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06 yrBepknermu O6mux TpeboBarmit 6€30macHOCTH B 3P ()EKTHBHOCTH MEIUIIMHCKAX
u3JieNvil, Tpe6OBaHMHM K MX MApKUPOBKE U SKCILTyaTallMOHHON JOKYMEHTAIIMK Ha HAX

Pemennie CoBera EBpasuiickoit axoHoMuueckoit komuccun ot 12 ¢gespans 2016 roga Ne 27.

B cootBerctBun ¢ nyHkTom 2 ctatbu 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM
coro3e ot 29 mas 2014 roga, myHKTOM 2 cTaTbu 3, TyHKTOM 4 cTaThbu 4 U MyHKTOM 4 cTaThbu 7
CornaiieHusi 0 €AUHBIX TMPUHIUMIIAX W MpaBujax OOpalleHUss MEAULUMHCKUX W3Aeaun (
M3 MEIUIMHCKOTO Ha3HAYEHUs U MEAUIMHCKOM TEXHUKH) B paMKax EBpasuiickoro
HKOHOMHUYECKOTro coro3a oT 23 nekadbpsa 2014 roga, mynkramu 104, 108 u 109 npunoxenus Ne
1 x Permamenty paGotsl EBpasuiickoli SKOHOMHUYECKOW KOMHCCHUHU, YTBEPKICHHOMY
Pemenniem Briciiero EBpasuiickoro skoHoMmudeckoro copeta ot 23 aexadpst 2014 r. No 98, u
Pemenuem Bricmero EBpasuiickoro skoHomudeckoro coeta ot 23 nexadbps 2014 . Ne 109 "
O peanmzanuu CornameHusi O eIMHbIX MPUHIMIAX U MpaBUiiax oOpalieHus] MEIUIIMHCKUX
W3AeNuil (M30eIuid MEIUIIMHCKOrO Ha3HAY€HUs W MEIMIIMHCKOM TEXHHKH) B paMKax
EBpasuiickoro sxoHoMuueckoro corsa" CoBeT EBpa3zuiickoii SKOHOMUYECKON KOMHCCUHU
pemmi:

1. YTBepnuth npunaraemeie O6mme TpedoBanus 6e30macHOCTH U 3 (PEKTUBHOCTH
MEJIUIIMHCKUX U3JIEIUH, TPEOOBAaHUS K UX MAPKUPOBKE U IKCIUTyaTallMOHHOW JIOKYMEHTAIlUU
Ha HHUX.

2. Hacrosuiee Penienue Bctynaer B cuily no ucredeHuu 10 xameHaapHbIX JTHEH C JaThl
BcTyIieHus B cuiy [IpoTtokona, monmucanHoro 2 aexadbps 2015 roga, o mpucoeInHEHUN
PecnnyOnuku Apmenust k CoTrJallieHUIO O €IMHBIX MPUHIIMIAX U TpaBUiiax O0OpalieHus
MEIUIIMHCKUX U3JIeNUi (M3eTuid MEAUIMHCKOTO Ha3HAUYCHUSI U MEAUIIMHCKON TEXHUKHU) B
pamkax EBpa3uiickoro s3KOHOMHUYECKOT0 coro3a oT 23 nexabpst 2014 rona, HO He paHee yeM
o ucreueHnu 10 KajaeHIaApHBIX JHEHW ¢ AaThl OQUIIMATBLHOTO OMYOJUKOBAHUSI HACTOSIIETO
Pemenus.

Uiersr CoBeta EBpasuiickoil 3KOHOMAIECKOH KOMHACCHHU:

Or Or Or Or Or
Pecrrybnnkn PecriyOnku Pecriybnnkn Kbsipreizckort Poccurickoit
ApmeHus benapyce Kazaxcran Pecrrybmnxu Denepaunn
B. I'abpuensn B. MarromeBckuii b. Carunraen O. IlankpartoB U. lllyBaoB
YTBEPXJEHBI

Pemenuem Cosera
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUU
ot 12 ¢espans 2016 . Ne 27



OBIIIME TPEFOBAHUA
6e3onacHocTH B 3)(PEKTUBHOCTH MEIUITMHCKIX H31EIIHH,
TpeOOBaHMA K HX MApKHPOBKE ¥ 3KCIUTYaTaldOHHOM

JOKYMEHTAIIUH Ha HAX
I. OOnIMe moJIOXKEHU

1. Hactosimue O61ue tpeboBaHust pa3paboTaHbl B COOTBETCTBUU C MMyHKTOM 2 cTaThu 31
JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM coto3e oT 29 masa 2014 rona, myHKTOM 2 cTaThu 3,
MyHKTOM 4 ctatbu 4 v yHKTOM 4 ctatbu 7 CorjiameHus O €IUHBIX MIPUHIUIIAX U MPABUJIaX
oOpaleHuss MeIUIMHCKUX H3CTUN (M3ASTUi MEIUIIMHCKOTO Ha3HAYCHUS M METUIIMHCKOU
TEXHUKH) B pamkax EBpasuiickoro skoHOMuYeckoro coros3a ot 23 nexadps 2014 roga u
yCTaHABIMBAIOT 00IIHe TpeOoBaHus 6e30macHOCTH U A3(H(PEKTUBHOCTH MEAUITUHCKUX U3ICTUI
, @ TaK)Ke TpeOOBaHUs K MAPKUPOBKE M AKCILUTYaTalIMOHHOW JOKYMEHTAIMM Ha MEJIUIIMHCKUE
U3JIeNNs, BBIITYyCKaeMble B OOpallleHHe B paMkKax EBpa3niicKOro 3KOHOMHYECKOIO CO03a (
nanee — Coro3).

2. lna ueneit Hactosimux OOmMX TpeOOBAHUI UCMONB3YIOTCSA MOHSATHS, KOTOPBIE
O3HAYaroT CJICAYIOIIEE:

"aKTUBHBIC MEIUIIMHCKUE U3JENUS" — MEUIIMHCKNE U3EHs, IPUMEHSIEMbIE OTAEIBHO
WIM B COYETAHUHU C JAPYTUMHU MEIUIMHCKUMH H3JICIUIAMU, I JEUCTBUS KOTOPBIX
HEO0OXOIMMO HCIIOJIB30BAHUE SHEPTUH, OTIIMYHONU OT MPOU3BOJUMON YETOBEKOM, WUJIH CHJIBI
TSKECTH.

MeauuuHcKre u3Aenusi, NpeaHa3HaueHHbIC JJIs MepeJjadyd dYHEPTUuM WK BEUIECTB OT
AKTUBHOT'O0 MEJUIIMHCKOIO U3/IeNUs K MOJIb30BATENI0 0€3 UX CYLIECTBEHHOTO U3MEHEHUS, HE
SBJISIIOTCA aKTUBHBIMM MEIUIIMHCKUMU U3AeIusIMU. CaMOCTOATEIbHOE MPOTPaMMHOE
obOecrieueHre pacCMaTPUBACTCS KaK aKTUBHOE MEJIUIIMHCKOE U3/ICIINE;

"0e30IMacHOCTh MEIHUIIMHCKOTO H3Aeaus" — OTCYTCTBHE HEIOIMYCTHMOTO PHCKA,
CBSI3aHHOT'O C MPUYMHEHUEM BpeJia )KU3HU, 3I0POBBIO UEJIOBEKA, a TAKXKE OKPYXKAIOIIeH cpejie
>

"MHCTPYKIHS 1O MPUMEHEHUIO" — AKCIUTyaTallMOHHAsl JOKYMEHTalLMs, CcOoAep Kalias
nHPOpPMAIMIO, TPEIOCTABIIEMYIO MPOU3BOJUTEIEM MOJIb30BATEII0 OTHOCUTEIBHO
Ha3HAYCHUS, HAJIJIEXKAIIEro U 6€301acCHOI0 MCIOJIb30BaHMS MEIUIIMHCKOTO M3/, KOTopas
MOKET BKJIOYaTh B ce0s B TOM YHCJIE PYKOBOJCTBO IO 3KCIUIyaTalldh, METOJIUKY
MEIHMITMHCKOTO TMPUMEHEHHS, TacIopT, (GOpMyJsp, MHCTPYKIIMUA 0 MOHTaXy, HajaJke,
TEXHUYECKOMY OOCITYKMBAaHUIO, PEMOHTY, TPAaHCIOPTUPOBKE, XPAHCHUIO, YTUIU3AIUU
MEIUIIMHCKOTO U3JICIHS;

"MEIUITUHCKUE W3S ISl JUAarHOCTUKH 1n Vitro" — JIF00ble HHCTPYMEHTHI, arnaparhl,
puodOpHI, 000PyI0BAHNE, MATEPHUAIIBI, peareHThI, KATMOPATOPhI, KOHTPOJIBHBIE MATEPHAIIHI U
MpOYME U3ACIUS, TPUMEHIAEMbIE B MEIUIIMHCKUX LEJISIX OTJICIbHO WJIM B COUETAHUM MEXKITY



co0oM1, a TaKKe BMECTEe C IPUHAIICHKHOCTIIMHU, HEOOXOTUMBIMH JIJIs MPUMEHEHHUS YKa3aHHBIX
U3JeNUN 1O Ha3Ha4YeHUI0 (BKJIOYasl CIHelUalbHOE NpOorpaMMHOE OOecIleueHue), u
MpeHa3HAYCHHBIC TPOU3BOAUTENIEM JJIsl IPUMEHEHHS TIPU UCCIEAOBAHUIX in Vitro 00pasIos
OMOJIOTHYECKUX MAaTEPHAJIOB 4YEJIOBEKa ISl TMOJYy4YCHUsS HWHQOpMAIMd OTHOCUTEIBLHO
(U3UOTOTUYECKOTO WM TATOJOTHYECKOTO COCTOSIHUS, BPOXKICHHOW TATOJIOTHH,
NPEeAPACTIONIOKEHHOCTH K ONPENCIICHHOMY KIWHHUYECKOMY COCTOSHHUIO WJIM OOJIe3HH,
COBMECTUMOCTH TKaHEHW C MOTCHIMAIBHBIM PEIUITUEHTOM, MPOTHO3UPOBAHUS PEAKIUN Ha
TepareBTUYECKUE BO3JICHCTBUS, BbIOOpAa TEPANEBTUUYECKUX CPEACTB U (WIJIM) KOHTPOJIS
JICUCHUS;

"HeOnaronpusTHOe coObITHE (MHIIUIEHT)" — M00ast HEMCTIPABHOCTH U (WJTN) yXYAIICHHE
XapaKTepPUCTUK, WM HapylieHue (YHKIIMOHUPOBAHHSA MEIUIIMHCKOTO W3ICTUS, WU
HEJI0OCTATOYHOCTh JIMOO HEKOPPEKTHOCTH COMPOBOIUTENHHOM MHGOPMAITNH (TOKYMEHTAIIHH )
HAa MEIUIMHCKOE H3JIeNue, WIM MOO0YHOE JEWCTBUE, HE YKa3aHHOE B MHCTPYKIHUU IO
MIPUMEHEHUI0, KOTOPBIE MPSMO WM KOCBEHHO MPUBEIN WIJIM MOTJIU MPUBECTH K CMEPTH WU
CEPbE3HOMY YXYIIICHUIO COCTOSIHUSI 3I0POBBS MOJIB30BaTENICH WIH TPETHUX JHIL (IIPU STOM
MO/, CEPBhE3HBIM YXYAIICHUEM COCTOSHHS 3I0POBbS IMOHMMAIOTCS OMACHOE ISl JKU3HH
3a0oeBaHue, CTOMKOE MOopakeHHue (PYHKIMK OpraHu3Ma WM HeoOpaTUMOE MOBPEKICHUE
CTPOEHHS Tella, COCTOSHHE, TpeOyrIllee MEIUIMHCKOTO WIH XUPYyPTHYECKOTO
BMEIIATEILCTBA C IEJbI0 TPEAOTBPAICHUS OMACHOTO IJis XWU3HU 3a00JeBaHUs, WU
CTOMKOTr0 mopaxeHus: GyHKIMHU OpraHu3Ma, WK HeOOpaTUMOro MOBPEXKICHUS CTPOCHUS Tella
, COCTOSHHE, TpeOyrolee TOCTUTAIU3allid WM 3HAYUTEIBHOTO YBEIMYCHUS CpOKa
npeObIBaHUsI B CTAllMOHAPE YK€ TOCMUTAIM3UPOBAHHOIO MalMeHTa, (YyHKIIMOHAIBHOE
HapyIIeHne y IJI0/1a, €ro THOeb, BPOXKICHHAS aHOMATHS WJIA POJIOBAst TPaBMa);

"He)kenaTelIbHOEe coObITHE" — HI1000€ HEXKeaTeabHOE MEIUIMHCKOE COOBITHE,
HEMPOTHO3WpyeMoe 3a00JIeBaHue JTUOO TOBPEKICHUE WM HEKeIaTeIbHbIC KIUHUYECKHEC
MPU3HAKK (BKIIOYask 1a00paTOPHBIE TTOKA3aTeNu, OTIMYHBIC OT HOPMBI) Y MOJIh30BaTENCH WK
TPETHUX JIUII, CBA3aHHBIX C MPUMECHCHHEM MEIUIIMHCKOTO M3JICIIHS;

"MoJIb30BaTENh" — MAITUEHT, MEIUITMHCKIN CIIEIUATUCT WU JTI000€ Apyroe pu3ndeckoe
JUILO0, MPUMEHSIOMHNE MEAUIMHCKOE U3JIeNINe 10 HAa3HAYEHUIO, OMNpPEeeIEHHOMY
MIPOU3BOUTEIIEM;

"3(ppeKTUBHOCTD MEIUIIMHCKOTO U3JAENUs" — CIOCOOHOCTh MEAUIIMHCKOTO H3ETus
COOTBETCTBOBATh HA3HAYCHUIO, OTIPEACIICHHOMY TIPOU3BOIUTEIIEM.

II. O6mme TpeGoBanmsa Oe30macHOCTH U 3((HEKTHBHOCTH,
IPHMEHHAMBIE KO BCEM MEAWIIMHCKHAM H3IEITHAM

3. MCI[I/IIII/IHCKI/IC N3OSN IIPOCKTUPYIOTCA U U3TOTOBJIAKOTCA TaAKUM O6p8.30M, YTOOBI Ipu
HCIIOJIB30BAHUU B YCJIOBHUAX U B LEIAX, COOTBCTCTBYIOINX UX HA3HAYCHHUIO, OIIPCACIICHHOMY
IIPpOU3BOOUTCIICM, H IIPpH HCO6XOI[I/IMOCTI/I C YUCTOM TCXHHYCCKHUX 3H21HPII>1, OIIbITA,



00pa30BaHUs WIIM CIICIUATbHOM MOATOTOBKH, KIMHHUYECKOTO M (DHU3UUYECKOTO COCTOSHHS
TIOJIB30BATEISI OHU JICHCTBOBAJIN COTJIACHO Ha3HAYCHHMIO, OTIPEACIICHHOMY TIPOU3BOIUTEIIEM,
ObLIN O€30ITacHBI JIJIS TTOJIB30BATEIS M TPEThUX JIUII IIPH YCIOBUH, YTO PHUCK, CBI3aHHBIN C UX
NPUMCHCHHUEM, SIBJISCTCS TIPUEMIIEMBIM IIPH COMTOCTABJICHHUH C TTOJIB30H JIJIS TTOJIB30BATEIS.

He momyckaeTcsi orpaHu4YeHHEe B3aMMO3aMEHSIEMOCTH MEIUIIMHCKAX H3JEIUN IMyTeM
UCIIOJIb30BAaHUS CIICIUAIbHBIX TEXHHYECKUX WJIM MPOTPAMMHBIX CPEJCTB WU JIPYyTUMU
CII0CO0aMHU.

4. Pemenusi, NIpUHATHIC TPOU3BOIUTEIIEM IPH NMPOSKTUPOBAHWU U HU3TOTOBIICHUU
MEUIIMHCKOTO HW3JIENUs, JOJDKHBI COOTBETCTBOBATH MPUHIUIAM O€30TacHOCTH C YYETOM
OOIICTPU3HAHHOTO YPOBHS pa3BUTHA 3HAHUW. [Ipm HEOOXOAUMOCTH TPOU3BOIUTEIIH
yIpaBIsIeT PUCKaMH TaKUM 00pa3oM, YTOOBI OCTAaTOYHBIH PHUCK, CBS3aHHBIA C JIFOOOM
OTACHOCTBIO, SBJISJICS TpUeMJeMbIM. [Ipow3BomuTeNs PYyKOBOJCTBYETCS CIICIYIOIIUMHU
MPUHIIAIIAMH B TIOPSAIKE MPUOPUTETHOCTH:

BBISIBJICHHE W3BECTHOW WIIH MPEABUINMON OIMACHOCTHU U OIICHKA CBS3aHHBIX C HEIO PUCKOB
, BO3HHUKAIOIIUX IIPH HCIOJB30BAHMH MEIHMIITMHCKOTO HW3CIUS MO Ha3HAYCHHIO W TIPHU
MpeICKa3yeMOM HENPABUIIBHOM HCIIOh30BaAHUN;

yCTpaHCHHE PHUCKOB NyTEM NPUHATUS COOTBETCTBYIOIIUX TEXHUYECKUX U
TEXHOJIOTHYECKHUX PEIICHUIA MPU MPOSKTHPOBAHUN U U3TOTOBICHUN METUITMHCKOTO U3ICIHS;

CHIDKEHHE OCTAaTOYHBIX PUCKOB ITYTEM MPUHATHS aJICKBATHBIX 3alIUTHBIX MEp, BKIIOYAsL
CUTHaJIbl TPEBOTH;

UH(OPMHUPOBAHUE MOJIH30BATENEH 000 BCEX OCTATOYHBIX PUCKAX.

5. MeaunuHcKue u3aeaus MpOeKTUPYIOTCS, H3rOTaBINBAIOTCS U YIIAKOBBIBAIOTCS TAKUM
o0pa3oM, 9TOOBI MX IKCIUTYyaTallHOHHBIC XapaKTePUCTUKH U 3((DEKTUBHOCTH HE HAPYIIATNCH
IIpU TPAHCIOPTUPOBKE W B IIPOIECCE XPAHEHUS B COOTBETCTBHHM C HHCTPYKIIMEH I10
MIPUMEHEHUIO.

6. MenuuuHCKHE U3ACHS TOHKHBI OBITh 3(PGEKTUBHBIMHM TaK, KaK 3TO IPETyCMOTPEHO
MIPOU3BOAMTEINIEM, U JTOJKHBI OBITH CITIPOCKTUPOBAHBI M U3TOTOBJICHBI TAKMM 00Pa3oM, YTOOBI
B HOPMAJIBHBIX YCIIOBHSIX DKCIUTyaTalli OHW COOTBETCTBOBAM IESIM NPUMEHEHHS I10
HA3HAYCHUIO, ONIPEACIICHHOMY MPOU3BOAUTEIICM.

7. DKCIUTyaTallHOHHBIE XapaKTePUCTUKHN U 3((HEKTUBHOCTh MEIUITMHCKOTO U3CIHS HE
JOJDKHBI U3MEHSTHCS JI0 TaKOW CTENEHH, 4TOObI CTABUTh IOJ YIPO3y KHU3Hb U 3I0POBHE
MOJIB30BaTENICl W TPEThUX JIWII B TEUYCHHUE CpPOKa DOKCIUTyaTallud, OIPEIEIICHHOTO
MIPOU3BOJUTENICM, TIPH YCIOBHUH, YTO MEIUIIMHCKOE M3JEIUe IMOJIBEPraeTcsi BO3JACHCTBUSIM,
KOTOpPhIE MOTYT BO3HHMKATh B HOPMAJbHBIX YCIOBHUSX OKCIUTyaTallid, M TEXHHYECKOE
00cITy’>KUBaHHUE TIPOBOJIUTCSI B COOTBETCTBHH ¢ HHCTPYKITUEH 110 IPUMEHEHHIO.

8. Bce u3BecTHBIC M MpeArnoaraeMple PUCKHU, BO3HUKAIOIIME MPHU HCIOJb30BaAaHUU
MEIUIIMHCKOTO W3JeNusl, W JII0ObIe HexelaTeabHble d3P(HEKThI OT TAKOTO HCIOJIb30BAHUS



CBOJSTCS K MUHUMYMY M JOJIKHBI OBITh IPUEMIIEMBIMU TPU COTIOCTABIICHUU C TTOJIB30H IS
MOJb30BATENICH, MOJy4yaeMOl OT MPEeAYyCMOTPEHHOI'O0 MPOU3BOJIUTENIEM JIEHUCTBUS
MEJIUIIMHCKOTO U3/IEIUS TP HOPMAJIbHBIX YCIOBUSAX IKCILTyaTallUH.

9. 1nst kaa0ro MEAUIIMHCKOTO U3/IEHs MPEeAoCTaBsgeTcsl nH(opMalus, HeooXoumas
U1 MASCHTHU(UKAUUKA 3TOr0 MEIULHMHCKOTO M3JENHs U €ro MNPOU3BOJUTEINSI, CTPAaHBI
IPOUCXOXKJEHHUS, a Takke HHpopMmanus g Tosb3oBarens (MpopecCUOHATBHOTO WU
HenpoeCCUOHANIBHOI0), Kacarolasica 0e30MacHOCTU MEAUIUHCKOTO U3AEIus, €ro
(YHKIIMOHANIBHBIX CBOMCTB U JKCIUTyaTAllMOHHBIX XapaKTepHCTHK. Takas uHbopmaius
MOKET HaXOAUTHCS HA CAMOM MEIULIMHCKOM H3JEINH, Ha YIAKOBKE WJIH B MHCTPYKLHUHU IO
IIPUMEHEHUIO.

10. Hocutens undopmanuu, ee dhopmar, coaepx aHUe U PACHOIOKEHUE TOJIKHBI
COOTBETCTBOBATh MEIMIIMHCKOMY H3JEIUI0, €r0 HAa3HAYCHUI0 M TEXHUYECKUM 3HAHMSM,
OTIBITY, 00Pa30BaHUIO MJIM MOJATOTOBKE MOJIb30BATENECH.

Hocurens napopmanyii B kKauecTBe OrpaHUYEHUI 110 IPUMEHEHHUIO, IPOTUBONOKA3AHMIA,
Mep MPEOCTOPOKHOCTH WIIH MPEAYTIPEKIACHUS TOTKEH COACPIKATh CBEJIEHUS 00 OCTaTOUHBIX
PHUCKax, CBA3aHHBIX C MPUMEHEHHEM MEAULIMHCKOrO n3aenus. [lonsatue "nporuBonokazanus”
HE TPUMEHUMO JIJISI MEAUIIMHCKUX U3EIHM JIJIsl AMArHOCTUKY 1n Vitro.

11. Uadopmanus, npenycMoTpeHHass MyHKTOM 9 Hactosmux OO0mmx TpeOoBaHUM,
YKa3bIBAE€TCSl HA MAPKUPOBKE U B MHCTPYKIIMU 110 IPUMEHEHHIO HAa PYCCKOM SI3bIKE, a TaKKe
IpY HAJIUYUKM COOTBETCTBYIONIMX TPEeOOBAaHUN B 3aKOHOJATENHCTBE TOCYAapCTB-UJIECHOB Ha
roCyAapCTBEHHOM S3BIKE (FOCYIapCTBEHHBIX SA3bIKaX) FOCYAapCTB-YJIEHOB.

Takas wuHQOpMaLMig MOXKET COJAEpPXKAaThb CHUMBOJBI, YCTaHOBJIECHHBIE
MEXTOCYyapCTBEHHbIMM CTaHAApTaMU, a TakKK€ YCTAHOBJICHHBIE MEXIYHAPOIHBIMU
CTaHaapTamH (TIpU yCIOBUH, YTO 0€30MaCHOCTh MEIULIMHCKOIO WU3/ENusl HE HapyllaeTcs B
CBSI3M C HETIOHUMAHHUEM OTAEJIbHBIMU MOJIb30BATENSIMU 3HAYEHUSI TAKUX CUMBOJIOB).

I1. O6mue TpeboBanma 6e3onacHOCTH U 3PPEKTHBHOCTH,
IPAMEHHAMEIE K MEIUIUHCKUAM H3EJHMAIM, 32 HCKIIIOYEHHEM
METUIMHCKNX M3ENMi I JUArHOCTHKH in Vitro

1. Xummaeckue, pusmaeckue 1 GHOJIOrHIeCKAe CBOMCTBA
MEIUIUHCKIX W3HCIHH

12. ITpy npoeKTUPOBAHUMU U U3TOTOBJIEHUU MEIULMHCKUX U3JEIUI 0c000€ BHUMAHUE
JOJKHO YAEISThCS:
1) BBIOOpY HMCIONB3YEMBIX MaT€pHaIoB, OCOOEHHO B OTHOIIEHWU TOKCUYHOCTU U
BOCIUIAMEHSEMOCTH;
2) COBMECTUMOCTH HCIOJIb3YEMbIX MAaTEPHANIOB U OMOJOTMYECKUX KIIETOK, TKaHEH,
AKUIKOCTEH, BEIIECTB M MX MPOU3BOJHBIX(Zajiee — OMOJOTMYECKUE MATEpPUAbI)C YUETOM
Ha3HAYEHUSI MEJULMHCKOIO U3/IEIINs;



3) BBIOOPY HCIOJIB3YEMBIX MAaTEPHAIOB C YUETOM TaKHX IOKa3aTeliel, Kak TBEPAOCTh,
M3HOCOCTOMKOCTh U YCTAJIOCTHASI POYHOCTb.

13. IIpu npoeKTUPOBAHUH, U3TOTOBJICHUHN M YIAKOBKE MEIUIIMHCKUX WU3ICTUU JTOJKEH
OBITh MaKCUMaJIbHO CHHUXKEH PHCK, CO3/IaBa€MbIi 3arps3HSAIONIMMH BEIIECTBAMH U UX
OCTaTKaMu, JUJId MOJIB30BATENEH W JIML, YYACTBYIOUIMX B TPAHCIOPTHUPOBKE, XpPAaHCHUU U
00CITy)KUBAaHUU METUIIMHCKUX M3JICUM (C y4EeTOM Ha3HAUYCHHS MEJAUIIMHCKOTO M3JeNus, a
TaKke JJIUTEIIbHOCTH U YaCTOThI BO3/ICUCTBUS ATUX BEIIECTB HA OPraHU3M YEJIOBEKA).

14. MenunuHCKUE U3IeTIUs TPOCKTUPYIOTCS M U3TOTAaBIMBAIOTCS TAKMM 00pa3oM, YTOObI
OHU MOTJIM OBITh O€30MacHO MCIOJIB30BaHbl C MaTepualiaMH, BEHIECTBAMH U Ta3aMu, C
KOTOPBIMM OHHU BXOJSAT B KOHTAKT MPHU HOPMAJbHBIX YCJIOBHUSX SKCIUTyaTallud WA TIPU
MPOBEJICHUN TEXHUYECKOT0 OOCTykuBaHus. Eciu MeIUIIMHCKUE U3JeNus MpeIHa3HauYeHbI
JUIST BBEICHUS JICKAPCTBEHHBIX CPEIACTB, HMX IMPOCKTUPOBAHUE M M3TOTOBJICHUE
OCYIIECTBIISIIOTCS. TaKUM 00pa3oM, 4TOObI OHU OBUIM COBMECTHUMBI C JICKAPCTBEHHBIMU
cpeactBaMu (TIpU YCIOBUU COOJIIOJICHHUS OTPAaHUYEHUNW MO WX MPUMEHEHUIO) B IEJAX
obecnieueHust YPGHEKTUBHOCTH KaK JIEKapCTBEHHOTO CPEJICTBA, TaK M MEIUIIMHCKOTO M3/SUs
B COOTBETCTBHHU C Ha3HAYCHUEM.

15. IIpn mpOeKTUPOBAHUM M M3TOTOBICHUHW MEIUIIMHCKHX HM3JCIUM JTOJTKHBI OBITh
MaKCHMaJbHO CHUKEHBI PUCKHU:

1) BeI3BaHHBIC BO3MOYKHBIM BBIJICJICHUEM WJIM BRIMBIBAHUEM W3 MEIUIIMHCKOTO W3CTUS
OMACHBIX M (WJIM) BPEAHBIX BEIIECTB (C y4ETOM HMX CEHCHOWIM3UPYIOIIETO JIEHCTBUS,
KaHIIEPOTE€HHOCTH, MYTAaréHHOCTH WJIM OTPHUUIATEIBHOIO BJIUSHUS HAa PENPOAYKTHUBHYIO
yHKIHIO);

2) cBsI3aHHBIE C HEMPETHAMEPECHHBIM MOMaJaHUEM B MEIUIIMHCKOE U3/IeNINE MTOCTOPOHHUX
BEIIECTB (C YUYE€TOM Ha3HA4Y€HHs, OINPEJECIICHHOIO MPOU3BOJIUTEIEM, W IPENoJiaracMbIxX
YCIOBUM MMPUMEHEHUSI METUIIMHCKOTO U3JIETH).

2. Indekmponnoe 1 MEKPOOHOE 3arpA3HECHHE MEIUIUHCKAX M3EIHi

16. [Ipu U3roTOBJICHUN MEIUIIMHCKOTO U3/IENIUSI JOJKEH ObITh YCTPaHEH WU CHUXKEH 10
JIOITYCTUMOT'O YPOBHSI PUCK MH(PUITMPOBAHUS TOJIb30BaTENEeH U TPeThuX JuUll. KOHCTpyKITHS
MEJUIIMHCKOTO U3/IeTUs I0HKHA 00ECTIeYuBaTh MIPOCTOTY B AKCIUTyaTallMy U 0OCITY>KUBAaHUU
U TpU HEOOXOJUMOCTH MAaKCHMaJTbHO CHU3UTH PHUCK JTIOOBIX MHKPOOHBIX yTEYEK W3
MEIUIMHCKOTO U3Jlenusi U (W) MUKPOOHOTO BO3JECHCTBHUS B MPOLIECCE MCIOJIb30BaHUSA, a
TaK)Ke MpenoTBpaniaTb MUKPOOHOE 3arpsi3HEHHE MEIUIIMHCKOTO H3JeNusl WM HpoObl
[10JIb30BATEIIEM UJIU TPETHUM JIMLIOM.

17. IIpu npoeKTUPOBAHUM, U3TOTOBIICHUHU U YIIAKOBKE MEAUIIMHCKUX U3JICIIUI, UMEIOIIAX
CHEeIUaTbHBI MUKPOOMOTIOTHYECKUN CTATYC B COOTBETCTBHH C MAPKUPOBKOM, TOKHO OBITH



rapaHTUPOBAHO, YTO MHKPOOMOJOTHYECKHH CTaTyc ocTaercs 0€3 H3MEHEHHH Ipu
COOJTIOJICHNN YCIIOBUW TPAHCIIOPTUPOBKU M XPAHECHHMSI, OTIPEICICHHBIX TIPOU3BOJIUTEIIEM, JI0
TeX TOp, MOKa 3alIUTHAs YITaKOBKa HE OyJIeT HapyIlleHa WJIA BCKPHITA.

18. Ilpu NMpOEKTUPOBAHWH, M3TOTOBJICHHH M YIIAKOBKE MEIMIIMHCKUX H3JICIIHH,
MOCTABJISIEMBIX B CTEPWJIBHOM COCTOSIHUHM, JTOJDKHA OBITh TAPAaHTUPOBAHA WX CTEPUIHHOCTH
npu COOTIOICHUH YCIIOBUH TPAHCTIOPTUPOBKH U XPAaHEHUS, ONIPEICIICHHBIX MTPOU3BOTUTEIIEM,
10 TeX TOp, TMOKa 3amlMTHAas yMakoBKa He OyaeT HapylieHa WIW BCKpbhITAa. Takwe
MEUITMHCKHE U3/IeNIMs YIIAaKOBBIBAIOTCS B OJTHOPA30BYIO YIIAKOBKY.

19. CrepuiabHble MEIUIIMHCKUE W3ACIHS JTUOO0 MEAUIIMHCKUC W3ETUS, UMCIONINE
CHeIUaIbHbI MUKPOOMOJIOTHYECKUNM CTAaTyC, M3TOTABIMUBAIOTCS, 00pabaThIBAIOTCA U MpPU
HEO0OXOJMMOCTH CTEPUIIU3YIOTCS ¢ TIPUMEHCHUEM BaTUAMPOBAHHBIX METOJIOB, 000Dy I0BAHUS
, IPOLIECCOB.

20. MeaumuHCKUe U3Aeus, TpeOyIoIe CTepUIN3allii, JOIKHBI ObITh U3TOTOBJICHBI B
YCIIOBHSIX KOHTPOJIUPYEMON YMCTOTHI IIPOU3BOICTBEHHBIX 30H.

21. YnakoBKa HECTEPWJIbHBIX MEIUIMHCKUX HM3JENUA JOJDKHA 0oOecreyuBaTh HX
[[EIOCTHOCTh M YHUCTOTYy W B CIydYae, €CIU MEAUIMHCKOE H3AEIHE TOJDKHO OBITh
CTEpPUJIM30BAHO II€pe]l HCIOJIb30BaHUEM, MAKCUMAJIbHO CHU3UTh PUCK MHKPOOHOTO
3arps3HEHUS, MPU ATOM yMaKOBKa JOJKHA OBITh COBMECTHMOW C METOJIOM CTEPHIIM3AIINH,
yKa3aHHBIM MMPOU3BOUTEIIEM.

3. MeauuuHCKHE U3IEIHA, COACPKaIIUe BEMECTBO,
paccMaTpyuBaeMoe KaK JICKapCTBEHHOE CPEIICTBO

22. B cinyyae ecnu MEIMUMHCKUE H3IEIHS COIACPKAT BEIIECTBO, KOTOPOE MpH
CaMOCTOSITEJIbHOM HCIIOJIb30BaHUM MOXKET CUUTAThCS JIEKAPCTBEHHBIM CpPEICTBOM B
COOTBETCTBUHU ¢ MyHKTOM 1 ctatbu 1 Corjamenus o eAMHBIX MPUHIUIAX U MpaBUiax
oOparieHus JEKapCTBEHHBIX CPEACTB B paMkax EBpazuiickOro SKOHOMHUYECKOTO COr03a OT 23
nekabps 2014 roga ¥ KOTOpO€ OKa3bIBACT JOIMOJTHUTEIBHOE BO3JCUCTBHE HA OPTraHU3M
YeNoBeKa HapsiAy ¢ BO3JCHCTBHEM MEIULIMHCKUX U3/EIHMA, TOATBEPKICHNE OE30MaCHOCTH U
3O PEeKTUBHOCTU TaKUX MEAUIMHCKUX H3JIeIUM BKJIOYAeT B ceOs MOJITBEPKACHUE
0e30nacHOCTH U 3(P(HEKTUBHOCTHU JIEKAPCTBEHHOI'O CPEJICTBA C YYETOM €ro NPUMEHEHUS B
COCTaBE MEJAUIIMHCKUX U3JIEIHM.

4. MegymuHaCKUe U3HEIHA, COJEpKaIIHie
MaTepHaIbl GHOJIOTHIIECKOTr0 MPOHCXOXKACHAA

23. B ciyuae ecnu MEAMITMHCKHE W3ACIHUS COAECPKAT OMOJOTHYECKHE MaTEpPHUAIIbI
KUBOTHBIX, TO MCIOJb3yEeMbIE IJI STUX LeJied KUBOTHBIE JOJKHBI MOABEPraThbCs
BETEPUHAPHOMY KOHTPOJIIO (HAA30pY),[I0 pe3yJibTaTaM KOTOPOrO OHHU JIOJAKHBI OBITh
IPU3HAHBI 3JOPOBBIMU C YUYE€TOM HA3HAUEHUS MCTOJIb3YEMbIX OMOJIOTUYECKUX MATEPHAIIOB.



310pOBBIM KMBOTHOE TPU3HAETCS B CIydae OTCYTCTBHS 3a00JIEBaHUM, KOTOPHIE MOTYT
MOBIUATH Ha 0€301aCHOCTh U 3()PEKTUBHOCTH METUIIMHCKOTO U3/IEITHSI.

HNudopmarus mpou3BouTeNsI METUITMHCKOTO U3/ETHUsS 0 OMOJIOTUYECKUX MaTepraax, B
TOM 4YHCJIE O BBIOOpPE >KUBOTHBIX, UX TeorpadUueCKOM MPOUCXOXKJICHUH, B3SATUH MPOO,
YCIOBUSAX 00paOOTKHM, XpaHeHHsI U oOpareHus ¢ OMOIOTHISCKUMH MaTepHaaMy, JTODKHA
XpaHUTHCS B YIOJIHOMOYEHHOM opraHe rocynapctBa — uieHa Corwsa B cdepe
3IpaBOOXpaHeHus (Janee — yIoJTHOMOUYCHHBIM OpraH rocyapcTBa-4ieHa).

O6paboTka, XpaHeHHe, TECTUPOBAHUE U OOpalIieHHe ¢ OMOJIOrMYECKUMU MaTepualaMu
KUBOTHOTO TPOUCXOXKACHUS JOJDKHBI OOecreunBaTh OE30MacCHOCTh IMOJb30BaTEIEH U
TpeThuX NUIl. B wacTHOCTH, 6€30MaCHOCTh B OTHOIICHHH BUPYCOB, APYTUX MHGEKITHOHHBIX
areHTOB M WHBIX BO30yauTesiel OoJie3HeM, oOmmMX JJisi 4eloBeKa M JKMBOTHBIX, JOJDKHA
o0ecreunBaThCsl TOCPEICTBOM NMPUMEHEHHS BaTUANPOBAHHBIX METOJIO0B YHUUTOXKCHHS WIIH
MHAKTUBAIMH B XOJ€ MPOU3BOICTBEHHOI'O ITpoliecca.

24. B cinyyae eciu MEIMIIMHCKHE U3JACIUS COJEpKAT OMOJOTHMYECKUE MaTepHualibl
YeJIOBEYECKOr0 MPOUCXOXKCHHS, TO BBHIOOP JOHOPOB, a Takke 0o0paboTka, XpaHEHHE,
TECTUpPOBaHUE U oOOpalleHue ¢ OHOJOTMUYECKUMH MaTepuajaMyd dYeJOBEYECKOro
MIPOUCXOKAEHUS OCYIIECTBISAIOTCS B COOTBETCTBUM C 3aKOHOJATEIHCTBOM TOCYAApCTB —
yieHoB Coro3a M JOJDKHBI 00ecredrMBaTh ONTUMalIbHYIO 0€30MacHOCTh MOJIb30BaTeIeH U
TpeThuX Jinil. B yacTHOCTH, 6€30MMaCHOCTH B OTHOIIICHUU BUPYCOB U JAPYTUX HHPEKIIMOHHBIX
areHToB JOJKHA 00eCcHedYrBaThCS MOCPEICTBOM NMPUMEHEHUS BAJIUIUPOBAHHBIX METOJIOB
YHUYTOXXEHUS UM MHAKTUBAIIMYU B X0JI€ MPOU3BOACTBEHHOI0 Mpoliecca.

25. B ciyuyae ecnu MeAMIIMHCKUE W3ACIHUS COAEPKAT OMOJOTMYECKHE MaTepHaIbl
MUKPOOHOTO MPOUCXOXKACHUS, TO 00pabOTKa, XpaHEHHE, TECTUPOBAHUE U OOpalleHue ¢
OMOJIOTMYECKUMHU MaTephallaMi 3TOW MPUPOIBI JOJKHBI 00ECIeYnBaTh ONTUMAIbHYIO
0€30IMacHOCTh MOJIb30BATENICH U TPEeThUX Jiuil. B wacTHOCTH, G€30MACHOCTh B OTHOILICHUHU
BUPYCOB W Jpyrux HH(MEKIMOHHBIX areHTOB JOJDKHA 00eCIeYyuBaThCA MOCPEICTBOM
MPUMEHEHUs] BaJUJIUPOBAHHBIX METOJ0B YHUUYTOXXCHUS WJIM HWHAKTUBALlMM B XOJE
IIPOU3BOACTBEHHOI'O MPOLECCA.

5. MeavnuaCKHe W3AETHs, IPUMEHIECMBIC
B YCJIOBHAX BO3AEHCTBIS BHCIMHUX (h)aKTOPOB

26. MeauiuHCKue U3EHs IPOSKTHPYIOTCS W H3TOTABIIMBAIOTCS TAKMM 00pa3oM, YTOOBI
ux cOopka, HaAcTpoilka, KaluOpOBKa, MCIOJIb30BaHWE M OOCIYy)KHMBAaHUE B YCIOBHUSIX
BO3JICUCTBUS BHENTHUX (PAKTOPOB OBUIH MPOBEACHBI OE30MACHO M OOCCIECUIIIH OKHIACMYIO
3 PEKTHBHOCTH METUIIMHCKOTO MPUMEHEHHS.

27. B caydae eciu MEIUIIMHCKUE HM3JIENIUs MpEeIHA3HAYEeHBI ISl MPUMEHEHUS B
KOMOMHAIUM C JPYTUMH MEAULIMHCKUMHU HU3AEIUsiMH U (WJIK)00OpyJIOBaHUEM, BCS
KOMOUWHAIIUS, BKIIOUasi COCIMHUTENbHYIO CUCTEMY, JOKHA OBITh O€30MaCHOM U HE JOJIKHA



yXyJIIaTh 3asSBJICHHBIC ()YHKIIMOHATIbHBIE XapaKTEPUCTUKU MEAUITMHCKUX n3Aenuii. JIroobie
M3BECTHBIC OIPAHUYCHUS 110 TPUMEHEHUIO TaKOW KOMOMHAIIMY YKa3bIBAIOTCSl HA MAPKUPOBKE
U (WIM)B MHCTPYKUMU 10 TpuMeHeHHuro. I[Ipu NpPOEKTUPOBAHUM U U3TOTOBJICHUU

COCJIMHUTEIbHBIX CHCTEM JIOJKHBI OBbITh MaKCUMAJIBHO CHM)KEHBI BO3MOXXHBIC PUCKH

HENPABWIBHOTO COCIMHEHUS.

He nomyckaeTcss mpuMeHEHHUE B COCTaBE MEIMIIMHCKOIO M3AECIUS CIEIUATbHBIX
TEXHUYECKUX U (WIM) MPOrpaMMHBIX CPEJCTB, HUCKIIOYAIOMMNX WM OTPaHUYMBAIOIIUX
BO3MOKHOCTh €TI0 MCIIOJIb30BaHHS B KOMOWHAIIMY C IPYTUMH TIPEAHASHAYCHHBIMU JIJIS1 TOTO
MEIUIIMHCKUMU U3JIETUAMH U (WJI1) 000pYJOBAaHUEM.

28. MeaumuHcKue U3AeNus TPOSKTUPYIOTCS UM U3TOTaBIMBAIOTCS TaAKUM 00pa3oM, YTOOBI
YCTPAHUTh WA CHU3UTH JI0 TPUEMIIEMOTO YPOBHS:

1) puck TpaBMUPOBAHUS IOJIB30BATEISA WM TPETHHUX JHUI[ B CBS3U C (PU3UUYCCKUMHU
XapaKTEPUCTUKAMHU MEIUITUHCKOTO U3/IEIIUS;

2) pUCK OMIMOKH MPU MCIOJIH30BAaHUU MEAUIMHCKUX U3ACIUN U3-32 KOHCTPYKTHUBHBIX
XapaKTEPUCTUK WIIH YeJI0BEUECKOro (hakTopa;

3) puCK, CBA3aHHBIA ¢ OOBEKTUBHO MPEICKa3yeMbIMU BHEIIHUMHU BO3JACHCTBUSMU WU
TaKUMH OKPY’KAIOIIUMU YCJIOBHUSIMM, KaK BHEHIHHUE DJICKTPOMArHUTHBIE MOJIA,
AJIEKTPOCTATUUECKUE pa3pslibl, U3JIyudeHHEe, aTMOoc(epHOe HaBIICHUE W €ro Iepemnassbl,
BJIAKHOCTB U TEMIIepaTypa Bo31yXa;

4) pUCK, CBS3aHHBIN C KMCIIOJb30BAHUEM MEIAUIIMHCKUX H3ICIUNA MPU KOHTAKTE C
MaTepuaNiaMH, XKHAKOCTAMU M Tra3amMu, BO3ICHCTBUIO KOTOPBIX MEIULIMHCKHE W3ICIIUS
MOJBEPTalOTCS B HOPMAJIbHBIX YCIIOBUAX DKCIUTyaTalllu;

5) pHCK, CBSI3aHHBIH C BO3MOXHBIM HETATUBHBIM B3aHUMOJICHCTBUEM MEXIY
MPOrpaMMHBIM OO€CTIeYeHHEM MEIUIIMHCKUX H3JICJIMH M yCIOBHUSIMH, B KOTOPBIX OHO
AKCIUTyaTUPYETCS;

6) PUCK CITy4alHOT'O TOIAaIaHus TOCTOPOHHMUX BEIIECTB B MEAUIIMHCKHUE U3ICIHS;

7) PHUCK B3aMMHBIX TOMEX, CBSI3aHHBIX C JAPYTUMH YCTPOWCTBaAMH, OOBIYHO
MIPUMEHSEMBIMHU B JICYEOHO-TMArHOCTUYECKOM IMPOILIECCE;

8) pHCK, BOBHUKAIOUIUA MPH HEBO3MOXKHOCTH TEXHHUYECKOT'0 OOCTYXHUBAHUS WU
KaTUOPOBKM MEIMIIMHCKUX W3JEeNUi (Hampumep, AJisi UMILUIAHTATOB), M3-3a CTapeHUs
UCIIO0JIb3YEMBIX MaTEpUATIOB WJIM MOTEPU TOUYHOCTH H3MEPUTEIHLHOTO WM KOHTPOJBHOTO
YCTPOMCTBA.

29. MeaumuHcKue U3AeNHs TPOSKTUPYIOTCS M U3TOTaBIMBAIOTCS TAKUM 00pa3oM, YTOOBI
YCTPAHUTh WJIM MaKCUMaJIbHO CHHU3UTh PUCK BOCIJIAMEHEHUS WJIHA B3pbIBa B HOPMAaJbHBIX
YCIOBHSIX JKCIUTyaTallid WM B cllydae €IMHHUYIHOTO OoTkaza. Ocoboe BHHMaHHE JIOKHO
YIACAATHCS ~ MEAUIMHCKAM  M3JIEJIHUSAM, TPUMEHIEMBIM C  HCIOJb30BAHUEM
JIETKOBOCIJIAMEHSFOLIUXCS WJIM B3PhIBYATHIX BEILIECTB.



30. MenunuHCKHUE U3IeTIHs IPOCKTUPYIOTCS M M3TOTABIMBAIOTCS TAKKMM 00pa3oM, YTOObI
Croco0OCTBOBATh 0€30MACHON YTUIIM3AIIMUA OTXOA0B, 00pa30BaBIIMXCS TTOCJIE UCTIOIb30BaHUS
MEIUIUTHCKUX WU30CITUH.

6. MeauiHaCKHE H3AETHA, OTHOCAIIUECA K CPEICTBAM U3MEPEHUM

31. MeauuuHCKUEe HW3JIeUs, BKIIOYCHHBIC B IEPEYCHb MEIUIIMHCKUX H3JICITUH,
OTHOCSIIUXCS K CPEACTBAM M3MEPEHUM, B OTHOLUIEHUH KOTOPBIX MPOBOISATCS UCIIBITAHUS B
LEJISIX YTBEPKAECHHUS TUIA CPEJCTB U3MEPEHHM, NPOCKTUPYIOTCS U U3rOTABIMBAKOTCS TAKUM
o0pa3zoM, 4yToObI 00€CTIeUUTh TOCTATOUYHYIO TOYHOCTh, MPEIU3UNOHHOCTh U CTAOMIIBHOCTD C
Y4YETOM HA3HAYECHUS MEAUIIMHCKOTO U3AEIUSL.

32. U3meputenbHble, KOHTPOJIbHBIE WA WHAUKATOPHBIE MIKAJbl MTPOEKTUPYIOTCS B
COOTBETCTBUM C SPrOHOMUYECKUMHU TMPUHIUNAMH C YUYETOM HA3HAUYCHUS MEIUIIMHCKOTO
W3IEIUSL.

UucnoBsie 3HaUEHUSI TOTKHBI OBITH BBIPAYKEHBI B OOIICTPUHSATHIX SAMHUIIAX U3MEPEHUS U
MTOHSTHBI TOJIb30BATEIISIM.

33. Pe3yabpTaThl U3MEPEHUN, BBINOJHEHHBIX C HCTIOJIb30BAHUEM MEIUIIMHCKOTO U3/IEINs,
OTHOCSIIETOCS K CPEACTBAM M3MEPEHUM, BBIPAXKAKOTCI B €IUHHULAX BEJIWYUH
MexnyHnaponnoin cucrembl enuHull (CH) mnm BO BHECHCTEMHBIX E€IUHUIIAX BEJIUYUH B
COOTBETCTBHHM C MEPEUYHEM BHECUCTEMHBIX €AMHUI] BEJIMYUH, TPUMEHSIEMBIX TIPU pa3padoTKe
TeXHUYECKUX periaMeHToB Coro3a (BKJII0UYasi MX COOTHOLIEHU ¢ MeXayHapOJHON CUCTEMOM
equnul, (CH)), ytBepxkmaembiM EBpasuiickoii 3KOHOMHUYECKOM Komuccueil (manee —
Komuccus).

7. 3am@Ta OT U3IYyICHHA

34. MenuuuHCKHE U3AENNS TPOCKTUPYIOTCS, U3TOTABIMBAIOTCS U YIIAKOBBIBAIOTCS TAKUM
o0pa3oM, 4TOObBI MUHUMAJIbHO IOJABEPraTh IOJb30BaTENEH U TPETHUX JIUIl BO3JECHCTBUIO
U3JIy4YEHHMs], HE YMEHbIIas TP 3TOM YCTAaHOBJIEHHbIE YPOBHU U3JIyUYEHUs, HEOOXOAUMBIE IS
JNOCTHKEHUS IUarHOCTUYECKUX U TEPANIEBTUYECKUX LIEIICH.

35. B MEIUIMHCKUX U3JENNAX, IPEAHA3HAYEHHBIX JJIsI TECHEPUPOBAHUS ONACHBIX WU
NOTEHIUAJIbHO OMNACHBIX M3IYYEHUH, HEOOXOJUMBIX ISl JOCTHKEHHMS KOHKPETHBIX
MEIHUIMHCKUX LEJNEHN, B CIy4ae €CJU I0Jb3a OT MCIOJIb30BAHUS dTUX HU3IYyUYECHHUIN BBICOKOU
MHTEHCUBHOCTH CYHUTaeTcs Ooyiee 3HAYUTEIBHONW IO OTHOLICHHID K OIMAacHOCTH,
3aKIIIOYAIOIIECA B M3JIyYEHHUM, NOJDKHA MPENYyCMaTPUBATHCA BO3MOXKHOCTH YIIPaBICHUS
OTUMM U3JyYEHUSMHU CO CTOPOHBI IOab30BarTeind. [Ipn MpoeKTUpOBaHUM M U3TOTOBICHUHU
TaKUX MEIUIMHCKUX M3JEIUNA TOJIKHA 00eCredrBaThCsl BOCIIPOU3BOIUMOCTDh U3MEHSIEMBIX
[IapaMeTPOB FEHEPUPYEMOTO U3IIYUEHUS B TOITyCTUMBIX MPEIEIIax.



MenuuuHCcKUe U3Aenus, NpeJHa3HauYeHHbIE JIJI1 TeHEPUPOBAHUS OMMACHOTO BUAMMOTO U (
WJIM) HEBUJIUMOTO U3JTyUYEHHS, OCHAIAIOTCS BU3YyalbHBIMU U (WJIM) 3BYKOBBIMU CPEICTBAMU
MPEAYNPEKICHHS O HATUYMU (AKTUBHOCTH) TAKOTO U3ITyUCHUSI.

36. Ilpu OpPOEKTUPOBAHUU M M3TOTOBJICHUM MEIULUMHCKUX H3JEIUN TOJHKHO
MaKCHUMAaJIbHO CHUKEHO BO3JICHCTBHE HENPEIHAMEPEHHO T'€HEPUPYEMOro MOOOYHOr0 WU
PAcCEesIHHOTO U3JIYYEHUSI.

37. Ilpu NpOEKTUPOBAHUMU U MU3TOTOBIICHUN MEIUIUHCKUX U3JECIUN, MPEeIHA3HAUYCHHBIX
JUTSI TEHEPUPOBAHUSI HOHU3HUPYIOIIETO U3TYUeHUs, TOJKHBI 00€CTIeunBaThCs PETYIMPOBAHUE
KOJIMYECTBEHHBIX U T€OMETPUUECKUX IOKA3aTENIEl TEHEPUPYEMOrO M3IYUYECHHUSI C YUETOM
Ha3HAYCHUS, OIIPEJCICHHOTO ITPOU3BOUTEIIEM.

MenuuuHCcKHUe U3EIHs, TEHEPUPYIOIINE NOHU3UPYIONIEE N3TYUYCHUE U MPEeIHA3HAYEHHbIC
JUISL paIMOJIOTUYECKOM JUArHOCTUKH, MPOEKTUPYIOTCA U U3TOTABJIMBAIOTCSA TAKUM 00pa3oM,
yTOOBI MPY MHUHUMAJIBLHOM BO3JCHCTBUM H3IYyUYEHHs Ha MOJb30BaTelsl 00ecrednBaIoch
HEO0O0XO0IUMOE JJIsl TMAarHOCTUKU KAa4eCTBO M300pakeHUsl U (W) MOJTy4yaeMbIX Pe3yJIbTaTOB
HUCCJICJOBAHUMN.

MenuuuHCKHe U3EIHs, TEHEPUPYIOIINE NOHU3UPYIONIEE N3TYUYCHUE U NPEeIHA3HAYEHHbIC
JUTSL paJIUOJIOTUUECKON Tepanuu, MPOEKTUPYIOTCSA U U3TOTaBIMBAIOTCS TAKUM 00pa30M, YTOOBI
oOecreunBaIuch KOHTPOJIb W yIpaBlICHUE J030M OOJIydeHHUs, THIIOM, DHEPruer U Mpu
HEO0OXOMMOCTH pactpe/ie]ICHUEM YHEPTUU HATIPABICHHOTO U3JTYYCHHUS.

8. MeaumimHCKHe H31e/HA, BKIIOYAIOMUE B ce0s MporpaMMHOE
obecnedenne, 1 aBTOHOMHOE ITPOrpaMMHOE 00ecTIedcHHE,
ABJIIOMEECA MEIAMHCKAM H3ICITEM

38. MeauuuHCcKue HW3JeIUs, BKIIOYAIOMINE B Ce0sl MporpaMMHoOe oOecriedeHue, u
aBTOHOMHOE TMpPOrpaMMHOE OO€ecIleueHue, SBISAIOUIEECS MEIUIMHCKUM H3JICIIHEM,
IPOEKTUPYIOTCS U U3TOTaBIMBAIOTCA TaKMM 00pa3oM, yToObl obOecrneunBaTh CTAOMIBHOE,
HaJiexKHOE U d3(PPeKTUBHOE (PYHKIIMOHUPOBAHUE ITUX MEAUIIMHCKUX U3JIETUN B COOTBETCTBUU
C Ha3HAUYEHUEM, ONPEICIICHHBIM IPOU3BOAUTEIEM.

9. AXTHBHBIE MEIMITUHCKHE H3]I€JIMI, CBI3aHHBIC
C HCTOYHHUKOM 5HEPTUM WK 000pyIOBaHHEIE
HACTOYHUKOM SHEPIHHA

39. Jlimg akTUBHBIX MEIUIMHCKHAX M3JEJIMM B CIIydae €IWHUYHOM HEUCIIPABHOCTH
IPUHUMAIOTCSI COOTBETCTBYIOIIME MEPBI I YCTPAHEHMS WM CHHKECHMS ITOCIIENYOIIMX
PHUCKOB.



40. AXTUBHBIE MEIUIIMHCKUE U3JETUs, MPU UCIOJIb30BAHUHM KOTOPHIX 0€30MacCHOCTh
MOJIb30BaTENIe 3aBUCUT OT BHYTPEHHETO HMCTOYHMKA MUTAHUS, 00OPYAYIOTCS CPEICTBOM
OMpEICNICHNS] COCTOSIHUSI UICTOYHUKA MMUTaHUS.

41. AKTUBHBIE MEIUIIMHCKUE W3JACIUS, MPHU HCIOJb30BAHUU KOTOPBIX OE30MaCHOCTh
MOJIb30BaTeNICl 3aBUCUT OT BHEIIHETO MCTOYHUMKA MUTAHUS, JOJLKHBI BKJIIOYATh B CEOs
CUCTEMY CUTHAJIM3allUU JUIsl OMOBEUIECHUS O 1epedoe B MUTAHUH.

42. AKTUBHBIC MEUIIMHCKUE U3ENNS, TPEAHA3HAYCHHBIC /1711 MOHUTOPUHTA OJHOTO WU
HECKOJIbKMX KIMHUYECKHX MapaMeTpOB IMOJIb30BaTENs, O0OPYIYIOTCS COOTBETCTBYIOIIUMU
CHUCTEMaMU CUTHAJU3AIUU VISl IPEyIPEKICHUS MOIb30BaTeNsl O BOSHUKHOBEHUU CUTYaIIHH,
KOTOpasi MOXKET MPUBECTH K CMEPTHU UJIU CEPHE3HOMY HAPYIIEHUIO COCTOSIHUS €TI0 3J10POBBSL.

43. AKTUBHBIC MEIULIMHCKUE U3JACIHUS MPOEKTUPYIOTCS W WU3TOTABIMUBAIOTCS TaKUM
00pa3oM, 4YTOOBI MAaKCHUMAaJbHO CHHU3UTh PHUCK CO3/IaHUS JJIEKTPOMATHUTHBIX Mojeh (
ANEKTPOMArHUTHBIX MOMEX), KOTOPble MOTYT OTPUIIATENIBHO CKa3aThCAd Ha paboTe JPYrux
MEJIUIIMHCKUX U3JCNINM, 000pYyIOBAHUS U CPEJICTB CBSA3U B COOTBETCTBUU C UX HA3HAUCHUEM.

44. AKTUBHBICE MEIUIIMHCKHE H3JEIUS MPOCKTUPYIOTCS M U3TOTABIMBAIOTCS TaKUM
00pa3oM, 4TOOBI 00ECIEYUTh YPOBEHb YCTOMUMBOCTU K AJIEKTPOMArHUTHBIM MomexaM (
MMOMEXO0YCTOMUYUBOCTH), OOECTeUNBAOIMINN UX (YHKIIMOHUPOBAHWE B COOTBETCTBHH C
Ha3HAYEHUEM, ONIPEACIICHHBIM MPOU3BOIUTEIIEM.

45. AKTUBHBIE MEIUUMHCKUE U3AEIUS MPOEKTUPYIOTCS U U3TOTABIMBAIOTCA TAKUM
o0pa3oM, 4TOObl MAaKCUMaJIbHO CHU3HUTH PUCK CIYyYalWHOTO MOPa)XEHUsl MOJIb30BaTENs WU
TPETHEro JIUIA NEKTPUUYECKUM TOKOM KaK MPU HOPMAJIBHBIX YCIOBUSIX HKCIUTyaTallMu
MEIUIMHCKOTO U3JIENHs, TaK U B YCJIOBUSIX €IMHUYHON HEUCIIPABHOCTHU IMPHU YCIOBUHU, YTO
MEIUIIMHCKOE WU3JEINE YCTAHOBJICHO U OOCTYXUBAETCS B COOTBETCTBUU C yKA3aHUSIMH
MIPOU3BOIUTEIIA.

10. 3amuTa OT MEXaHHIECKUX H TEPMHIECKUX PHACKOB

46. MenuuuHCKHe U3ENHs TPOSKTUPYIOTCS U U3TOTABIUBAIOTCS TAKUM 00pa3oM, YTOOBI
3alIUTUTH MOJB30BATENS U TPETHUX JIUIl OT PUCKA MEXAHUUYECKUX MOPAKEHUM, CBA3aHHOIO C
COTPOTHUBJICHUEM JBUKCHHUIO, HECTAOMIIBHOCTHIO M HATMYUEM JIBHKYIIIUXCS 9acTel B COCTaBe
TaKUX MEAUIUHCKUX U3JICTTUMN.

47. MeaunuHCKIe U3eHs IPOSKTUPYIOTCS W U3TOTABIUBAIOTCS TAKUM 00pa3oM, YTOOBI
MaKCHUMaJIbHO CHU3UTh PUCK, CBSI3AHHBIA C BUOpAIIMEH, CO31aBaeMOil S TUMU METUIIMHCKUMU
M3ACIUsAMHU, TMyTEM MPUMEHEHHSI CPEACTB, MO3BOJAIONIMX OTPAHUYUTHL BUOpPAIUIO, €CIU
TOJIbKO BUOpAIIUS HE ABJISIECTCS YACThIO MPEIHA3HAYCHUS METUITMHCKUX U3JICTTUH.

48. MeauIuHcKue u3AeNus IPOSKTUPYIOTCS U U3TOTABIMBAIOTCS TAKUM 00pa3oM, YTOObI
MAaKCUMaJIbHO CHU3UTh PHUCK, CBSI3aHHBIM C CO3JaBAa€MbIM ILIYMOM, IIyT€M IPUMEHEHUS
CpPEJICTB, HUCIIOJb3YEMbIX /IS YMEHBIICHUS IIyMa, €CJIM TOJbKO CO3JaBa€Mblil IIyM HE
SABJISICTCS YACThIO NMPEIHA3HAYCHUS MEAULIIMHCKUX U3/ICIIHM.



49. KneMMbI, pa3beMbl, COSAUHUTENM U JPYTHE YCTPOMCTBA MOAKIIOYEHUS] METUITUHCKUX
M3JEIMMA K UCTOYHUKAM DJIEKTPUYECKOU, THAPABINYECKON WJIM IMTHEBMATUYECKOM SHEPTUHU
MIPOCKTUPYIOTCS M U3TOTABIMBAIOTCS TAKUM 00pa30M, 4TOOBI MAaKCUMAaJIbHO CHU3HTH JIFOOBIC
BO3MOYHBIE PUCKHU.

50. MeaunuHCKAE W3NS MPOSKTUPYIOTCS U M3TOTABIUBAIOTCS TaKUM 00pa3oM, 4TOOBI
MaKCHUMaJIbHO CHU3UTh PUCK OIIMOOK, BO3HUKAIOIIUX MTPU HEMPABHJIBHOM MOJKITIOYESHUN UITH
MEePEKIIIOYEHUU BO BpeMsi paOOThI almapaTtyphl WK JIeTalIed B COCTaBe TaKUX MEIUIIMHCKUX
W3S,

51. OTKpbITBIE YAaCTH MEIMIMHCKUX H3AETUM (32 HMCKIIYECHUEM YacTeH,
MpeIHa3HAYCHHBIX JJIS TOAa4yy TeIlia WM JOCTHKEHUS 3alaHHbIX 3HAUCHUUM TEMIIEpaTyp) HE
TOJKHBI JOCTUTaTh MOTECHIUAIBHO OMACHBIX 3HAYEHUW TEeMIIepaTyp MNPH HOPMAaJIbHBIX
YCIIOBHSIX JKCIUTYaTalllH.

11. 3amuTa OT pHCKOB, BOZHUKAIOMMX AJIA MOJI30BaTENS
OT MOJIaBacMO¥ YHEPIHH WM BEIIECCTB

52. MeauuuHCKue u3enusl, TpeIHa3HAYCHHBIE JIJIs MOa4M MOJIb30BATEII0 SHEPTUU WU
BEIICCTB, MPOCKTHUPYIOTCS M H3TrOTAaBJIMBAIOTCS TaKUM 00pa3oM, YTOOBI KOJIUYECTBO
M0JIaBa€MOM SHEPTUU WM BEIIECTBAa MOXXHO OBLUIO yCTAaHABIWBATh U MOJJICPKUBATH C
TOYHOCTBIO, TOCTATOYHOH I 0OecreueHus OE€30IMaCHOCTH I10JIb30BaTEIs.

53. MeaunuHCcKUe U3JeNusl OCHAIAIOTCA CpPEeCTBAMH MPEAOTBpAIICHUS U (HIIH)
WHJIUKAIUK JIIOOBIX HECOOTBETCTBUIU B MOCTABJICHHOM KOJMYECTBE YHEPTUU WM BEIIECTBA,
KOTOPOE MOXET MPEJICTABIISITh OMIACHOCT.

54. Ha MEeIUUMHCKOM H3JCINU YETKO YKa3blBaeTCa MHPopMalus 0 GyHKIUAX CPEACTB
YIIPABIICHUS U UHIUKATOPOB. ECIIM MMEETCss MHCTPYKIUS 110 TPUMEHEHHUIO, WJIM PYKOBOJICTBO
[0 DJKCIUIyaTallMH, WM BHU3YyaJIbHbIE CPEACTBA HWHIUKAIUM ONEPALMOHHBIX WU
PEryJIUPOBOYHBIX ITAPAMETPOB MEIUITMHCKOTO M3ICTIHs, TO Takas HHMOPMAIHs TOKHA OBITH
MOHSTHOM IOJb30BATEIIIO.

12. 3amuTa OT pHCKOB, BOZHUKAIOMMX B CBSA3H C HCIOJIB30BAHAEM
MEIVIMHCKHX W3JIeNHii, IpefHa3Ha9eHHBIX IPON3BOUTEIEM

U1 IPAMEHEHW MOJIb30BaTeIIMH, HE AMEIOITAMH

CHEIUAIHOTO MEIUIIMHCKOTO 00pa3oBaHuA

55. MemunuHCKHAE W3IENUs], NPEAHA3HAYCHHbIE NPOU3BOAUTENEM I NTPUMEHEHHUS
[0JIb30BATENSIMUA, HE MMEIOIIMMHU CHEUUATBHOTO MEAULMHCKOTO 00pa3oBaHMUS,
MPOEKTUPYIOTCSI U U3TOTABIMBAIOTCS C YYETOM HABBIKOB U CPEJICTB, JOCTYITHBIX 3TUM JIMIIaM,
TakKUM 00pa3oM, 4TOObl MEIULMHCKHE H3Aenus GYHKIMOHUPOBAIU B COOTBETCTBUH C UX
HA3HAYEHUEM B YCIOBHIX OOBEKTUBHO OKUJAEMBIX JEHCTBUN CO CTOPOHBI 3THUX JIMII.



56. MenuuuHCKUE U3JIeNUs, MPeIHa3HaUYCHHBIC JIJIs IPUMEHEHHUS MMOJb30BaTEIIIMU, HE
UMCIOIMMH  CIIEI[MAIBHOTO  MEJIUIMHCKOTO 00pa3oBaHUs, MPOCKTUPYIOTCS U
M3TOTaBJIMBAIOTCS TAKUM 00pa30oM, 4TOOBI MAKCUMAJIbHO CHU3UThH PHUCK OIIMOKH B IIPOIIECCe
NPUMCHEHUSI MEIUIMHCKUX W3JCIUA, a TakKXke IPH HWHTEPHpPETAllUM pPe3yIbTaTOB
TECTUPOBAHMUSI.

57. MeauIuHCKHE W3AeNns, PeAHa3HauYCHHBIC I TPUMEHCHHUS MT0JIhb30BaTCIIIMH, HE
UMECIONMMH CITeIIHATBFHOTO MEIUIIMHCKOTO 00pa3oBaHUs, IOJDKHBI HMETh, €CIU 3TO
0OBEKTHUBHO BO3MOXHO, (YHKIIUIO MOJATBEPXJIECHHUS TOTO, YTO IPH HMCIIOJIb30BAHUHU 3TH
MEIUIIMHCKUE W3AeHus OyayT (YHKIMOHMPOBATH B COOTBETCTBHU C Ha3HAYCHHEM,
OTIPEICIICHHBIM IPOU3BOIUTEIICM.

13. TpeboBaHMA K MaPKHUPOBKE MEIUINHCKUX H3EIIHAN

58. MapkupoBKa METUITMHCKOTO U3CNIUS IOJDKHA COACPKaTh CIASAYIONIYI0 HHPOPMAIIUIO

1) HaumeHoBaHME U (WJIM) TOPrOBOE€ HAMMEHOBAHUE MEAUIIMHCKOTO U3JIEINS;

2) undopmanus, HeoOxoauMas 11 UACHTU(DUKAIMN MEAUIIMHCKOTO U3/IENHs, a TaKxKe
nH(popMaIus 0 ero Ha3HaYeHUU (TP HEOOXOAUMOCTH);

3) cBeneHUs O MPOM3BOJUTENE, BKIIOYAS MOJTHOE M COKpAUIEHHOE (MPU HAJUYWH)
HaNMEHOBAHUS IOPUIAUYECKOTO JIMIA, MECTO HaxoxKaeHus (pamumus, uMs, OT4ECTBO (TIpU
HaJUYUU)d MECTO XUTEIbCTBA (PU3MUECKOTO JIMIlA, 3apPETHUCTPUPOBAHHOTO B KA4YECTBE
WHAUBHUAYAJTBLHOTO MpEeANPUHUMATENSA), MOYTOBBIA ajpec MNPOU3BOIUTENS, CTpaHa
MPOUCXOKICHUSI MEIUIMHCKOTO u3aenus. [louToBbI agpec MpOU3BOJIUTENST MOXKET HE
YKa3bIBaThC B MAapKUPOBKE, €CIIM OH COJEPKUTCS B MHCTPYKIMU MO MPUMEHEHHIO,
npujaaraeMoi K MeIMIMHCKOMY U3/ICIIHIO.

Ha MenuuuHckue u3aenus, Npou3BeAeHHbIE B TOCYAApCTBE, HE SBISIOMIEMCS YWICHOM
Coro3a, MOKET HAHOCUTHCS JOMOJIHUTENbHAs MapKUpPOBKa, COAEpKallas CBeAeHUs 00
YIIOJJHOMOYEHHOM MPEACTABUTENIEC WHOCTPAHHOTO MPOU3BOJUTEINS, BKIIOYAsA IOJHOE U
COKpallleHHOe (TIpY HaJW4YWKi) HAUMEHOBAHUS IOPUIMYECKOTrO JIMIA, MECTO HaxoXXaeHus (
dbammius, uUMs, OTYECTBO (MPH HAIWYUM)H MECTO KHUTEIbCTBA (U3UUYECKOTO JIHIIA,
3apETUCTPUPOBAHHOTO B KA4€CTBE WHMBUIYATHHOTO MPEAIPUHUMATEIS ), IIOYTOBBIN ajpec
YIIOJJTHOMOYEHHOTO TPEACTaBUTENSl MPOoU3BoAUTENS. JlomonaHUTeNbHAsS MapKUpOBKa HE
JIOJI’KHA CKpPBIBAaTh MapKUPOBKY, COJEPKAIIYIO CBEJECHUS O MPOU3BOIUTEIE MEIUIIMHCKOTO
U3/1eNus;

4) uadopmanus 0 HaJTUYUU B MEIUIIMHCKOM H3/IEIUU JIEKAPCTBEHHBIX CPEJCTB HIIH
OMOJIOTMYECKUX MaTEpHUalioB, a TAKKE HAHOMATEPHUAJIOB, €CIM TaKhue HaHOMATEepUalbl HE
coAepkKaTcsi B CBSI3aHHOM COCTOSIHMM, HCKJIOYAIOIIeM BO3MOKHOCTh HMX MOMNAaJaHus B
OpraHu3M I0JIb30BATENSl MPU HUCIOJIH30BAaHUM MEIMIIMHCKOTO HW3JEIUs MO0 Ha3HAYCHUIO,
OMpEeIeICHHOMY MTPOU3BOIUTEIIEM;



5) Koz (HOMEp) NapTHH WM CEPUMHBIN HOMEP MEIUIIMHCKOTO U3/IEIH;

6) cpok (C ykKa3zaHHEM rojia U MecsIa), 10 UCTEYEHUs] KOTOPOTO MEIUIIMHCKOE U3JIeNINe
MOJKET 0€30ITaCHO MCII0Ib30BaThCS;

7) roA BhIMyCKa MEIUIIMHCKOTO U3JEIHs, €CIM HE yKa3aH CPOK, 10 UCTEUEHHUS KOTOPOTO
MEIULHUHCKOE HM3JEIHE MOKET O€30MacCHO MCIOIb30BATHCS. 1'0J BBIMYCKa MEAULMHCKOTO
U3JIeUS BKIIIOYAETCS] B HOMED MapTUX UK CEPUITHBIM HOMEpP TP YCIOBUH, YTO T'OJl BBIITYCKa
JIETKO UJIEHTU(HUIIMPYETCS B COCTABE TAKOTO HOMEPA;

8) mHpopmaiust 00 0COOBIX YCIOBUSIX XpaHEHUS U (MJIM) OOpaIlIeHHus] MEIUITMHCKOTO
n3jaenust (mpu HEOOXOIUMOCTH);

9) uadopmanys 0 CTEPUILHOCTH MEIUIIMHCKOTO U3AENUs (€CIU MEIUIIMHCKOE U3/IEHe
MOCTABJISIETCS B CTEPUIILHOM BHUJIE)C YKa3aHUEM METO/ia CTEPUIIN3aAlINK;

10) npeaynpexxaeHue Wi MEpPbl MPEIOCTOPOKHOCTU, KOTOPHIE YKA3ZBIBAIOTCS TaKUM
o0pa3oM, 4TOObI IPUBJICYh BHUMAHUE MOJIB30BATElN UM TPETHEro Jula. JTa UHPOpMaIHs
MOXET ObITh CBEJ€HAa K MUHMMyMY B cllyyae, eciau OoJiee AeTalibHas HHOOpManus
COJICP>KUTCS] B MHCTPYKIIMH 110 TPUMEHEHUIO;

11) nadopmarnuss 06 0JHOPA30BOM HCIOJIB30BAHUM MEAMIIMHCKOrO M3Jenus (eciu
MEIULMHCKOE U3JIEIUE IpeIHa3HadYaeTCs JUIsl OJHOPa30BOr0 UCIIOIb30BaHHUS);

12) nndopmaiusi 0 BOCCTAHOBJICHUU MEIULMHCKOIO M3JETUs C yKa3aHHEM 4Hcia
MPOM3BEJICHHBIX IIMKJIOB BOCCTAHOBJIICHUS W JIFOOBIX OTPAHMYCHUN MO YHUCTY IHUKJIOB
BOCCTaHOBJICHUS (€CIM MEIUIMHCKOE W3/eNIue I OJTHOPA30BOTO MCIOJIb30BAHUS SIBISIETCS
BOCCTAHOBJICHHBIM);

13) undopmanus 006 U3TOTOBICHUM MEIUIIMHCKOTO W3JACNHS M0 MHAWBUIYATLHOMY
3aKa3y MOJIb30BATENsl HMCKIIOYMTENBHO MJI1 JUYHOIO IMPUMEHEHUS B COOTBETCTBUHU C
Ha3HAYEHUEM MEJUIIMHCKOTO CIEIMAIIMCTA, BBIIAaHHBIM B TUCbMEHHOHN (hopMme;

14) undopmaius o npeaHa3HAYECHUU MEAUIMHCKOTO M3/ENIUs TOJBKO JIJISl MPOBEICHUS
KIIMHAYECKUX UCTIBITAHUN B IEJISIX PETUCTPAIlUH;

15) undopmanus o npeaHa3HaYEHUU MEIULUHCKOTO U3JIETUS TOJIBKO AJI BBICTABOYHBIX
WM JE€MOHCTPAIIMOHHBIX 1eniell. B aToM cimyyae TpeOoBaHUs MO MapKUPOBKE, YKa3aHHBIE B
noanyHkTax 1 — 14 HacTOsIIEero MyHKTa HE SBJISAIOTCS 003aTEIbHBIMU;

16) unpopmanusa 00 MHAKTUBALMK BO3MOXXHBIX BUPYCOB U JAPYIUX MH(PEKIIHMOHHBIX
areHTOB B MEJMIIMHCKOM H3JIeJIMW, HaHOCHMas B Buje Haanucu "anturena k BUY 1, 2 u
Bupycam renatutoB C u HBsAg oTcyTcTByroT" (€CIM MEIUIMHCKOE U3/ENINE UMEET B CBOEM
COCTaB€ CBHIBOPOTKY (IJIa3My) KPOBHU YEJIOBEKA WIIM 3JIEMEHTHI TKAHU YEJIOBEKA).

59. B ciyyae eciau MEIUUMHCKUE U3IE€NUs WK UX KOMIIOHEHTBI, IpeAHa3HaYEHHbIE IS
BBEJICHUSI B OPraHW3M U BBIBEJCHUSI U3 OpraHM3Ma YesIOBEKa JIEKAPCTBEHHBIX CPEJNICTB,
KUAKOCTEH OpraHnu3Ma Win JPYTUX BEMIECTB JIMOO JJI TPAHCIIOPTUPOBKHU M XPAHEHUS TaKUX
CPEACTB, XUIKOCTEH HIIM BEIIECTB, COJEPKAT BpPEIHBIE BEIIECTBA, OOJIalarOlUMe B
3aBUCUMOCTH OT UX KOHIICHTPALIUU KaHIIEPOT€HHBIMU, MYTareHHBIMU WU TOKCUYHBIMU JIJIS
pPENpOIyKTUBHOM (PYHKLIIMHM CBOMCTBAMH, WM COAEPKAT (PTanarbl, TO TAKHE MEAUIMHCKHE



W3JICNIHSl TIO/IJIeKAT CIIeIuaIbHONM MapKUpPOBKE. DTa CrielMaibHas MapKUPOBKAa HAHOCHUTCS Ha
MEJIUIIMHCKOE U3JICJIUE U €T0 YIaKOBKY JIMOO PU HEOOXOAMMOCTH Ha BHEIIHIOK YIIAKOBKY,
HCIIOIB3YEMYIO JUISI XpaHCHHS M TPAHCTIOPTHPOBKU METUIIMHCKOTO U3CITHS.

60. MapkupoBKa CTEPHIBHBIX W HECTEPUIBHBIX MEIHMIIUHCKUX H3JCIUN JIOKHA
o0ecrieuynBaTh BO3MOKHOCTh Pa3rpaHUUCHUS UICHTUIHBIX WM CXOKHX BUIOB MEIUIIMHCKUX
W3JICNIUM, BBITTYIIICHHBIX B OOpaIlleHUEe B CTEPUIIBHOM U HECTEPUILHOM BHUJIE, U PA3INUaThCs
TakuM 00pa3oM, UTOOBI MOJB30BATEIb MOT C TOMOIIBI0O MAPKUPOBKHU OTIUYUTH CTEPUIHLHOE
MEJIUIIMHCKOE M3/ICJINE OT HECTEPUIILHOTO.

61. MapkupoBka 10/bKHa ObITh HaHECEHAa Ha MeAUIMHCKoe uzaenue. Eciau sTo
HEBO3MOXXHO HJIM HEIIeJIECOO0Pa3HO, MAPKUPOBKA (YaCTUYHO WJIU TOJIHOCTHIO) MOXKET OBITh
HaHeCeHa Ha YMaKOBKY JUIS KaXKJOW €IWHUIIBI MEIUIMHCKOTO u3aenus, u (Wih) Ha
TPYITIOBYIO YITAKOBKY, U (MJIM) HA HHCTPYKIIUIO TIO TPUMEHEHUIO.

62. MapkupoBKa MOXeT OBITh JIONOJHEHAa MH(OpMAIMEH 0 MEIUITMHCKOM H3JCINU B
MalmmHounTaemMoM ¢opmare, B TOM YHUCJIE C HCHOJIb30BAaHUEM PaJUOYACTOTHOMU
UCHTU(DUKAIIMY WIIH IITPUX-KOOB.

63. MeaunuHcKre U3ienus, TPoIIeANIne yCTaHOBIEHHbIE B paMKax Coro3a mpoueaypsl
perucTpariid M TOJATBEPKISHHUS COOTBETCTBUS OOIMUM TpPEOOBaHHSAM OE30MaCHOCTH U
3 (PEKTUBHOCTH METUIIMHCKUX HU3MCINNA, TPEOOBAaHUSAM K BHEIPECHHUIO M TIOJJICPKAHUIO
CHUCTEMBI MEHE/DKMEHTA KaueCcTBa MEIUIIMHCKUX H3JEIUH, Iepe]l BHITYCKOM B oOpaIleHue B
pamkax Coro3za moajiexaT o0s3aTeIbHONM MapKUPOBKE CIENHAIBHBIM 3HAKOM OOpaIleHHs
MEJIUIIMHCKOTO n3/eius Ha peiHke Coro3a (J1anee — crenuaibHbli 3HaK 00pallieHus).

MapkupoBKka crieliMaJibHbIM 3HAaKOM OOpallieHus, HAaHOCHMasi Ha METUIIMHCKOEe U3JIeiue,
BBITTOJIHAETCS JIIOOBIM TEXHOJOTHYECKUM CIIOCOOOM, 00ECIICYMBAIOIINM YETKOE U SICHOE €T0
n300pakeHue B TEUCHHUE BCErO CPpOKa CIIYKOBI (TOJHOCTH ) METUITMHCKOTO M3/ISITHSI.

CrenuanbHbIN 3HAK OOpaleHrs He HAaHOCUTCS Ha MEIMIIMHCKOE U3JIEINE B cllydae, eCiu
9TO TEXHOJOTHYECKH HEBO3MOXKHO MUIM OYJIET MPEACTAaBIATh YIrpo3y KU3HU U 370POBBIO
MOJIb30BaTES.

14. TpeboBaama K nHpOpMamuH, coaepxameiicsa
B HHCTPYKIIMH IO IPUMEHEHUIO MEJUIIMTHCKOTO U3/

64. MHCTpYKIMS 10 TPUMEHEHHIO MOKET OBITh MPEJIOCTAaBIICHA IMOJIb30BATENI0 Ha
OyMakHOM HOcHTENE OO0 B 3JICKTPOHHOM BHUJI€ KaK BMECTE C MEIUIIUMHCKUM H3/ICITHEM, TaK
U OTAETBHO OT HETO, B TOM YHUCIIE TIyTEM pa3MeIIeHUs] HHPOPMALUU Ha dKpaHe, SBISIOIMIEMCS
YaCThIO MEIUIIMHCKOTO W3Jeivs. BbIOpaHHBIA CIIOCOO MPEIoCTaBICHUS MHCTPYKIUH 10
PUMEHEHHIO TOJDKEH OBITh MPUTOJIEH M IOCTYTICH JJIs OJIb30Bateseid. Eciu HmHCTpyKIus 1o
MPUMEHECHUIO TIPEJOCTaBlIeHAa HA HOCHTENE, OTIIMYHOM OT OyMa)XHOTO, MPOW3BOJMTEINb
JOJDKEH TapaHTHUPOBATh, YTO MOTPEOUTENs HHPOPMUPOBAH O CIIOCOOAX:

1) mpocMOTpa HHCTPYKIIUH IO TPUMEHEHUIO;



2) moyty4eHus aKTyalIbHOW BEPCUU MHCTPYKITUU TI0 IPUMEHEHUIO;

3) mosrydeHus: OyMaXKHOW BEPCHHM MHCTPYKITUU TTO IPUMEHEHHIO.

65. UHCTpyKIHs O TPUMEHEHUIO JTOJDKHA COJIEPHKATh CISAYIONIYI0 HH(POPMAIIUIO:

1) HaumMeHOBaHUE U (UJIM) TOPrOBOE HAMMEHOBAHNE MEIUIIMHCKOTO U3/IEIHS;

2) cBeneHUs O MPOU3BOIUTEINIC MEAUITUHCKOTO U3ACNUS U (WJIH) €r0 YIOJTHOMOYCHHOM
npejcTaBuTeNe, BKIIOYash IOJHOE M COKpalleHHoe (Ipu HaJIWMYMM) HauMEHOBAHUS
FOPUIMYECKOTO JIUIA, MECTO HaX0X1eHUd ((pamMuinst, UMsi, OTYECTBO (IPU HATTMYUHU) U MECTO
KUTEIHCTBA (PU3UUECKOTO JIHIlA, 3aPETUCTPUPOBAHHOTO B KA4YE€CTBE HWHAMBUIYATHLHOTO
MIpeApUHUMATEIIS ), TIOYTOBBIN ajipec, HoMepa Tenedona, gakca, aapec AEKTPOHHON MOUTHI
(TTpu HAJIUYUM);

3) Ha3HAauYEHHE MEIUIIMHCKOTO U3JENHS C YKa3aHUEM T0JIb30BaTells (Hampumep, NalyeHT,
MEUIIMHCKUN CHEIUATUCT, (GU3HNYECKOE JIUI0, MPUMEHSIONIEe METUIIMHCKOE U3CIIHE IO
HA3HAYEHUIO, ONIPE/ICTICHHOMY MTPOU3BOIUTEIIEM);

4) pyHKIIMOHAEHBIE XapAaKTEPUCTUKH MEIUIIMHCKOTO W3NS,

5) o0GoOuIeHHbIe PEe3yAbTaThl KIMHUYECKUX HMCHBITAHUN, MPOBEICHHBIX B IEIAX
PETUCTPAK METUITMHCKOTO W3JENUs, WJIH CChIIKA HAa MCTOYHHK, TIe Takas WH(popMarms
JIOCTYITHA JJIS TT0JIh30BaTES;

6) OCTaTOYHbBIC PUCKH, NTPOTHUBOIOKA3aHUS, OKUJIAEMbIE U TIPEJCKa3yeMble MOOOYHBIE
2 peKTh, CBA3aHHBIE C NPUMEHEHHUEM MEIUIMHCKOTO W3JEeIus 10 Ha3HAYCHUIO,
OTIPEJICTICHHOMY TIPOU3BOIUTEIIEM;

7) TEXHUYECKHE XapaKTEPUCTUKH, HEOOXOAMMBIE TOJIH30BATEIIO ISl TPUMEHCHUS
MEIUIIMHCKOTO U3JIeTUs TI0 Ha3HAYEHHIO, ONPECIICHHOMY MPOU3BOIUTEIIEM;

8) nHdopMais 0 HaJIMYUHU JIEKAPCTBEHHOT'O CPEJICTBA, OMOJIOTUUECKOr0o MaTepuaiia u (
WJIM) HaHOMaTepuaa;

9) undopmanus o NoOpsiAKE yCTAHOBKM M BBOJA B AKCILIyaTalMIoO (IpU HEOOXOAUMOCTH), a
TaKXe 0 HEOOXOJIMMOCTH TIPEIBAPUTEIHHON MOJITOTOBKH K UCIOJIH30BAHUIO MEIUIIMHCKOTO
1763 (168

10) cnenuanbpHbIEe TPEOOBAHUS B OTHOIIIEHUH TTOMEIICHUH, CTICIIUAIBHOM MTOATOTOBKHU WJIH
0co00H KBaTU(UKAIIUU MTOJIB30BATENS U (MIIH) TPEThUX JIUIL;

11) uadopmanmsi, HeOOXoaUMAs I MPOBEPKU MPABUIHHOCTH YCTAHOBKUA METUITHHCKOTO
U3JIeNIUsl U ero rOTOBHOCTU K Oe3omacHOM paboTe Mo HAa3HAYECHUIO, ONpPEACICHHOMY
MIPOU3BOJIUTEIIEM, C YKa3aHUEM CJICIYIOIINX CBEICHUMN:

COJIEp)KaHUE W TIEPUOJUYHOCTh TEXHUYECKOTO0 OOCIYyKMBaHUS, BKIIOYAs OYUCTKY U
Ne3UH(GEKIUI0 MEAUITMHCKOTO U3/IeIHS;
HAJIMYHUE PACXOIHBIX KOMIIOHEHTOB MEIUIIMHCKOTO U3/IEIHS U MPOIEAypa UX 3aMEHBI,
HEOO0XO0JAMMOCTh KAIMOPOBKU s 0OecredueHus Hajyiexanied u 0e30nacHoi paboThl
MEJIUIIMHCKOTO U3/l B TEUCHHUE CPOKA €T0 CITYKOBI;
METOJIbl CHWJKEHUSI PUCKOB, CBSI3aHHBIX C YCTAaHOBKOW, KaJIHMOPOBKOW WIIH
00CITyKUBAHUEM METUIIMHCKOTO U3EIIHS;



12) undopmanus o cHenUalbHBIX yCIOBUSX XpaHEHUS U (KMiu) OOCIyKUBaHUS
MEJIUIIMHCKOTO U3JIETHs;

13) undopmariusi o MopsiAKe ACUCTBUIN B Clydae HapYIICHHUsS] CTEPUIHLHON yHMaKOBKU
MEIUIMHCKOTO U3JeNIUs TepeJ] €ro HCMOJb30BaHUEM (€Cld MEAMIIMHCKOE U3/IeNne
MIOCTABJIACTCS] CTEPUIHHBIM);

14) uadopmanis 0 METOJIe CTEPUITU3ALMHN METUITMHCKOTO U3/IeTusl (€CIU MEIUIIMHCKOE
U3JeNNe MOCTABISETCS HECTEPWIHHBIM C yKa3aHUEM HEOOXOAMMOCTU €ro CTepUIU3alluu
nepe/1 UCTOIb30BAHUEM);

15) uadopmarius o Haaiexkaie oopadoTKe METUIIMHCKOTO U3ACIHS AJIsl €T0 TOBTOPHOTO
MCITIOJIb30BAHUS, BKIIOUAsl OUYUCTKY, NE€3MH(EKIINIO, YITAKOBKY M MTPH HEOOXOAMMOCTH METO]T
MOBTOPHOM CTEpUIIM3AIMU (€CIM METUIIMHCKOE U3/IeTIue PeIHa3HAYeHO ISl MHOTOPa30BOTO
WCIIOJIB30BaHUs), a TAK)KE KPUTEPUU HEMIPUTOTHOCTH UCHOJIb30BAHUSI MEAUIIMHCKOTO U3IEIIHS
5

16) uapopmanus, HeoOXoauMas 11l UASHTU(DUKAIUNA MEAUIUHCKUX U3JEIUN C LUEIbIO
noJiydeHus Oe30MacHoi KOMOWHAIMU W WH@POpMaIMs 00 M3BECTHBIX OTPAHUYCHUSIX TIO
COBMECTHOMY HCIMOJIb30BAHUIO MEIMUIIMHCKUX W3ACAUN (11 MEIUIIMHCKUX W3JIENIHH,
MpeHAa3HAYEHHBIX I UCIOJIb30BAaHUSI BMECTE C IPYTMMHU MEAULIMHCKUMHU HU3IAETUAMHU U (
WJIN) ¢ U3JSTUSIMHU OOIIEro Ha3HAYCHHS ),

17) uadopmaris o mpupojae, THIE, a Takke (MpU HEOOXOAUMOCTH) HHTCHCUBHOCTH U
pacrpeneleHud U31y4aeMol MEAUIMHCKUM M3JeIUEM paJuallud M Crnoco0ax 3alluThl
MOJb30BaTENICl WM TPEThbUX JHUIl OT HENPEeJHAMEPEHHOTO H3JIyYeHHUs B Mpolecce
MCIIOJI30BaHUSI MEUIIMHCKOTO U3/IeNUs (€CIM MEAUIIMHCKOE U3/IEIHNE CO3/1a€T ONACHBIN WK
MOTEHIIUAJILHO OMACHBIN YPOBEHb PaJviallii B MEAUIIMHCKUX 1IEJISIX);

18) undopmanus s Mob30BaTeNel (MpeaynpekIeHus, Mephl MPEI0CTOPOKHOCTH,
MpeNPUHUMAEMble B CIydyae HEOOXOJMMOCTH MEPhl U OTPAHUUYCHUSI MPU HUCIOJIb30BAHUU
MEJIUIIMHCKOTO U3/IEHs), BKIIIOYas:

MpEaYTNPEKICHUE, MEPBI MMPEIOCTOPOKHOCTU U (WITK) MEPHI, MPEANPUHUMAEMbIE B CITydae
HEUCTPABHOCTH MEIHUIIMHCKOTO W3JENIHUs WU OTKIOHEHHH B ero (DYHKIIMOHWPOBAHWH,
KOTOpbIE MOTYT BIIUATH Ha 0€30MAaCHOCTh MEAUIIMHCKOTO U3ICIHS;

MpEeaYNpPEKICHUE, MEPHI MMPEIOCTOPOKHOCTU U (MIIM) MEPHI, MPEANPUHUMAEMBIE B CITy4yae
BO3JICHCTBUS Ha (YHKIIMOHUPOBAHHE MEIUIIMHCKOTO H3JEIUs BHEHMIHUX (PAKTOpOB,
CBSI3aHHBIX C MPUMEHEHUEM MEIUIIMHCKOTO HU3JeJIusi B KOMOWHAIUU C JpPyTrUMHU
MEIUIIMHCKUMU U3ACIUSIMU U (W) 000pyJOBaHUEM, WM TaKUX (PaKTOPOB, KaK BHEIIHUE
AJEKTPOMArHUTHBIE TOJIS, DJIEKTPOCTATUYECKUE pas3psibl, H3IydeHHe, armochepHoe
JABIICHUE U €T0 Nepenabl, BIAKHOCTh U TEMIIEpaTypa BO3AyXa;

npeaynpexeHrue, Mepbl MPEAOCTOPOKHOCTH U (UITU) MEPBI, IPEITPUHUMAEMBIE B CITy4yae
MPEJCKa3yeMOro pUCKa AIEKTPOMAarHUTHBIX TOMEX, CO3JJaBAEMbIX MEAUIIMHCKUM HU3/CIHEM



IpU IPOBEJCHUH U OLEHKE Pe3yJbTaTOB CHEIU(PUUECKUX AUATHOCTUYECKUX MCCIIEIOBaHU,
TEparneBTUYECKOTO JICUCHUSI WU MPHU €r0 UCIOJIB30BaHUU (HAMPUMED, DJIEKTPOMArHUTHOE
U3Ty4YeHUEe MEIMIIMHCKOTO U3/eNusl, OKa3bIBatolllee BIUsHIE Ha APYyroe 000py10BaHHE);

CBEJICHUSI 00 OTPaHMYCHMSIX WM HECOBMECTUMOCTH C MEIUIIMHCKUM H3JICIIHEeM
OTJENbHBIX JICKAPCTBEHHBIX CPEACTB WM OMOJIOTMYECKUX MATEPHUATOB(ECIU MEIUIIMHCKOE
u3JieNiie TpeIHa3HAuYCeHO IS BBEACHHUS JICKAPCTBEHHBIX CPEACTB WMIIM OHOJOTMYECKHUX
MaTepHuayoB);

NpEeAYNPEKICHUE, MEPBI MPEIOCTOPOKHOCTH U (MJIM) OTPAaHUYCHHS, CBSI3aHHBIEC C
JIEKapCTBEHHBIMHU BEIECTBAMU WM OWOJIOTMYECKUMHU MaTephalaMH, KOTOPHIE BXOJSAT B
COCTaB MEAUIIMHCKOTO U3JIEIHS;

NpeaynpeXaeHre, CBI3aHHOE C BXOASIIMMH B COCTaB MEIUIIMHCKOTO HW3ICIIHS
KaHIIEPOTCHHBIMY, MYTareHHBIMU WM TOKCUYHBIMH MaTepUalaMU, BO3MOKHOE BBHIJICIICHHE
WIN BBIMBIBAHME KOTOPBIX MPUBOJMUT K CEHCUOMIIM3AIMU, aJUIEPTUYECKON peakiuu WU
OTPHUIATENHHO BIUSET HA PEIPOAYKTUBHYIO (DYHKITHIO;

MpeAyNpexRICHUE WIH MEPHI IPEAOCTOPOKHOCTH, PEANPUHUMAEMBIE MOJIb30BaTEIEM
OpH yTHIA3AIUH MEIUIIMHCKOTO M3ENHsI, TPUHAAIC)KHOCTEH M PacCXOAHBIX MaTEpPUANIOB,
UCIIOJIb3YEMBIX BMECTE C HUM (IIPU HAJIMUMH), BKIIIOYAsl CIEAYIOLIUE CBEICHUS:

MHEKIMOHHAS] UM MUKPOOHAsI OMAaCHOCTh MEIUIIMHCKOTO U3/IEIIUS;

HKOJIOTUYECKAsi OMACHOCTh MEIUIIMHCKOTO HU3/1EIHS;

¢du3ryueckas OMacHOCTb MEAUIUMHCKOTO U3/IETHS;

19) undopmanus o0 0OCTOATENBCTBAX, MPU KOTOPHIX MOIH30BATENb JOJLKEH
POKOHCYJIbTUPOBATHCA C MEIUIMHCKUM CIHEHHATUCTOM (11 MEAUIMHCKUX W3JEIuH,
npeIHa3HAYCHHBIX JIJISl HCTIOIh30BaHUS JIMIIAMU, HE UMEIOIIMMHU MEAUIIMHCKOTO 00pa3oBaHus
);

20) maHHBIC O BBITYCKE WM TIOCIEIHEM IEPECMOTPE HHCTPYKITUHU 110 IPUMEHEHUIO;

21) uadopmanus 0 HeOOXOIUMOCTH HAMPABIEHUS COOOIICHUS TPOU3BOIUTEIIO WIIH €TO
YIOJIHOMOYEHHOMY TMPEJCTABUTEII0O O HEXEIATeNbHBIX COOBITHUSAX, KOTOpPHIE HMEIOT
MPU3HAKHU HEOJAroNpUsITHOTO COOBITHS (MHIIUIEHTA).

66. MHCTpyKUMS MO MPUMEHEHUIO JOJDKHA OBITh COCTaBJIEHA C MCMIOJIb30BAHUEM
TEPMHHOB, IOHATHBIX MOJIb30BATENIO, M MPU HEOOXOAMMOCTH COMPOBOXKIATHCS PUCYHKAMU U
aarpaMMaMHu.

WHCTpyKIusg 1O MPUMEHEHUIO MOXET COJAEpPKaTh OTIEIbHBIE CBEICHHS s
npoecCHOHaNbHBIX U HEMPO(ECCHOHATBHBIX MOJIH30BATENCH.

67. HCTpYKIUS IO MPUMEHEHHUIO MOKET OBITh TIPEJICTABICHA B COKPAIIICHHOM BUC WU
Ha MapKUPOBKE (IIsI MEIUIIMHCKUX U3JIEJIMI KIAaCCOB MOTEHIIUATBLHOTO PUCKA TpUMEHEHUs |
U 2a), eciu MEAUIIMHCKOE U3JIEJTUE MOXKET ObITh UCIOJIb30BaHO 0€30I1aCHO U MO Ha3HAYEHUIO,
OTpeIeTICHHOMY MPOU3BOAUTENEM, 0€3 HHCTPYKIIUHU 0 TPUMEHEHHUIO.

68. OIHOrO HK3EMIUISIpa UHCTPYKIUH TTO MPUMEHEHHUIO MOKET ObITh JOCTaTOYHO, €CIIH
MOCTABJISIETCS] HECKOJIBKO MEAMIIMHCKUX U3IEIUIA OJHOMY MOJIb30BATENIO IO OAHOMY aApECy.



[To TpeOoBaHHIO MOTPEOUTENS MPOU3BOJIUTENb JOJKEH MPEAOCTABUTH JOMOJHUTEIbHBIC
AK3EMIUTAPBI HHCTPYKLIHH 110 IPUMEHEHUIO.

IV. O6mme TpeOoBanma 6e30macHOCTH U 3P PEKTHBHOCTH,
IPUMEHAEMEIE K MEAUIIMHCKUM M3NEJHAAM )11 JUArHOCTHKH in Vitro
1. Xumudeckue, pusniaeckue u OGHOIOrHIECKHE CBOMCTBA
MEIUIWHCKUX W3IEIHAH )11 AUarHOCTHKH in Vitro

69. Ilpu TpOEKTUPOBAHUM U U3TOTOBICHUU MEAUIMHCKUX U3AEIUN JJIsl TUATHOCTUKH 1n
vitro 0co0oe BHUMAHHE JOJKHO YIEISATHCS BO3MOXXHOMY YXYAIICHUIO aHATUTUYECKOU
3(pdEeKTUBHOCTH H3-3a HECOBMECTHMOCTH MPUMEHSEMBIX MaTepuanoB, mpod u (W)
AHAJIUTOB.

70. IIpu nmpoeKTUpOBaHWUU, U3TOTOBJICHUHN M YIMAKOBKE MEAUIIMHCKUX HU3JEIUN NS
TUArHOCTHKHM 1In VItro J0KEeH OBITh MaKCUMaJIbHO CHHIXKEH PHCK, CO3JaBaeMbIit
3arpsA3HSAIONIMMH BEIIECTBAMHM U UX OCTaTKaMH JIJIsl TIOJIb30BaTeNIe U JIUIl, YUYaCTBYIOIIUX B
TPaHCTIOPTUPOBKE, XPAHCHUH, OOCTY)KUBAHUH M UCTIOJIb30BAaHUU METUITMHCKUX U3ACTUN IS
JUArHOCTHUKH 1n Vitro (C y4eToM Ha3HAuY€HUs] MEAMIIMHCKOTO U3ACNUs ISl JUArHOCTUKHU 1n
Vitro, a Tak»ke JUIMTEIHbHOCTH M YaCTOThl BO3/ICMCTBUS STUX BEILIECTB HA OPTaHU3M YEJIOBEKA).

71. Ilpu MpOEKTUPOBAaHUU U U3TOTOBJICHUU MEIUIIMHCKUX U3JIEIUN JUIsl JUArHOCTUKH 1n
Vitro 10KHBI ObITh CHUYKEHBI PUCKHU:

1) cBsi3aHHBIE C ONACHBIMU U (MJIM) BPEAHBIMU BEIIECTBAMU, KOTOPHIE MOTYT BHIMBIBATHCS
WA BBITEKATh W3 MEIUIMHCKOTO HW3JeNus U JUArHOCTUKU 1n Vvitro (C y4eToM Hux
CEHCUOMIM3UPYIONIETO JCUCTBUS, KaHIIEPOTCHHOCTH, MyTareHHOCTU WM OTPHUIATEIHHOTO
BJIMSIHUS HA PENPOAYKTUBHYIO (DYHKIIHIO);

2) cBsI3aHHBIE C HEMPEIHAMEPEHHBIM MOMAJaHUEM B MEAULMHCKOE H3JeNIHe s
JUATHOCTUKHM 1n VItro MOCTOPOHHHMX BEIIECTB(C yYE€TOM Ha3HAYCHHS, OIPENIEIEHHOrO
MPOU3BOAUTENEM, U MPEANOIAraeMbIX YCIOBUM MPUMEHEHUS] MEAUIIMHCKOTO W3JENUs TSt
JTUATrHOCTUKH 1n Vitro).

2. InpeknponHOe 1 MUKPOOHOE 3arpsa3HEHHE
METUIMHCKUAX H3MIENMI I JUArHOCTHKH in Vitro

72. IIpy IpOEKTUPOBAHUHU U U3TOTOBJICHUM MEAUIIMHCKUX U3ACIUN ISl TUarHOCTUKH 1n
vitro pucKk MHGUIMPOBAHUS TMOJb30BATENCH M TPEThUX JIUI] JIOJKEH OBITh YCTpAaHEH WU
CHUYKEH JI0 I0IYCTUMOTO YPOBHSI.

KOoHCTpyKITHs MEAUITMHCKOTO M3EIUs I TMAarHOCTUKY 1n Vitro JT0okKHA 00ecreurnBaTh
MPOCTOTY B OOpalieHUHd U OOCIYyKMBAHUU U MPU HEOOXOAUMOCTU MAKCUMAJIbHO CHU3HUTH
PUCK MHKPOOHBIX YTEUEK M3 MEIUIIMHCKOTO W3MIeNUs JUIs TUArHOCTUKHU in Vvitro u (Win)
MUKPOOHOT'0 BO3JIEUCTBHUS B MPOIECCE UCTIOJIBb30BaHUS, a TAK)Ke MPEAOTBpaIaTh MUKPOOHOE



3arpsi3HEHUE MEIUIIMHCKOTO W3/ENUs JJI1 AUArHOCTUKH In Vitro WM MpoObl MOJIb30BaTeeM
WM TPETHUM JIUIIOM.

73. Ilpu npOEKTUPOBAHUU, U3TOTOBJICHUN W YIIAKOBKE MEAMIIMHCKUX W3JEIUN s
JUArHOCTHKH In Vitro, WMEIOMUX CIICIUAIBHBIH MHUKPOOMOJOTHUYECKHH CTaTyCc B
COOTBETCTBHUU C MAapKHUPOBKOU, JOKHO OBITH TapaHTUPOBAHO, YTO MHUKPOOMOJIOTHUECKUIN
CTaTyc octaercs 6e3 U3MEHEHU Npu COOJIO/ICHUN YCIOBUN TPAHCIIOPTUPOBKH U XpaHEHUS,
OTIPEICIICHHBIX TIPOU3BOIUTEIIEM, IO TEX MOP, MOKA 3alUTHAs yITaKOBKA HE OyIeT HapyIIeHa
WJIM BCKPBITA.

74. CTepwibHBIC MEIUITUHCKUE U3ACIUS TSI TUATHOCTHKY in Vitro 00 MEIUIIMHCKAC
W3JIeTUs Il MUarTHOCTUKHU 1n Vitro, UMEIoNue CrerualbHbIi MUKPOOUOIOTHYECKU CTaTyC,
M3TOTaBJIMBAIOTCS, 00padaTHIBAIOTCS U MTPU HEOOXOIMMOCTH CTEPUITM3YIOTCS ¢ IPUMECHEHHEM
BaJTUMPOBAHHBIX METOJIOB, 00OPYI0BaHMSI, POTIECCOB.

75. MeaunuHckue u3aeaus s JUAarHOCTUKH 1n Vitro, TpeOyrolue CTepuiIn3aliuu,
TIOJIKHBI OBITh M3TOTOBJICHBI B KOHTPOJIUPYEMBIX TIPOU3BOICTBEHHBIX YCIOBHUSX.

76. YiakoBKa HECTEPUIIbHBIX MEIUIIMHCKUX W3JIETUHN ISl JUATHOCTUKH 1n Vitro T0JbKHA
obOecreunBaTh WX IEJIOCTHOCTh W YHCTOTY M B ClIy4ae, €CJIM MEIUIIMHCKOE W3JeNne s
JMATHOCTUKH 1N Vitro JTOJKHO OBITh CTEPUIIM30BAHO TIEPE UCIOJIb30BAHNEM, MAaKCUMAIIbHO
CHU3HUTHh PHCK MHUKPOOHOTO 3arps3HEHUs, IIPU ITOM yIHaKOBKa JOJIKHA OBITH COBMECTUMOM C
METOJ/IOM CTEPHJIN3AINH, YKa3aHHBIM TIPOU3BOIUTEIIEM.

3. MemuuuBCKHE W3S AJI JUArHOCTHKH in vitro,
coZiepKaIIue MaTepHaIbl OHOIOTHIECKOTO IPOMUCXOXKICHHS

77. B ciny4ae eciim MEOULUMHCKUE W3AENAUS I JAUArHOCTUKHU In VItro coaepkar
OMoJIOTHUYECKHE MaTepHanbl >XUBOTHBIX, TO 00paboTKa, XpaHEHHE, TECTUPOBAHUE
OMOJIOTUYECKUX MATEPHAIIOB KUBOTHOTO IMPOUCXOKIACHMS,

a TakXke oOpalleHre ¢ HUMHU JOJDKHBI OCYIECTBIISATHCS TaKUM 00pa3oM, 4TOOBI
oOecreyuTh 6€30MacHOCTb MOIb30BATEIEH U TPETHUX JIUII.

be3omacHOCT, B OTHONIEHWU BUPYCOB, NPYTHX WH()EKIMOHHBIX areHTOB M MHBIX
BO30OyauTesel Oone3Hel, oOmMX AJig 4eloBeKa M KUBOTHBIX, JOJDKHA 00ecreduBaThCs
MOCPEICTBOM NMPUMEHEHHUS BaTUANPOBAHHBIX METOJOB YHUUYTOKCHHS WM WHAKTUBAIIUHA B
X0/ TPOU3BOICTBEHHOTO MpoIecca. Y Ka3aHHbIC BAIUIUPOBAHHBIC METOAbI HE TPUMEHSIOTCS
B OTHOIIICHUH MEIUIIMHCKUX W3JEIHMN JJIs TUATHOCTUKH in Vitro, €CJIn aKTUBHOCTh BUPYCOB H
Ipyrux UHQPEKIMOHHBIX areHTOB O0YCIIOBJIEHA HAa3HAYCHHEM MEIUIIMHCKUX W3ACIUMA IS
JUArHOCTUKHU in Vitro WJIM TPOILEeCC YHUYTOKCHHUS WM WHAKTUBAIMA MOXKET CHH3HTH
3 PEKTUBHOCTH MEIUIIMHCKOT'O M3CIHS ISl JTMArHOCTHUKH in Vitro.

78. B cnywae eciiu MeOUUMHCKUE W3AEAUs J JAUArHOCTUKHU In VItro cojaepkar
OMOJIOTHYECKHE MaTepuajbl YEJIOBEYECKOTO MPOUCXOXKICHUS, TO 00pabOTKa, XpaHCHHE,
TECTUpPOBaHUE U oOOpaleHue ¢ OHOJOTMYECKMMHM MaTepuallaMud 4eJIOBEYECKOTO



MPOUCXOXKIACHHUS JIOJDKHBI OCYIIECTBIATHCS TaKHUM 00pa3oM, dYTOOBI 0OOCCICUYUTH
0€30MacHOCTh MOJTH30BATEIICH M TPETHUX JIHIL.

be3omacHOCTh B OTHOIICHHH BHPYCOB M APYTHX HWHMEKIIMOHHBIX arcHTOB JOJDKHA
o0ecIeuynBaThCs MOCPEICTBOM NMPUMCHCHHS BaTUIUPOBAHHBIX METOJOB YHUUYTOXKCHHS WIIH
WHAKTUBAIIMW B XOJI€ TPOU3BOACTBEHHOTO MPOIecca. Y Ka3aHHbBIE BAIUIUPOBAHHBIC METOIBI
HE TIPUMEHSIOTCS B OTHOIICHWH MEIUIMHCKUX M3JEIUN I AUATHOCTUKHU In Vitro, eciiu
aKTUBHOCTh BUPYCOB M APYTUX HWH(EKIMOHHBIX areHTOB OOYyCJIOBJICHA Ha3HAYCHHUEM
MEJIUIIMHCKUX HU3ACAUNU JJIS JUACHOCTHUKH In VItro MM TPOIECcC YHUUYTOXCHHUS WIIH
WHAKTUBAIIUA MOXKET CHU3HUTH d(PPEKTUBHOCTh MEIUIIMHCKUX M3ACITUN I JUATHOCTUKH in
vitro.

79. B ciaydae eciu MEIUIIMHCKUE W3AEIWs Uil NUArHOCTHKH In Vitro cojepskar
OMOJIOTHYECKHE MaTepHalibl MHUKPOOHOrO IPOMCXOXKICHHSA, TO o0paboTKa, XpaHEHHE,
TECTUPOBAHHE U OOpalleHue ¢ OMOJOTMUYECKHMMH MaTepuallaMu dTOW MPUPOABI JOJIKHBI
OCYIIECTBIISITECSI TaKUM 00Opa3zoM, 4ToObl O0ecneyuTh O€30MacHOCTh MOJIb30BaTeNIe U
TPETHUX JIUII.

be3onacHOCTh B OTHOIICHWHM BUPYCOB M JAPYTHUX MHGPEKIIMOHHBIX areHTOB JOJKHA
o0ecrieunBaThCs MOCPEACTBOM MPUMEHCHHS BAIMIMPOBAHHBIX METOJOB YHHYTOXKCHHS WIIH
WHAKTHBAIIMW B XOJI€ TIPOU3BOJACTBEHHOTO IpoIlecca. YKa3aHHbIC BAIUIUPOBAHHBIC METO/IBI
HE MPHUMECHSIOTCS B OTHOIICHUH MEIUIIMHCKUX HW3JICIHA JJIS JUArHOCTHKH in Vitro, €ciau
aKTUBHOCTb BHUPYCOB M JAPYTrUX HMH(MEKIIMOHHBIX areHTOB OOYCJIOBJIEHA Ha3HAYCHHEM
MEIUIIMHCKUX W3ICIUA IJII JUArHOCTHKH in VItro WM TPOIECC YHUUYTOXEHUS WIIH
MHAKTUBAIIMU MOXKET CHU3HUTH d(PPEKTUBHOCTh MEIUIIMHCKOTO U3ICIUS ISl TUArHOCTUKH 1In
vitro.

4. MenuiTHHCKHE H3ACIHA I)I1 THarHOCTHKH in Vitro,
IPHEMEHAEMBIC B YCIOBHAX BO3ACHCTBUA BHEITHUX ()aKTOPOB

80. MenuuuHckue H3AEAUS ISl JUATHOCTUKU 1n Vitro MPOEKTUPYIOTCS U
M3rOTAaBIMBAIOTCS TaKuM 0Opa3oM, dYTOOBl HMX CcOOpKa, HACTpOHKa, KaauOpoOBKa,
UCIIOJIb30BaHUE U OOCIYKHMBaHUE B YCJIOBHUSX BO3JICMCTBHUS BHEIIHUX (PAKTOpOB OBLIU
MIPOBEICHBI OE30MaCHO.

81. B ciyyae ecim MEIUITMHCKWE U3ACIHS )1l IMATHOCTUKY 1N Vitro mpeHa3HaueHbl IS
MIPUMEHEHUSI B KOMOMHAIIUU C IPYTUMHU MEIUIMHCKUMU U3JIETUAMU U (WJIH) 000pyIOBaHUEM,
BCsl KOMOWHAIIMS, BKJIIOYAs COCIUHUTEIBHYIO CHUCTEMY, JOJKHA OBITh O€30MacHOW U HE
JOJKHA YXYIIATh 3asBJICHHBIC (YHKIIMOHAILHBIC XapaKTEPUCTUKA METUITUHCKUX U3JICTUH
JUI THArHOCTHKH in Vvitro. JItoOble WM3BECTHBIC OTPAaHUYCHHS MO IPHUMEHCHHUIO TaKOH
KOMOMHAIIMK YKa3bIBAIOTCS Ha MAapKUPOBKE M (MJIM) B MHCTPYKIHUH O pUMEHEeHUI0. [1pu
MIPOCKTUPOBAHUN M WU3TOTOBJICHUU COCIUHUTEIHHBIX CHUCTEM JIOJDKHBI OBITh MaKCUMAJIbHO
CHHYKEHBI BO3MOKHBIC PUCKH HEMPABUIILHOTO COCTMHEHUSI.



He nonyckaeTcsi npuMeHeHHe B COCTaBe MEAUIIMHCKOTO U3AENus AJI1 AUArHOCTHKH 1n
Vitro crernuaibHbIX TEXHUYECKUX W (WJIM) MPOTPAMMHBIX CPEACTB, MCKIIOYAIOMIMX HWIIU
OTPaHUYMUBAIOIIUX BO3MOXKHOCTh €ro MCIIOJIb30BAHUSA B KOMOHMHAUHUHM C JPYTUMH
npeHa3HAaYeHHBIMU ISl 3TOT0 MEIUIIMHCKUMHU U3ACIUIMU U (UI1) 000pYI0BAHUEM.

82. MeauuuHckue u3Aenus s JTHArHOCTHUKHM In VItro MNPOEKTHPYITCS U
M3rOTABJIMBAIOTCA TAKUM 00pa3oM, UTOObI YCTPAHUTD UM CHU3UTH JI0 MPUEMIIEMOTO YPOBHSI:

1) puck TpaBMUpPOBaHUS MOJIB30BATENS WIM TPETHHUX JHI B CBA3U C (PU3MUECKUMHU
XapaKTepUCTUKaMH METUIIMHCKOTO U3/IEIHs ISl IUAarHOCTUKY 1n Vitro;

2) pUCK OLIMOKH MPU UCTIOIB30BAHUM MEAUIIMHCKOTO U3/eUs Il JUarHOCTUKH 1n Vitro
U3-32 KOHCTPYKTUBHBIX XapaKTEPUCTUK MIIU YEJIOBEUECKOTO (paKTopa;

3) puCK, CBSA3aHHBIN C OOBEKTUBHO MPEICKA3yEMbIMU BHEIIHUMHU BO3JACUCTBUAMH WU
TaKUMHU OKPYXXAIOIIMMH YCIOBHUSIMH, KaK BHEIIHUE 3JIEKTPOMArHUTHBIE IOJI,
AIEKTPOCTATUYECKUE Pa3pslbl, HU3IyuyeHHE, aTMOC(epHOe IaBJIEHHE U €ro IMepernajsbl,
BJIQ&XKHOCTb U TEMIIEpaTypa BO3yXa;

4) puUCK, CBSI3aHHBIN C UCIIOJIb30BAHUEM METUIIMHCKUX WU3IETUN JUIsl IUarHOCTHKY In Vitro
IIPU KOHTAKTE C MaTEepHAJIaMU, KUAKOCTSIMHU U Ta3aMU, BO3JEHCTBUIO KOTOPHIX METULIUHCKHE
U3JIeNUS Ul TUaTHOCTHKY 1N Vitro MOJBEprarTcs B HOPMAJIbHBIX YCIOBUAX SKCILTyaTalllu;

5) pHCK, CBSI3aHHBIH C BO3MOXXHBIM HETATHBHBIM B3aUMOJICHCTBUEM MEXITY
MPOTPAMMHBIM 00ECIIEUeHHEM MEIUIIMHCKOTO W3JACNHS sl JUArHOCTUKH In Vitro o
YCIIOBUSMH, B KOTOPBIX OHO IKCILTyaTUPYETCS;

6) pUCK CIy4aillHOIrO IOMNAaJaHus MOCTOPOHHHUX BEIIECTB B MEAMIIMHCKHE U3AEIHS IS
MHUATHOCTHKH 1n Vitro;

7) pUCK HENpaBUIbHOW UIEHTU(DUKAIMU TPOO B paMKax JUArHOCTHKU In Vitro;

8) pHUCK B3aUMHBIX IOMEX, CBS3aHHBIX C JPYTUMU YCTpOMCTBaMHu, OOBIYHO
MPUMEHSEMBIMU B JIeU€OHO-TMarHOCTUYECKOM ITPOILIeCCe.

83. MenuuuHCcKue H3AENUs AJs AUArHOCTUKHU In VItro NPOEKTUPYIOTCA HU
M3TOTaBIMBAIOTCS TaKUM 00pa3oM, 4YTOObI YCTPAaHUTh WM MAaKCUMaJIbHO CHU3UTH PUCK
BOCIUIAMEHEHHSI WJIM B3pbIBa B HOPMAJbHBIX YCJIOBUAX JKCIUIyaTallMd WJIM B Cly4ae
eAMHUYHOTO O0TKaza. Ocoboe BHUMaHUE JTOJDKHO YIEIATHCA MEIUIMHCKUM HU3ICIUSIM IS
JUArHOCTHKHU 1N Vitro, IpUMEHSEMBbIM C HCIIOJb30BAHUEM JIETKOBOCIUIAMEHSIOIUXCS WU
B3pPBIBYATHIX BEIIECTB.

84. MeauuuHckue u3Aenus Ajds JUArHOCTUKHM 1n VItro MNPOEKTUPYIOTCS U
M3TOTaBJIMBAIOTCS TAKUM 00pa3oM, YTOOBI CIIOCOOCTBOBATH O€30MAaCHOM YTHUIIH3AIMN OTXO0B
, 00pa30BaBIIMXCS MOCJE UCTIOIB30BAHMS MEAUIIMHCKUX U3AEIUN ISl AMATHOCTUKY 1n Vitro.

5. OyHKIMOHAIBHBIC XapaKTEPUCTHKHA
MEIUIMHCKUX M3IENHi IS JUarHOCTUKH in Vitro



85. MeauuuHckue u3Aenusl s JUATHOCTHKH 1n Vitro MPOEKTUPYIOTCS U
M3rOTaBIMBAIOTCA TaKuM o00pa3oM, 4YTOObl UX (YHKIHOHAJIbHBIE XapaKTEPUCTUKU
0a3upoBaIMCh HAa COOTBETCTBYIOIICH HAyYHOWM M TEXHUYECKOHW OCHOBE. MeEIUIIMHCKHE
W3JIeNIUS IS TMArHOCTHUKY 1n Vitro JOJDKHBI (PYHKIIMOHUPOBATH HA MPOTSHXKEHUH BCETO CPOKa
AKCIUTyaTalli B COOTBETCTBUH C HA3HAUCHHUEM, OTIPEICTICHHBIM TPOU3BOIUTEIIEM, B YACTH:

1) xapakTepucTHK aHATUTUYECKON 3(P(HEKTUBHOCTU: TOUYHOCTH (NMPABUIBHOCTH U
MPEUU3UOHHOCTh), CUCTEMATHYECKasi MOTPEIIHOCTh, aHATUTHUYECKas YyBCTBUTEIbHOCTD,
aHaJTUTUYEeCKas CHenupUUHOCTh, Mpenesl OOHapyKeHUs (JETeKIUu), aHaATUTUYECKUU
JMara3oH, JUHEHHOCTh, TOUKA OTCEUYEHUS, MOBTOPSIEMOCTh, BOCIIPOU3BOIUMOCTh, BKIIHOUAs
YCJIOBUS €€ OINpEeNENICHUs, OMPEEICHHE BO3MOXKHBIX WHTEP(PEPEHTOB HSHIOTCHHOU U
AK30TCHHOM MPUPOIBI U IEPEKPECTHYIO PEAKTUBHOCTb;

0) XapaKTepUCTUK KIMHUIECKON 3((HEKTUBHOCTH: TUATHOCTUYECKAS] YYBCTBUTEIHHOCTb,
JTUArHOCTUYECKasi CHenu(PUYHOCTh, MpeJcKa3zaTeybHas LEHHOCTh MOJIOKUTEIBHOTO U
OTPULATENILHOTO PE3yJbTaTOB, OTHOILICHUE MPaBAONOA00Us, OXHJAAaeMble 3HAUYCHUS B
HOPMAJILHOM WJIU BBIJICIICHHON TTOMYJISIINU.

86. B ciyuae ecnu 3 PEeKTUBHOCTh MEIUIIMHCKUX U3JETUN ISl AMATHOCTUKH 1n Vitro
3aBUCUT OT KanmuOpatopoB U (WJIM) KOHTPOJBHBIX MaTEpPUANIOB, METPOJOTHYECKas
MPOCIEKUBAEMOCTh UX 3HAYEHUH J0HKHA 00ecnednBaThes peepeHTHBIMU METOIaMu U (WU
) umeronMucs peepeHTHBIMUA MaTepuaiaMu 00Jiee BHICOKOTO TTOPSIIKA.

87. UucnoBble 3HAYEHUS PE3YyJbTAaTOB HMCCIEIOBaHHUS 00pa3loB OMOJIOTHYECKUX
MaTepualioB 4YEJIOBEKAa, MOJIyYCHHbIE B paMKax JIUArHOCTUKU 1n Vitro,JOJKHBI OBITh
BBIPA)KEHBI B OOIIEIPUHSITHIX U CTAHIAPTU3UPOBAHHBIX €UHUIIAX.

6. 3amuTa OT H3ITyJeHNA

88. MenuuuHCKUe U3eIus I TUarHOCTUKH 1N Vitro MpOeKTUPYIOTCS, U3TOTaBIMBAIOTCS
M yNaKOBBIBAIOTCS TakUM 0Opa3oM, 4TOObl MUHUMAJBHO MOABEpPraTh IMOJb30BaTElCH U
TPETHUX JIUI] BO3ACHCTBUIO TOTEHIIMAIBLHO OMACHOTO W3TyUYEHHUS.

89. MeauuuHCKUe H3AENUs JJIg JIUArHOCTHKHM 1n Vitro, MpeaHa3HauYeHHbIC IS
TeHEePUPOBAHUS MOTECHIIMATIBHO OMACHOTO M3JyYEHHUs, IPOSKTUPYIOTCA M U3TOTaBIUBAIOTCS
TakuM o0Opa3om, 4TOObI TapaHTHUPOBATh KOHTPOJIb U (WJIM) PETyJIUPOBKY XapaKTEPUCTUK U
KOJINYECTBA UCIYCKAEMOT0 M3Jy4YE€HUsl, U OCHAIIAIOTCS BU3YaJbHBIMU U (W) 3BYKOBBIMU
CpeACTBAMHU MPEIYNPEKACHUS O HATMYNH (AKTUBHOCTH ) TAKOTO U3JTYyUYEHUS.

7. MemumuBaCcKue H31eIrs IS JHarHOCTHKH 1n Vitro,
BKITIOYAOIMKE B ceOs MporpaMMHOe obecreueHue,

¥ aBTOHOMHO€ IPOrpaMMHO€ obecrniedenne, ABAIomeecs
MEIHUITMHCKUM H3ICJIHEM IS JUArHOCTHKH in Vitro



90. MenunuHcKAe U3NEIUS UIA AUATHOCTUKH In Vitro, BKIIOYAlOIIHMe B cels
porpaMMHOE OOecriedeHrne, ¥ aBTOHOMHOE IPOTPaMMHOE OOecCIeueHure, SBIISIOIICeCs
MEIUITUHCKUM H3JICJIMEM IS JUArHOCTHUKHU in Vitro, IPOEKTUPYIOTCS M M3TOTaBIWBAIOTCS
TakuM o0pa3oMm, uToObl oOecneuuBaTh CTAOWIBHOE, HajaexHoe U APdeKTUuBHOE
(YHKIIMOHUPOBAHUE DTUX MEAWIIMHCKUAX W3JIEIUA B COOTBETCTBHHM C Ha3HAYCHHEM,
OIIPEJICIICHHBIM ITPOU3BOAUTEIICM.

8. AKTHBHBIE MEIUIMHCKHE H3NEIHA JJI JUATHOCTHKH in Vitro,
CBS3aHHBIE C HCTOYHHKOM SHEPrUH WIH 000pyIOBaHHEIE
HACTOYHMKOM SHEPIrUd

91. AKTUBHBIE MEAUIIMHCKUE U3JEHUS JUIsl AMATHOCTUKH 1n Vitro, IpU UCIOJIb30BaHUU
KOTOPBIX O€30MaCHOCTh IMOJb30BaTEICH 3aBUCUT OT BHYTPEHHEr0 MCTOYHMKA MUTAHUS,
000pYaYIOTCSl CPEJICTBOM OMNPEEIEHHUS COCTOSHUS NCTOYHUKA TUTaHUSI.

92. AKTUBHBIE MEIUIMHCKUE U3IEIUS JJIsI JUATHOCTUKH in Vitro MPOEKTUPYIOTCS U
M3rOTAaBIMBAIOTCS TakUM 00pa3oM, 4YTOObl MaKCHUMaldbHO CHU3UTh PHUCK CO3JaHUs
AJEKTPOMArHUTHBIX MOJIEH (3JEKTPOMArHUTHBIX TMOMEX), KOTOPbIE MOTYT OTPUILIATEIBHO
CKa3aTbCsl Ha paboTe NPYyrux MEIUUMUHCKUX HU3JeTui, 000pYJIOBaHMS U CPEJCTB CBS3H B
COOTBETCTBHH C X HA3HAYEHUEM.

93. AKTHUBHBIE MEIUIIMHCKUE U3JENUS JJIsI JUATHOCTUKH in Vitro MPOEKTUPYIOTCS U
W3rOTAaBJIMBAIOTCA TaKUM 0Opa3oM, 4YTOOBI OOECIEUYHTh YPOBEHb YCTOMYMBOCTH K
AJIEKTPOMArHUTHBIM  TIOMeXaM  (MIOMEXOYyCTOWYHUBOCTH), OOECINEYMBAIOIMMNN  UX
(YyHKUIMOHUPOBAHUE B COOTBETCTBUH C Ha3HAYEHUEM, ONPEIETICHHBIM MPOU3BOUTEIEM.

94. AXTUBHBIE MEIUIIMHCKHUE U3MEIUS JJIsI JUATHOCTUKH in Vitro MPOEKTUPYIOTCS U
M3TOTABIMBAIOTCA TakUM 00pa3oM, 4YTOObl MAKCUMaJIbHO CHU3UTh PHUCK CIy4ailHOTO
MOpaXEHUs MOJIb30BATEIISI UM TPETHETO JINIA FJIEKTPUUECKUM TOKOM KaK MPU HOPMAJIbHBIX
YCIOBHUSIX DKCIUTyaTalldd MEIUUMHCKOTO HU3Jeusd, Tak M B YCIOBHUSIX €IUHUYHOU
HEUCIIPABHOCTH IPHU YCIOBHH, YTO MEIMLUHCKOE U3/IEIUE YCTAHOBICHO U OOCIYKUBAETCS B
COOTBETCTBHH C YKa3aHUSIMU MTPOU3BOAUTEIIA.

9. 3amuTa OT MEXaHWIECKHUX H TEPMIUIECCKHX PHCKOB

05. MeaunmuHCKHE W3ACIHS JJId JHArHOCTHUKH in Vitro MPOCKTHPYIOTCS H
M3TOTaBIMBAIOTCS TaKUM 00pa3oM, YTOOBI 3alIUTUTh MOJIB30BATENS M TPETHHUX JIUIT OT PUCKa
MEXaHMUYECKHX MOPaKEHUH, CBA3aHHOTO C CONMPOTUBIICHUEM JBKCHHIO, HECTAOMIIBHOCTBIO H
HAJIMYHUEM JIBIDKYIIMXCS YaCTEH B COCTaBE TAKUX MEIUIIMHCKUX W3CITHM.

96. B ciryyae eciy B cOCTaBe MEIUIIMHCKOTO H3JCNHS in Vitro HMEIOTCS ABMKYIITHACCS
JacTH, MPEAyCMaTPUBAIOTCS CPEJCTBAa 3allUTHI IOJIH30BATENIsI OT PUCKA, CBSI3aHHOTO C
BO3MOYKHBIM Pa3pyIICHUEM JBIKYITUXCS YaCTEH UM C UX OTPHIBOM.



97. MeauuuHCKue W3JCIHsS JUIS JHATHOCTHKHM In VItro MPOCKTUPYIOTCS H
M3rOTaBIUBAIOTCS TaKuM 00pa3oM, 4TOObl MaKCUMAJIbHO CHHU3HUTh PUCK, CBSI3aHHBIN C
BHOpaIuei, co3aBaeMo STUMU METUIIMHCKUMH U3JICTUSIMH, ITyTeM IMPUMEHCHHS CPEJICTB,
MO3BOJISIIONIUX OTPAHUYUTH BUOpAILMIO, €CIIM TOJBbKO BHUOpAIus HE SIBISETCA YacThIO
MpeHA3HAYCHUS] TAKUX MEAUIIUMHCKUX U3IEITHI.

908. MeaunuHCKue M3JCIHs JUIS JHATHOCTUKHM In VItro MPOCKTUPYIOTCS H
M3TOTaBIMBAIOTCA TaKUM 00pa3oMm, 4ToObl MAaKCHUMaJIbHO CHHU3UTh PHUCKH, CBSI3aHHBIE C
CO3/IaBa€MbIM IITyMOM, IIyTeM NPUMEHEHUSA(IIPU HEOOXOJIMMOCTH )CPEACTB, HCIIOIb3yEMBbIX
JUTSl YMEHBIIEHUS 1IyMa.

99. KneMMmbl, pa3beMbl, COSAMHUTENIN U APYTUE YCTPOUCTBA MOAKIIOUCHUS MEIUIIMHCKUX
M3ACIUN I TUAarHOCTUKU 1N Vitro K UCTOYHHMKAM 3JIEKTPUUYECKOM, THIPABINUECCKON WU
MMHEBMATUYECKOW DHEPTUM TPOCKTUPYIOTCS M M3TOTABIMBAIOTCS TaKUM 00pa3oM, 4TOOBI
MaKCUMaJIbHO CHU3UTH JIOObIE BO3MOXKHBIC PHUCKH.

100. MeauuuHCKUE W3AENUS ISl AUACHOCTHUKHM In VItro HNPOEKTUPYIOTCS H
W3TOTABJIMBAIOTCA TaKUM 00pa3oM, YTOOBl MaKCUMaJIbHO CHHU3UTh PHCK OIIHOOK,
BO3HUKAIOIINX MPU HEMPABUIBHOM MOJKIIOYEHUH WIH MEPEKIIOUYCHUU BO BpeMsl paOOThI
anmapaTypbl WK JIETAICH B COCTaBE TAKUX MEAUIIMHCKUX U3JICITHM.

101. OTKpBITBICE YAaCTU MEIUIIMHCKUX HW3JEIUN JJis1 JAUArHOCTHUKU 1n vitro (3a
HCKJIIOYEHUEM YacTeW, MpeaHa3HAuYCHHBIX JIJIA TMOJIauM Terla WIIM JTOCTHKEHMS 3aJaHHBIX
3HAUYCHUW TeMIlepaTyp) HE JOJDKHBI JOCTUTaTh IOTEHIHMAIbHO OMACHBIX 3HAYCHUM
TeMIEPaTyp MPU HOPMAIbHBIX YCIOBUSAX HKCILTyaTallUH.

10. 3ammTa OT pHCKOB, CO3AaBACMBIX MEIUIUHCKIMH H3CIHIMUA
JUIS TAArHOCTHKH in vitro, mpegHa3HaYeHHBIMHA 11 CAMOTECTHPOBaHHUA
HOJIb30BaTeIeM MM TeCTUPOBAaHUS BOIM3H MOIH30BaTeNA

102. MeaunuHckue U3AeAus I AUArHOCTUKHU in Vvitro, mpeaHa3HauyeHHBbIC s
CaMOTECTUPOBAHMSI MOJB30BATEIEM WJIM TECTUPOBAHUA BOJHM3M  MOJb30BATENS,
MPOCKTUPYIOTCS U W3TOTABJIMBAIOTCS TaKUM 00pa3oMm, 4yTOObl OHU (DYHKIIMOHHPOBAIU B
COOTBETCTBUU C HAa3HAUYCHUEM, OINPEACICHHBIM MPOU3BOJAUTEIEM, C YUYETOM HaBBIKOB
MOJI30BATEIISI M YCIOBUN SKCILTyaTallud MEAUIIMHCKOTO U3/IEIIHS.

103. MeaunuHckue u3Aeiaus JJjs AUArHOCTUKHU in Vvitro, mpeaHa3HauYCHHbIE JIs
CaMOTECTHPOBAHMS TIOJH30BAaTEIEM MM TECTUPOBAaHUSA BOJHM3M  IOJH30BATENIA,
POCKTUPYIOTCS M M3TOTABIMBAIOTCS TaKUM 00pa3oM, 4TOObl MaKCUMaJbHO CHU3UTH PUCK
OIMMOKH TI0JIb30BAaTEIsA, HE MMEIOMIEr0 CICIHAILHOI0 MEIHIIMHCKOTO OOpa3oBaHHMS, IPHU
NPUMEHEHUH TaKUX MEIUIIMHCKUX U3JICIIUM, a TaKKe MPU 0TOOpE MPod MIIM MHTEPIPETAIINT
pEe3yJIbTaTOB TECTUPOBAHMUSI.

104. MenumuHCKUEe W3ACHUs I JUArHOCTHUKHU in Vitro, mpeaHa3HauYeHHBIC IS
CaMOTECTUPOBAHUS TIOJIH30BATENIEM WM JIJI1 TECTUPOBAHUS BOJIM3U MOJIB30BATENS, JOJIKHBI



UMETh, €CJIH 3TO OOBEKTUBHO BO3MOXKHO, (YHKIIHMIO TOJTBEPKICHUS TOTO, YTO MPHU
WCIIOJIb30BAHUU ATU MEAUIMHCKUE U3Jenusi OyayT (PyHKIMOHUPOBATH B COOTBETCTBUU C
Ha3HAYCHUEM, OIPEICIICHHBIM ITPOU3BOAUTEIIEM.

11. JonomauTeIbHEIE TPEOOBaHHUA K MAPKHPOBKE
MEIUIMHCKUX U30ENIHH T TUArHOCTUKH 1n Vitro

105. B oTHOUIEHMN MEIMIMHCKUX HU3AENHI JJI1 TUArTHOCTUKH 1N Vitro NpUMEHSIOTCS
MOMUMO TpeOOBaHMI K MapKHPOBKE, YKa3aHHBIX B mojpasnene 13 pasnena Il nacrosmux
O6mmx TpeOOoBaHMI, TaKKe OMOJHUTEIbHbIE TpeOOBaHUs, MPEIyCMAaTPUBAIOUIUE, YTO
MapKUpOBKa MEIUIIMHCKUX W3JACNHH Uil JUArHOCTUKU In Vitro JOJKHA COJIEpPKATh
CJIEeIyIOUTYI0 HH(GOPMALIHIO:

1) uadopmarus o mpegHA3HAYEHUN MEIUITUHCKOTO W3NS TS TMarHOCTHUKH 1n Vitro;

2) cBeJleHHUsI 0 Macce(HETTO) COJIEPKUMOTO (B €IMHUIIAX Beca UM 00beMa), KOJIMYECTBE
€MHUI] WIN 000 KOMOMHAIIMU TOKa3zaTeled, KOTOpbIe TOYHO OTPa)XaroT COJAEp:KaHue
yHaKOBKHU (IIPH HAJTUYHUH );

3) cBefeHUsI 00 OCHOBHBIX MHTPEAMEHTAX, COJCPIKAIIUXCS B YITAKOBKE MEIUIIUHCKOTO
W3eUs Iy JUarHOCTUKH 1n Vitro;

4) 3HaK IpenynpexIeHus 00 ONaCHOCTH, €CJIM MEAUIIMHCKOE U3JIeTUe JUIsl AMarHOCTUKH
in Vitro COACP>KHUT OIACHBIC BEIICCTBA;
5) undopManus O CHeruagsbHOM MHUKPOOHOJIOTHUYECKOM CTaTyC€ WIIU YUCTOTE
MEJIUIIMHCKOTO U3EIUS JJIsl AMArHOCTUKY 1n Vitro (Ipu He0OXOUMOCTH);
6) uHdopmalus o IpeaHa3HAYCHUU MEAUIIMHCKOTO U3IeNus sl JUAarHOCTUKH 1n Vitro
IUIsL CAMOTECTUPOBAHUS MOJIb30BaTENIEM WM JJIsl TECTUPOBAaHUS BOJIU3U MOJIb30BaATENS (IIPU
HaJM4un).

12. TpeboBaama k HHGOpMAINH, COAEPIKAMENHCA B HHCTPYKIIUA
[0 IPAMEHEHUIO MEUIMHCKOTO W3AEIHA I AUArHOCTUKH in Vitro

106. MHCTpYKIHMS IO TPUMEHEHUIO MEIUIIMHCKOTO U3IENUS sl TUarHOCTUKH 1N Vitro
JOJIKHA COJIEPKATh CIAEAYIONIY0 HHPOPMAIIUIO:
1) naumeHoBaHue U (WJIKM) TOPTOBOE HAMMEHOBAHHE MEIMUIIMHCKOTO W3JETUs AJis
MHUATHOCTHKH 1N Vitro;

2) cBeZieHUs O TPOU3BOIUTEINEC METUIIMHCKOTO U3IEIUs sl AMArHOCTUKY 1n Vitro v (Uiin)
€ro yrmoJIHOMOYEHHOM IpEJCTAaBUTEINe, BKIIIOYAsl TMOJHOE M COKpaIlleHHOEe (TpU HaJU4uN)
HaNMEHOBAHUS IOPUIAYECKOTO JIMIA, MECTO HaxoxXaeHus (pamuius, uMs, OT4ecTBO (TIpU
HaJUYUU) U MECTO JKUTEIbCTBA (DU3UYECKOrO JIMIA, 3apPETUCTPUPOBAHHOTO B KauyeCTBE
UHAMBUYyaJIbHOTO MpEINpUHUMATENsl), TOUYTOBBIN ajpec, HoMepa TenedoHa, dakca, aapec
AJIIEKTPOHHOM MOYTHI (IIPU HAIMYHUN);

3) Ha3HAYEHWE METUIIMHCKOTO U3/ JUIsl IUarHOCTHKY 1n Vitro, B TOM YHUCJIE:



(GyHKIIMOHAIBPHOEC HA3HAYCHHE;
OMHUCAHUE TOTO, YTO OMNpeEsieTcs U (UIIN) UBMEPSIETCS;

crienu(UIeCcKoe pacCTPOHCTBO, COCTOSHUE WIH (PaKTOp pHCKa I oOHApYKEHUS,
omnpeaesieHus: Wik JudPepeHIIUPOBaHUS KOTOPOro MpeHa3HAYEHO MEAUIIMHCKOE U3JeTue
JUTSl AMArHOCTHKY 1n Vitro (Mpyu HEOOXOIUMOCTH);

npeaHa3HaYeHUE MEAUITUHCKOTO U3CUS JIJIs TUAarHOCTUKY 1n Vitro IS KaueCTBEHHBIX,
MOJTYKOJIMYECTBEHHBIX WJIM KOJIMUECTBEHHBIX ONPE/ICTICHUT;
THUII aHATM3UPYEMOT0 00pasiia;
4) uadopmalnus 0 IpeaHaA3HAYCHUN MEIULIMHCKOTO U3JeIus ISl TUarHOCTUKHU 1N Vitro
JUTSL KITMHAYECKOM JTabopaTOPHOM TUarHOCTHKH;

5) Ha3HauYeHHWE MEAMIIMHCKOTO W3JACHus sl JUArHOCTHKM In VItro ¢ ykKazaHUEM
MOJb30BaTes (HampuMep, MalMeHT, MEIMIIMHCKHN CIEeIUaINCT, (H3UYECKOE JIHIIO,
IPUMEHSIOIIEe MEIUIIMHCKOE U3/IeNIUE 110 Ha3HAYEHUIO, OTIPE/ISICHHOMY ITPOU3BOIUTEIIEM);

6) NPUHIINI TECTA;
7) onycaHKe peareHToB, KaTMOPaTOPOB U KOHTPOJIBHBIX MaTEPHUAJIOB;

8) mepeyeHb MaTepHUaAJOB M CIEIUAbHBIX MaTepHaIoB, KOTOPhIE TPEOYIOTCS IS
MIPOBEJICHUS TECTUPOBaHUs (aHAIU3a), HO HE COAEPIKATCS

B KOMIIJICKTE IMOCTAaBKH MEIUIIMHCKOTO MU3ICNIHS I JUarHOCTHKH in Vitro;

9) nns MEIUIMHCKUX H3IASIWH IS NHArHOCTHKH in Vitro, mpeaHa3HAYCHHBIX IS
UCIIOJIb30BaHUSA B KOMOWUHALMU C JPYTUMHU MEIUIIMHCKUMH HU3JCIHUSIMH, BKIIIOUYAs
MEIUIIMHCKAE W3IETUsS Il TUATHOCTUKH In vitro, — nHpopMamus st uiaeHTUDUKAIIH
MEUIMHCKUX U3JICTTUN C LEeJIbI0 MOoJydeHus: 6e30nacHo KOMOUHAMY U (MK )uHOOpMaIHs
00 U3BECTHBIX OTPAHUYCHHUSIX 10 COBMECTHOMY MCIOJIb30BAHUIO METUIIMHCKUX W3/ICIINH;

10) cBeneHusi 0 cHEUHUANbHBIX YCJIOBUSX XpaHEHUs (HANpUMeEp, TEMIEpaTypa u
BJI&KHOCTb BO3/lyXa, OCBEIIEHUE U Ap.) U (W) 0OpalleHus Mojb30BaTeael ¢ MEAUIIMHCKUM
H3JIEUEM 1N Vitro;

11) cBegeHus 0 XapaKTEPUCTUKAX CTAOUIBHOCTH MEIMIIMHCKOTO H3JENHS IS
JTUATHOCTUKH 1n Vitro (HampuMep, yCJIOBHUS XpaHEHHUs, CPOK TOJHOCTH TOCIE IMEPBOTO
BCKPBITHS IEPBUYHOTIO KOHTEHHEPA), a TAKKE YCIOBUAX XPAaHEHHUS M CTAOMILHOCTH Paboumnx
pacTBOpPOB (IIpH HEOOXOAUMOCTH);

12) nadopmarusi 0 CTEpUIBHOM COCTOSIHUM, METOJIC CTEPUJIM3ALMU U O TOPSJIKE
NEUCTBUN B CiIydyae HapyIIEHUsI CTEPUIHbHOM YIMAaKOBKHU (€CIM MEAUIIMHCKOE U3JIeNue s
JTUATHOCTUKH 1N Vitro MOCTaBISETCS B CTEPHIIBHOM BU/IE);

13) undopmanus s nosib3oBarenen (MpeaynpexaeHus, Mepbl IPeI0CTOPOKHOCTH,
MpeanpuHUMaeMble B CJIydae HEOOXOJAMMOCTH MEPhl U OTpPaHUYCHUS MPU HCIOJIH30BAHUHU
MEJUIMHCKOTO U3CIHS JJIsl AMAarHOCTUKH 1N Vitro), BKIIOYas:

MpEaYNPEKICHUE, MEPHI MMPETIOCTOPOKHOCTU U (UIIM) MEPHI, MPEANPUHUMAEMBIE B CITy4yae
c00s WJIM OTKJIOHEHUH B (DYHKIIMOHUPOBAHUHU MEIUIIMHCKOTO M3ACIHS IS TUarHOCTUKH 1n
Vitro, onpeensieMbIX 0 BHEITHUM MPU3HAKAM;



NpeayNpeKICHHE, MEPHl PEIOCTOPOKHOCTH U (MIJIM) MEpHI, MPEeANPUHIMAEMbIC B
OTHOIIECHUU TaKHWX MPEACKAa3yeMbIX BHEITHUX (PAaKTOPOB, KaK BHEITHHE DJICKTPOMArHUTHBIC
TOJISI, AIIEKTPOCTATUUECKHUE Pa3psAJIbl, U3IyUEHUE, aTMOC(EepHOE TaBICHHUE U €ro Tepenaipl,
BJIQXHOCTh U TEMITepaTypa BO3yXa;

MpeayPEXICHUE, MEPBI MPEOCTOPOKHOCTH ¥ (UITH) MEPBI, IPEIITPUHUMAEMEIE B CITy4dae
IpeICKa3yeMOro PUCKa AJIEKTPOMATHUTHBIX MTOMEX, CO3/1aBA€MbIX MEAUIIUMHCKUM H3ICIHEM
JUTSI TUATHOCTHKU in Vitro JUisl ApYTUX MEIUIMHCKAX W3S, 000pyIOBaHUS W CPEACTB
CBSI3H;

NpEeAYNPEKICHUE, CBI3aHHOE C BXOSAIIUMH B COCTAB MEIUIIMHCKOTO W3S IS
JMArHOCTUKH 1N Vitro MaTepualiaMu, KOTOPHIE SBISIOTCS KaHIEPOTEHHBIMHU, MyTareHHbIMH
WM TOKCHYHBIMH JHOO TPHUBOIAT K CEHCHOWIW3AIMHU, aJUIEPTHYECKON peakiuu WIu
OTPHUIIATEIHHO BIUAIOT HAa PEMPOTyKTUBHYIO (PYHKITHIO;

npeaynpekIeHre, Mepbl MPEJOCTOPOKHOCTH U (MJIM) MEphI, NpEeANPUHIMAEMbIE B
OTHOIIEHUHY TMOTESHIIMAIFHO WH(EKIIMOHHOTO MaTepHalia, COACPKAIErocsi B MEAUITMTHCKOM
U3JICTINH J1s1 JUArHOCTUKH 1n Vitro;

14) nndopmanus o npegHa3sHAYCHUH MEIUIUHCKOTO U3IEIUs ISl TUarHOCTUKY 1n Vitro
JUTSL OJTHOPA30BOT0 UCTIOIH30BaHNUS,

15) uadopmarius o HajuIexKaIIe oOpaboTKe MEAUITUHCKOTO U3IEIUS IJIs TUarHOCTUKH 1n
Vitro JJis €ero MOBTOPHOTO HCIIOJIB30BAHUS, BKIIIOYAs] OYUCTKY, NE3UH(EKINI0, YIAaKOBKY H
npy HEOOXOJIMMOCTH METOJ MOBTOPHOM CTepUIM3alMK (€CIu MEIUIMHCKOE W3JeNnue IS
JUArHOCTUKH 1n Vitro mpeIHa3HaueHo IS MHOTOPA30BOT0 UCIOJIb30BAHUS);

16) cnenuanbHbie TPEOOBAHMS B OTHOUIEHUU TOMEIICHHM, CTIeIIMaTbHON OATOTOBKH WIIH
0co00# KBanM(UKAIIUU MMOJIH30BaTENS U (WIH) TPEThUX JUIL (TP HEOOXOAMMOCTH);

17) nuadopmanus 00 yCIOBUIX, HECOOXOIUMBIX 111 cOopa, 0OpadOTKH M MOATOTOBKH
00pasnoB, JaHHBIC TIO CTAOMIBLHOCTH aHAJTU3UPYEMBIX 00pa3IOB, B TOM YHCJIEC YCIOBHUS U
JUTUTEITLHOCTh XpaHEHUSs!, YCIOBUS TPAHCIIOPTUPOBKH, OTPAHUYCHHUSI IO IIUKIJIAM 3aMOPO3KH (
pa3MopakruBaHus);

18) moapoOHas nHMOpMAITKS O TOATOTOBKE K MCIOJIBb30BAHUIO METUITMHCKOTO U3ACIUS
JUIS. JUarHOCTHUKH 1N VItro;

19) uadopmanwsi, HeOOX0oaUMAs IS MPOBEPKU MPABUIHHOCTH YCTAHOBKUA METUITHHCKOTO
U3JIeUS JUIsl AMArHOCTUKH in VItro ¥ €ro roTOBHOCTU K 0€30macHoi padoTe 1o Ha3HAYEHHUIO,
OMPEICICHHOMY MTPOU3BOIUTEINIEM, C YKa3aHUEM CJICAYIOIINX CBEJCHUMN:

COJIEp)KaHUE W TIEPUOJUYHOCTh TEXHUYECKOTO0 OOCIYyKMBaHUS, BKIIOYAs OYUCTKY U
NE3UH(EKITNI0 METUIIMHCKOTO M3ICIIHS;

HEO0OXOUMOCTh KaJTUOPOBKHU NJisi OoOecreueHus HajIexalie u 6e3omacHo paboTh
MEAUIIMHCKOTO U3JIeTuUs AJI TUAarHOCTUKH 1n Vitro B TEYEHUE CPOKa €ro CIIYKOBbI;

METOJBl CHI)KCHHS PHUCKOB, CBS3aHHBIX C YCTaHOBKOW, KaauOpPOBKOW WU
00CTy’>)KHUBaHUEM MEJIUIIMHCKOTO U3IEHS ISl JUArHOCTUKH 1n Vitro;

20) peKOMEHIAINK B OTHOIICHUH MPOTICAYP KOHTPOJISI KAYeCTBA TPU HEOOXOAMMOCTH;



21) undopmanus 0 IpOCIEIKUBAEMOCTH 3HAYCHUHN, 3aJIaHHBIX I KaTHOpPaTOPOB WU
KOHTPOJIbHBIX ~MaTE€pUaJIOB, KOTOpass O0OEcCleunBaeTcsi TMOCPEACTBOM JIOCTYMHBIX
pedepeHTHBIX METOIUK (METOJIOB) U3MEPEHHUS U (UJTH) 3TAJIOHOB;

22) mpouenypa TECTUPOBAHMS, BKJIIOYAs pacueThl U MHTEPIPETAIUU PE3YJIbTATOB
TECTUPOBAHUS, W MPU HEOOXOIUMOCTH HH(pOpMaLUi O IeI1ecO00pa3HOCTH MPOBEICHUS
MOJITBEPKAAIOIIUX TECTOB;

23) XapakTepUCTUKU AHAIUTUYECKOW S(PPEKTUBHOCTH: YYBCTBUTEIBHOCTb,
crenu(UIHOCTh, MPABUIBHOCTh, TMOBTOPSEMOCTb, BOCHPOU3BOAUMOCTD, MpEAe
oOHapyxeHus (JeTeKIMU) M Iuana3oH U3MEpPeHHs, BKIOYas UHPOPMALHUIO O BIUSHHUU
U3BECTHBIX MHTEP(PEPEHTOB, 00 OrpaHUUYEHUSX METOJa U MCIOJIb30BAHUHU JOCTYITHBIX
pedepeHTHBIX MaTepUaioB U METOJIOB aHaJK3a (M0 MPUMEHUMOCTH);

24) XapaKTepUCTHKH KIMHUYECKON J(PGHEKTUBHOCTH: TUATHOCTHUYECKAS
YYBCTBUTEJIBHOCTh U JJUATHOCTUYECKAS CIEUPUIHOCTD (TIpU HEOOXOAMMOCTH);

25) duonornyeckuid pepepeHTHBIA NHTEPBAI PU HEOOXOAUMOCTH;

26) undopmartius 00 UHTEpPEPUPYIOLIUX BEIIECTBAX WM OIPAHUYCHUSIX, CBSI3aHHBIX C
po0oil, KOTOpbIE MOTYT HMOBJIMTH Ha PE3YJIbTAT UCCIIEIOBAHUS;

27) mpenynpexacHue U (Wi )CreualbHble MEphl MPEAOCTOPOKHOCTH B OTHOIICHUH
0e30MacHOM YTWIM3AaUUM MEIMIMHCKOTO HW3JAeNusl s JUAarHOCTUKU 1n Vitro u
MPUHAISKHOCTEH(TIPU HAJIMYNUM), KOTOPBIE MPU HEOOXOJMMOCTH JOJDKHBI OXBAaTHIBATH
cienytouue GakTophbl:

MH(EKIIMOHHBIE WJIM MUKPOOHBIE PUCKH, B TOM YHCJE€ BO3MOXHOCTbH 3arpsA3HECHUS
PACXOHBIX MaTEPUAIOB HH(MDEKIIMOHHBIMUA areHTaMHU YEJIOBEYECKOTO ITPOUCXOKICHUS;

JKOJIOTUYECKUE PUCKH, CBSI3aHHBIE C MOTEHLHAIbHO ONACHBIMU MaTepUallaMH U
BEILECTBAMU;

(du3nyUecKre pucku, B TOM YHCII€ BO3MOKHOCTh B3pbIBA WJIM BO3TOPAHMUS;

28) B OTHOILIEHUU MEAULIMHCKOTO U3IENHS ISl TUarHOCTUKY 1n Vitro, MpeIHa3HauYeHHOTO
JUISl CAaMOTECTUPOBAHMUSI MOJIH30BATENIEM WM TECTUPOBAHUS BOJM3U MOJIB30BATENS, TaKkKe
CJIETyIOLIUE CBEACHUS:

noapoOHas uHGOpMAIIMS O MPOoLeaype TECTUPOBaHUS (ITOATOTOBKA peareHToB, 0TOOP (
MOATOTOBKA) MPOOBI, MOPAJIOK BBIIIOJHEHUSI U UHTEPIPETALMS PE3YyJIbTaTOB TECTUPOBAHHUSA );

pPEKOMEHJAIlM OTHOCUTENIBHO JCHCTBUM MOJIB30BATENSI B CIydae MOJIOKUTEIBHOIO,
OTPULATENBHOTO WJIK HEONPEIETIEHHOT O pe3yJbTaTa TECTUPOBAHNUS;

uH(pOpMaIus O MOTPEHTHOCTAX TECTAa U BO3MOKHOCTH MOIYYECHHUS JIO’KHOMOJIOKUTEIbHBIX
WM JIOXKHOOTPHUIATENBHBIX PE3YJIbTATOB TECTUPOBAHUSA, & TAK)KE€ OTHOCUTENBHO (haKTOPOB,
BIIMSIIOLIMX HA pe3yJIbTaT TECTUPOBAHUS,

uH(popMaIus 0 HEJOMYCTUMOCTH IPUHATHUS MOJIH30BATEIEM MEIUIIMHCKUX pElIeHU 6e3
MIPEABAPUTEIEHON KOHCYJIbTAlUN ¢ MEJUIUHCKUM CIIELIMAIACTOM;

29) naHHbBIE O BBIYCKE UITM TIOCIETHEM IEPECMOTPE UHCTPYKIIMH 110 TPUMEHEHUIO;



30) undopmarsa 0 HEOOXOJUMOCTH HAIIPABICHUS COOOIICHUS TTPOU3BOJIUTEIIO WIIH €TO
YIIOJHOMOYEHHOMY TMPEACTABUTENII0 O HEXEIaTeIbHbIX COOBITUSAX, KOTOPBIE HMEIOT
MPU3HAKN HEOIArOMPUSATHOTO COOBITHS (MHIIMICHTA).

107. MucTpyKIMs IO MPUMEHEHUIO MOKET OBITh MPEJICTaBICHA B COKPAIIEHHOM BHUJEC WU
Ha MapKUPOBKE (I MEAUIMHCKUX W3ICJIUN ISl JUATHOCTHKHA in Vitro KJIacCoB
NOTEHI[MAJIBLHOIO pUCKA MpUMEHEeHus | u 2a), ecinu MEeAUIIMHCKOE H3JENINEe MOXKET OBITh
UCIIOJIBb30BaHO O€30MacHO M IO Ha3HAYEHMIO, ONPEACIICHHOMY NpPOU3BOAUTENEM, O€3
MHCTPYKIIMH IO MPUMEHEHUIO.

108. OnHOro ’K3eMIUIsIpa UHCTPYKIIMH 110 MPUMEHEHUIO MOXKET ObITh 10CTaTOYHO, €CIU
MOCTABIJISIETCA HECKOJIBKO MEIUIMHCKUX HW3JCNHN N1 JUATHOCTUKHU 1n VItro OJHOMY
MOJI30BATENIO 10 0AHOMY azpecy. [1o TpeboBaHUIO OTPEeOUTENS TPOU3BOAUTEND JIOTKEH
MPEAOCTABUTD JIOMOJIHUTENBHBIE SK3EMIUISIPhl HHCTPYKIIUU IO TPUMEHEHHUIO.

V. Jloka3aTensCTBa COOTBETCTBHA MEAUITHHCKHAX H3CITHA
o6mwM TpeboBaHMIM 0€30I1aCHOCTH ¥ 2P PEKTHBHOCTH

B IEJIIX PETHCTPAIHH

109. CooTBeTCTBHME MEIUIMHCKOTO H3Aeausi HacTosmuM OOmum TpeOOBAHUIM
obecrieynBaeTCs BBIMIOJTHEHHEM YCTAHOBJICHHBIX OSTHM JOKYMEHTOM TpeOOBaHMI
HEMOCPEJICTBEHHO JTMOO BBIMOJHEHUEM TPEOOBaHUMN CTaHIAAPTOB, BKIIOYEHHBIX B MEPEUCHb
CTaHJIapTOB, B pe3yJIbTaTe MPUMEHEHHUS KOTOPHIX HA JOOPOBOJIHLHON OCHOBE MOJHOCTHIO WUJTU
YaCTHUYHO OOecreynBaeTcs coOM0/IEHHE COOTBETCTBHUS MEIUIIMHCKOTO M3JIENIHs HACTOSIIUM
OO6muM TpeboBaHUAM (J1ajiee — MEPEUCHbD ).

110. [Tepeyens GpopMupyeTcsi Ha OCHOBAHUH MPEJIOKEHUN YITOTHOMOYEHHBIX OPraHOB
rocyJapCTB-WICHOB, NpPUHHUMAETCs pekoMeHaanueid Komuccum 1o COrjacoBaHHUIO C
rocyJ1IapCTBAMHU-WICHAMH U MOJICKUT aKTyaJIM3aluK 10 Mepe HEOOXOIUMOCTH.

[Topsimok popmMupoBaHus IepeuHs MpuHUMaeTcs pekomenaalueit Komuccuu.

JI71s1 BKITIOUEHHMS CTaHIapTOB B MEPEUEHb YIOJHOMOYEHHBIE OPTaHbl TOCYAapCTB-YWICHOB
npenctaBisiioT B Komuccuto cBenenus no ¢Gopme coriiacHo mpuiioxeHuto Ne 1.

111. B nensix peructpaiuyu COOTBETCTBUE MEAUIIMHCKOTO U3JieNus HacToAmuM OOmum
TpeOOBaHHSIM TOATBEPKAACTCS MPOUZBOAUTENEM WU €ro  yHNOJIHOMOUYEHHBIM
MpeACTaBUTEIEM IOCPEACTBOM TMPEACTABJICHHUS B  YINOJHOMOYEHHBIH  OpraH
rocyJlapcTBa-ujieHa CBEJICHUM O COOJIIOJCHUM YCTAHOBIICHHBIX TpeOoBaHwil 1o (opme
corinacHo mnpuioxeHuto Ne 2. VkazanHas (opma 3alojHIETCS B COOTBETCTBUM C
YCTaHOBJICHHBIM MOPSIKOM.

112. [doka3aTenbCcTBa COOTBETCTBUS MEAULMHCKOrO H3IEIUSA IOJOKECHUSM,
YCTAHOBJICHHBIM MyHKTaMmu 3, 6 u 8 Hactosmux OOumx TpeOoBaHUM, JOJKHBI BKIIOYAThH

KJIMHHYECKOE 00OCHOBAHHE Ha OCHOBE KIIMHHUYECKUX JaHHBIX O MCAUITMHCKOM HU3ACINH.

ITPMJIOXKEHUME Ne 1
k O6mmM TpeboBaHUsIM O€30MaCHOCTH



1 3QPEKTUBHOCTH METUIIMHCKUAX
u3JIenuid, TpeOOBAHUAM K UX
MapKUPOBKE U SKCILTYaTAIUOHHOM
JOKyMEHTAIMN Ha HUX

®OPMA

IPEICTaBICHHUS CBEACHUM I BKIIIOYCHUS CTAHIapPTOB

B IIEpe9YCHb CTAHZIAPTOB, B pe3yJIbTaTe IPHMEHECHHA KOTOPHIX

Ha J0OPOBOJIGHOM OCHOBE MOJIHOCTHIO WJIM YaCTUIHO 00ecIeInBacTCs
co0monenne COOTBETCTBUA MEIUITMHCKOTO H3eia TpeOOBaHNAM
6e3omacHocTH B 3)(PEKTHBHOCTH MEIUIIMHCKUX M3IEIIHiA

O6o3HaueHue HanmenoBanne  Jlata BBemenuss B Ilpumensembie pasgensr [lyakr  OOmux
cTaHaapTa CTaHaapTa JIeHCTBUE cranaapra* TpeboBaHuit**
1 2 3 4 5

* Vka3bIBalOTCSl MPUMEHSIEMbIE pa3fesibl CTaHapTa, eClu He BCE pa3/elibl CTaHaapTa
o0ecneuynBaroT IPE3yMIILIHI0 COOTBETCTBUS MEAUIMHCKOro u3aenus OOmuM TpeOOBaHUIM
6e3onacHOCTH U 3()(PEKTUBHOCTU MENULIMHCKUX M3/IEIUM, TPEOOBAHUAM K UX MapKUPOBKE U
DKCIUTyaTallMOHHOM JOKYMEHTALMU Ha HUX, yTBEpKAeHHbIM Pemennem Coera EBpasuiickoil
AKOHOMHUYECKOU komuccuu ot 12 despans 2016 r. Ne 27.

** Vka3pIBaeTCs COOTBETCTBYIOIIMI MyHKT OOmmx TpeboBaHuii 0€30MaCHOCTH H
3(pPEeKTUBHOCTH MEIMUMUHCKUX HU3JeNui, TpeOOBaHUW K MX MapKUPOBKE U
AKCIUTYaTallMOHHOW JOKYMEHTAllUM Ha HUX, yTBepxkAeHHbIX Pemenuem Coseta EBpasuiickoii
SKOHOMHUYECKOM komuccuu ot 12 ¢eBpans 2016 1. Ne 27, KOTOpbIH BBINOJHAETCS MpU

MPUMEHEHUH pa3jelia CTaHAapTa, yKa3aHHOTOo B rpade 4 HacTosmeil (opMEI.

IMPUJIOXEHUE Ne 2
Kk OOmuM TpeOoBaHUAM 0€30ITacHOCTH
1 3P PEKTHBHOCTH METUITMHCKUAX
W31, TPEOOBAHUAM K HX
MapKHPOBKE U IKCILTyaTallMOHHON
JIOKYMCHTAITUHM Ha HUX

@opma NpeACTaBICHUAA CBEACHUN O COOTBETCTBHH
MEIUIIMHCKOTO W3Aeausa TpeOoBaHuIM 0€30IacCHOCTH
1 3¢ (PEeKTHBHOCTH MEIUIIUHCKAX W3IEIIHiA

U IIOPAIOK €€ 3aIlOJHCHUSA

I. ®opma OpencTaBlICHUA CBEACHHHN O COOTBETCTBUA
MEIUIIMHCKOTO H3AeuA TpeOoBaHUAM 0€30IacCHOCTH
1 3¢ (PeKTHBHOCTH MEIUIIMHCKAX W3eIIHi



HaumenoBanue MCIUIMHCKOT'O U3ACIINUA:

I IIpumenumocts Meto g, PexBu3uTH PexBU3HTH
HKT .
O%] I/ICHOHB3yCMBII/I JJIA HOpMaTI/IBHOFO JIOKyMeHTa, Pe3ym)TaT
A X
. MEAMIIMHCKOMY J0Ka3aTelbCTBa JIOKYMEHTa Ha MOATBEPKAAIONIETO  OLEHKH

TpeOoBaHMi .

H3IEITHIO COOTBETCTBHSA HCIIOJIb3YEMbI METOI  COOTBETCTBHE
1 2 3 4 5 6

II. ITopsapok 3amoiHeENs GOPMEI IPEICTaBICHAA CBEICHHUI
0 COOTBETCTBHH MEAWIUHCKOTO W3eHA TpeOOBaHUAM
6e3onacHocTH B 3)(PEKTUBHOCTH MEIUIIMHCKUX M3IEIIHi

1. B rpade 1 yka3piBaeTcsi COOTBETCTBYIOMIMM MYHKT OO1mMX TpeOboBaHM Oe30mMacHOCTH
U 3(PEKTUBHOCTH MEIUIMHCKUX U3JACNUH, TpeOOBaHMNH K HUX MapKUPOBKE U
AKCIUTyaTallMOHHON TJOKyMEHTAIlMU Ha HUX, YTBepKAeHHbIX Pemennem CoBera EBpasuiickoil
SKOHOMHUYECKO komuccuu ot 12 despans 2016 r. Ne 27(nanee — O01mue TpeOOBaHMS).

2. B rpade 2 yka3zpiBaeTcs, IpUMEHUMO JIU TpeOOBaHUE, IPETYCMOTPEHHOE YKa3aHHBIM B
rpade 1 mynkrom OOmux TpedoBanuil, kK MeauruHckomy uzaenuto ("na" wim "wetr").Ecnu
JaHHOE TpeOOBaHUE HE MPUMEHUMO K METUIIMHCKOMY U3/IeInI0, B rpade AaeTcs oObsCHEHHE.

3. B rpade 3 ykazpiBaeTcst METO/, MPUMEHEHHBIN I I0KAa3aTEIbCTBA COOTBETCTBUS
MEIUIMHCKOTO U3JeTUs TPeOOBAHUIO, TPETYCMOTPEHHOMY YKa3aHHBIM B Tpade 1 myHKTOM
O6mux TpeboBaHUM (HampuMep, TPUMEHEHHE CTaHJapTa, COOCTBEHHBIC HCIBITAHUS C
UCIIOJIb30BAaHUEM CTAHAAPTU30BAHHOTO METOJAa, MCIHBITAHUS C MCIOJb30BAHUEM
COOCTBEHHOT'O METOJIa WCIBITAHUM, UCTIBITAHUS, MPOBEJACHHBIE TPEThEH CTOPOHOM, WIH
IPYToil METON).

4. B rpade 4 yxa3pIBalOTCS PEKBU3UTHl HOPMATUBHOTO JOKYMEHTa Ha METOJ,
UCIIOJIb3YEMBIN JJI JI0KAa3aTeIbCTBA COOTBETCTBHSI MEAUIIMHCKOrO M3JENUS TpeOOBaHMIO,
IIPEAyCMOTPEHHOMY YKa3aHHBIM B rpade 1 myHkTom OOmmx TpeOOBaHUM.

5. B rpade 5 yka3bIBalOTCsl peKBU3UTHI JOKYMEHTOB, MOATBEPKAAIOIIUX COOTBETCTBUE
MEIUIIMHCKOTO U3JeTUs TPeOOBAHUIO, TPETyCMOTPEHHOMY YKa3aHHBIM B Tpade 1 myHKTOM
O6mumx TpeOOBaHUI(MPOTOKOJIOB MCIBITAHUN, CEPTUPUKATOB, ACKIapaluii COOTBETCTBUS,
OTYETOB O MPOBEACHHBIX HUCCIIEIOBAHUSAX, IPYTUX TOKYMEHTOB).

6. B rpadge 6 ykasplBaeTCs 3aKJIIOYEHUE O COOTBETCTBUM WM HECOOTBETCTBHUU
MeIUIMHCKOTOo u3aenust O0nmM TpeOOBaHUSM.

© 2012. PI'TI ma IIXB «MHCcTUTYT 3aKOHOAATENbCTBA U TpaBoBoil nHGopMarun Pecriyonuku Kazaxcram»
MunucrepctBa roctuimu Pecnyonmku Kazaxcran



