) PpHCK, CBA3aHHBIL C BO3MOXXHBIM HETAaTHBHBIM B3aHMOZEHCTBHEM MEXZIY
IIPOTPaMMHBIM OOeclledeHHeM MeAMIIMHCKUX U3JIeIUH W yCIOBUAMM, B KOTOPBIX OHO
SKCILIyaTHUPYEeTCS;

6) PUCK CIIy4aifHOTO IIOTIAZaHU IIOCTOPOHHUX BEIECTB B MEAUIIMHCKYE U3TEIIN;

7) PHUCK B3aUMHBIX IIOMeX, CBfA3aHHBIX C JPYTMMH YCTPOHCTBaMH, OOBIYHO
IIpUMeHAeMbIMH B JTe4e6HO-ANMarHOCTUYeCKOM IIPOIlecce;

8) P¥CK, BOSHI/IKEIIOH.LI/IEI IIp HEBO3MOXXHOCTH TEXHHUYIECKOI'O O6CJIy>KI/IBaHI/IH nin
KaJII/I6POBKI/I MEAUIITNHCKUX I/IB,I[eJII/Iﬂ (HaanMep, OIS I/IM]'IJIaHTaTOB), Hn3-3a CTapeHUu:A
HCIIOJIb3YEMBIX MATE€PHUATIOB HJIH IIOTEPH TOYHOCTH HM3MEPHUTEIBHOI'O MJIN KOHTPOJIBHOI'O
YCTPOMCTBa.

29. MepuuuHCKMe M3Zeausa IPOEKTUPYIOTCA M HM3TOTAaBIMBAIOTCA TaKUM 00pasoM,
9YTOGBl YCTPAaHWUTh MM MaKCHMaJbHO CHH3HUTh PUCK BOCIUIAMEHEHMS WM B3PhIBA B
HOPMAJIBHBIX YCJIOBUAX OSKCIUTyaTalluM WJIM B CJIydae eZuHUYHOro oTkasa. Ocoboe
BHMMaHUE JIOJDKHO  yJeNAThCA  MEJUIMHCKMM  HU3JefuAM, IpPUMEeHAeMBIM C
KCIIOJIB30BaHHEM JIETKOBOCILJIAMEHAIOIUXCA WJIX B3PBIBYATBIX BEIECTB.

30. MemunuHCKMe M3[eIuA MPOEKTHPYIOTCA M M3TOTABJIMBAIOTCA TaKUM 00OpasoM,
9TOOBI CIIOCOOCTBOBATH OE30IACHOM YTUIM3AIMM OTXOZOB, OOpa30BaBIIMXCA IIOCIIE
KCIIOIb30BaHUA MEIUIIUHCKUX U3IEeJINA.



6. MeguuuHCKHe u3ieans, OTHOCAIIeCS K CpeICTBaM
HU3MepeHUuNn

31. MemzunuHckue u3fenusd, BKIIOYEHHBle B IlepeuyeHb MeNULMHCKUX HU3JeIui,
OTHOCAIIMXCA K CPeJICTBAaM M3MEpPeHUM, B OTHOIIEHNH KOTOPBIX IIPOBOJAATCSA MCIIBITAHUA B
IeJaX yTBepPXKAEHHSA THUIIA CPeACTB HM3MEPeHHW, IPOEKTHUPYIOTCA M H3TOTaBIMBAIOTCA
TAKUM OOpa3oM, 4YTOOBI O0O0ECIIeYUTh [JOCTATOYHYIO TOYHOCTh, IIPELU3UOHHOCTh U
CTaGMIBHOCTH C YY€TOM HasHAYeHUs METUIIMHCKOTO U3/eTHA.

32. 3mepurenbHble, KOHTPOJIbHBIE MW WHAUKATOPHBIE LIKAJIbl IIPOEKTUPYIOTCA B
COOTBETCTBUM C 3PrOHOMHYECKUMM IIPUHLIUIAMHU C yYeTOM Ha3HAUYeHHUA MeIUIMHCKOTO
U3IEeTHI.

YucioBble 3HAYEeHUA JODKHBI OBITH BBIPRKEHBI B OOUIEIPUHATHIX €NUHUIIAX
U3MEpPEeHHUI U IIOHATHBI I10JIb30BATEIIAM.

33. PesynbraThl M3MepeHUIl, BBINOJIHEHHBIX C KCIIOJIB30BAHUEM MeIUIIHCKOTO
U3JieNnnsi, OTHOCSIEroCs K CPeACTBAM M3MEPeHWi, BBIPAKAIOTCS B e€QUHUIAX BeIUIHH
MexpayHnapozpuoit cuctems! enunui, (CH) mnu Bo BHECHCTEMHBIX eIUHMIIAX BEJIUYUH B
COOTBETCTBUM C II€PeYHEM BHECHUCTEMHBIX eIWHUI[ BeJIUYUH, IIPUMEHSEMbIX IIPHU
paspaboTrke TexHu4Yeckux periameHToB (Coroza (BKIIOYas MX COOTHOIIEHUA C
Mexgynaponuoit  cucremo#t  eguuuy,  (CU)),  yrBepxzgaemsiMm  EBpasuiickoit
SKOHOMMYECKOM Komuccuei (mamee - Komuccus).

7. 3amuTa OT U3TydeHus

34. MepuuuHCcKUe U3JeNUsS IPOEKTUPYIOTCA, U3TOTABIMBAIOTCA M YIIAKOBBIBAIOTCS
TaKMM 00pa3oM, YTOOBl MWHHMAaJbHO IIOJBEpPraTh IIOJb30BaTeJell M TPETBUX JIUI]
BO3ZIeMICTBUIO M3JIyYe€HHU:d, HE YMEHbBUIAsA IIPX 3TOM YCTaHOBJIEHHBIE YPOBHH HM3Ty4eHMH,
HeoOXOmUMBIe IJI ZOCTYDKEHUA JUATHOCTUYECKUX U TepaleBTUYeCKUX Ieei.

35. B MeguuuHCKUX U3eNUAX, NpeJHAa3HAYeHHBIX [ IeHEePHUPOBAaHMA OIACHBIX
WY IOTEHIIUAIbHO ONACHBIX M3Iy4YeHUH, HeOOXOQUMBIX [JI JOCTIIKEHUS KOHKPETHBIX
MeJUIIMHCKUX IeJIeH, B CIydae eCJIU I10JIb3a OT MCIIOJIb30BAHUSA 3TUX U3Ty4YeHUN BBICOKOH
MHTEeHCHUBHOCTH CYUTAaeTcaA 0Oojiee 3HAYUTEJIBHOM IO OTHOLIEHHIO K OIIACHOCTH,
3aKJIIOYAONIelica B M3JIyYeHHUH, JOJDKHA IIPeJyCMaTPHUBAThCA BO3MOXKXHOCTH YIIPaBICHUS
STHUMM U3JIyYeHUAIMHU CO CTOPOHBI II0JIb30BaTed. IIpu mMpoeKTupoBaHUU U U3TOTOBIEHUU
TaKUX MEeJUIMHCKUX U3ZENU JO/DKHA 00eCIIeYnBaThCS BOCIIPOMU3BOSUMOCTD N3MEHIeMbIX
IIapaMeTpOB reHepHUPYyeMOT0 U3Ty4eHUA B JOITyCTUMBIX IIpeeiax.

Me,Z[I/I]_U/IHCI{I/Ie usnennsa, IIpeAHd3HaYe€eHHbIe s TEeHEPUPOBAHMA  OIIACHOTO
BHINMOTO H (I/IJII/I) HEeBUIMMOI'O M3JIy4Y€HH:A, OCHAIIAIOTCA BH3ydJIbBHBIMU U (I/IJII/I)
3BYKOBBIMH CPE€ACTBAMU IIPEAYIIPEKAECHNA O HATUINHU (aKTI/IBHOCTI/I) TaKOT'O U3TTyI€eHUA.

36. Ilpy mpoeKTHpPOBAaHWM U W3TOTOBJIEHUN MEIUIIMHCKUX U3JEeNHH JOJDKHO
MaKCHMaJIbHO CHIDKEHO BO3ZeHCTBHe HellpeJHaMepeHHO TeHePUPYeMOro II000YHOTO MU
PacCesHHOTO U3JIydeHHUs.



37. Ilpu TpOeKTMPOBAaHMM ¥  U3TOTOBJIEHMH  MEIUIMHCKUX  H3ZeNHii,
IpeHa3sHAUYeHHbIX JJI1 TeHepUPOBAaHMUA HOHHU3HUPYIOUETO HU3IYyYeHHUS, [JOJDKHBI
obecreynBaTbCs PEryJIUpOBaHME KOJIWYECTBEHHBIX X TeOMETPUYeCKHX IIOKasareseil
TeHepUPYyeMOro U3JTy4YeHHUs C y4eTOM Ha3Ha4eHU, OIpeeIeHHOTO IIPOU3BOSUTEeIIEM.

MepunyHCcKHe  HW3menus, TeHepHUPYIOUMe HOHH3UpYIOUlee U3TyYeHHe U
IpefHa3HAYeHHBle  /JI  PafUOJIOTUYeCKOH  JUArHOCTHKY,  IIPOEKTHPYIOTCA U
M3rOTaBIMBAIOTCA TaKUM 00pa3oM, YTOOBI P MUHUMAIBHOM BO3/I€HCTBUY U3JTy4eHUI Ha
IIOJIB30BaTe I 00eCIeYrBaIoCh HeOOX0AMMOe I AUATHOCTUKY KaueCTBO N300paKeHUI U
(uyn) IOJTyYaeMBbIX pe3yJIbTaTOB UCCIeLOBaHUMI.

MepunuHckue  u3fenus, TeHepUPYIOUIMe HOHHU3UpYIOLlee U3IyYeHHe U
IIpelHa3HAYeHHBIe JJIA PafHOIOTHYECKOH Tepaluy, IPOeKTUPYIOTCA U M3TOTaBIMBAIOTCS
TaKUM 00Opa3oM, 4TOOBI 00eCIeYMBAINCh KOHTPOIb U yIIpaBIeHUE HO030H OOIydeHUd,
TUIIOM, dHeprueii U IpH HEOOXOZMMOCTH paclpefieleHUeM 3SHEPruU HaIllpaBIeHHOTO
U3Ty4eHU.

8. Megunuuckue nsnenns, BKIIOYAIOIINE B ce0d
IIPOTPaMMHOe ObecrieueHre, 1 aBTOHOMHOE
IIpOTpaMMHOe obeclieueHue, IBIAONIeeCs
MeIUIMHCKUM HU3IeIrNeM

38. MepunuHCKMe u3zenus, BKIIOYalomue B cebd IpOrpaMMHOe obecledeHue, U
aBTOHOMHOE IIpOrpaMMHOe olecIedeHMe, SABJIAONIeeCS METUIIMHCKUM U3Je/IheM,
IPOEKTUPYIOTCA M M3TOTAaBIMBAIOTCA TaKUM 00OpasoM, 4TOOBI 0OecrednBaTh CTAOMIBHOE,
HaZe)kHoe U 3QdeKTuBHOe QYHKIMOHUPOBAaHME OTUX MeJIUIMHCKUX U3Jenuil B
COOTBETCTBHMH C Ha3HAYeHHEM, OIIpeeJIEHHBIM IIPOU3BOAUTEIEM.

9. AXTUBHBIE MeIULIMHCKUE U3LEINs, CBA3aHHBIE C
HMCTOYHUKOM SHEPTUU WK 000pyZOBaHHEIE
HMCTOYHUKOM SHEPTUHU

39. [lna aKTHUBHBIX MeJUIIMHCKUX HU3IeNIui B CIydae eJUHUYHON HeHCIIPaBHOCTHU
IPUHUMAIOTCS COOTBETCTBYIOLIME Mephl [JIf YCTPaHeHUS WIN CHIDKeHU IOCIeAYIOUIuX
PHUCKOB.

40. AXTHBHBIe MeIUIIMHCKIE U3[eJINs, IPYU UCIOIb30BaHUHU KOTOPHIX 6€30I1aCHOCTh
II0JIb30BaTesIeil 3aBUCUT OT BHYTPEHHETO MCTOYHMKA ITUTAHUSI, O0OPYAYIOTCS CPELCTBOM
olIpeZieIeHUsA COCTOSHUA UCTOYHUKA TUTAHUS.

41. AxTuBHBIE MeAUNMHCKHE U30eJINI, IIPHU NCIIOIBb30BAHNH KOTOPBIX 6e30IacHOCTh
MOJIb30BaTeiell 3aBHMCUT OT BHENIHEro MCTOYHUKA IINTAHUA, OJOJIXKHBI BKJIIOYATH B cebs
CHUCTEMY CUTHAIM3allWM [JI1 OIIOBEIIEHMA O Hepe6oe B IINTAHWUH.

42. AKTUBHBIe MeIWIIMHCKHE W3JeNHd, IpeJHa3HAYeHHble [J1 MOHUTOPHHTA
ONHOTO WJIM HECKOJIBKUX KJIMHUYECKUX IIapaMeTpOB II0JIb30BaTesd, OOOpPYyAYIOTCS
COOTBeTCTBYIOUIMMM CHCTE€MaMM CHUTHAJIWU3ALUU AJIS IpefylpexZeHHusd II0Ib30BaTenId O



BO3HHMKHOBEHUM CHTyallUM, KOTOpas MOXeT IIPUBECTH K CMEepPTH WIH Cephe3sHOMY
HapyUIEHUIO COCTOSHUSA €T0 3[J0POBB.

43. AKTHBHBIe MeIUIIVHCKHE WU3[eIUA IPOEKTUPYIOTCA M M3TOTaBIMBAIOTCSA TAaKUM
o6pa3oM, YTOOBI MAaKCHMaJIBHO CHHU3UTh PUCK CO3JAHHUSA DJIEKTPOMAarHUTHBIX IIOJeH
(971€eKTpPOMATrHUTHBIX IIOMEX), KOTOPble MOTYT OTPUILIATEIFHO CKAa3aThCS Ha paboTe APyTrHUx
MeIUIUHCKUX W3feNnii, OOOpPyZOBaHMA U CpeACTB CBA3M B COOTBETCTBUM C UX
Ha3Ha4YeHHEM.

44. AxTuBHBIEe MeJUIIMHCKHE U3JeIusd IPOeKTUPYIOTCA M M3TOTaBJIMBAIOTCA TaKUM
0o6pasoM, 4TOOBI 00ECIIeYUTh YPOBEHB YCTOHYMBOCTH K 3JIEKTPOMArHUTHBIM IIOMeXaM
(TOMexoyCTOMYMBOCTH), OOecHmedYnBaOMUi UX (QYyHKIMOHHPOBAHHE B COOTBETCTBUM C
Ha3HAaYe€HUEM, OIIpeJieIeHHBIM IIPOU3BOJUTEIEM.

45. AxTHBHBIE MeIWIIVHCKHE W3[eIUA IPOEKTUPYIOTCA M M3TOTaBIMBAIOTCSA TAKUM
06pasoM, 4YTOOBI MaKCUMaJIbHO CHU3UTh PHCK CIY4YaifHOTO IOPa’KeHUA II0Ib30BATEI MU
TPETHEro JIMLA 3JeKTPUYECKHMM TOKOM KaK IIPM HOPMAaJbHBIX YCIOBUAX SKCILIyaTallMu
MeJUITMHCKOTO U3JIe/IN, TAK U B YCIOBUAX e JUHNYHON HeHCIIPaBHOCTY IIPU YCJIOBUHU, YTO
MeJUIINHCKOe W3/le/Ie YCTAaHOBJIEHO M OOCIY>KMBAeTCA B COOTBETCTBUU C YKa3aHUIMU
IIPOM3BOJUTEIA.

10. 3amuTa OT MeXaHUYECKUX U TEPMUYECKUX PUCKOB

46. MemuuuHCKUe H37eIUA IMPOEKTUPYIOTCA M WM3TOTABIMBAIOTCA TaKHUM 00pa3oM,
YTOOBI 3aUIUTUTH ITOJB30BATENSA M TPETBUX JIUI, OT PUCKA MEXaHWYECKUX INOPAKEHUH,
CBSI3aHHOTO C COIIPOTUBJIEHUEM [BIDKEHUIO, HECTAOMIBHOCTHIO ¥ HATUYUEM JBIDKYIIMXCS
JacTel B COCTaBe TAKUX MeJUITMHCKUX U3ZeIUi.

47. MegunuHCKYe H3fenus IIPOEKTUPYIOTCA M M3TOTABIMBAIOTCA TaKUM OOpasoM,
yTOOBI MaKCHUMaJIbHO CHU3WUTH PUCK, CBA3aHHBIN C BHOpanueil, CO3JaBaeMOil STUMU
MEJIULIVHCKUMU H3JeJIUAMHU, IIyTeM IIPUMEHEHUA CPeZCTB, MO3BOJAIONUX OTPAaHUYUTH
BUOPAIUIO, €C/IM TOJIBKO BUOpAIys He SBISETCA YacThio IIpefHa3HAYeHUSI MeAUIIMHCKUX
N3Ie .

48. Me,II;I/II];I/IHCKI/Ie n3nejinAa IIpOEKTHUPYIOTCA M HN3TOTABJIMBAIOTCA TAKHUM 06p330M,
4TOOBI MAaKCHUMAaJIbHO CHU3UTH PHUCK, CBSI3aHHBIN C CO31dBA€MBbIM IIYMOM, IIyTE€M
IIpUMEHEHHNA CPE€ACTB, MCIIOJb3yEeMBbIX NJII YMEHBIICHHN I IITyMd, €C/JIN TOJIBKO COB,ILaBaeMBIﬁ
ITyM He ABJIAETCA 9aCThIO IPE€AHA3HAIECHU I MEANIIMTHCKHUX I/IB,I[eJIPIfI.

49. KineMMsl, pa3beMbl, COeJUHHUTEIN U JApPyTHe YCTPOHCTBA IOJKIIOYEHUS
MEAUIMHCKUX W3JeNUH K HCTOYHHUKAM DOJEKTPUYECKOH, TUIPaBIUYECKON WIu
ITHEBMATHYeCKOH DHEPTUH IIPOEKTHUPYIOTCA M M3TOTABIMBAIOTCSI TaKUM OOPa3oM, YTOOBI
MaKCHMaJIbHO CHU3UTD JIIO0ObIe BO3MOXKHBIE PUCKHU.

50. MegunuHCKMe H3enus IIPOEKTUPYIOTCA M M3TOTABIMBAIOTCA TaKUM OOpasoM,
9TOOBI MAaKCHMAaJabHO CHU3WTh PHCK OIIMOOK, BO3HHKAIOMINX IIPM HENPaBUIBHOM
MOAKTIOUeHNY WU MepeKII0YeHNY BO BpeMsA PaboTHI anlapaTyphl WIHN JeTajeil B COCTaBe
TaKUX MeIVLMHCKUX U3JeTnH.



51. OTkpbIThle YacTH MEZUIMHCKUX W3JeNuil (32 MCKIIOYeHWeM dYacTel,
IIpelHa3HaYeHHBIX JJIS II0Ja4y Tellla WK JOCTYDKEHUS 3aJJaHHbIX 3HAYeHU I TeMIleparyp)
He JOJDKHBI JOCTUTATh MOTEHIIMAJIbHO OIACHBIX 3HAYeHUI TeMIlepaTyp IPU HOPMaJIbHBIX
YCIOBUAX SKCILTyaTalliH.

11. 3amuTa OT pUCKOB, BO3HUKAIOIUX /JIS TI0JI30BATEISA
OT ITOZlaBaeMO¥ SHEePIUH WU BELIeCTB

52. MepunuHCcKUe nU3enusd, IpeJHa3HaYeHHbIe A1 I0JAYU II0JIb30BaTe 0 SHePrun
WM BEleCTB, IPOEKTUPYIOTCA M M3TOTABJIMBAIOTCI TaKUM OOpa3oM, 4TOOBI KOJIUYECTBO
[I0/laBaeMOl DHEPruy WU BellleCTBA MOXKHO OBLIO YCTAHABIMBATh U IIOJIEPXKUBATH C
TOYHOCTBIO, IOCTATOYHOM It obeciieyeHus 6e30I1aCHOCTH II0JI30BaTeIs.

53. MegpuinHcKye wu3Jenus OCHAIIAIOTCI CPeACTBAaMHU IIpefOTBpalleHus U (W)
MHIWKAIUKA JIIOOBIX HECOOTBETCTBUI B IIOCTABJIEHHOM KOJWYECTBE OSHEPTUU WU
Bell[eCTBa, KOTOpPOe MOXeT NPeACTaBIATh OTIACHOCTb.

54. Ha MeIMIIMHCKOM W3ZeJIHU YeTKO YKasblBaeTca HMHPOpPMaUuA O (PYHKIMAX
CPeZCTB YIIpaBIeHUA U MHAMKATOPOB. EcIm mMeeTcs MHCTPyKUIMA IO IPUMEHEHUIO, WU
PYKOBOJZICTBO IIO 3KCIUIyaTalluM, WK BU3yaJbHbIe CpPeCTBA MHIUKAIIUHM OIl€pPallMOHHBIX
WIW PeryJIHMPOBOYHBIX IIapaMeTpPOB MeJUIIMHCKOTO u3Jlefud, TO TakKad HHbOpManud
IOJKHA OBITh IIOHATHOM IOJIB30BaTEIO.

12. 3amwuTa OT pUCKOB, BO3HUKAIOIIUX B CBA3Y C HCIIOJIb30BaHUEM
MeIUIMHCKUX U3[eIUi, IIpeJHa3HaYeHHbIX IIPOU3BOJUTEIEM I
IIPUMEHEHHU II0Ib30BaTeNIIMHU, He UMEIOIUMHU CIIEIHUaIbHOTO
MeJUIIMHCKOTO 00pa3oBaHuUs

55. MeguuuHcKkue u3fenusd, IpefHa3sHaYeHHbIe IIPOMU3BOJUTENEM I IpUMeHeHUI
IIOJT30BATEIIMK, He WMEIOI[MMH CIEeIMaJbHOTO MEeJUIIMHCKOTO  00pa3oBaHUS,
IIPOEKTUPYIOTCA M W3TOTABIMBAIOTCA C y4eTOM HAaBBIKOB M CPEJACTB, AOCTYIIHBIX 3THUM
JULAM, TaKUM oOpa3oM, 4YTOOBI MEZUIIMHCKME U3Zenus (QYHKIMOHUPOBATH B
COOTBETCTBUM C HX Ha3HAYE€HHEM B YCJIOBUAX OOBEKTHBHO OXXHAAEMBIX AEHCTBUI CO
CTOPOHBI STUX JIUII,

56. MepunuHCcKue U3fienns, IpeJHa3HAYeHHbIe [IJI1 IPUMeHeHUs I0JIb30BaTe I IMU,
He WMEOUIMMHU CIeIHaJbHOTO MEeIUIMHCKOTO OOpa30BaHHA, IPOEKTUPYIOTCA U
M3rOTaBIMBAIOTCA TaKUM OOpa3oM, 4YTOOBI MAaKCHUMAaabHO CHU3UTh PUCK OIIMOKU B
Impouecce TNPUMEHEHHMS MeJAUMIMHCKAX H3AEeNIUM, a TakKXke IIpU HHTEPIpeTaluu
pe3yIbTaTOB TeCTUPOBAHUA.

57. MeguuuHCKHe u3fenusd, IpefHa3HayeHHbIe 1 IPUMeHeHUA N0JIb30BaTe/IAMH,
He MMEIOIIVMH CIIeIIUaTIbHOTO MEeIUIIMHCKOTO OOpa30BaHUS, JOJDKHBI MMETh, €CJIH 3TO
OOBEKTUBHO BO3MOXHO, (PYHKIIUIO IIOATBEPKIEHUS TOTO, YTO IIPU HCIIOIB30BAHUU OTH
MeJUIIUHCKUEe u3fienusd OyZyT (GyHKIVMOHMPOBAaTh B COOTBETCTBUHM C HAa3HAYeHHEM,
oIpeieJIeHHBIM IIPOU3BOIUTEIICM.



13. Tpe6GoBaHUs K MAPKUPOBKE MEeJAUIIUHCKIX U3l

58. MapkupoBka MeAMIMHCKOTO WU3JeNaud [JOJ/DKHA COJEpXKaTh CiefyIOoNlyIo
MHPOpMAIHIO:

1) HAVMMEHOBAHHNE 1 (I/IJII/I) TOPTOBO€ HANMMEHOBaHNE MEANITMHCKOT'O N34EJINA;

2) unadopmamusa, HeoOxomUMasA A1 UAEHTUGUKAUUYM MEAUIIMHCKOTO H3ZeNud, a
TaxKe MHGOPMALY O eT0 Ha3HaYeHUH (IIPH HeOOXOAMMOCTH);

3) cBemeHUs O IPOM3BOAUTENE, BKIIOYAs IIOJHOE U COKpallleHHOe (IIpY HaJIWYHH)
HAaMMeHOBAHUS IOPUANYECKOTO JINLA, MECTO HaxXOXgeHus (baMuins, UMs, OTIeCTBO (IIpH
HAJIMYUK) U MeCTO >XKUTeNbCTBA (U3NYECKOrO JIUIA, 3aPeTHCTPHPOBAHHOIO B KadyecTBe
WHIVBUIYAJIbHOTO IIPeJIpPUHUMATENs), IIOYTOBBIM aZipeCc IIPOM3BOJUTENA, CTpaHa
IIPOUCXOX/EHUS MENUIIMHCKOTO u3zienud. [IouToBBIN azpec IpOU3BOAUTENII MOXET He
YKasbIBaThCsI B MapKHUPOBKE, €CIM OH COREPXKUTCA B HHCTPYKIUHU IO IIPUMEHEHMUIO,
IIpUJIaraeMoi K MeAUIIMHCKOMY U3[eIHIO.

Ha wmepguuunckue wuspmenusd, IpousBefleHHbIe B TOCYJapCTBe, He ABIAIONIEMCS
useHoM Co103a, MOXXKeT HaHOCUTBCSA JOTIOIHUTEIbHAS MapKUPOBKA, COJlepsKallasd CBeleHU
00 YIIOJIHOMOYEHHOM IIpeZCTaBUTe/Ie MHOCTPAHHOTO IIPOU3BOAUTENA, BKIIOYAs IIOJTHOE U
COKpallleHHOe (IIpH HAaJIW4YUW) HAaUMEHOBAHUA IOPUAMYECKOIO JIUIA, MECTO HAXOXAEHUI
(bammnusa, uMsA, OTYECTBO (IIPH HAIMYKUM) U MECTO JKUTEIbCTBA (PUBMYECKOTO JIMIIA,
3apeTMCTPUPOBAHHOIO B KadyecTBe MHAWBUYaJIbHOIO IpeANPUHUMATENA), IIOYTOBBII
aZipec YIIOJIHOMOYEHHOTO TIpeJiCTaBUTeNd IIpou3BoguTens. JlonmosmHuTeIpbHasd MapKUPOBKa
He [O/DKHA CKpBIBaTh MapKHUPOBKY, COJEpXKallylo CBeJeHHd O IIPOU3BOJUTENe
MeJUITMHCKOTO U3Je/IN;

4) nadopManua O HAIUYUY B MEIUIIMHCKOM H3Ze/INH JeKaPCTBEHHBIX CPECTB HIN
OHOJIOTMYeCKUX MAaTepPHalOB, a TAaKXKe HAaHOMATepHaJIOB, €C/IM TaKue HaHOMAaTepHaJIbl He
COZlep>KaTca B CBA3aHHOM COCTOSHMH, HCKJIIOYAMOUeM BO3MOXXHOCTh HMX IIONAJaHHUA B
OpraHM3M IIOJIb30BaTe/IA IPU HMCIIOAb30BAHUM MEJUIMHCKOTO H3JeJHA 10 Ha3HAa4eHWUIO,
OIpezeIeHHOMY IIPOU3BOJUTETIEM;

5) ko (HOMep) IapTUU UK CEPUITHBII HOMEP MeJUIIMHCKOTO U3/Ie/IUs;

6) cpox (c ykasaHMEM Trofa M MeCAlld), A0 HCTeYeHUA KOTOPOTO MeIUIIHCKOe
M3[ere MOXKeT Ge30MMacHO UCITOIB30BaATHCS;

7) Topn BBIIYCKA MEIUIMHCKOTO M3ZeNIud, eCIU He yKasaH CpPOK, A0 HCTeYeHHI
KOTOpPOTO MeAMIIMHCKOe u3Zie/irie MOXKeT Oe30IIacHO MCIOIB30BaThCa. ['of BBIyCKa
MeIUIITMHCKOTO W3fAenus BKJIIOYaeTCd B HOMep IapTHU WJIM CEepUUHBIH HOMep IIpHU
YCJIOBUH, YTO T'OJI BBIITYCKA JIETKO UIeHTU(GUIPYeTCA B COCTaBe TAKOTO HOMeEpa;

8) nudopmanus 06 0co6GBIX YCIOBUAX XpaHEeHU U (MIM) oOpaleHus MeJUIHCKOTO
n3genus (Ipyu HeOOXOAMMOCTH);

9) unbopmalys O CTEPUIBHOCTH MEIUIMHCKOTO W3Jenusd (ecau MeIUIITHCKOe
M3Jiesive IOCTaBJIAeTCA B CTEPUIBHOM BUE) C YKasaHHEeM MeTO/la CTePUIN3AlUH;

10) npepymnpexieHre WIX Mephl IIPeIOCTOPOXXHOCTH, KOTOPbIe YKa3bIBAlOTCA TaKUM



obpasoM, 4dYTOOBl IIpUBJIeYb BHUMAaHUE IIOJAb30BATEII WJIM TPEThEro JIMIA. OTa
nHpOpManysa MOXeT OBITh CBefleHa K MUHHMYMY B Cilydae, ecau Oojee IeTajpHas
MHGOPMAIIUA COLEP>KUTCA B HHCTPYKIIUH 110 TPUMeHEeHUIO;

11) undopmanus 06 OJZHOPA30BOM HCIIOJIH30BAHUN MEIHUIIMHCKOTO U3Jenus (eciu
MeAUITNHCKOe U3Jeie IpeJHa3HAYaeTCs AJIsg OLHOPa30BOrO UCIOIb30BAHMA);

12) mabopManus O BOCCTAHOBIEHUU MENUIIMHCKOTO M3JeIHd C YKa3aHUeM Yucia
IIPOU3BEZIEHHBIX I[UKJIOB BOCCTAHOBJIEHUA M JIOOBIX OTPAaHWYEHUN IIO YHUCTY I[UKJIOB
BOCCTAaHOBJIeHUsA (ecjM MeIUIIMHCKOe u3Jenue Mg OJHOPAa3OBOTO MCIIOJIb30BAaHUSI
SIBJISETCS BOCCTAHOBJIEHHBIM);

13) nadopmanysa 06 U3TOTOBIEHUH MEIULIMHCKOTO U3JeIus II0 WHANBUAYATEHOMY
3aKasy IIOJIb30BaTeJId HCKIIOYMUTENIBHO JJIf JIWYHOTO IIPUMEHEHHA B COOTBETCTBUM C
HasHaueHHeM MeJUITMHCKOTO CIIeIIMaliCTa, BRIJAHHBIM B IMNCbMEHHOH dopMme;

14) wmuHpOpMauus o mpesHAasHAYEHUUW METUIMHCKOTO U3JENHA TONBKO IJIsI
IIpOBeZeHUs KIMHUYECKUX UCIIBITAHUH B 1Ie/IIX PETUCTPAIIIY;

15) wmHpOpMauus o NpesHAasHAYEHUM MEIUIUMHCKOTO U3JENUA TOJIBKO IJI
BBICTABOYHBIX WJIM [E€MOHCTPALMOHHBIX Iejeii. B osrom ciyyae tpebGoBaHUS IIO
MapKUpOBKe, YyKa3aHHble B IIOAIYHKTaxXx 1-14 HacTofmero IyHKTa He SBJIAIOTCI
00s13aTeIbHBIMY;

16) nadopmanusa 06 MHAKTUBAIUK BO3MOXKHBIX BUPYCOB U IPYTHX MHQEKIMOHHBIX
areHTOB B MeJUIIMHCKOM H3IEINM, HaHOCUMasg B BUIe Haamuchu «aHtutenra k BUY 1, 2 u
Bupycam remarutoB C u HBsAg orcyrcTByioT» (eciu MemUMIIMHCKOe H3ZeNe HMeeT B
CBOEM COCTaBe CHIBOPOTKY (I1JIa3My) KPOBH YeJIOBEKA MJIH DJIEMEHTHI TKAaHU YeI0BEKA).

59. B ciyuae ecau MeIUIIMHCKUE M3JeMUA WIM UX KOMIIOHEHTHI, ITpeJHa3HaYeHHbIe
JJ11 BBeZleHUA B OPTaHM3M U BBIBEJICHHSA M3 OpPTaHM3Ma YesI0BeKa JIEKAPCTBeHHBIX CPEJICTB,
KUITKOCTe OpraHM3Ma WM APYTUX BelecTB JTuOO I TPAaHCHOPTHPOBKM M XPaHEHUA
TaKUX CPEJCTB, XXUAKOCTEH MJIM BeILleCTB, COJEpPXKAT BpeHbIe BelleCTBa, 00Iajaioliye B
3aBHCHMMOCTH OT MX KOHIEHTPAaLMM KaHIePOT€HHBIMHU, MYTareHHBIMU MM TOKCUYHBIMH
IJI1 PenpoNyKTUBHOM GYHKIUM CBOMCTBAMHM, WJIM COZepKaT dTajaTel, TO TaKue
MeIULIMHCKUe u3Jefud MOAJIeXKaT CIleluaJlbHOH MapKupoBKe. OJTa CllellajbHafd
MapKUpOBKAa HAHOCUTCA HAa MeJUIMHCKOe Wu3Jeaue U ero YIAKOBKy JuO0 IIpHu
HeOOXOZMMOCTH HA BHENIHIOIO YIAKOBKY, WCIIOIB3yeMyIO MJId XpaHeHUd U
TPaHCIIOPTUPOBKY MEJUIIMHCKOTO U3JeIn.

60. MapxupoBKa CTepUIBPHBIX M HECTePIJIBHBIX MeIUIIMHCKUX W3JeIUH OJDKHA
obecreynBaTh BO3MOXKHOCTh PpasTpaHUYEHUS UIAEHTUYHBIX MIM CXOXHUX BHUJOB
MEeAUIMHCKUX W3[eIUi, BBITYIUEHHBIX B OOpalleHWe B CTEPUIBHOM U HECTEPHJIBHOM
BUJe, ¥ Pa3IUdaThCA TAKUM OOpa3oM, YTOOBI IOJIb30BaTEIh MOT C IIOMOIUIBIO MAaPKUPOBKH
OTJINYUTH CTePUIJIBHOE MeIULIMHCKOE U3/le/Ihe OT HeCTEePUIBHOTO.

61. MapkupoBka [o/pKHAa OBITH HaHeCeHA HA MeZULMHCKOoe wu3genue. Eciam aro
HEBO3MOXXHO WJIM HellesecooOpasHO, MapKHPOBKAa (YaCTUYHO MJIM IIOJHOCTHIO) MOJXKET
ObITh HaHeCeHa Ha YIIAKOBKY [JII KXKZOH eJUHUIIBI MEAMIIMHCKOTO H3Zenus, u (Uan) Ha



TPYIIIOBYIO YIAKOBKY, U (MJIM) Ha MHCTPYKIIUIO II0 IIPUMEHEHUIO.

62. MapxupoBKa MOXeT OBITh JLOIOJHEHa HHPOPMaLyeil 0 MEAUIINHCKOM U3JE/INH B
MampHO4YWTaeMoM (opmare, B TOM UYHCJIe C HCIOJIb30BAaHMEM paZHOYacTOTHOH
HIeHTUPUKAINY WIN IITPUX-KOZOB.

63. MegunuHCcKre wu3Zenud, IpolleflIve YyCTaHOBJIeHHble B pamkax Corosa
IpOLeNyphl PETUCTPallUM U IIOATBEPXKIEHUS COOTBETCTBUA OOmMMM TpeOOBaHHUAM
6e3omacHOCTH ¥ 3G(EeKTUBHOCTH MEAUMIIMHCKUX U3JeIuil, TpeOOBaHUAM K BHEAPEHUIO U
MOJJEPKAaHUIO CHCTEMBI MeHeJ)KMEHTa KadecTBa MEINUIIMHCKUX U3IeNuil, Iepeq
BBIIYCKOM B oOpaumeHre B pamkax Coioza mopjexaT o006s3aTelbHON MapKUPOBKE
CIeIMaJbHBIM 3HAKOM OOpalleHus MeIUIIMHCKOrO u3zmenus Ha pbiHKe Coloza (zmanee -
CIeIMaIbHBIHN 3HAK OOpalleHus).

MapkupoBka CcrenuajsbHbIM 3HAKOM OOpaljeHus, HaHOCHMas Ha MeJUIIMHCKOe
M3Ie/INe, BBIIOJIHAETCS JIIO0BIM TeXHOJIOTUYECKHUM CII0OCOO0M, 00eCIIeYnBaloIIMM YeTKOe 1
SACHOe ero M300pakeHVe B TedeHHe BCEero CpPOoKa CIYXObI (TOZHOCTH) MeIHUIIMHCKOTO
W3JeIN.

CreruanpHBIA 3HAK OOpalleHNs He HAHOCUTCA Ha MEIUIIMHCKOe U3Jejre B CIydae,
€CJIM DTO TEeXHOJIOTMYEeCKH HEBO3MOXXHO MIH OyAeT IIpeACTaBIATh YTpo3y XU3HHU U
3[IOPOBBIO II0JIB30BATEI.

14. TpeGoBanus K uH(pOpMAIIUY, COLEPIKaIelics B
MHCTPYKIIUHY 110 TPUMEHEHUIO MEeJUIIMHCKOTO U3e U

64. VIHCTpyKIusa IO IPUMEHEHUIO MOXKeT ObITh IIPeZOCTaBlIeHa II0JH30BATENII0 Ha
O6yMa>XHOM HOCHUTee 100 B 3JIEKTPOHHOM BHZE KaK BMeCTe C MeJUIIMHCKUM U3JeIHNeM,
TaK U OTAEIBHO OT HEro, B TOM YMCJe IIyTeM pa3MellleHus HHGOpPMALUM Ha SKpaHe,
ABIAIOUIEMCS YacCThI0O MEAMIIMHCKOTO u3Zenusa. BriGpaHHBIN C€IocO6 IIperoCTaBlIeHUs
HWHCTPYKI[UY II0 TPUMEHEHUIO JO/DKEeH OBITh MIPUTO/EH U HOCTYIEeH [JIS II0Ih30BaTesIew.
Ecnu wHCTpyKUMs 1O NPUMEHEHHIO IpPefOCTaBIeHa Ha HOCHUTENe, OTIUYHOM OT
O6yMaXHOTO, IIPOM3BOJUTENH JO/DKEH TapaHTHPOBATh, YTO IOTpebuTens HHGOPMUPOBAH O
crmocobax:

1) mpocMOTpa MHCTPYKIMHU IO IPUMEHEHUIO;

2) mosly4eHUs aKTyaJabHOH BepCUU MHCTPYKIIUU 110 IPUMEeHEeHUIO;

3) mosrydyeHUs GYMaXKHOM BePCUU MHCTPYKIIUU IO IPUMEHEHUIO.

65. MHCTpyKIUA 1T0 IPUMeHeHHIO JOJDKHA COZepXKaTh CIeLyIoNTyio HHPOPMAIIHUIO:
1) HaumeHOBaHMe U (MJIM) TOProBOe HAMMEHOBAaHKE MEIUIIMHCKOTO U3/IeIH;

2) cBemeHUs O IIPOM3BOAUTENE MENUIIMHCKOTO wu3zenus U (WiIM) ero
YIOJIHOMOYEHHOM IIpPeJCTaBUTesIe, BKIIOYAs IIOJHOE U COKpallleHHOe (IIpY HAIWYUM)
HAaWMEHOBAaHUS IOPUUYECKOTO JIUIA, MECTO HaxOoXgeHus (paMuins, UMs, OTIeCTBO (IpU
HAJTUYUN) U MECTO >XUTENbCTBA (PU3NIECKOTO JIUIA, 3aPeTMCTPUPOBAHHOTO B KadeCTBE
MHIWBUAYATBHOTO IIPeJIIPUHUMATEJIS), IOYTOBBIH afpec, HoMepa TenedoHa, dakca, azpec



3JIEKTPOHHO MOYTHI (IPX HATUYIUN);

3) HasHauYeHHe MeAMIIMHCKOTO H3[eIusd C yKasaHMWeM II0Jb30Baress (Hampumep,
MaleHT, MeJIUINHCKUH CIlenuanucT, pusndeckoe JIUI0, IPUMeHAOIee MeIUIIHCKOe
u3gee 110 Ha3HAYEeHUIO, OIIpeIeJIeHHOMY IIPOU3BOLUTETIEM);

4) pyHKUMOHAIbHbIE XapaKTePUCTUKHU MEIUIIMHCKOTO U3JIe/IN;

5) 06o6uleHHBIE pe3yIbTAaThl KIMHUYECKMX HCIBITAHUIH, IPOBEJEHHBIX B ILEJIIX
PEeruCTpaly MEeJUIITHCKOTO U3/e/INA, I CChUIKA HAa UCTOYHUK, TJe TaKasd WHPOpMaIus
JOCTYIIHA JJIS IIOJIb30BaTeI;

6) OCTATOYHBIE€ PHCKH, IIPOTHBOIIOKA3dHUA, OXHAd€Mble UM IIPp€ACKAa3ye€MbIe
IMOGOYHBIE BQ)(l)eKTBI, CBA3aHHBIE C TIIpEUME€HE€HHEeM MEIHIMNHCKOTO H3JeJanuA II0
HAa3HAYE€HHIO, OIIpeNeIEHHOMY IIPOM3BOAUTEIIEM,;

7) TeXHUYeCKUEe XapaKTePUCTUKU, HEOOXOZMMbIe II0Ih30BATENIO IJIT NPUMEHEHHI
MeIUIMHCKOTO M3Je/IH IT0 Ha3HAYEHUIO, ONPele/IeHHOMY IIPOM3BOJUTEIEM;

8) undopmanusa 0 HAIMYUY JI€KaPCTBEHHOTO CPeCTBA, OMOJIOTMYEeCKOTO MaTepuaia
U (WIM) HaHOMaTepHaa;

9) unbpopmMamua O TNOpAAKe YCTAaHOBKM U BBOJA B OKCIUTyaTauuio (IIpu
HeOOXOZMMOCTH), a TaKXe O HeOOXOJWMOCTH IIpelBapUTEIbHON IIOATOTOBKU K
MICIIOJIb30BAaHUIO MEIUITMHCKOTO U3e/IN;

10) cmenwmanpHble TpeOGOBaHUA B OTHOIIEHWM IIOMEIEHWH, CIIeIMaIbHOMI
IIOITOTOBKY MJIY 0CO00# KBaIM(PHUKALMH TI0TIB30BaTe s U (MJIHM) TPEThUX JIUII;

11) wundopmamusa, HeoOXozuMmas Mg IIPOBEPKM IPABWJIBHOCTH YCTaHOBKH
MEAUIIMHCKOTO W3JleNUs M €ro TOTOBHOCTH K Oe30omacHoi paboTe IO Ha3HAYEHUIO,
oIIpesleIeHHOMY IIPOU3BOJUTEIEM, C yKa3aHHeM CJIeIyIOIUX CBeJeHUH:

cofiep;KaHre U MePHOSUYHOCTh TEXHUYECKOTO OOCTYXMBAaHUA, BKIIOYAsS OYUCTKY U
Ie3nHGEeKITUIO MeIUIMHCKOTO U3eIN;

HaJIW4Yhe PacXOAHBIX KOMIIOHEHTOB MEAWIIMHCKOTO H3Jeaud MU Ipouenypa HX
3aMEeHBI;

HeOOXOZMMOCTh KaJIUOPOBKHU AJIA OOeCIleueHHs HaJjIexaleil u 6e30macHoi paboTsl
MeJUIMHCKOTO U3/leIUA B TeUeHHe CPOKaA €ro CIYXKOBbI;

METOZBl CHIDKEHHS PHCKOB, CBS3aHHBIX C YCTAaHOBKOH, KaJMOPOBKON WK
o6CTy>KBaHUEM MeIUIIHCKOTO U3/eIINs;

12) uudopManus O CIeLHaJbHBIX YCIOBUAX XpaHeHUs MU (WIHM) OOCIY>KUBaHUSI
MeJUITUHCKOTO U3/eJINs;

13) uadopmanusa o mopsAnKe NeHCTBUN B CIydyae HapyLIeHUS CTEPHJIBHOM YIIaKOBKU
MeJUIIMHCKOTO M3Jle/us IIepeJ, ero HCIIONb30BaHMeM (ecau MeJUIIMHCKOe W3Jenue
TIOCTABJIAETCSA CTePHJIBHBIM);

14) wundopmalys 0 MeTOZe CTEPHIM3ALUN MEeTUIIMHCKOTO wu3zenus (eciau
MeJHUIIMHCKOe Hu3JiejIrie ITOCTaBJIgeTCS HEeCTEPIJIBHBIM C yKasaHHeM HeOOXOAWMOCTH ero



CTEPIUIM3ALIUHY IIePe], HCIIOIb30BaHUEM);

15) undopmanus o Hazamexamell 00pabOTKe MEZUIIMHCKOTO H3JEIUA [JII €ro
IIOBTOPHOTO MCIIOJIB30BAaHMA, BKJIIOYAsg OYUCTKY, [e3WHGeKIIUIo, YIAKOBKYy M IIpHU
HeOOXOZMMOCTH MeTOJ, IIOBTOPDHOM CTepuiau3anuu (ecaiu MeZULIMHCKOe U3Jesve
IIpeiHa3HaYeHO JJIsI MHOTOPa30BOTO MCIIOIb30BAHM), a TAKXKe KPUTEPUU HEIPUTOLHOCTH
MICTIOIb30BAHMSI MEIUIIMHCKOTO U3TeIN;

16) nudopmanmsa, HeobXoguMas AJai UAEHTU(DUKAIUY METULIMHCKUX W3LEIUNA C
I[eJIbI0  IIOJNy4YeHUs Oe30macHON KOMOMHAmuu U HHPOpMauus o0 M3BECTHBIX
OTPaHMYEHHUAX II0 COBMECTHOMY WCIIOJIB30BAHUIO MEAMIMHCKUX U3Jenuil (1
MEeJUIUHCKUX H3TeNUH, IpeJHAa3HAYEeHHBIX [JII WCIIOIb30BAHUA BMeCTe C IPYTHMH
MEeIUITMHCKUMY U3IeTUAMHA U (MIK) C U3MEeTUAMH OOLIero HasHAYeH);

17) undopmanus o Ipupoje, TUIIE, a Takxke (TP HEOOXOAUMOCTH) UHTEHCUBHOCTH
U pacIpezie/leHUH U3TydaeMOil MeJUIIMHCKUM W3JeIHeM paJUalluy U CIO0CO0axX 3alUTHI
IOJIb30BaTesIell MIM TPeThUX JIMI, OT HeIpeJHaMepeHHOTO H3JIyYeHHsS B IIpoIiecce
HCIIOIB30BAHMA MEJUIIMHCKOTO M3JeIHs (eC/IM MeJIUIIMHCKOe M3Jie/Ihe CO3aeT OIMACHBII
VIV IOT€HIMAJIBHO ONACHBIM yPOBEHD PaAMalliy B MEJUIMTHCKUX LIEJIAX);

18) undopmamus a1 moibp30BaTeIell (IpeRynpexxIeHNs, MephI IIPeJOCTOPOXKHOCTH,
IpeANIpUHIMAaeMble B CIydae HeOOXOAUMOCTH Mephl M OTPAaHUYEHUS IIPU HUCIOIb30BAHUYI
MeJUIMHCKOTO U3/eJIN), BKIIYas:

IpenynpexeHue, Mepsl IPefOCTOPOXHOCTH U (WJIM) MephI, IpeAIlpUHUMaeMble B
cay4ae  HEHCIPaBHOCTM  MEAMIMHCKOTO WU3feNus MIM OTKJIOHeHHMH B  ero
(GYHKIIMOHUPOBAHUH, KOTOPbIE MOTYT BIUATH Ha 6€301IaCHOCTh MeJUIIMHCKOTO U3ZeINs;

IpefyIpeXeHre, MePsL IIPeOCTOPOXKHOCTY U (MJIM) Mepshl, IpefIpuHUMaeMble B
coydae BO3feiicTBHA Ha (QYHKIMOHMPOBaHHME MEAUIIMHCKOTO U3JeNHus BHENIHUX
(baKTOpOB, CBA3AHHBIX C IIPUMEHEHHeM MeJUIMHCKOTO H3Zeaus B KOMOWHAIIMU C
APYTUMU MeJULMHCKUMY U3ZeIUAMU U (WIM) 000pyZOBaHUEM, MU TaKHX (PaKTOPOB, KaK
BHEIIHWE JJIEKTPOMarHWTHBIE IIOJIA, OSJIEKTPOCTaTHYeCKHWe paspsAfbl, H3JIydYeHue,
aTMoc(epHOe JaBIeHHe U ero Iepelasbl, BJIRXHOCTh U TeMIlepaTypa BO3LyXa;

IpefyIpeXeHre, MePsl IIPeOCTOPOXKHOCTY U (MJIM) Mepshl, IpefIpUHUMaeMble B
caydae Ipe/CKa3yeMOro pPHCKa 3JIeKTPOMAarHMTHBIX IIOMeEX, CO3/laBaeMbIX MeZUIIMHCKHM
u3leiieM IIpU NPOBeJeHUU U OlleHKe pe3yIbTaTOB CIeUUGUYeCKUX AMATHOCTUYECKUX
WCC/IeJOBAHUI, TepalleBTUYEeCKOrO JIeYeHWs WU IIPU ero HCIOJIb30BaHWH (HalpuMep,
3JIeKTPOMarHMTHOE M3JIy4YeHHe MEeJMIMHCKOTO W3Jelud, OKasbplBalollee BIMAHHE Ha
IpyTroe 060pyAOBaHUE);

CBeleHUSA 00 OTrpaHMYEHUSIX WJIM HECOBMECTHMMOCTH C MEAMIIMHCKUM HU3JeTHeM
OT[eJIbHBIX JIEKAaDCTBEHHBIX CpPEJCTB WJIM OHOJOTMYECKMX MaTepuajoB (eciau
MeJULIVHCKOe H3Jenue IMpefHAasHAa4YeHO [AJI BBeJEeHUSI JIEKADCTBEHHBIX CPeICTB WU
OGUMOIOTHYECKUX MAaTEPUAJIOB);

IpenylpexgeHue, Mephl IPefOCTOPOXHOCTH M (MJIM) OTpaHUYEHUdA, CBA3aHHBIE C
JIEKapCTBEHHBIMU BeIeCTBAMU WIN OHOJOTMYECKMMM MaTepHajaMH, KOTOpble BXOZAT B



COCTaB MeIUIIMHCKOTO HU3IeJIHI;

InpeaynpexneHne, CBA3dHHOE C BXOAAIMMH B COCTAB MEIMIIMHCKOTO H3IEIMSI
KaHII€pOTr€HHbIMH, MYyTar€HHbIMH nin TOKCHYHBIMHN MaTepHajaiaMu, BO3MOXXHO€E
BblJ€sI€eHrnEe MJIN BbBIMBIBAHKE KOTOPBIX IIPDHUBOIUT K CeHCI/I6HJII/IBHHHH, a]IJIGpI‘H‘-IECKOfI
PeaKny I OTPUHATEJIPHO BIINAET Ha PEIIPOAYKTUBHYIO (I)YHK]J;I/IIO;

IpesynpexJeHne VI MepB5l IIpegOCTOPOXKHOCTH, IpeAIIpUHUMaeMble
IIOJIb30BaTeIeM IIPU YTWIM3ALUM MEJUIIMHCKOTO W3JeNusd, IMPUHAAJIXHOCTeH U
PAcXOZHBIX MAaTepHAIOB, HCIOJB3yeMBIX BMeCTe C HHUM (IIpM HAJIWYWUM), BKIIOYAsd
clenyomye CBeleHUA:

WHPEKITMOHHAS WIN MUKPOOHAs OIIACHOCTh MEIUIIMHCKOTO U3/Ie/IH;
JKOJIOTHYeCKas OMMAaCHOCTh MEITHUITMHCKOTO U3IeJIHS;
(dusmueckas omacHOCTh METUITMHCKOTO M3/Ie/IN;

19) wunadopmanus 06 OOCTOSATENBCTBAX, IPH KOTOPHIX IIOJIb30BATENIh [OJDKEH
IIPOKOHCYJIBTUPOBATHCA C MEIUIMHCKUM CIIEIIHATUCTOM (IJjI8 MeSUIMHCKUAX H3MAeNIHi,
IpeJHA3HAYEHHbIX /Ui KCIOJB30BAaHUS JIMLIAMHU, He WMEIOUUMH MeJULIMHCKOTO
o0Opa3oBaHU);

20) AddHHBIE€ O BBIITYCKE HJIH IIOCJIeAHEM II€EpECMOTPE NMHCTPYKIIUH I10 IIPUMEHEHUIO;

21) nadopmamua 0 HeOOXOZUMOCTH HAIPaBIe€HUA COOOLIEHUS IPOUBOSUTENIO UITU
€ro YIOJHOMOYEHHOMY IIPeICTaBUTEIIO O HeXXeJIaTeJbHBIX COOBITHUAX, KOTOPble MMEIOT
IPU3HAKK HeOGJIarONPUITHOTO COOBITHA (MHITUEHTA).

66. MHCTpyKIusa IO IPUMEHEHUIO JOJDKHA OBITH COCTAaBJI€HA C HCIIOJIB30BAHHEM
TEPMUHOB, IIOHATHBIX II0JIb30BATEIO, ¥ IIPX HEOOXOJUMOCTH CONIPOBOXKAATHCS PUCYHKaMU
U JHarpaMMaMH.

HMuCcTpykuua IO NPUMEHEeHHIO MOXeT COJiep:KaTh OTZeIbHble CBeJeHud i
ImpodecCHOHATBHEIX U HellpodeCCHOHATBHEIX TT0JIb30BaTesel.

67. HCTpyKuusa 10 IPUMeEHEHNIO MOXXeT OBITh IIpeZCTaBlIeHa B COKPAIeHHOM BHUJE
WIM Ha MapKUpPOBKe (AJIf MeJUUIMHCKUX H3JeTHil KJIacCOB IOTEHIIMAJIBHOTO pPHUCKa
npuMeHeHus 1 u 2a), ecIu MeJUIIMHCKOE U3Ze/INe MOXeT ObITh MCIIOJIB30BAaHO 0e30II1acHO
Y 110 Ha3HAYEeHUIO, OIlpefieIeHHOMY IIPOU3BOAUTENIEM, 6e3 MHCTPYKIMY II0 IPHUMEeHEHUIO.

68. OmHOrO 5K3eMIIIpa MHCTPYKIUM II0 IPUMEHEHUIO MOXET OBITh IZOCTaTOYHO,
eCJIu MOCTaBiIAeTCA HeCKOJIbKO MeAUIMHCKIX U3/le/ Uil OTHOMY II0JIb30BaTeIIO II0 OTHOMY
agpecy. Ilo TpebGoBaHMIO mOTpeOHTeNA IIPOM3BOSUTENb HOJDKEH IIPEJOCTaBUTH
TOTIOTHUTEIbHBIE SK3eMIULAPEI HHCTPYKIMY 10 IPUMeHEeHHUIO.

IV. O6mue TpeboBanus O6e30macHOCTH U 3 HEKTUBHOCTH,
IIpUMeHseMble K MeAUIMHCKUM U3/eIUAM [JI1 JUaTHOCTUKMU in vitro

1. Xumuueckue, hpusnueckue U OMOJIOTUIECKUE



CBOMCTBAa MeIUIIMHCKUX U3TEIUH IJId TUATHOCTUKHY 1N
vitro

69. Ilpy m[pPOEKTHUPOBAHMU ¥ U3TOTOBJIEHUU MENUIIMHCKAX H3ZEeNuil s
OUAaTHOCTHKHU in Vitro oco6oe BHUMaHWE AOJDKHO YAEJIATHCA BO3MOXXHOMY yXYIIIEHUIO
aHATUTUYEeCKOW 3(G(EeKTUBHOCTH H3-32 HECOBMECTHMOCTH IIPHUMEHSEMBIX MaTepHUasoB,
Ipo6 u (MJIM) aHATUTOB.

70. Ilpu IpOeKTHPOBaHUY, U3TOTOBIEHUN U YIIAKOBKE MEIUIMHCKUX H3AEIUH s
OUATHOCTHKK In Vitro [O/DKeH OBITh MaKCHMaJbHO CHIDKEH PHCK, CO3ZaBaeMbIil
3arpSI3HAIOIIMMY BellleCTBAMU U UX OCTaTKaMHU /I [I0JIb30BaTe e U UL, YIaCTBYIOLIUX B
TPaHCIIOPTUPOBKE, XPaHEHUHU, OOCIYKUBAHUHU U HCIIOTb30BAHUYM MEIUIIMHCKUX U3[eTHi
IJIS OWATHOCTHKM in vitro (c ydYeToM HasHaYeHUA MEIULMHCKOTO W3AEIHA [JIT
OUATHOCTHKHU in Vitro, a TaKxXe IJIUTETBHOCTH U YaCTOTHI BO3ZEHCTBUA TUX BEIIECTB Ha
OpTraHM3M 4YeJIOBeKa).

71. Ilpm mTpPOEKTHUPOBAaHWM ¥ M3TOTOBJIEHUU MEAUIMHCKUX W3ZENTUN [
OVATHOCTHMKH in Vitro JOJIXHBI OBITH CHIDKEHBI PUCKU:

1) cBa3aHHBIe C OHACHBIMU M (WJIM) BpeSHBIMM BeleCTBAMHU, KOTOpPBIE MOTYT
BBIMBIBATHCS WJIM BBITEKATh U3 MEAMIIMHCKOTO M3ZIeNHs ANA AUATHOCTHKU in vitro (c
y4eTOM HUX CEeHCHOMIM3UPYIOUETO IeCTBHUA, KAaHIIePOTeHHOCTH, MYTareHHOCTH WU
OTPUIIATEIFHOTO BIMAHUA Ha PEIPOLYKTHUBHYIO (QYHKITHUIO);

2) cBsA3aHHBIE C HeIpeJHAMEPEHHBIM IIONAJaHUWEM B MEAMIIMHCKOE H3ZeNne MIJIs
OVAaTHOCTUKU in Vitro IIOCTOPOHHUX BeIeCTB (C y4eTOM HasHA4YeHUsd, OIpeseeHHOTO
IIPOU3BOJUTENIEM, U TIPeII0IaraeMbIX YCJIOBUN IPUMeHeHU MeJULIMHCKOTO U3/e/IN A
IUATHOCTUKH in Vitro).

2. lnexnronHOe 1 MUKPOOHOE 3arpsa3HeHue
MeIUITMHCKUX U3Jeui IJI1 TUAaTHOCTHUKH In Vitro

72. Ilpm TpPOEKTUPOBAaHWM W M3TOTOBJIEHUU MEAUIWHCKUX W3ZEeNTUN [
OVATHOCTHMKY in Vitro pucK MHGUIMPOBAHUA II0Ib30BaTEIEH U TPETHUX JIUI] JODKEH OBITH
yCTPaHeH WIN CHIDKEH JI0 JOIYCTUMOTO YPOBHA.

KoHCcTpyKIls MeZWIMHCKOTO W3Jenus [ [JUAaTHOCTUKM in  Vvitro JoJpKHA
obecreynBaTh IIPOCTOTy B OOpamleHMM U OOCTY>KMBAaHHU M IIPU HEOOXOZMMOCTH
MaKCHMaJIbHO CHU3UTh PUCK MHUKDOOHBIX yTedeK W3 MEAMIIMHCKOTO U3ZIenus [JId
IVATHOCTUKY in Vvitro ¥ (Win) MUKpPOOHOTO BO3ZEHCTBUS B IIPOLieCcCe KCIIOIB30BAHUA, a
TAaK)Xe IIpefOTBpAlIaTh MHKPOOHOEe 3arpssHeHue MeAMIIMHCKOTO W3AeIud [t
IOMATHOCTHUKY in Vitro vIn IIpo0bI T0JIb30BaTEIeM WIN TPETHUM JIUIIOM.

73. 1Ipu mpoeKTUpPOBaHUU, U3TOTOBIEHUMN U YIIAKOBKe MeIULIMHCKUX U3IeIuil A
IVAaTHOCTUKH in Vitro, MMEIOIIUX CIeIUaTbHBIH MHUKPOOWOJIOTMYEeCKUIl CTaTyC B
COOTBETCTBUH C MAapKHPOBKOH, ZODKHO OBITh TapaHTHPOBAHO, YTO MHUKPOOMOIOTHYECKHI
CTaTyc ocTaeTca Oe3 U3MeHEHWi IIpH COOJMIOJZEHWH YCIOBUH TPAaHCIOPTUPOBKH U
XpaHeHUd, OIlpeJileJIeHHbIX IIPOU3BOAMTEIEM, 0 TeX IOp, IIOKA 3allUTHAasA YIaKOBKAa He



OyZeT HapylleHa WX BCKPHITA.

74. CrepunbpHble MeAUWIMHCKUE W3AENUS [JII [JUAarHOCTUKHM in vitro subo
MeIUITMHCKWEe U3Zeaus M1 [AUaTHOCTHUKUA In  Vitro, wuMelouIde CIeIHaJIbHbIiI
MUKPOOHMOJIOTMYECKUH  CTAaTyC,  HM3TOTAaBIMBAIOTCA,  OOpabaThIBAIOTCA U IpH
HeOOXOZMMOCTH  CTepUIM3YIOTCA C IIPUMEHeHHWeM BaJUJUPOBAHHBIX  METOJOB,
060pyOBaHUA, IIPOIECCOB.

75. MepunuHcKue U3fenus I AUaTHOCTHUKY in vitro, TpeGyrouiue CTepUIN3aLuy,
IOJDKHBL OBITH U3TOTOBJIEHBI B KOHTPOJIUPYEMBIX IIPOU3BOICTBEHHBIX YCIOBUAX.

76. YmakoBKa HeCTEpPUJIBHBIX MeIVLWHCKUX U3JeIUH [JIf AWMArHOCTUKHU in Vitro
IODKHA OOecIleuMBaTh HUX IEJIOCTHOCTP M YHCTOTY M B CIydae, €CId MeAUIIMHCKOe
W3zenue AJA JUaTHOCTHKH in Vitro JODKHO OBITH CTEPHJIM30BAHO IIepe MCII0Ib30BaHUEM,
MaKCHMaJIbHO CHU3UTHh PUCK MUKPOOHOTO 3arpsA3HEHMN, IIPU 5TOM yIaKOBKA JOJDKHA OBITH
COBMECTHMOM C METOJOM CTePUIN3ALVH, YKa3aHHBIM IIPOU3BOAUTEIEM.

3. MeagunuHcKye U3neaInua I JUAaTHOCTUKMU in Vitro,
coziep:Kalyie MaTepHUaIbl OMOIOTHIECKOTO
IIPOUCXOXIeHUS

77. B cnydae eciu MeZWMLIMHCKHE H3Jenud AJIA NUAaTHOCTUKM In Vitro copepxKat
6uosorMYecKre MaTepHasbl >KHUBOTHBIX, TO 00paboTKa, XpaHeHHe, TeCTUPOBaHUE
OMOJIOTMYECKUX MaTepHasOB XUBOTHOTO IIPOMCXOXKIEHUA, a TaKxKe oOpaleHue C HUMHU
IOJDKHBL ~ OCYLIECTBIATBCSI TaKUM 00OpasoM, 4ToObl oObecredyuTh 0e€301IacHOCTb
IIOJIb30BaTe/ I ¥ TPETHUX JIUII.

Be3zomacHOCTs B OTHOLIEHUMU BUPYCOB, APYTUX WHGEKIMOHHBIX areHTOB M WHBIX
Bo30yauTeseil Oose3Hell, OOIUX [JIA 4YeJIOBeKa M >KUBOTHBIX, JOJDKHA OOeCIIeurBaThCS
IIOCpPeICTBOM ITPUMEeHEeHU BaJIUJUPOBAHHBIX METOZOB YHUYTOXKEHUA WX WHAKTUBAIIUY B
XO0Jle IIPOM3BOJCTBEHHOTO IIpoIiecca. YKa3aHHble BaJIUAMPOBAHHBIE METOABI He
IIPUMEHSAIOTCA B OTHOIIEHUM MeAUIIMHCKUX W3TeNui AJMd AUArHOCTUKHU in vitro, eciau
aKTUBHOCTh BHUPYCOB M [JPYIHMX HH(QEKIMOHHBIX areHTOB OOYyCJIOBI€HA HasHAYeHUEM
MEeAUIVHCKUX W3JeNUH A AMATHOCTUKU IN VIitro MJIKM IIPOIeCC YHUYTOXEHUS WU
WHAKTUBALIMY MOXET CHU3UTH 3 (PeKTUBHOCTh MEIUIIMHCKOTO U3AeIUs AJIs TUaTHOCTUKHI
in vitro.

78. B ciaydae eciu MeZULIMHCKUE H3ZeNuA AJIs NJUAaTHOCTHKM In Vitro copepxKat
6uoorNYecKre MaTepUajbl YeJOBEYECKOTO IPOUCXOXKZIEHUs, TO 00paboTKa, XpaHeHUe,
TECTUpOBaHMEe U oOpauleHue C OHOJOTMYECKUMM MaTepualaMH  4eJIOBEeYeCKOTO
IPOUCXOXXAEHUS JODKHBL OCYIIECTBIATBCA TaKUM OOpa3oM, 4YTOOBl 00ecleunuTh
6e3011aCHOCTH II0I30BaTeIeH U TPETHUX JIUIL.

Be3omacHOCTs B OTHOLIEHMU BHUPYCOB M IPYIHX MH(MEKIIMOHHBIX areHTOB IOJDKHA
obecriednBaThCA IIOCPEJCTBOM IIPUMEHEHWS BAJTHAMPOBAHHBIX METOZOB YHHYTOKEHUS
WM WHAKTUBALIUM B XOZie IIPOM3BOJCTBEHHOTO IIpoliecca. Y KasaHHbBIE BaJIMAVPOBAHHBIE
MeTOJbl He IPHUMEHAIOTCA B OTHOUIEHWH MeJUIVHCKUX U3JeIUH IJI1 NTUarHOCTHKH in



Vvitro, eciaum aKTUBHOCTh BHUPYCOB U [PYTHMX WHQEKIHMOHHBIX areHTOB O0OyC/IOBJIeHa
Ha3HaYeHUWeM MeAVLWHCKUX W3JeNui Mg [AUAaTHOCTUKM In  Vitro mWIM Ipolecc
YHUYTOXKeHUA WIM WHAKTUBAIUM MOXET CHU3UTh O5(PPeKTUBHOCTh MeZULIMHCKUX
U3IEeIUH IS TUATHOCTHKH in Vitro.

79. B ciydae ecnm MeZWIIMHCKUE W3ZeNUs IJIS OUATHOCTHKH in Vitro comepkat
OumosoruyecKre MaTepHaabl MUKPOOHOTO IIPOMCXOXKIEHWS, TO 0OpaboTKa, XpaHeHWe,
TECTUpOBaHHe U oOpalleHHe C OMOJIOTMYECKMMU MaTepHaaMH 3TOIH IPUPOABI JODKHBI
OCYIIECTBIATHCA TAaKUM OOpa3oM, 4TOOBI OOecleuuTh OGe30IacCHOCTH IIOJIB30BaTENeld U
TPEThUX JIUII,

BesomacHOCTs B OTHOLIEHMM BHUPYCOB U APYIuUX MHGEKIMOHHBIX areHTOB JOJDKHA
obecrednBaThCA IIOCPEJCTBOM IIPUMEHEHWS BAJTHAMPOBAHHBIX METOJOB YHHYTOKEHUS
WJIN MHAKTUBAIIUM B XOZle IIPOU3BOJCTBEHHOIO IIpollecca. YKa3aHHbBIe BaJIUANPOBAHHEIE
METOJbl He IPUMEHSIOTCI B OTHOUIEHWH MEeJUIIMHCKUX H3JeNWH 11 NUarHOCTHKH in
Vvitro, ecaum aKTUBHOCTb BHUPYCOB U [PYTMX WHQEKIHOHHBIX areHTOB O0OyC/IOBJIeHa
Ha3HaYeHUMeM MeAVLUWHCKUX W3JeNuil /Mg [AUATHOCTHUKM In  Vitro mWIM Ipolecc
YHUYTOXKeHUA WIM HMHAKTHUBAIlUM MOXeT CHU3UTh 3((PeKTUBHOCTh MeIUIIMHCKOTO
M3EeIN IS TUATHOCTHKH in Vitro.

4. MeguLinHCKMe U3LeINs IJIA JUarHOCTUKY in Vitro,
IIpYMeHsAeMble B YCIOBUAX BO3AEHCTBUA BHEUTHUX
dakTopoB

80. MeguuuHcKkue wu3feaud [IJIA JAHUATHOCTUKU 1IN Vitro IIPOEKTUPYIOTCA U
WM3TOTaBIMBAIOTCA TakuM oOpasoM, dUTOObI HMX COOpKa, HACTpOMKa, KaanOpoBKa,
WCIIOJIB30BaHHEe U OOCTYy>XUBaHMe B YCJIOBUAX BO3/EMCTBUA BHEIIHUX (PaKTOPOB OBLIH
IIpOBeZieHbI Oe30I1acHO.

81. B ciydae ecam MegUIMHCKME W3eNUA JJI1 JWUATHOCTUKHA In  Vitro
IIpeJHA3HAYEHBI [JI1 IPUMEHeHUA B KOMOMHAIUY C APYTUMH MeJUIIMHCKUMY U3eTHAMI
u (nan) obopysoBaHMEM, BCSI KOMOMHAIVSA, BKIIOYAs COEAUHUTEIBHYIO CUCTEMY, JOJDKHA
ObITh Oe30IlacHOM ¥ He [O/DKHA YXyAUIaTh  3adBIe€HHBlE  (PYHKI[MOHAIBHBIE
XapaKTEePUCTUKU MeJUIWHCKUX U3JeTHH AIf TUAaTHOCTUKH in vitro. JIioOble m3BecTHBIE
OTpaHHYEHU II0 IPUMEeHEeHHUIO TaKOM KOMOMHAIINY yKa3bIBAIOTCSA HA MAPKUPOBKe U (MJIN)
B HHCTPyKIuMM 10 mnpuMeHeHuio. [Ipm mpoexkTupoBaHMM U  HU3TOTOBJIEHUU
COeIVHUTENbHBIX CHCTEM JOJDKHBI OBITh MaKCHMAaJIbHO CHIDKEHBI BO3MOXKHBIE PHUCKH
HeIIPaBUJIBHOTO COeAMHEHNU .

He pgomyckaerca npumeHeHHe B COCTaBe MeJUIMHCKOTO U3JeMUA IJI1 SUAaTHOCTUKU
in vitro crrlenuajsbHBIX TEXHUYECKUX U (MJIM) IPOTPAaMMHBIX CPEJACTB, MCKIIOYAIOMNX UIH
OTPAaHHYHMBAIONINX BO3MOXHOCTh €r0 WCIIOJIb30BAaHMA B KOMOWHALMU C JPYTHMH
IIpeIHa3HAYeHHBIMU /I 3TOTO MeJANIIMHCKIMY U3ZeTUAMU U (MIX) 000PyZOBaHHUEM.

82. MeguuuHcKue wu3fenus JJIA JAUATHOCTUKU 1IN VItro IIPOEKTUPYIOTCA U
M3TOTABJIMBAIOTCA TaKUM OOpa3oM, YTOOBI YCTPAaHUTh WJIM CHU3UTH [0 INIPUEMJIEMOIO
YPOBHS:



1) puCK TpaBMHPOBaHHUSA IIOJIB30BATEISA MIN TPETBUX JIHI, B CBA3U C (PU3MYECKUMU
XapaKTepUCTUKAMU MeJULIMHCKOTO U3/e/ N JJI1 AUATHOCTUKU in Vitro;

2) PHUCK OLINOKH IIPHU UCIIOJIB30BaHWUN MEAUIHWHCKOTO U3AETUA O JHNATHOCTUKHU in
vitro ms-3a KOHCTPYKTHBHBIX XdPAKTEPHCTUK NJIHN Y€JIOBEIECKOT'O (baKTOPa;

3) pUCK, CBS3aHHBIM C OOBEKTUBHO IIpe/CKa3yeMbIMM BHEUIHHMMM BO3ZEHCTBHUAMU
WIA TAaKUMH OKPY>KAIOUMMM YCJIOBHUAMH, KaK BHEIIHHe 3JIeKTPOMarHUTHBIE IIOJA,
3JIEKTPOCTAaTUYeCKUe paspAfbl, M3TydeHHe, aTMochepHOe [aBlIeHHe U ero Ieperajsl,
BJIQXKHOCTB U TeMIIepaTypa BO3yXa;

4) pucK, CBA3aHHBIN C HUCIIOIB30BAHUEM MEAUIMHCKUX U3JeTUI IS JUaTHOCTUKY in
vitro IIpu KOHTaKTe C MaTepHalaMH, >KHUIKOCTAMU U Ta3aMH, BO3JEeHCTBHUIO KOTOPBIX
MeIUITMHCKUe HW3fenud [jad [AUAarHOCTHMKM In VItro IOABepraioTcsai B HOPMaJIbHBIX
YCIOBUAX SKCILTyaTalluu;

5) puCK, CBS3aHHBIHI C BO3MOXXHBIM HETAaTHBHBIM B3aUMOZEHCTBUEM MEXIY
IPOrpaMMHBIM O0ecliedeHreM MeAMIIMHCKOTO W3ZAenus I NUarHOCTHUKM in vitro u
YCIOBUAMU, B KOTOPBIX OHO 9KCILTYaTUPYeTCs;

6) pUCK CIy4allHOTO IONAJAHUA IIOCTOPOHHUX BeIIeCTB B MEAWIIMHCKHE W3/eNINs
IJIS UATHOCTHKH in Vitro;

7) PUCK HeIpaBIIBHOM UAeHTU(GUKALWY TPO6 B paMKaX JUAaTHOCTUKH in Vitro;

8) puck B3aMMHBIX IIOMeX, CBfA3aHHBIX C JPYTMMH YCTPOHCTBaMH, OOBIYHO
IIpUMeHAeMBIMHU B JIeue6HO-IMarHOCTUYeCKOM IIpoliecce.

83. MeguuuHckue wu3feaud A [AUATHOCTUKU 1IN Vitro IIPOEKTUPYIOTCA U
M3TOTABIMBAIOTCS TAaKUM 0OpasoM, YTOOBI yCTPAaHUTH MM MaKCHMAaTbHO CHU3UTH PUCK
BOCIUIAMEHEeHHUA WJIM B3pbIBA B HOPMAJIBHBIX YCJIOBUAX OSKCIUIyaTalluM WJIU B CIydae
egmHUYHOTO oTkaza. Ocoboe BHUMaHMe JOJDKHO YAeAATECA MeAUITUHCKUM U3JIeTHAM IS
OUaTHOCTHUKHU 1IN Vitro, IpUMeHAeMbIM C MCIIOJIb30BaHHEeM JeIKOBOCIIJIaMeHIIOUIUXCA HMIN
B3PBIBUATHIX BEIECTB.

84. MeguuuHcKue wu3fenus A JAUATHOCTUKU 1IN Vitro IIPOEKTHUPYIOTCA U
M3TOTABJIMBAIOTCA TAaKUM O0Opa3oM, YTOOBI CIIOCOOCTBOBATH OE€30IACHOM YTHIM3ALUU
OTXOJZIOB, OOpa30BaBIIUXCS IIOCTAE€ WCIIOAb30BAHUA MEJUIMHCKUX HW3Jenuil  Jjd
TUAaTHOCTUKH in Vitro.

5. OyHKIMOHAMBHbIE XaPAKTEPUCTUKY MEAUIITHCKUX
U3IeIUH IJIg TUATHOCTHUKH 1N Vitro

85. MeguuuHckue wu3fenaud A [AUATHOCTUKU 1IN Vitro IIPOEKTUPYIOTCA U
M3TOTABIMBAIOTCA TAaKUM OOpa3oM, 4YTOOBI KX (YHKIMOHAIBHBIE XapaKTePUCTUKHU
6a3MpOBAIUCh HA COOTBETCTBYIOUIEH HAYYHON U TeXHWYeCKOH ocHOBe. MezpuiuHckue
u3leNnud AJIA JUAaTHOCTHKH 1IN Vitro JOJDKHBI QYyHKIIMOHUPOBATh HA NPOTSKEHUU BCETO
CpOKa 9KCILTyaTallui B COOTBETCTBUM C Ha3HaueHMeM, OllpeJieIeHHBIM ITPOU3BOJAUTENIEM, B
YaCTH:



1) xapaKTepuUCTHK aHAJIUTUYECKOH 5(PQPeKTUBHOCTU: TOYHOCTH (IIPaBUIBHOCTD M
IPEeIM3NOHHOCTD), CUCTeMaTU4YecKas ITOTPENIHOCTh, aHATUTUYECKas YYBCTBUTEIBHOCTS,
aHWINTHYECKas CHenu(UYHOCTh, Ipefesl OOHAPYKeHHS (JeTeKIWU), aHAIUTUIeCKHUI
IVaTa30H, JUHEHHOCTh, TOYKA OTCEYEeHUA, IOBTOPAEMOCTb, BOCIIPOU3BOAUMOCTb, BKIIOYAsT
yCJIOBHS ee OIIpeJieIeHHdA, OIpefe/ieHre BO3MOXHBIX HHTep(epeHTOB SHAOTeHHOW U
9K30TeHHOM IIPHPOZBI U IePEKPECTHYIO PeaKTUBHOCTE;

0) XapaKTePUCTUK KJIMHUYIEeCKOH 3¢ deKTUBHOCTH: IVaTHOCTUYecKas
YyBCTBUTEJIBHOCTb, JUAarHOCTUYECKasd CIeIUPUIHOCTD, IIpeficKasaTe/lbHAas ILeHHOCTb
IIOJIOKUTEJIPHOTO M  OTPHUIATEIBHOTO Ppe3y/IbTAaTOB, OTHOLIEHWE IIPaBJOIOJO00uS,
OXXKMJaeMble 3HaUeHUA B HOPMaJIbHOMH MU BbIZIeJIeHHOMN IOy AU,

86. B ciygyae eciu 3bdeKTHBHOCT MEJWIVHCKUX W3AEIUN IS TUATHOCTHKH in
vitro 3aBUCHUT OT KanubOpaTopoB U (MaM) KOHTPOJIBHBIX MaTE€PHAIOB, METPOJIOTHUYECKas
IIPOCJIEXKUBAEMOCTh X 3HAUEeHHUI JO/DKHA 0OecredmBaThCs pedepeHTHBIMU METOJAaMU U
(nnu) uMmeromyMuca pedepeHTHBIMU MaTepuasiaMy 60jiee BEICOKOTO IOPSAKA.

87. YwucnoBble 3HAYEHUS PEe3YyIbTATOB HMCCIE€NOBAHMA O6PEIBHOB OGHMOJIOTUYECKUX
MaTE€pHAJIOB Y€JIOBEKA, IIOJIyY€HHBI€ B PdMKdX AWMdTHOCTHKHN in VitI'O, A OJIZKHBI OBITH
BbIPpAa’K€HBI B O6IIJ;EIIPI/IH}ITBIX N CTaHAAPTHU3UPOBAHHBIX €JMHHNIIdX.

6. 3amruTa OT U3Ty4YeHUS

88. MegunuHckue wu3menuA [AJd JUAaTHOCTUKM in  Vitro IIPOEKTHUPYIOTCH,
M3TOTABJIMBAIOTCS M YIAKOBBIBAIOTCA TAaKUM OOPa3oM, 4TOObI MUHHMAJIBHO IIOZBEpPraTh
IIOJIB30BaTeJ el U TPETHUX JIUI], BO3JEeHCTBUIO IIOTeHIIMATBHO OIIACHOTO U3Ty4YeHU .

89. MepuuuHCKue u3fenus AJAA NUATHOCTUKM in Vitro, IpesHasHaueHHbIe [JII
TeHEPHPOBaHUS  IOTEHIMAJIBHO  ONACHOTO  M3JIy4YeHUd,  IMPOEKTUPYIOTCI U
M3rOTaBIMBAIOTCA TAKMM 00pasoM, YTOOBI rapaHTUPOBATh KOHTPOJIb U (MJIM) PETYIUPOBKY
XapaKTepUCTUK U KOJINYECTBA UCIYCKAEMOTO U3TyYeHUs, U OCHAIAIOTCS BU3YAJIbHBIMU U
(unu) B3BYKOBBIMH CpEACTBAMH IIPeAyIPEXIeHUS O HaIWduu (AKTUBHOCTH) TaKOTO
U3y YeHU.

7. MeguiiHCcKie U3meaus IIS TUarHOCTUKH in vitro,
BKJIOYAIOIIVE B ce0s IIporpaMMHOe obeclieueHure, 1
aBTOHOMHOE IIPOTPaMMHOe obecIieueHue, ABIIIIOIeecs
MeIUIIMHCKUM M3eIreM IS TUATrHOCTHUKH In Vitro

90. MeguiiMHCKMe H3LeNUA [JIA OWATCHOCTUKU In Vitro, BKIKOYAIOUIE B cedsd
IIpOrpaMMHOe obeclledyeHre, X aBTOHOMHOE IIPOTPaMMHOe oOecledeHHe, SBIISIONeecs
MeAUIIUHCKUM U3JeIueM JJIS JUATHOCTUKHY in Vitro, IPOeKTUPYIOTCA U U3TOTABIUBAIOTCS
TaKMM O0Opa3oM, 4YTOOBI obecreynBaTh CTaOWMIBHOe, HamexxHoe U dpdexkTuBHOE
GYyHKIMOHHPOBAHME OSTUX MEAUIMHCKUX U3IeJUH B COOTBETCTBUM C HAa3HAYeHHEM,
oTpeZieIeHHBIM IIPOU3BOAHUTEIEM.



8. AKTHBHBIE MeTUIIMHCKUE U3LEIUI I JUAaTHOCTUKHA
in vitro, cBA3aHHBIE C ICTOYHUKOM SHEPTUU WIN
060pyIOBaHHBIE UCTOYHUKOM SHEPTUU

91. AxTuBHBIe MeZUIIWHCKHME U3Jenus JJII1 [JUarHOCTHKH in Vitro, mpu
WCIIOJIB30BAaHUY KOTOPBIX 0E30IIaCHOCTh IIOJIb30BaTeeil 3aBHCHUT OT BHYTPEHHETO
MCTOYHHWKA IIUTAHWUA, OOOPYZAYIOTCA CPeICTBOM OIIpeJieIeHNA COCTOSHHSA HCTOYHHKA
MTUTaHUA.

92. AXTUBHBIe MeJULIMHCKUE U3ZeIud AJI JUaTHOCTUKHU in Vitro MpOeKTUPYIOTCI U
M3TOTABIMBAIOTCS TAaKUM OOpasoM, YTOOBI MaKCHMAaJIbHO CHHU3UTh PHUCK CO3JAaHUI
3JIEKTPOMArHUTHBIX IOJIeH (2/IeKTPOMAarHUTHBIX IIOMEX), KOTOpble MOTYT OTPUIATEIBHO
CKa3aThCA Ha paboTe IPYrHX MeIUIIMHCKUX U3ZeNHii, 00OpPYZOBaHHUA U CPeICTB CBA3M B
COOTBETCTBUH C UX Ha3HAUYEHUEM.

93. AKTUBHBIE MeIULIMHCKUE U3ZIEeTUA AJIS JUaTHOCTUKHY in Vitro MPOeKTUPYIOTCI U
M3TOTABIMBAIOTCS TaKUM 00pa3oM, YTOOB OOeCIeYuTh YPOBEHb YCTOMYHMBOCTH K
JJIEKTPOMAarHUTHBIM  IIOMeXaM  (IIOMeXOYCTONYHBOCTH),  OOecleyMBarOmMi  HX
(GYHKIIMOHHPOBaHYE B COOTBETCTBUY C Ha3HAYEHUEM, OIIpeleJIEHHBIM IIPOU3BOJUTEIEM.

94. AKTUBHBIe MeIUIIMHCKIE U3eIUA A1 AUATHOCTUKY in Vitro IpOeKTUPYIOTCI U
M3TOTABJIMBAIOTCA TaKUM O0Opa3oM, YTOOBI MaKCHMAaabHO CHU3UTh PHUCK CIyYaiHOTO
IIOpaXeHUS II0JIb30BaTeNd WJIM TPeThero JIMIA 3SJIEKTPUYECKMM TOKOM KaK IIpHU
HOPMQJIBHBIX YCJIOBUAX OKCIUTyaTallUd MEAWUIIMHCKOTO H3Jenusd, TaK U B YCJIOBHAX
eJUHUYHOI HEeMCIIPaBHOCTU IIPU YCJOBUH, YTO MEAUIIMHCKOEe H3Zejue YCTAaHOBIeHO U
06CITy>XKMBaeTCsA B COOTBETCTBUHU C YKa3aHUAMU IIPOU3BOAUTEIA.

9. 3amuTa OT MeXaHUYEeCKUX U TEPMUIECKUX PUCKOB

95. MegnuuHCKMe wu3Zenusa OAA [OUATHOCTUKH In  VItro IIPOeKTUPYIOTCI W
M3TOTABIMBAIOTCS TaKUM OOpa3oM, 4TOOBI 3alIUTHUTH ITOJIH30BATENA U TPETBUX JIUI, OT
pUCKa MeXaHWYeCKMX IOpakeHUI, CBS3aHHOTO C COIIPOTHUBJIEHHEM [ABIKEHMHIO,
HeCTaOMJIBPHOCTBIO M HAJIWYMEM [BIDKYUIUXCA 4YacTed B COCTaBe TAaKUX MeEAMIIMHCKHUX
u3Ienui.

96. B cryuae ecu B cOCTaBe MeJUIMTHCKOTO U3/EINS iN Vitro MMeIOTCA ABIDKYIIHeCS
YacTH, IpefyCMaTpPHUBAIOTCA CpeACTBA 3allUTHl IIOJIb30BaTeNd OT PUCKA, CBA3AHHOTO C
BO3MO>XXHBIM paspylLIeHHeM ABIDKYIINXCA 9acTell MU C UX OTPHIBOM.

97. MeguuuHCcKue wu3[eaud JJIA JAUATHOCTUKU 1IN Vitro IIPOEKTHUPYIOTCA U
M3TOTABJIMBAIOTCA TAaKUM OOpasoM, YTOOBI MaKCHMAajJIbHO CHU3UTH DPUCK, CBSI3AHHBIN C
BUOpalyel, CO3/jaBaeMOil STUMU MEAUIMHCKUMU U3JENUAMHU, IIyTeM IPUMEHEHUS
CPeZCTB, NO3BOJAIOUUX OTPAaHUYWUTH BUOpAIMIO, €CAM TOJBKO BUOpaLUsA He SIBJIAETCS
YaCThIO NIpeiHa3sHAYeHU A TaKUX MeJUITMHCKUX U3l

98. MegnuuHCKMe wu3Zenusa A1 [OUATHOCTUKH In  VItro IIPOeKTUPYIOTCI W
M3TOTABIMBAIOTCI TaKUM 00pa3oM, YTOOBI MAaKCHMaJIbHO CHU3UTH PUCKH, CBSI3aHHBIE C
CO3/jaBaeMbIM  ITyMOM, IIyTeM IpUMeHeHHs (IpH  HeOOXOZUMMOCTH)  CPEeJICTB,



HCIIOJIB3YEMBIX [JIA YMEHBIICHUW A IITyMad.

99. KiemMbl, pa3beMbl, COeIUHUTENH U JApPyTHe YCTPONCTBA IOAKIIOYEHUS
MEeAUIIVMHCKUX M3TeJWH [JI1 [NUarHOCTUKHM In Vitro K KMCTOYHHKAM 3JIeKTPHUYEeCKOH,
TUAPABINYECKON MUIM ITHEBMAaTUYEeCKOH DHEPIHH IIPOEKTUPYIOTCS M M3TOTaBIMBAIOTCS
TaKUM 00Pa3oM, YTOOBI MAKCHMAaIBHO CHU3UTH JII00BIe BO3MOKHBIE PUCKH.

100. MegunuHCcKre wu3menuA IS [OUAaTHOCTUKH In VItro IIPOeKTHUPYIOTCI U
M3TOTABIMBAIOTCS TaKUM 00pa3oM, 4dYTOOBI MaKCHMMajabHO CHM3UTh PUCK OUIMOOK,
BO3HHUKAIOWINX IIPY HEIIPaBWJIBHOM NOAKIIOYEHUN WU IEPEKIIOYeHUH BO BpeMs paboThI
anmapaTypsl WIX JeTanell B COCTaBe TAKUX MeIUIIMHCKUX U3eIUi.

101. OrtkpsiThie YacTH MeIZUIIMHCKUX W3AEJUN [Ji OUAaTHOCTHKH in vitro (3a
HCKJIIOUYeHHeM JacTel, IpefHa3sHaYeHHBIX JJI1 MIOJauy Telljla WIN JOCTYDKeHUS 3aJJaHHBIX
3HAUYEeHWH TeMIepaTyp) He /[JOJDKHBI [OCTHTaTh IIOTE€HIIMATbHO OIACHBIX 3HAYEHMI
TeMIIepaTyp IIPU HOPMAJIbHBIX YCIOBUAX DKCIITyaTaI[UH.

10. 3amuTa OT pUCKOB, CO3/JaBaeMbIX MeAUIUHCKUMU U3JIeTUAMHI
IJIS1 ZVATHOCTHKY in Vitro, mpesHa3sHAYeHHBIMU JIJI
CaMOTeCTUPOBAHUSA [TOIB30BATEIEM MJIN TECTUPOBAHUS BOIU3H
II0JIF30BaTeIS

102. MepunuHcKue u3fenus Oad OUATHOCTUKU In Vitro, IpefHasHAYeHHBIE IJIA
CaMOTECTHPOBAaHUs  IIOJb30BAaTeeM WJIM  TeCTHUPOBAaHUA  BOJIM3M  IIOJIB30BATEN,
IIPOEKTUPYIOTCS M HM3TOTAaBIUBAIOTCA TaKUMM 00pa3soM, 4TOObI OHM (PYHKIIMOHHUPOBATIU B
COOTBETCTBUM C Ha3HAYeHUEM, OIIpeJieJIEHHBIM IIPOM3BOJUTENEM, C Y4YE€TOM HaBBIKOB
II0JIB30BATEI M YCIOBUH SKCILTyaTallu MEIUITMHCKOTO U3/eIHA.

103. MepunuHckue u3nenus Oad OUATHOCTHKM In Vitro, IpesHasHAaYeHHBIE IJIS
CaMOTeCTUPOBAaHHUA  IIOJb30BaTeJleM WJIM  TeCTUPOBAaHWA BOJM3M  IIOJIB30BATeNs,
IIPOEKTUPYIOTCA U M3TOTABIMUBAIOTCSI TaKUM 00pa3oM, YTOOBI MaKCHMAaJIbHO CHU3UTH PUCK
OmMOKY ITIOJTB30BaTENs, HE MMEIOIIEro CIelNaJlbHOTO METUIIMHCKOTO OOpa3oBaHUs, IPHU
IpUMEHEHUM TaKUX MeJUIMHCKUX W3ZJeNUi, a TakkKe IIpu OTOOpe Ipo6 wiIn
HMHTepIIpeTalliy pe3yIbTaTOB TeCTUPOBAHUA.

104. MepunuHcKre u3fenus IJIA NUAaTHOCTUKU In Vitro, IpefHa3HaueHHBIE I
CaMOTECTUPOBAaHHUA IIOJNb30BATeIeM WJIN [Ji TECTUPOBAHWUS BOJM3M IIOJB30BATEN,
IOJDKHBI MMETh, €CIU 9TO OOBEKTHBHO BO3MOXKHO, QYHKLMIO ITOATBEPXKIEHUS TOTO, UTO
IPH WCIOJB30BAHWM OTH MeJULIMHCKUe u3fenus OyayT (QyHKIIMOHHPOBaTh B
COOTBETCTBUM C Ha3Ha4eHUEeM, OIIpeieJIeHHBIM IIPOU3BOAUTEIEM.

11. lonorHuTeTBHBIE TPeOOBAHUA K MAPKUPOBKE
MEeIUITMHCKUX U3TeINH IS TUarHOCTUKH in vitro

105. B oTHOmEHNY MeUIIMHCKUX U3ZETUH NI JUaTHOCTUKHY in Vitro IPUMEHSIOTCS
IIOMMMO TpeOOBaHUII K MapKHUPOBKe, YKa3aHHBIX B mogpaszene 13 paszena Il HacTosmux
OO6uux TpebGOBaHUIA, TaKXe [OIOJTHUTENIBbHBIE TpeOOBaHUA, IIPeLyCMaTPUBAIOLIVE, YTO



MapKHMpOBKAa MeAMUMHCKUX W3AeNIUH MAJII JUAaTHOCTUKU In VIitro AOJDKHA COZepXKaTh
CJIeAyIOuIyIo HHPOPMAIHIO:

1) uudopmanys o mpesHa3HaAYEHUN MEIUIIMHCKOTO M3JeIus IJIS TUAaTHOCTHUKHU in
Vitro;

2) cBemeHus O Macce (HETTO) COZepXuMMOro (B emWHHIAX Beca Wiu 00beMa),
KOJIMYEeCTBe eJUHUI] WIN AI000# KOMOWHALWH ITOKa3aTeslel, KOTOpble TOYHO OTPakaioT
coZiepKaHue YIIaKOBKY (IIPY HAIMYHN);

3) cBemeHHMA 00 OCHOBHBIX WHTPeJHEHTAX, COAEPXKAUIMXCA B  YIIAKOBKe
MeIHUIMHCKOrO M3Aeaus IS TUarHOCTUKH in Vitro;

4) 3HaK IpenynpexAeHHs 00 OIIACHOCTH, €CIW MeAWIIVHCKOe W3felne Mg
OVaTHOCTHKHU 1N VItro COZlep>KUT OIlacHBbIe BeleCTBa;

5) mHpopManuA O CIEUMAaTPHOM MHUKPOOMOJIOTMYECKOM CTaTyCe WJIM YHCTOTE
MeAHUIIMHCKOTO MU3eIU IS JUaTHOCTUKH in Vitro (IIpu Heo6X0AUMOCTH);

6) nHpopmanua O NpesHA3HAYEHUN MEIUIMHCKOTO W3Jeus AJS AUATHOCTUKHU in
vitro [af CaMOTeCTHpOBaHUSA IIOJNb30BaTeJleM WIM MJS TECTUPOBAaHMWA BOIU3U
ITOJIB30BaTE (IIPYU HAIMYHN).

12. TpeboBanus K mHPOPMAIIUH, COLEpKaIIelcs B
MHCTPYKIIUH IO IPUMeHeHHUIO MeJUITMHCKOTO U3/eTus
JIJISS AUATHOCTUKMU in vitro

106. MuCTpyK1IMA IO MPUMEHEHUIO0 MEeAUIIMHCKOIO M3JeIus AJA NUAaTHOCTUKM in
Vitro ZOJDKHA COZepiKaTh CIeAyouyio HHOPMALHIO:

1) HaumeHOBaHVe ¥ (WJIM) TOPTOBOE HAaMMEHOBaHWE MEIUIIMHCKOTO U3JeNUs IJIs
OTHUATHOCTHUKH in Vitro;

2) cBeZleHUA O IPOU3BOAUTENIE MEIUIIMHCKOTO U3ZENUA I ZUATHOCTUKHU in vitro u
(unu) ero ymOJTHOMOYEHHOM IIpeZICTaBUTeNle, BKJIIOYas IIOJIHOE U COKpalleHHOoe (IIpu
HJINYMY) HAaUMEHOBAaHUA IOPHAMYECKOTO JIULA, MECTO HaxXOXZeHud (paMuiud, HUMd,
0T4ecTBO (IIpY HAJIUYIUHU) U MECTO JKUTEIbCTBA HU3NIECKOTO JINLA, 3aPETUCTPUPOBAHHOTO
B Ka4yeCcTBe MHIMBHAYAJIbHOTO IpeANPUHUMATENII), TOYTOBBIM ajgpec, HoMepa TenedoHa,
(dakca, azpec 37IeKTPOHHO# IOYTHI (IIPX HATUYWN);

3) HasHaYeHMe MeJULMHCKOTO U3/eIUA I ZUATHOCTUKY in Vitro, B TOM YHCIIeE:
GbyHKIIMOHAIPHOE Ha3HAYEHHE;
OTIMICaHHe TOTO, YTO OIIpefesfieTcs U (MIN) U3MepseTcs;

cnenuduyecKkoe pacCTPOICTBO, COCTOAHUE TN (PAaKTOpP pUCKA [ OOHApyKeHU,
ompeneneHus wuiau AuddepeHIVPOBaHUA KOTOPOrO IIpefHA3HAYEeHO MeIUIIMHCKOe
n3zenue A JUAaTHOCTUKH in Vitro (IIpu HeoOXOZUMOCTH);

IpefHasHAUYeHUe MEIUIIMHCKOTO M3[eNusd MJII JUarHOCTUKU In  Vitro g
Ka4eCTBeHHBIX, IIOJIyKOJINYeCTBeHHBIX MJIM KOJIMYeCTBEHHBIX ONpele/IeHU;



THUII AHAJTU3UPYEeMOTO 00pa3La;

4) napopmanua O NpesHA3SHAYEHUN MEIUIIMHCKOTO U3JeIus A AUATHOCTUKHU in
Vitro Anf KIMHUYIECKOH 1ab0paTOpHOI AUarHOCTUKY;

5) HasHaueHWe MEeIUIIMHCKOTO HU3ZeNus AJNA JUAaTHOCTUKH in Vvitro ¢ ykasaHueM
IOJIB30BaTeId (HAapuMep, IAIUEHT, MEJUIMHCKUI CIeIuagnucT, (GU3HudecKoe IHIIO,
IpUMeHsAIomlee  MeJULUMHCKOe  HU3Jielhe [0  Ha3HAYeHHIO,  OIpeleeHHOMY
IIPOU3BOAUTENIEM);

6) IpUHIIUII TeCTa;
7) onucaHue peareHTOB, KAJIMOPaTOpPOB XU KOHTPOJIBHBIX MAaTEPHUAJIOB;

8) mepedyeHs MaTepHaNIOB M CIEIUATBHBIX MAaT€pPUAIOB, KOTOpBIE TPeOyIOTCA IJIA
IpOBeZeHUs TEeCTUPOBAaHWA (aHAnTM3a), HO HE COJEp)XaTcsi B KOMIIEKTe IIOCTaBKHU
MEeITHUIIMHCKOTO U3AeaU IJII TUaTrHOCTHUKH in Vitro;

9) nns MeIUUMHCKUX M3JEeNHi [IJI1 SUarHOCTUKH in Vitro, mpegHa3sHAYeHHBIX MJIA
WCIIOJIb30BaHUSA B KOMOWHALMK C JAPYTHMU MEAUIUHCKHUMHU W3LENUSIMH, BKIIOYas
MeJIULMHCKUEe U3JeNUsd IJII JUATHOCTUKHU in vitro, - uHOpManusa Aad UAeHTU(PUKALIU
MEeAUIIMHCKUX W3JeNUA C Ieapl0 IIOMyYeHHsS Oe30ImacHOM KOMOMHAmwu u (WMIM)
nHpOpManus 00 M3BECTHBIX OIPAaHWYEHMAX II0 COBMECTHOMY HCIIOJIB30BAHUIO
MeIUITMHCKUX U3IeJIHH;

10) cBefeHUs O CIeIMaNbHBIX YCJIOBUAX XpaHeHHUA (HAaIpHUMep, TeMIlepaTypa Hu
BJIOXHOCTh BO37yXa, OCBelleHWe U JAp.) ¥ (WwiM) oOpalleHus IIOIb30BaTelei C
MeITUIMHCKUM H3Je/JINeM in vitro;

11) cBemeHUs O XapaKTEPUCTHUKAaX CTAOMIBPHOCTH MeIUIIMHCKOTO H3JeNus M
OUATHOCTHKY in vitro (HampuMmep, yCIOBUS XpaHEHUs, CPOK TOJHOCTH IIOCJIE IIEPBOTO
BCKPBITHA IIEPBHYHOTO KOHTeiiHepa), a TaKKe YCJIOBHAX XpaHEHUS U CTAaOMIBHOCTHU
pabovux pacTBOPOB (IIpH HEOOXOAUMOCTH);

12) undopmanys 0 CTEPUIBPHOM COCTOSHHUH, METOZE CTEPWIM3ALUU U O ITOPSAKE
IeHCTBUI B CIydae HapyLIeHUSI CTEPWIBHOHN YIIAaKOBKU (eCIy MeJUIIMHCKOe M3Jeue I
OVATHOCTHUKY in Vitro IMOCTaBJIsAeTCA B CTEPUIBHOM BHUJE);

13) undopmanus a1 moIb30BaTeIel (IpeRynpexxIeHNs, Mephl IIPeJOCTOPOXKHOCTH,
IIpeANIpUHIMAaeMble B CIydae HeOOXOAUMOCTH Mephl M OTPAaHUYEHUS IIPU UCIOIb30BAHUYT
MeJULIMHCKOTO U3/e U AJIA AUATHOCTUKY in Vitro), BKIOYas:

IpeAyIpeXJeHre, MEPHI IPeZOCTOPOXKHOCTH U (MJIM) Mepshl, IpefIpUHUMaeMble B
ciydae c6Os WIM OTKIOHEHHH B (QYHKIMOHMPOBAHUU MEAUIMHCKOTO H3JETUA IJIs
OUATHOCTUKH in Vitro, onpejeseMbIX II0 BHEITHUM IIPU3HAKaM;

IIpeaynpexneHne, Meprl IMpeJoCTOPOXKHOCTH U (I/IJII/I) MeDpBI, IIpEeAIIpMHNMdEMbBIE B
OTHOIIEHHNH TdKHX ITPEACKA3yEeMbIX BHEITHHUX (baKTOPOB, KdK BHEIIIHNE 3JIEKTPOMATI'HUTHBIE
II0JIA, DJIEKTPOCTATHYECKHE pa3pAaAbl, H3Iy4Y€HHUE, aTMOC(i)ePHOe AJaBJIeHne H ero
Iiepemnanpl, BIa’KHOCTDh U TEMIIEPATYyPd BO3yXd,

IpenyNpexeHue, Mepsl IIPefOCTOPOXHOCTH U (WJIM) MephI, IpeAllpUHUMaeMble B



ClIy4dae IIpeACKa3dyeMOro pHCKd SJIEKTPOMATHUTHBIX IIOMEX, CO34aBA€MBIX MEIUITNHCKHM
n3agejaneM Ajid OUATHOCTHUKHN in vitro AJIA APDYTUX MEeIUIMHCKUX HB,I[eJIHfI, O6OPY,ILOB3HI/I$[
n CpencCTB CBA3U,

IpenynpeXxJeHne, CBI3aHHOe C BXOAANIMMH B COCTaB MEJMIMHCKOIO H3JeIHUI I
OVAaTHOCTUKM In  Vitro MaTepHajaMU, KOTOpble ABJIAIOTCA  KaHII@ePOTeHHBIMH,
MYTareHHBIMH WJINM TOKCHUYHBIMU JIHOO IIPUBOAAT K CEHCHOMIM3AIIUY, aJJIEPTUIecKOi
PeaxIUy WIK OTPUILATETBHO BIUAIOT Ha PEIPOAYKTUBHYIO QyHKIIHIO;

IpeAyIpeXIeHre, MEPHI IIPeOCTOPOXKHOCTH U (MJIM) Mepsl, IpefIpUHUMaeMble B
OTHOUIEHUM  IOTEHIMAJbHO  HMH(PEKIHMOHHOTO  MaTepHaja, COJepKallerocsi B
MeIUIIMHCKOM H3IeJIUH A IUaTHOCTHUKH in Vitro;

14) nadopmanusa o mpefHA3HAYEHUYN MEIUIIMHCKOTO WU3JeIUs JJIS AUaTHOCTUKY in
Vitro /JIs OJHOPa30BOTO UCIIOJIb30BaHMA;

15) wundopmamus o Hammexaueii o00paboTKe MeIUIIMHCKOTO U3ZEeNusd IJIsd
OVAaTHOCTUKY in Vitro [jId ero IOBTOPHOTO MCIIOJIB30BaHMs, BKJIIOYAsT OYHCTKY,
Ie3nH()EeKINIO, YIIAKOBKY U IIPH HEOOXOJUMOCTH METOJ, IIOBTOPHOM CTEPHIM3ALVHU (eCIu
MeJUIMHCKOe M3Zelue I NUAarHOCTHKY in Vitro mpegHa3HaYeHO [Jjii MHOTOPa30BOTO
KCITOJIb30BaHUA);

16) cmenuanpHble TpeOGOBaHUA B OTHOIIEHWM IIOMEINEHWH, CIIeIHaabHOMI
IIOATOTOBKM MM 0CO0O0# KBamupUKALMU IOAb30BaTeNs M (MIM) TPETbUX JHIL, (IIpU
HEOOXOZUMOCTH);

17) nadopmanusa 06 yCI0BHAX, HEOOXOZUMBIX 11 cOopa, 0OpabOTKM U IMOATOTOBKU
00PpasIoB, JaHHbIE IO CTAOMJIBPHOCTH aHATH3UPYEMBIX O0OpasIioB, B TOM YHCJIe YCIOBUA U
JJINTeTBHOCTh XpaHeHHHA, YCIOBUA TPAHCIIOPTHUPOBKU, OTPAaHUYEHHUA II0 IHUKJIAM
3aMOPO3KH (Pa3MOpa’KUBaHUA);

18) mompob6uas mHPOpPMAUMA O MOATOTOBKE K MCIIOJIB30BAHUIO MEAUIIMHCKOTO
U3Iena IS TUAarHOCTUKH in Vitro;

19) wundopmamusa, HeobxozuMmas MJS IIPOBEPKM IIPAaBWJIBHOCTH YCTaHOBKH
MEAUIVHCKOTO H3[eIuA IJIs AMATHOCTUKHU In Vitro ¥ ero rOTOBHOCTH K 6e30IacHOit
paboTe IO HAa3HAYEHWIO, OIpeJeIeHHOMY IIPOM3BOAUTENEM, C YKasaHUEM CJeIyIOUIuX
CBeJleHU:

cofiep;KaHWe U MePHOSUYHOCTh TEXHUYECKOTO OOCTYXMBAaHUA, BKIIOYAsS OYUCTKY U
ne3nH(EeKIINIo MEIUIIMHCKOTO U3/eTHs;

HeOoOXOZMMOCTh KaJINOPOBKHU AJIA o0eclieueHHs Hajjexaleil u 6e30macHoi paboTsl
MeIUIMHCKOTO U3Ze U I ZUATHOCTUKY in Vitro B TeYeHNe CPOKa ero CIyXOsl;

METOZBl CHIDKEHHS PHCKOB, CBSI3aHHBIX C YCTAaHOBKOH, KaJMOPOBKOH WM
06CTy>XKMBaHUEM MeIUIMHCKOTO U3/eINs 1 AUATHOCTUKY in Vitro;

20) pexoMeHAaMM B OTHOIIEHWU IPOIEAYypP KOHTPOJA KadecTBa IIpU
HeoOXOIHNMOCTH;

21) undopMalus 0 IPOCIEKUBAEMOCTH 3HAYEeHHH, 3aZaHHBIX [JII KaJauOpaTopoB



WA KOHTPOJBHBIX MaTepHayoB, KOTOpas O0ecleuynBaeTCs IIOCPEACTBOM JOCTYIIHBIX
pedepeHTHBIX METOAUK (METOIOB) U3MEPEHU U (MJIN) STAJIOHOB;

22) mpouexnypa TeCTUPOBAaHUSA, BKJIIOYAs PACUYeThl U MHTEPIPETALINU Pe3yJIbTaTOB
TECTHUPOBAaHUA, U IIPU HEOOXOZUMOCTH WHGOpMAIUA O IeJIeCOOOPa3HOCTH IIPOBeJeHUA
ITOATBEPXKAAIOIINX TeCTOB;

23) XapaKTePUCTUKH AaHAJIUTUYECKOH  5GGEKTUBHOCTH:  YyBCTBUTEIBHOCTH,
cneru@UIHOCTh,  IPAaBUIBHOCTh,  IIOBTOPSAEMOCTb,  BOCIPOU3BOZUMOCTB,  IIpefes
oOHapyxeHUs (JeTeKIWU) U AUaNa30H H3MEepPeHMs, BKII0Yas WHGOPMAIUIO O BIUSHUU
M3BECTHBIX HHTEP(EPEeHTOB, 00 OrpaHWYEHUIX METOJA U KCIIOJIB30BAHUM JOCTYIIHBIX
pedepeHTHBIX MaTepHaIOB U METOLOB aHAIHN3a (II0 IPUMEHUMOCTH);

24)  xapakTepUCTHUKH  KJIMHUYECKOH  5ddeKTHBHOCTH:  AMATHOCTHYECKAT
YYBCTBUTEIBHOCTD M JUATHOCTUYECKAS CIIeIUPUIHOCTS (IIPU HEOOXOJUMOCTH);

25) 6uosnorudeckuii pedepeHTHBIN HHTEPBAJI IPU HEOOXOJUMOCTH;

26) nadopmanusa 06 nHTEpPEPUPYIOIUX BellleCTBAX MM OTPAaHUYEHUIX, CBI3AHHBIX
¢ mpo6oi#i, KOTOpBIe MOTYT IIOBJIUATH Ha Pe3yJIbTAT UCCIIeOBAHNA;

27) mnpenynpexpeHue u (WIM) CIeNWaJbHBIE MeEPBl IIPeJOCTOPOXXHOCTH B
OTHOIIEeHNM 0e30IIaCHOM YTHIM3ALUHU METUIIMHCKOTO MU3eTuA IS ZUATHOCTUKYU in Vitro
U IIPUHAJIEXHOCTeH (U HAJIMYKK), KOTOpPBIe IIPU HEOOXOAMMOCTHU JOJDKHBI OXBAThIBATh
crepymouye GaKTOPHL:

I/IH(l)eKU;I/IOHHBIe Hnin MI/IKPO6HBIe PHUCKH, B TOM YHCJIE€ BO3MOXXHOCTDH 3daIpA3HEHHNA
PaCXOOHBIX MaT€PHAIOB I/IH(I)EKI_LI/IOHHBIMI/I dAreéHTaMH 9€JI0BEYE€CKOTO ITPONCXOXKIAECHIMS;

JKOJIOTHUY€eCKNEe PHCKH, CBA3dHHBIE C IIOTEHIMAJIBHO OIIACHBIMK MdT€pHATIdMU U
BellleCTBAMU,

(bI/ISI/I‘IECKI/Ie PUCKH, B TOM 9HCJI€ BOSMOXHOCTH B3PbIBad MJIN BO3TOPAHUI,

28) B OTHOIIEHWM MEIWULIWHCKOTO W3AENWsA i OUAaTHOCTMKM in  Vitro,
IIpeHa3HAYE€HHOTO JJI CaMOTECTHPOBAHUA IIOJH30BATENIEM WJIM TECTHPOBAHUS BOIU3U
II0JIb30BaTeJIA, TaKXKe ClIeLylollye CBeJleHU:

nozipo6Has nH(pOpMaIKs O IPoleAype TECTUPOBAHUA (IIOATOTOBKA PeareHTOB, OTOOP
(moproToBKa) IPOOBI, IOPANOK BHIIOMHEHWS M  WHTEpIpeTalus Ppe3yJIbTaToB
TeCTUPOBaHMUA);

PeKOMeHJallui OTHOCHUTEJIBHO AEeMCTBHUI IIOJb30BaTesIA B CIydae ITOJ0KHTeIbHOIO,
OTpMIaTeIFHOTO WX HEeOIIpeJeIeHHOTO pe3y/bTraTa TeCTUPOBaHNs;

I/IH(l)OPMa].H/IH (6] IIOTPEITHOCTAX TeCTa n BO3MOXHOCTH II0OTy49€eHUA
JIOJKHOIIOJIOXKUTEJIBHBIX I JOKHOOTPHUIIATEIBHBIX PE3YJIbTATOB TECTHUPOBAHMA, d TaKIXKe
OTHOCHUTEJIBHO Q)aKTOPOB, BIINAIOIINX Hd Pe€3yJIbTAT TECTUPOBAHMI;

nHbOpMaud O HEJONYCTUMOCTH IIPUHATHUA IIOJNb30BaTesleM MeNUIIMHCKUX
peureHui 6e3 peABapUTETBHON KOHCYJIBTAIIUN C MEIUIIMHCKAM CIEI[UaTNCTOM;

29) maHHBIe O BBIITyCKe WX IOCIeSHEM ITI€PECMOTPe UHCTPYKIIUHU 0 IPUMEHEHHUIO;



30) nadopmalys 0 HEO6XOJUMOCTH HAIIPaBIeHUA COOOLIEHNS IPOU3BOAUTEINIO WIN
€r0 YIIOJTHOMOYEHHOMY IIPEJCTaBUTENIIO0 O HeXXeJIaTeIbHBIX COOBITHAX, KOTOpPble HMEIOT
IIPU3HAKY HeOJIATONPUATHOTO COOBITHA (MHIUIEHTA).

107. MHCTpyKuusa IO IPHUMEHEHUIO MOXET OBITh IIpeiCTaBIeHa B COKPAIleHHOM
BUZIe WU Ha MAapKUPOBKe (IJIT MEAUIIMHCKUX U3JeIU AJI1 AUaTHOCTUKY in vitro K1accoB
IOTEHIIMAJIBHOTO PUCKA IpUMeHeHusA 1 u 2a), ecIM MeJUIIMHCKOe HU3/ieue MOXKeT OBITh
HCIIOIB30BAaHO 0€30IIaCHO M II0 HAa3HAYEHUIO, OIpeZeIeHHOMY IIPOM3BOJUTENIEM, Oe3
MHCTPYKIIUU II0 IIPUMEHEeHHUIO.

108. OzpHOro 5K3eMIIIApa MHCTPYKIHMH IO NPUMEHEHHUIO MOXXeT OBITh [JOCTaTOYHO,
€CJIM ITOCTABJIAETCA HeCKOJIBKO MeJIUIMHCKUX U3JIeIUH 711 AMATHOCTHKY in Vitro ofHOMY
IIOJIB30BATeJTIO TI0 ogHOMY azpecy. [lo TpeGoBaHMIO IOTpeOUTe IS IPOU3BOSUTEND AOLKEH
IIPeJIOCTaBUTH JIOTIOIHUTEeIbHBIE 9K3eMIIJIIPEl MHCTPYKIIMH 110 IIPUMeHeHHIO.

V. llokazaTebCTBA COOTBETCTBUSI MEIUITUHCKUX
u3genuil o0ImKUM TpeGoBaHUIM 6e30IIaCHOCTH U
9¢pbEeKTUBHOCTH B L[EJIAX PETUCTPALLUH

109. CootBercTBHe MemuuuHCKOro usgenus HacroamuMm OOmuM TpebGOBaHUAM
obecrieunBaeTcs BBINOJTHEHWEM YCTAQHOBJIEHHBIX OTUM JOKYMEHTOM TpeOOBaHMit
HEIIOCPeACTBEHHO JNOO0 BBIIIOJHEHHEM TpeOOBaHWM CTAaHJAPTOB, BKJIIOYEHHBIX B
IlepeYyeHb CTAaHJAPTOB, B pe3yJbTaTe IPUMEHEHUs KOTOPBIX Ha JOOPOBOJIBHOM OCHOBE
MTOJTHOCTBIO MJIM YACTUYHO OOeCIeYrBaeTcs COOJIOJeHHEe COOTBETCTBUS MEIHITMHCKOTO
n3genusa HacroamuM O6uuM TpeGoBaHUAM (ajiee - IepeYeHb).

110. Ilepeuyens ¢dopMupyeTca Ha OCHOBAaHUM IIPEeJJIOKEHHUH YIOIHOMOYEHHBIX
OPraHOB TOCYZAapCTB-4JIEHOB, IPUHUMAETC peKoMeHaanuelr Komuccuu mo corsmacoBanuio
C TOCYJapCTBaMH-WIEHAMHU U IOJJIEXXUT aKTya IU3aliH 110 Mepe HeOOXOJUMOCTH.

ITopsapmox dpopmMupoBaHuA IepevHs IpUHUMaeTcsa pekoMeHganuei Komuccun.

s BKIIOYEHUS CTaHAAPTOB B IlepedYeHb YIIOTHOMOYEHHBIE OPTaHbl I'OCYZapCTB-
4JIeHOB IIpefcTaBiaioT B KoMmucculo cBesenus no ¢popme coriacHo mpuoxxenuio Ne 1.

111. B menax perucrpanuyu COOTBETCTBHE MEIULIMHCKOTO H3ZeIus HACTOSIINM
O6muM TpeGOBaHMAM IOATBEPXKAAETCA IIPOM3BOAUTENIEM WJIH €r0 YIIOJIHOMOYEHHBIM
IIpeiCTaBUTeIeM IIOCPeJCTBOM IIpe/CTaBlIeHUd B YIIOJTHOMOYEHHBIH OpraH rocyJapcTBa-
YjIeHa CBelleHUH O COOJIONeHWM YCTaHOBJIEHHBIX TpeOoBaHMII IO (opme COIIACHO
npunoxeHuto Ne 2. VkasanHasd (opma 3alloJHAEeTCS B COOTBETCTBUU C yCTAaHOBJIEHHBIM
MOPAIKOM.

112. /lokasaTembCTBa COOTBETCTBUSA MEAUIIMHCKOTO U3ZENUS ITOJOXKEHUAM,
yCTQHOBJIEHHBIM IIyHKTaM# 3, 6 u 8 Hacroamux O61mux TpeGoBaHM, ZODKHBI BKIOYATh
KJINHNYEeCKOe 000CHOBaHYE Ha OCHOBE KIMHUYECKHUX JAHHBIX O MEeIUITMHCKOM U3IEeIHH.



I[MTPUJIOKEHUE Ne 1

Kk O6muM Tpe6oBaHUAM 6€30IIaCHOCTH
1 5 PeKTUBHOCTU MeTUITUHCKUX
n3zgenuii, Tpe6OBaHUAM K UX
MapKUPOBKe U KCILTyaTaIl[MOHHOM
TOKYMEeHTAI[UX Ha HUX

®OPMA

Ipe/iCTaBIeHHU s CBeJIeHHII 1711 BKIIOYeHHs CTAaHAAPTOB B IIepedeHb
CTaHZAPTOB, B pe3yJIbTaTe IPUMEHEeHUA KOTOPHIX Ha JOGPOBOIBHOM OCHOBE
IIOJIHOCTBIO MJIY YaCTUYHO 00eCIeuynBaeTCss COOMIOAEHNE COOTBETCTBIA
MeAMIMHCKOTO U3ZieNIna TpeOoBaHUAM Ge3onacHoCcTH U 3 dekTHBHOCTH
MeJUIIVHCKUX U3feTui

O6o3snauenve [HammeHoBaHME [Ipumenaemele ITynkT
Jdata 06 p ,
CTaHZapTa CTaHZapTa aszeJisl uX TpeOGoBaHUIL
Aap Aap BBeJIeHUA B pasi X Tp
IeHCcTBHE craHpapTa'
1 2 3 4 5

! YkasbIBatoTca IpUMeHsAeMbIe pas/iesibl CTaHJapTa, eCIM He BCe pas/esibl CTaHapTa 06eCIIeynBaloT
IIPe3YMIILIMIO COOTBETCTBUA MEIUIIMHCKOTO u3zenus O61muM Tpe6oBaHNAM 6e30TIaCHOCTH U
3bPEeKTUBHOCTH METUIIMHCKUX U3AeIHil, TpeOOBaHMAM K UX MAPKUPOBKE U OKCILIyaTallHOHHOM
IOKyMeHTAallu} Ha HUX, yTBepXAeHHbIM Pemennem Copera EBpasuiickoit SKOHOMUYeCKOI KoMuccHu ot 12
¢despans 2016 r. Ne 27.

2 YxassIBaeTcst COOTBeTCTByIomui myHKT O6mux TpeGoBanwuii 6esomacHocTy u addexTuBHOCTH
MeAVIIMHCKUX U3/eIHii, TpeOOBaHMUIl K MX MApKHPOBKe U SKCILTYaTal[MOHHOH JOKYMEHTAIluU Ha HUX,
yrBepxxeHHbIX Pemennem Cosera EBpasuiickoil skoHoMuueckoit komuccuu ot 12 despant 2016 r. Ne 27,
KOTOPBIH BBITIOIHACTCA IIPU IPUMeHeHUH pas/iesia CTaH/JapTa, yKa3aHHoro B rpade 4 HacToAme GOpMEL.



I[MTPUJIOKEHUWE Ne 2

Kk O6muM Tpe6oBaHUAM 6€30II1aCHOCTH

1 5 PeKTUBHOCTU MeTUITTHCKUX

n3zgenuii, Tpe6OBaHUAM K UX

MapKUPOBKe U KCILTyaTaIl[MOHHOM

JOKyMEHTAIlM¥ Ha HUX

®opma npezcTaBIeHNA CBEEHUI O COOTBETCTBHH

3aIIOJIHEHUA

MEAUITHHCKOTO MU3ZleIuA TpeOOBaHUAM 6e30IIaCHOCTH 1
3¢ beKTUBHOCTH MeJUIMHCKUX M3Te/INil U IOPATOK ee

I. ®opma mpepcTaBIeHUSA CBEIEHUI O COOTBETCTBHUS

3bdeKTUBHOCTH MEIULIIMHCKUX U3eTUN

MeAHIINHCKOTO U3/eTusa TpeOoBaHUAM 6e30I1aCHOCTH U

HanmenoBaHue MEOIUIIMHCKOTO U3OEJINA:

Mertoz, PexBusursl
ITpumeHuMOCTD . PexBusuTs!
HICIIOJIb3yeMBIi |HOPMAaTHBHOTO
ITyaxT O6mux K JIOKyMEHTAa, Pesynprat
. b ¢ IOKyMeHTa Ha
TpeOOBAaHUI  |MeAUIIMHCKOMY . [TIOZITBepKAAOIero| OLeHKU
Z0Ka3aTeIbCTBA [ICIIOIb3yeMbIi
U3/IeTUIO COOTBETCTBHE
COOTBETCTBHA MeTOZ,
1 2 3 4 5 6

II. ITopanox 3anonHeHUs GOPMEI IIpeiCTaBlIeHUA CBeJleHUI O

COOTBETCTBUY MEAUIIMHCKOTO U3JeINs TPeOOBaHUAM
6e3omacHOCTY U 3PGEeKTUBHOCTH METUITUHCKUX U3 eINil

1. B rpade 1 yxaseiBaercs coorBeTcTByomuii mnyHKT OOmux TpeGoBaHMI

6e30macHOCTH U 5(PPeKTUBHOCTH MEIUIIMHCKUX U3JeIuil, Tpe6OBaHUN K UX MapKUPOBKE

u BKCHJIyaTaI];HOHHOfI JOKYMEHTAIINKY Hd4 HHUX, YTBEPXKIAEHHBIX Pemenuem Cosera

EBpasuiickoit skoHOMHYecKkoii komuccuu ot 12 despans 2016 r. Ne 27 (mamee - Ob6ujue

Tpe6GOBaHUA).

2. B rpade 2 yxkassiBaeTCa, IPUMEHUMO JH TpeOOBaHMe, IIpPeLyCMOTPEHHOE
ykazaHHbIM B rpade 1 mynkrom OOGuiux TpeGOBaHWM, K MEAUIIMHCKOMY H3JETUIO («7a»

nin «HeT»). Econ AJaHHOe Tpe6OBaHI/Ie He IIpHMEHHMO K MEIMIHNHCKOMY H3AE€JINIO, B

rpa(be AaeTCa 00BsACHEHME.

3. B rpade 3 ykassiBaeTcs MeTOJ], IPUMeHEHHBIH [ JOKa3aTelbCTBA COOTBETCTBUA




MeIULIVHCKOTO W3JeIus TpeOOBaHUIO, IIPeNyCMOTPEHHOMY YyKasaHHbIM B rpade 1
nyuktoM OOmwux TpeGoBaHuil (HampuMmep, IpPUMEHEHMe CTaHAAPTa, COOCTBEHHbIE
WCIBITAHUS C  WCIIOJIB30BAaHHEM  CTAaHJAPTU30BAHHOTO  METOZAd, HWCIBITAaHUSI  C
HICITOJIb30BaHMEM COOCTBEHHOTO METO/a WCITBITAHWI, UCIBITAHUSA, POBEJIeHHbIE TPeTheil
CTOPOHOM, UJIN APYTOH METOL).

4. B rpade 4 ykasbIBalOTCA PEKBU3UTHI HOPMAaTUBHOTO JOKyMeHTa Ha MeTOZ,
HICIIOJIB3yeMBIN [ [0Ka3aTeIbCTBA COOTBETCTBUA MEAUIIMHCKOTO M3ZielHus TpeGOBaHUIO,
IIpelyCMOTPEHHOMY yKa3aHHBIM B rpade 1 mynkrom O6mux Tpe6oBaHU.

5. B rpade 5 yka3pIBaioTCsA PeKBU3UTHI JOKYMEHTOB, TOATBEPKJAIOIIUX COOTBETCTBHE
MEeAUIIMHCKOTO U3Zenus TpeOOBaHUIO, INPeAyCMOTPEHHOMY YKa3aHHBIM B rpade 1
nyHkToM OO6mux TpeGoBaHUI (IIPOTOKOJIOB HCIBITAHHI, CepTUGUKATOB, IeKIapaliuil
COOTBETCTBUS, OTYETOB O IIPOBEJEHHBIX UCCIeJOBAHUAX, APYTUX JOKYMEHTOB).

6. B rpade 6 ykassiBaeTcA 3aKIIOYEHHE O COOTBETCTBUM HJINW HECOOTBETCTBUU
MeguuuHCKOro usgenus O61uM TpeGOBaHUAM.



