YTBEPKJIEHBI

Pemrenunem CoBera

EBpa3uickor 53KOHOMHUYECKOH KOMUCCUU
oT 20 1. No

OBIHIUE TPEBOBAHUA
0e30macHOCTH M 3(P(PeKTUBHOCTH MEIUIIUHCKUX H3/1eJIHIA,
TPeOOBaHMS K X MAPKHUPOBKE M IKCILIyaTANIMOHHOM
AOKYMEHTAIlUN HA HUX

|. O01ue monoxeHust

1. Hacrosimue OOmue TpeboBaHUsl pa3paOOTaHbl B COOTBETCTBUM C
nyHKTOM 2 cratbu 31 JloroBopa o EBpa3suiicKOM SKOHOMHYECKOM COKO3€
ot 29 mas 2014 rona, myHKTOM 2 CcTaThH 3, MyHKTOM 4 CcTaThbu 4 U MMyHKTOM 4
ctatbu 7 CorjameHuss O €IWHBIX MPUHIUIIAX U TMpaBWIaX OOpalieHHs
MEAUIMHCKUX  M3AeNuid  (M3Ieui  MEOWIIMHCKOTO  Ha3HA4YCHHS |
MEJIUIIMHCKON TEXHUKHU) B paMKax EBpa3uilckoro ’KOHOMHUYECKOTO COr03a OT
23 nexabps 2014 roga m ycTaHaBJIMBAIOT O0IIME TPeOOBaHUSI O€30MACHOCTH
u 2h(PEKTUBHOCTH MEIUIMHCKUX W3ACINN, a Takke TpeOoBaHUSI K
MapKUpOBKE U OJKCIUTyaTallAOHHOW JOKYMEHTAIlud Ha MEIUIIMHCKUE
W3MIenus, BBIIyCKaeMble B  oOpalieHne B  paMKax EBpa3miickoro
PKOHOMHYECKOro coro3a (nanee — Coro3s).

2. Ins  uenerd Hactosiumux OOmMX TpeOOBAHUM  HUCHOJB3YIOTCS
MOHSTHUS, KOTOPBIE 03HAYAIOT CIICAYIOIIEe:

«aKTUBHBIC MEAWIIMHCKHE U3JCTUS» — MEAUIMHCKUE W3IeIHs,
pUMEHSEMbIE OTICIPHO WM B COYETAHUU C JPYTUMH METUITMHCKUMU
U3JICTTUSAMHA, JJIS JEHCTBHSI KOTOPBIX HEOOXOIWMO HMCIIOJIb30BAaHWE DHEPTHH,

OTJIUYHOM OT HpOHSBOHHMOﬁ YCJIIOBCKOM, WJIN CHUJIBI TAXKECTU.
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MemuiuHCKUe W3Jeus, NpeaHa3HauyeHHbIE IS Tepeadyd dHEPTHH
WJIA BEIIECTB OT aKTUBHOI'O MEIMIIMHCKOIO M3MENIHI K MOJIL30BaTEN0 0€3 UX
CYIIECTBEHHOTO HM3MCHCHHS, HE SBISIOTCS aAKTHUBHBIMH MEIUITUHCKUMU
W3CIIASIMH. CaMocTosATeabHOE MIPOTpaMMHOE obOecreueHue
paccMaTpuBaeTcs Kak akTUBHOE MEIUITMHCKOE U3/CINC;

«0€e30macHOCTh MEIULMHCKOTO0 W3EIINS — OTCYTCTBHE
HEJOMYCTUMOT0 PHCKa, CBA3aHHOTO C IPHYMHCHUEM BPE/Ia JKU3HH, 3JI0POBBIO
YeJIOBEKa, a TAKXKE OKPY KAOIICH Cpeie;

CHHCTPYKIHS 0 MTPUMEHEHUIO» — IKCILTyaTallMOHHAS JOKYMEHTAIINs,
coJieprKarast uHbOopMaIuIo, IIPEIOCTABIIACMYO IIPOU3BOIUTEIIEM
II0JIL30BATENII0 OTHOCUTEIBHO Ha3HAYEHMS, HAIJIEKAIIEro M 0Oe30IacHOIo
WCITOJIb30BaHUS MEIMITMHCKOTO M3/IEIHUs, KOTOpas MOXKET BKJIIOYATh B ceOS B
TOM YHCJIE PYKOBOJCTBO II0 OJKCIUTyaTallMd, METOJIWKY MEIUIIMHCKOTO
MpUMEHEHHUs, Tacnopt, (GOpMyJsp, WHCTPYKIMH 110 MOHTaXYy, HaJajke,
TEXHUYCCKOMY OOCTY)KUBaHHUIO, PEMOHTY, TPaHCHOPTHUPOBKE, XPaHEHHIO,
YTUIU3AUH MEIUITTHCKOTO U3/ICIIHS,

«MEIULIMHCKAE W3OEIUs i1 JIUArHOCTUKU 1In  Vvitro» — Jro0ble
WHCTPYMEHTHI, aIlliapathl, TpHOOPhI, 000pyAOBaHUE, MAaTEPHAIBI, PEarcHTHI,
KamOpaTopbl, KOHTPOJBHBIE MaTepUaIbl U MPOUNE H3ICIHS, TPUMEHSICMbIS
B MEAMITMHCKHX IIEJIIX OTISIHHO WM B COYCTAaHHHM MEXIy COOOH, a Takke
BMECTE C IPUHAJJICKHOCTIMH, HEOOXOAMMBIMU JIJIT IPUMEHEHUS YKa3aHHBIX
U3CNMA MO0  HasHadeHWio  (BKIOYas  CICIHHAIBHOC  IPOrPAMMHOE
obecrieueHne), U IpeIHa3HAYCHHBIC MPOU3BOAUTENIEM IS PUMEHEHUS TIPH
WCCIICIOBAHUAX in Vitro 00pa3ioB OMOJIOTHYSCKUX MaTepPHAJIOB YeJIOBEKa JIIs
NOJIydeHUsT  MWHPOPMAIMK  OTHOCHUTEIHLHO  (PU3HOJOTHYECKOTO  WIIH
[IaTOJIOTMYECKOTO COCTOSIHUS, BPOXICHHON [IaTOJIOTHH,
IPEAPACIIONOKCHHOCTH K OIPEASICHHOMY KIMHUYECKOMY COCTOSHHIO WUITH

00JIE3HM, COBMECTUMOCTH TKaHEH C TIOTCHIMAJbHBIM PELHUITHCHTOM,
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IIPOTHO3UPOBAHUS PEAKIMA Ha TepaleBTHUYCCKUE BO3ACHCTBHUS, BBIOOpA
TEPaNEeBTHUECKHUX CPEACTB U (MIIM) KOHTPOJIS JICUCHHUS,;

«II0JIL30BATEIIb» — IAIUEHT, MEIUIMHCKHAN CIEIHUAIUCT WIN JII000€
apyroe (u3MYecKoe JUI0, MPUMCEHSIONINE MEIUIMHCKOE HW3JACINUe TI0
HA3HAYCHHIO, OTIPEICIICHHOMY TIPOU3BOIUTEIICM;

«3(PGHEKTUBHOCT,  MEIUIMHCKOTO  M3JEIUs» —  CIIOCOOHOCTH
MEIUITMHCKOTO H3JIeNIMs COOTBETCTBOBATh HA3HAUYCHHUIO, OIPEICICHHOMY

IMPOU3BOJUTCIICM.

I1. OOme TpeboBanus 6e30nacHOCTH U 3PPHEKTUBHOCTH,
MPUMEHUMbIE KO BCEM MEAUIIMHCKUM U3IEITHSIM

3. MeauuMHCKUE M3JENUs MPOSKTUPYIOTCS U HM3TOTOBIISIIOTCS TaKUM
o0pa3oMm, 4TOOBI TMpPU HUCIOJB30BAaHHMM B YCIOBUSIX M B  LEJSX,
COOTBETCTBYIOIIMX WX HA3HAYEHHIO, M IPU HEOOXOAMMOCTU C YUYETOM
TEXHUYECKHX 3HAHWH, OIMbITa, 00pa30BaHUS WU CIEIUATBHONU MOJArOTOBKH,
KJIMHUYECKOTO U (DU3UYECKOTO COCTOSIHMSI IOJIb30BATENIsl OHHU JIeHCTBOBAJIM
COIJIACHO HA3HAUCHHUIO, OINpPEACICHHOMY TPOU3BOJAUTENIEM, H  OBLIH
Oe30macHbl ISl MOJIb30BaTeNd M TPEThbUX JIMIl IPHU YCIOBUHU, YTO PHCK,
CBSI3aHHBIN C UX MPUMEHEHUEM, SBJIIETCA MPUEMIIEMBIM IIPU COMOCTABICHUU
C TIOJIB30M IS TTOJIb30BATEIS.

He pomyckaercs orpaHu4eHre B3aUMO3aMEHSEMOCTH MEIMIIMHCKUX
U3JIEIMA  TyTEM  HCIOJB30BAaHUS  CHEIUATBHBIX ~ TEXHMYECKUX  WITU
IPOrpPaMMHBIX CPEACTB UM APYTUMHU CIIOCOOAMHU.

4. Pemienusi, TpUHATHIE TNPOU3BOAMUTENIEM IPU MPOCKTUPOBAHUU U
U3TOTOBJICHUM  MEAWIIMHCKOTO  W3JENHs, JOJDKHBI ~ COOTBETCTBOBATH
NPUHIAIIAM O€30MaCHOCTH C Y4€TOM OOIIENPU3HAHHOTO YPOBHS Pa3BUTHSI
3HaHui. [Ipu HEOOXOAMMOCTH TPOU3BOIUTENb YIPABISET PUCKAMU TaKUM

o0pa3oM, YTOOBI OCTATOYHBIN PHCK, CBS3aHHBIM C JIFOOOH OITACHOCTHIO,
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ABIISUICA TpuemiieMbiM. [Ipou3BoaMTENs PYKOBOJCTBYETCA CIIEIYIOLUIUMU
MPUHIUMIIAMU B TIOPSKE MPUOPUTETHOCTHU:

BBISIBJICHWE W3BECTHOM WJIM TPEIBUIAMNMON OIACHOCTH H OIICHKA
CBA3aHHBIX C HEI PHUCKOB, BO3HUKAIIMX TMPU HCIOJIb30BaHUU
MEIUIIMHCKOTO W3ACNUS TI0 HA3HAYCHWI0O W TPH  TPEACKa3yeMOM
HEMPaBUILHOM UCIOIb30BAHNH;

YCTPaHEHHE PUCKOB ITyTEM MPUHSTHUS COOTBETCTBYIOIIMX TEXHUUECKUX
U TEXHOJOTHMYECKUX PEeIIeHWH TMPH MPOCKTUPOBAHUU W HW3TOTOBJICHUHU
METUITMHCKOTO U3/ICIHS;

CHW)KEHHE OCTAaTOYHBIX PHUCKOB TIyTeM TPHHATHS aJeKBaTHBIX
3aIIUTHBIX MEP, BKJIIOYAsi CUTHAJIBI TPEBOTH,

nH(OpPMUPOBaAHUE TI0JIB30BATENICH 000 BCEX OCTATOYHBIX PUCKAX.

5. MenuuuHCKUE W3IENHUS TMPOCKTUPYIOTCS, W3TOTABIMBAIOTCS U
YIaKOBBIBAIOTCS  TaKUM  00pa3oM, 4YTOOBI WX  JKCIUIyaTallMOHHBIC
XapaKTEePUCTUKU B 3P(HEKTUBHOCTh HE HAPYIIATUCH MTPH TPAHCIIOPTHPOBKE U
B MIPOIIECCE XPAHEHHUS B COOTBETCTBUH C HHCTPYKIIMEH MO MPUMEHEHHIO.

6. MenumuHcKkue  M3AeAUS  JODKHBI  ObITh  A()(EKTUBHBIMH B
COOTBETCTBUU C Ha3HAUYCHHUEM, ONIPEIACIICHHBIM ITPOU3BOIUTEIICM.

/. DKCIUTyaTallMOHHbIE XapaKTEPUCTUKU 17| 3¢ (HEeKTUBHOCTD
MEUITMHCKOTO W3JIeTUs HE JODKHBI U3MEHSATHCS 0 TaKOW CTENEeHU, YTOOBI
CTaBUTH TOJI YIpO3y JKM3Hb M 3JI0POBBE MOJIB30BATENCH W TPETHUX JIUIl B
TEYEHUE CpOKa OKCIUTyaTallud, OMPEAEIEHHOTO MPOU3BOIUTEIEM, TMpU
YCIIOBHH, YTO MEIUITMHCKOE M3JIeIINE MOIBEPracTCsl BO3CHCTBHIM, KOTOPBIC
MOTYT BO3HHMKATh B HOPMAJIBHBIX YCIOBHUSAX JKCILTyaTallMd, ¥ TEXHUYECKOE
oOCITy)KMBaHUE TPOBOJUTCS B COOTBETCTBHM C HMHCTPYKIHEH IO
IPUMEHEHUIO.

8. Bce wm3BecTHBICE W TpeAroiaracMble PHUCKH, BO3HHUKAIOIINE IPU

HUCIIOJBb30BAHMN MCIUIHWHCKOIO HU3ACINUA, U JI00BIe  HEXKeIaTeJIbHBIC
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3¢ (PEKTh OT TAKOTO UCIOJIB30BAHUS CBOJATCA K MUHUMYMY U JIOJKHBI OBITh
NpPUEMJIEMBIMH TIPU  COIMOCTABJICHUU C TIOJIB30M JUIsl  TMOJIB30BaTeleH,
MoJIydaeMol  OT  TPEAYCMOTPEHHOTO  MPOU3BOJAWTEIIEM  JEHCTBUS
MEIUITMHCKOTO U3/IECHS TP HOPMATBHBIX YCIOBHUSIX DKCILTyaTaIHH.

9. lns  KaXIoro  METUIMHCKOTO  WM3JCNHS  MPEJOCTaBIISACTCS
uHpopmarusa, HeoOxoauMasl ISl UIASHTU(PUKAIMA 3TOTO MEIUIIMHCKOTO
U3JIeTUsl M €ro TMPOU3BOJAUTENS, CTpPaHbl MPOUCXOXKICHUS, a TakkKe
uHbOopMaIus TUTSI TI0JIB30BATES (mpodeccroHaIbHOTO WiIn
Henpo(deCcCHOHAIBHOT0),  Kacaromascs  0C30IacHOCTH — MEAUITMHCKOTO
u3enus, ero  (QYHKIMOHAJIBHBIX  CBOHNCTB W  DKCIUTyaTallMOHHBIX
XapakTepucTUK. Takas wuHOpMANUI MOXKET HaXOAUTHCS HA CaMOM
METUIIMHCKOM U3JIEINH, Ha YIIAKOBKE UM B MHCTPYKIIUU 110 TPUMEHEHUIO.

10. Hocurens undopmaiuu, ee popmart, coiaepkaHue U pacIioaoKeHue
JOJDKHBI COOTBETCTBOBATh MEIUIIMHCKOMY W3CIHIO, €r0 Ha3HAYCHHUIO U
TEXHUYCCKUM  3HAaHUSM, OIBITYy, OOpa30BaHMIO WM  IOATOTOBKE
ITOJIb30BATEIIEH.

Hocutens uHbOpMamu B KauecTBE OTPAHUYCHHN MO MPUMEHEHUIO,
IIPOTUBOIIOKA3aHUM, MEP MPETOCTOPOKHOCTH WITH MPEAYTPEKACHUS TOJIKEH
coJiepKaTh CBEICHHUsSI 00 OCTATOYHBIX PHCKAaX, CBA3aHHBIX C NMPUMECHEHHEM
METUITMHCKOTO M3aenus. [[oHsITHe «TpOTHBOMOKAa3aHUs» HE TPUMEHUMO JIJIs
MEIUILIMHCKAX U3IEIUH U1 JUArHOCTUKH 1n Vitro.

11. Undopmarnusi, npeaycMoTpeHHass myHKTOM 9 Hactosmux OOmux
TpeOOBaHUH, yKa3bIBaCTCsl HA MAPKUPOBKE M B MHCTPYKITUH 10 PUMECHEHHIO
Ha PYCCKOM SsI3BIKE, a TaK)Ke MPH HAIMYHUH COOTBETCTBYIOIIUX TPEOOBAHUM B
3aKOHOJIATEeIILCTBE  TOCYAApCTB-WICHOB Ha TOCYIJApPCTBEHHOM  SI3bIKE
(rocymapCTBEHHBIX SI3bIKAaX ) TOCYIaPCTB-WICHOB.

Takas uHpOpMAIMS MOXET COJAEPKAaTh CHUMBOJBI, yCTAaHOBJICHHBIC

MCIKTOCYAapCTBCHHBIMHU CTaHJapTamMu, a TaKXKEC YCTAaHOBJICHHBIC
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MEXAYHAPOAHBIMM  CTaHJAapTamMu (IIpU  YCJIOBUH, YTO O€30MaCHOCTh
MEJUIIMHCKOTO W3JIeNUsl HE HapyllaeTcs B CBA3M C HEMOHUMAaHUEM

OTACJIBbHBIMU I10JIB30BAaTCIIAMHU 3HAYCHUA TaKNX CI/IMBOJ'IOB).

I11. O6mme TpeboBanus Oe30macHOCTU U 3(PPEKTUBHOCTH,
MIPUMEHHUMBIE K METUIIMHCKAM H3JEIHIM, 32 UCKITFOUCHUEM
METUIUHCKAX U3AEINN 11 JUAarHOCTUKH 1N VItro

1. Xumunueckue, puznueckue 1 OMOJIOTUYECKHE CBOMCTRA
MEIUIIMHCKAX U3

12. Tlpyu OpoeKTHUPOBaHUM M WU3TOTOBJICHUH MEIUIIMHCKUX H3CIH
0c000€ BHUMAHHE JIOJIKHO YACIISIThCSA:

1) BBIOOpY HCIOJIB3YEMBIX MaTepuaioB, OCOOCHHO B OTHOIICHUHU
TOKCUYHOCTH Y BOCILIAMEHSIEMOCTH;

2) COBMECTUMOCTH HCIOJb3yEMbIX MaTEepPHAIOB U OHOJIOTHMYECKUX
KJIETOK, TKaHEH, >XUIAKOCTEW, BEHIECTB M UX NPOU3BOJHBIX (Hanee —
OMOJIOTHYECKUE MaTEepUaAJIbl) C YU€TOM Ha3HAUYCHUSI MEIUIIUHCKOTO U3/ICIIHS;

3) BBIOOPY MCIOJIB3YEMBIX MAaTEPHAIIOB C YYETOM TaKUX IOKa3aTeseH,
KaK TBEPJI0CTh, U3HOCOCTONKOCTh M YCTAJIOCTHASI TPOYHOCTb.

13. Ilpu mpoekTupOBaHWU, U3TOTOBJIEHWH U YIAKOBKE METUIIMHCKUX
U3ICNIUA  JTOJDKEH ObITh MAaKCUMAJIbHO CHMDKEH PHUCK, CO34aBaeMBbIii
3arpsi3HSAIONIMMU BEIIECTBAMM U WX OCTAaTKaMHM, JUIsl MOJIb30BaTENICH W JIMII,
YYaCTBYIOIIIMX B  TPAHCHOPTUPOBKE, XPAaHEHHUHM U  OOCITY>XMBaHUU
MEIUIMHCKUX U3eIUi (C y4eTOM Ha3HA4YeHUsS MEIUIMHCKOTO W3ACHs,
a TaK>Ke JUIMTEIbHOCTU U YaCTOThI BO3JCUCTBUSA 3TUX BEILIECTB HA OPraHU3M
YeJIOBEKA).

14. MenuuuHCKHE W3JETUs TMPOSKTUPYIOTCS M HM3rOTaBIMBAIOTCS
TakuM 00pa3oM, 4YTOObBl OHM MOTJM OBITh 0O€30MaCHO HCIOJIB30BaHbBI C

MarcpuajlaM, BCIICCTBAMU U Ia3daMH, C KOTOPBIMU OHH BXOJAT B KOHTAKT
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IpY  HOPMAJIBHBIX YCJIOBHSIX OJKCIUTyaTallud WM TIPH  TPOBEIACHUU
TEXHUYECKOTO 00CIykuBaHus. Eciim MeauIIMHCKHEe U31eTus peaHa3HAYCHBI
JUTSI BBEJICHUS JICKAPCTBEHHBIX CPEACTB, X MPOSKTUPOBAHKE W M3TOTOBIICHUE
OCYILIECTBIISIFOTCSL TakKUM 00pa3oM, 4YTOObl OHU OBLIM COBMECTHUMBI C
JICKapCTBCHHBIMU CpeAcTBaMH (IPU YCIIOBUU COOJIIOJICHUS OTPAaHUYCHHH 10
WX TpPUMEHEHHI0) B  Ielsax  obecrnedyeHus  A(PQPEKTUBHOCTH  Kak
JICKapCTBEHHOT'O CPEJICTBA, TaK U MEJAMIIMHCKOTO HM3/ENUS B COOTBETCTBHH C
HA3HAYCHHUEM.

15. Tlpy mpoeKTHpOBaHWM W HW3TOTOBJICHHH MEIUITMHCKUX W3ICTUi
JOJDKHBI OBITh MAaKCUMAIbHO CHYDKCHBI PUCKH

1) BbI3BaHHBIC BO3MOXXHBIM  BBIJICJICHUEM WU BBIMBIBAHHEM U3
MEIUIMHCKOTO H3JeIHs BEmeCTB (C Y4eTOM HX CEHCHOMIN3HUPYIOILIETO
JIEHCTBUSI, KAaHIIEPOTCHHOCTH, MyTareHHOCTH WJIM OTPUIIATEILHOTO BIIMSHUS
Ha PENPOIyKTUBHYIO (DYHKIIHIO);

2) CBA3aHHBIC C HENpPEJIHAMEPCHHBIM IIOMAJIAaHUEM B MEIHUIIMHCKOE
U3JIeNIMe MOCTOPOHHUX BeHIeCTB (C y4eTOM Ha3HAYCHHUsS, OIPEICICHHOTO
MIPOU3BOAUTENIEM, U MPEINOJIAraeMbIX YCIOBUN MPUMEHEHUS MEIUIIMHCKOTO

U3JICITHS).

2. ndexnmoHHoe U MUKPOOHOE 3arpsi3HEHUE
MEIUITMHCKHUX U3eIINH
16. IIpu UW3rOTOBIEHUM MEAUIIMHCKOTO W3S JOJKEH ObITh
yCTpaHEH WM CHIDKCH J0 JOMYCTHMOTO YPOBHS PHCK HHPUIIMPOBaHHS
Mojbp30Baresieil M TpeTbux JHI. KOHCTPYKIUS MEIUIMHCKOTO HW3STUs
JOJDKHA 00eCTeunBaTh MPOCTOTY B AKCIUTyaTallMd M OOCIYKUBAaHUU U TIPU
HEO0OXOJIMMOCTH MaKCUMaJIbHO CHU3UTh PUCK JFOOBIX MUKPOOHBIX yTEUYEK U3

MEAMIIMHCKOTO H3aenusd W (M) MHKPOOHOTO BO3ICHCTBHS B IIPOIIECCE
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UCIIOJB30BAHUsI, a Takke MpeJaoTBpaliaTh MHUKPOOHOE 3arps3HEHHE
MEIUIIMHCKOTO U3ICIINS WIIH MPOOKI TTOJIH30BATEIEM HIN TPETHUM JIUIIOM.

17. Ilpu mpoOeKTUPOBAHUM, U3TOTOBJICHWU U YMAKOBKE MEIMIIUMHCKUX
U3JICNINM, HWMEIOIIUX CHEHUATbHBIA  MHKPOOMOJIOTMYECKUN CTaTyCc B
COOTBETCTBUM C MApPKUPOBKOM, JOJDKHO OBITh TapaHTUPOBAHO, YTO
MUKPOOHMOJIOTHIECKUM CTaTyC OCTaeTCs 0e3 M3MEHEHUW TpU COONIOICHUH
YCJIOBUW TPAHCHIOPTHUPOBKU M XPaHCHHS, OMPEACICHHBIX IMPOU3BOJAUTEIEM,
JI0 T€X MOp, MOKA 3al[UTHAs YIIaKOBKAa HE OyAeT HapyllleHa WU BCKPbHITA.

18. Ilpu mpOEKTUPOBAHUM, U3TOTOBJICHWU U YMAKOBKE MEAUIIMHCKUX
U3JICNIUM, TOCTABISIEMbIX B CTEPUIBHOM COCTOSIHMM, JIOJKHA OBIThH
rapaHTUpPOBaHa WX  CTCPUIBHOCTh  TPU  COOJIOJCHUU  YCIIOBHM
TPAHCIIOPTUPOBKU W XpaHEHMs, OMPEACICHHBIX IPOM3BOJUTENEM, JO TeEX
nop, MOKa 3alllMTHas yMakoBKa HEe OyJeT HapylleHa WM BCKpbITa. Takue
MEJIUIIMHCKUE U3JIeNINSI YITAaKOBBIBAIOTCS B OJHOPA30BYIO YIIAKOBKY.

19. CrepuiibHbIE MEIUIIMHCKHUE U3ACIUS JTUO0 MEIUIIMHCKUE U3JICIIUs,
UMEIOIINE CIEIHAIbHBI MHUKPOOHOIOTHYECKUN CTaTyC, M3rOTaBIMBAIOTCH,
o0pabaThIBalOTCA U MPU HEOOXOAMMOCTH CTEPHIIM3YIOTCS C MPUMEHEHHEM
BAJIUJIUPOBAHHBIX METOJI0B, 000PY/I0BaHUS, TIPOIIECCOB.

20. MenuuuHCcKe U3Aeus, TpeOYoIue CTePUIN3alUY, J0JKHBI ObITh
U3TOTOBJICHBI B KOHTPOJIMPYEMBIX TPOU3BOJICTBEHHBIX YCIOBUSX.

21. YrmakoBKa HECTEPWJIBHBIX  MEIUIMHCKHX  HM3JCIWA  JOJDKHA
obecrieunBaTh WX IEJIOCTHOCTh WU YHUCTOTY M B CIIy4dae, €CIU MEIUIIMHCKOE
u3JeNIue  JOJDKHO  OBITh  CTEPUIJIM30BAHO  MEpE]  HUCIOJIb30BaHUEM,
MaKCUMAJIbHO CHU3UTh PUCK MUKPOOHOTO 3arpsi3HEHUS, TP 3TOM yIaKOBKa
JTOJDKHA OBITh COBMECTUMOM C METOJAOM CTEpWIM3AllUM, YKa3aHHBIM

IIPOU3BOAUTCIICM.
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3. MenuinHCKUe U3IeIUs, COIepIKaIIie BEIeCTBO,
paccMaTpuBaeMoe Kak JICKapCTBEHHOE CPEACTBO
22.B cnyyae ecim MEIUIMHCKHE W3JIENUS COJEp)KaT BEIIECTBO,
KOTOpO€ TIPH  CaMOCTOSITEIbHOM  HCIIOJIb30BAHMHM MOXKET CUHUTAThCS
JICKapCTBEHHBIM CPEACTBOM M KOTOPOE OKAa3bIBAaCT JIOMOJTHHUTEIHHOE
BO3JICHCTBUC Ha OPraHU3M YEJIOBEKa HAPSTY C BO3JACHCTBHEM MEIMITMHCKHX
U3JICNINKM, TIOATBEpXKIAeHHE O€30macHOCTH W 3(P(HEKTUBHOCTH  TaKUX
MEIUITMHCKUX M3CIIHA BKJIIOYAET B ceOsl MOATBEpXKACHUE O€30MacHOCTH U
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA C YYETOM €ro IMPUMEHEHHUS B

COCTaBE MEIUIIMHCKUX U3AEIINH.

4. MenMuMHCKUE U3IeNHs, COepIKaIue
MaTepHuaibl OMOJIOTHYECKOTO TTPOUCXOXKICHHUS

23. B ciyyae ecnmu MEAMITMHCKHE M3ICIHS COACPKAT OMOJIOTHYECKHUE
MaTepuaibl XUBOTHBIX, TO HCIOJb3yEMbIC [JIsi ATUX IIeJIed >KUBOTHBIC
JOJDKHBI ~ TIOJIBEPraThCsl  BETEpUHAPHOMY  KOHTposro  (Haa3opy), IO
pe3ynbpTaTaM KOTOPOT'O0 OHH JIOJDKHBI OBITH MPU3HAHBI 3JOPOBBIMHU C YYETOM
HA3HAYCHHSI HCIOJb3YEMbIX OHOJIOTHYECKUX MAaTepUasioB. 3I0POBBIM
KUBOTHOE MPHU3HAECTCS B CIydae OTCYTCTBHUS 3a00JieBaHUI, KOTOPHIE MOTYT
MOBJIUATH Ha O€30MMacCHOCTh U A(H(PEKTUBHOCTh MEAUITMHCKOTO H3CIIH.

Nuadpopmanmsi  TpOUZBOAMTENS  MEAMIIMHCKOTO  WM3JCHHSI O
OMOJIOTHYECKMX MaTepuaiax, B TOM 4YHCIE€ O BBIOOpE >XMBOTHBIX, HX
reorpa)u4ecKOM MPOUCXOKIEHUHU, B3ATUU MPOO, YCIOBUAX O0OpadOTKHU,
XpaHeHUs] © oOpamieHus C OHOJIOTHYECKMMH MaTepuaiamMu, TOJDKHA
XPaHUTHCS B YIIOJTHOMOUYEHHOM OpTaHe rocyaapctBa — uneHa Coro3a B cepe
3J]paBOOXpaHeHus (1ajiee — YIOJHOMOYCHHBIM OpraH rocy1apcTBa-ujcHa).

O6paboTka,  XpaHeHuWe,  TeCTHUpOBaHME€ U  oOpamieHue ¢

OMOJIOTHYECKUMU MarepuajdaMnu JKHUBOTHOI'O IIPOUCXOXKIACHHUA OOJIKHBI
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obecrnieunBaTh 0€30MACHOCTDH TOJb30BaTEIEH M TPEThUX JWIl. B wacTHOCTH,
0€3011acHOCTh B OTHOIIICHHH BUPYCOB, APYTUX HHQPEKIMOHHBIX areHTOB H
WHBIX BO30yauTesei O0Je3Her, OO0mmX sl YeJIOBEKa U KUBOTHBIX, TOJDKHA
o0ecreunBaThCsl TMOCPEACTBOM TMPUMEHEHHUS BAIMIMPOBAHHBIX METOJIOB
YHUYTOXKECHUS WM WHAKTUBAIUM B XOJ€ MPOU3BOJICTBEHHOTO TIpOIIecca.

24. B ciyyae eciyd MEIMITMHCKHE M3ACIHS COAEpXaT OMOJIOTHYECKue
MaTepualibl 4eJ0BEUECKOTO MPOUCXOXKICHHUS, TO BBHIOOP JOHOPOB, a TaKXKe
0o0paboTka, XpaHEHHE, TECTUPOBaHUE U OOpalleHUEe C OUOJOTUYECKUMHU
MaTepualaMd  YeJIOBEUECKOTO0  TPOWCXOXKICHHUSI  OCYIIECTBISIOTCS B
COOTBETCTBUH C 3aKOHOJIATEIILCTBOM IrOCy1apcTB — WwieHOB Coro3a 1 JTOJDKHBI
obecrieunBaTh ONTUMAJIBHYIO 0€30MacHOCTh MOJIb30BaTENICH M TPEThUX JIHII.
B uwactHOCTHM, 0€301MacHOCTP B OTHOIIEHWH BHUPYCOB W  JAPYTUX
WH(EKIIMOHHBIX ~ areHTOB  JOJDKHA  O0OeCcledyuBaThCsl  MOCPEICTBOM
MPUMEHEHHNS BaJIMJINPOBAHHBIX METOJOB YHHUTOXEHUS WM WHAKTUBAINH B
X0/I¢ TTPOU3BOICTBEHHOTO MpoIiecca.

25. B ciyyae ecnmu MEIMITMHCKHE M3ACTHS COACpKAT OMOJIOTHYECKHUE
MaTepuaibl MHUKPOOHOTO TPOUCXOXKIEHHUSA, TO 00paboTKa, XpaHEHHE,
TECTUPOBaHWE W oOOpalieHne ¢ OWOJOTHYSCKUMH MaTepHallaMu JTOU
IPUPOILI  JOJDKHBI 00ecreynBaTh ONTUMATbHYO 0€3011aCHOCTD
MOJIB30BATEICH W TPEThUX JIMIl. B "yacTHOCTH, O€30MacHOCTh B OTHOIIECHUHU
BUPYCOB M JAPYTrUX HWHQPEKIIMOHHBIX arceHTOB JIOJDKHA OOCCIeUnBaThCS
MOCPEACTBOM TPUMEHCHHUS BaJIUIMPOBAHHBIX METOJOB YHUYTOXCHUS WIIH

HHAKTHUBAIUU B XO0A€ IIPONU3BOACTBCHHOI'O ITpOHCCCa.

5. MCJII/IHI/IHCKI/IC HU3aciivs, NpuMCEHACMBIC
B YCIIOBHAX BO3)1€I>1CTBI/I$I BHCIIHUX (b&KTOpOB

26. MCI[I/II_II/IHCI(I/IG HU3ACIINA TPOCKTUPYIOTCA U HU3IrOTABJIIMBAIOTCH

TakuM 00pa3om, 4ToObI MX COOpKa, HACTPOWKa, KAITMOPOBKA, UCIIOJIH30BAHNE
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U OOCITy)KMBaHHWE B YCJIOBHUSX BO3JIEHCTBUS BHEIIHUX (PAKTOPOB ObLIN
poBe/IeHbl 0Oe30macHO M obecmedymian  OXuJgaeMyro  3()QPEeKTUBHOCTH
MEIUITMHCKOTO TIPUMECHEHHUS.

27.B ciydae eciau MEIWIMHCKHAE W3JEIUS MpPeTHA3HAYCHBI IS
NPUMCHCHHS B KOMOMHAITUHU C APYTHMH MEIUITMHCKUMU U3JCTHSIMH U (HJIN)
o0opysoBaHHEeM, BCS KOMOWHAIMS, BKJIIOYAsl COCTUHUTEIBHYIO CHCTEMY,
noJbkHa OBbITh Oe30macHOM ©W HE JOJDKHA YXYAIIAaTh  3asBICHHBIC
(GyHKIIMOHAIILHBIE  XapaKTePUCTUKH  METUIIMHCKUX  u3nenuid.  JlroObie
W3BECTHBIC OTPAHUYEHUS 110 TPUMEHEHNIO TaKOM KOMOWHAIINH YKa3bIBAIOTCS
HAa MapKUpoBke © (WIM) B HHCTPYKIMH 1O npuMeHeHuto. [Ipu
MPOCKTUPOBAHUU M HU3TOTOBJICHUU COCIUHUTEIIBHBIX CHCTEM JIOJDKHBI OBITH
MaKCHUMaJIbHO CHI>KEHBI BO3MOKHBIE PUCKU HETPABUIIBHOTO COSTUHEHUS.

He nomyckaeTcs mNpUMEHEHHWE B COCTaBE MEIUIIMHCKOTO W3ICIHUs
CHEIMAbHBIX TEXHUYSCKUX U (MIIM) MPOTPaMMHBIX CPEJCTB, HCKIIOYAIONINX
WM OTPaHWYMBAIONIUX BO3MOXXHOCTH €r0 HCITOJIb30BaHUS B KOMOHWHAITMH C
JIPYTUMU TPETHA3HAYCHHBIMU JJI 3TOTO0 MEAUITMHCKUMU U3ACIUSIMH U (MJTH)
000pyI0BaHUEM.

28. MenumuHCKHe W3OSl TMPOSKTHPYIOTCS W W3TOTaBIMBAIOTCS
TaKuM 00pa3oM, 9YTOObI YCTPAHUTh WU CHU3HTH JI0 IPUEMIIEMOTO YPOBHS:

1) puck TpaBMHUPOBAHHS IOJIb30BATEJIA WM TPETBHUX JIMI[ B CBS3U C
GU3UYECKUMU WM SPTOHOMUYECKUMH XapPaKTEPUCTUKAMU MEIUIIMHCKOTO
U3JIeTIus;

2) pUCK OIIMOKW TPH HMCIOJb30BAHUU MEIUIIMHCKUX H3JCIHA H3-3a
PrOHOMHUYECKUX XapaKTEPUCTHK MU YeJIOBEYECKOro akTopa,

3) pucK, CBSI3aHHBIH C OOBEKTHBHO IIPEICKA3yeMbIMH BHEIIHUMU
BO3JICUCTBUSIMUA WJIM TaKUMH OKPYKAIOIIMMH YCJIOBHSIMHU, KaK BHEITHHE

QJICKTPOMAIrHUTHBIC IIOJIA, OJICKTPOCTATHYCCKHC pPa3pAnbl, HI3JIYUYCHUC,



12

atMoc(epHOE JaBJICHME M €ro Iepenajabl, BIAKHOCTh M TeMIepaTypa
BO3/yXa,;

4) puCK, CBSI3aHHBIM C KMCIIOJIb30BAHUEM MEIUIIMHCKUX HW3JICIHA TPH
KOHTAaKTE€ C MaTepuallaMH, XXUJKOCTSIMU U Tra3aMu, BO3JICUCTBUIO KOTOPBIX
MEJUIIMHCKUE  W3JCNMS  TOJBEPraloTCsi B  HOPMAJIBHBIX  YCIOBHUSIX
IKCILTyaTaIuu;

5) puCK, CBSI3aHHBI C BO3MOXKHBIM HETaTHMBHBIM B3aMMOJIEHCTBHEM
MEXKly IpOrpaMMHBIM O00€CTICUCeHUEM MEAUIIMHCKUX U3JIeJIUA U YCIOBUSIMH,
B KOTOPBIX OHO JKCILTyaTUPYETCS;

6) puck  ciayyaliHOro  IONAJaHHMs  ITOCTOPOHHHMX  BCINECTB B
MEIHUIIMHCKHE U31SIINS,

7) pMCK B3aUMHBIX IIOMEX, CBS3aHHBIX C JPYTUMH YCTPOWCTBAMH,
OOBIYHO TTPUMEHSIEMBIMU B JIEU€OHO-TUarHOCTUYECKOM ITPOIIECCE;

8) pucKk, BO3HHUKAIOMIMKA TPH  HEBO3MOXHOCTH  TEXHHYECKOIO
00CITyKUBaHUS WIM KAIMOPOBKM MEAUIMHCKUX H3JCIUN (Hampumep, AJis
MMIUIAHTATOB), H3-3a CTAPEHHUsS MCIIOJb3yEMbIX MaTEpPUAIOB WU IOTEpHU
TOYHOCTH U3MEPHUTEIILHOT'O WJIM KOHTPOJIBHOTO YCTPOMCTBA.

29. MenuIMHCKUE U3MIENUsl TPOCKTUPYIOTCS M W3TOTaBJIMBAIOTCS
TakuM o00pa3oM, 4TOObl YCTPaHUTh WJIM MAKCUMAJIbHO CHU3UTh PHUCK
BOCIUIAMEHEHHUSI WJIM B3pbIBAa B HOPMAJIBHBIX YCJIOBUSX JKCIUTyaTalliyd WJIA B
ciydae eIMHMYHOTO oOTka3za. (Ocoboe BHUMAaHHE JOJDKHO YACIATHCS
MEIUITMHCKAM W3JICIINSIM, MIPUMEHSIEMbIM c HCITOJIb30BaHUEM
JIETKOBOCIUIAMEHSFOIITUXCS UJTA B3PBIBYATHIX BEIIECTB.

30. MenumuHcKue U3AEIUS TPOCKTUPYIOTCS U U3TOTABJIMBAIOTCS
TakuM o0pa3om, 4ToObl CIOCOOCTBOBATH OE30MACHOM yTHIIM3AIMU OTXOJIOB,

00pa30BaBIIMXCS TOCIIE UCIIOJIH30BAHUS METUITMHCKUX W3ICITHH.
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6. MenuiuHCcKue U3AeNus, OTHOCSIIUECS K CPEACTBAM U3MEPEHUI

31. MenunuHcKue M3MIeNMs, BKIIOUYCHHBIC B MEPEUYCHb METUITMHCKHUX
W3JEIINM, OTHOCIAIIUXCA K CPEACTBAM HM3MEPEHHUH, B OTHOLIEHUU KOTOPBIX
MPOBOJATCS WCHBITAHUS B LIENAX YTBEPKICHUS THUIIA CPEACTB U3MEPEHUN,
MPOEKTUPYIOTCS U M3TrOTABIMBAIOTCS TaKUM 0Opa3oMm, 4TOObI OOECIEUUTH
JOCTATOYHYI0 TOYHOCTh, MPEIU3UOHHOCTh M CTAOUJIBHOCTh C YYETOM
Ha3HA4YCHUS MEIUIIMHCKOIO U3JICIU.

32. UsmeputenbHble, KOHTPOJbHBIE WM HWHAUKATOPHBIC IIKAJIbI
MPOEKTUPYIOTCA B COOTBETCTBUM C JSPrOHOMUYECKUMM MPUHLUIIAMU C
YYE€TOM HA3HAYEHUS MEIUIIUHCKOTO U3EIHS.

UucnoBele 3HAYEHHS JOKHBI OBITh BBIPAXXEHBI B OOIICTIPUHATHIX
EIMHUIIAX U3MEPEHUS U IOHATHBI T10JIb30BATEIISIM.

33. PesynpTaThl  mM3MEpeHUM, BBIMIOJIHEHHBIX C  HCIOJIB30BAHUEM
MEIULIMHCKOTO  M3JIEJIMS, OTHOCSIUIErOCs K CpPEACTBAM  HU3MEPEHHUH,
BBIPAXAIOTCS B €IMHUIAX BeJIMUUH MexayHapoaHoi cuctembl enqunaui] (CH)
WIM BO BHECUCTEMHBIX E€IWHMUIAX BEJIMYAH B COOTBETCTBUU C IIEPEUYHEM
BHECHCTEMHBIX  €IWHMI] BEJIMYUH, MPUMEHSEMBIX TIpU  pa3paboTKe
TeXxHHueckux permamenToB Coro3a (BKIOYAas HX COOTHOIICHHS C
MexnayHapoaHou cuctemoit eaunui] (CH)), yrBepxaaembiM EBpasuiickoi

PKOHOMMYECKON Komuccuei (nanee — Komuccus).

7. 3amuTa OT U3JIy4YEeHUs

34. MeaunuHCKUE U3MIETUsT TMPOCKTUPYIOTCSA, HW3TOTABIMBAIOTCA U
YIaKOBBIBAIOTCSA TakuM oOpa3oM, dYToObl MHUHHUMAJIBHO TOABEPraTh
MOJIb30BATENIEN U TPETHUX JIUIl BO3JICUCTBUIO U3JYYEHHUS, HE YMEHbBIIAS TIPU
TOM YCTAHOBJICHHBIC YPOBHHU H3JIYYCHHS, HEOOXOIUMBIC IJIsI JOCTHUKEHUS

AUArHOCTUYCCKUX U TCPAIICBTUYCCKUX ueﬂeﬁ.
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35. B MeIuIMHCKUX U3AENUsX, MPEJHA3HAYCHHBIX JIJISi T€HEPUPOBAHUS
OMACHBIX WM TOTEHUUAIBLHO OMNACHBIX W3MyYeHUM, HEOOXOAMUMBIX ISt
JIOCTUKEHUSI KOHKPETHBIX MEIUIIMHCKUX IIeJ€H, B Clydae €CJIM IOojb3a OT
UCIIOJIB30BAHUS TUX U3TYUYCHHUI BBICOKOW MHTEHCUBHOCTH CUMTAETCs OoJiee
3HAYUTEJILHON MO OTHOIICHHUIO K OMACHOCTH, 3aKIIOYAOIIEHCS B U3JIYUYCHUH,
JOJDKHA  MPEaycMaTpUBAaThCA  BO3MOXKHOCTH  YHOPABJICHUS  OTUMHU
U3IyYCHUSIMU CO CTOPOHBI MOJb30Barend. llpu mpoekTupoBaHUU U
U3TOTOBJICHUM TaKUX MEIUIIMHCKUX W3JACIUN JOJDKHA O00eCleurnBaThCs
BOCIIPOU3BOAUMOCTb U3MEHSAEMbBIX MapaMETPOB T€HEPUPYEMOTO U3TYUCHHUS B
JIOTTYCTUMBIX TIpeeiax.

MenuuuHcKue W3JeNnus, MpPEJHAa3HAYCHHbIE JUIsi TEHEPUPOBAHUS
OMAacHOr0 BHJAMMOrO ¥ (MJIM) HEBHIMMOTO W3JIyYCHHUS, OCHAIIAIOTCS
BU3yaJIbHBIMU U (MJIM) 3BYKOBBIMH CPEJCTBAMU MPEIYIPEKICHUS O HATTUUUU
(aKTUBHOCTH) TAKOTO U3JIyYEHUS.

36. [Ipy TpPOEKTUPOBAHMM W W3TOTOBJICHUU MEAUIMHCKUX W3JCTUN
JOJDKHO ~ MAakCUMaJbHO  CHMDKEHO  BO3JCHCTBHE  HENPEIHAMEPEHHO
TeHEPUPYEMOTO TTOOOYHOTO UJIH PACCESTHHOTO MU3TyUCHHUS.

37.1Ipu mpOEKTUPOBAHUM W U3TOTOBJICHUM MEAUIIMHCKUX W3JICIUH,
NpeHa3HAYEHHBIX [IJI1 TEHEPUPOBAHUS HOHUBUPYIOIIETO  U3JIy4YEHUS,
JIOJIKHBI oOecrieunBaThCsl  PEryJUpOBaAHUE KOJINYECTBEHHBIX u
F€OMETPUYECKUX IOKAa3aTeliel TEHEPUPYEMOIO MBIYYEHUSI C Y4YETOM
Ha3HAYEHUs, ONPEECIECHHOTO IPOU3BOIUTEIIEM.

MenuuuHcKkue U3aeus, TeHEPUPYIOIIMEe HOHU3UPYIOIIEE U3IyYEeHUE U
npeHa3HaYeHHbIE I PAIUOIOTUUYECKON TUAarHOCTUKH, MPOEKTUPYIOTCA U
W3TOTaBJIMBAIOTCA TaKUM 00pa3oM, 4TOOBI MPU MUHUMAJIBLHOM BO3JICHCTBUU
U3JIy4YEHUs] HAa  TOJb30BaTeliss O00ECHEeYMBAIOCh  HEOOXOAMMOE A
JIMarHOCTUKU KauyeCTBO HM300paXeHUss W (WIM) IMOJy4aeMbIX PE3yJbTAaTOB

WCCIIETOBAHMI.
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MenunuHcKkue U3ens, TEHEPUPYIOIME HOHU3UPYIOIIEe U3IyUYeHUE U
npeaHa3HAaYCHHbIE IS PaguOJIOTHUYECKON Tepamuu, NPOCKTUPYIOTCS H
W3TOTaBJIMBAIOTCA TakUM 00pa3oM, 4TOObl OOECIeUYMBAIUCh KOHTPOJIb U
yIOpaBJI€HUE J030M OONy4YeHUs, TUIIOM, SHEPTHEH W IpPH HEOOXOIUMOCTHU

pacnpeneseHueM SHEPruu HalpaBJICHHOTO U3ITy4EHHUS.

8. MenuuuHCKIe U3/1eIusl, BKIFOUYAIOIUe B Ce0sl MpOTpaMMHOE
obecrnieueHre, 1 aBTOHOMHOE ITporpaMMHOE oOecTieueHue,
SIBIISFOIIEECST MEIUITMHCKUAM U3JIEITHEM

38. MeauuuHcke W3AeNus, BKIIOYAlOIMe B ce0sl MpOrpaMMHOE
o0ecrieueHne, U AaBTOHOMHOE TMPOrpaMMHOE oOecleYeHue, SBISIONIEeCs
MEAWIIMHCKUM H3JEJIMEeM, TPOEKTUPYIOTCS U U3TOTABIMBAIOTCS TaKUM
oOpa3oM, 4TOOBI OOecmeynBaTh CTaOWIIbHOE, HaleXHOe U 3(P(HEKTUBHOE
GYyHKIIMOHUPOBAHUE OSTUX MEIUIMHCKUX U3JIETUH B COOTBETCTBUU C

HazHAa4YCHUCM, OIIPCACICHHBIM ITPOU3BOIUTCIICM.

9. AKTUBHBIC METULIMHCKUE U3ACINS, CBA3aHHBIC
C UCTOYHUKOM DHEPTUU WK 000PYyA0BaHHBIE
UCTOYHUKOM SHEPrUU

39. /I aKTMBHBIX MEAWIIMHCKAX U3ICIUA B Cllydyae €IUHUYHOU
HEUCIPABHOCTH MNPUHUMAIOTCA COOTBETCTBYIOIIME MEPHI IS YCTPAHEHUS
WJIA CHUKEHMUS TTOCIICTYIOIIUX PUCKOB.

40. AKTUBHBIE MEIUIIMHCKUE W3JACNHS, MPU HUCIOJIB30BAHUU KOTOPBIX
0€30IacHOCTh MOJIb30BaTEIEH 3aBUCUT OT BHYTPEHHETO UCTOUHHMKA MTUTAHUSI,
000PYAYIOTCS CPEICTBOM OMPEACIICHHUS COCTOSHUS ICTOYHUKA ITUTAHHUS.

41. AKTUBHBIE MEOUILIMHCKUE M3JICNIUs, MPU HCIOJb30BAaHUU KOTOPBIX
0€30MacHOCTh MOJIb30BATENIC 3aBHCUT OT BHEIIHETO HMCTOYHHMKA MUTaHUS,
JIOJDKHBI BKJIFOYaTh B C€0sl CUCTEMY CHUTHAJIM3ALMM JJIsI OTOBEHICHUS] O

nepeboe B MUTAHUMU.
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42. AXTUBHBIE MEIUIMHCKUE W3JeNUs, TMpeIHa3HAUYCHHBIC IS
MOHUTOPHUHTA OJIHOTO WM HECKOJbKUX KJIMHUYECKUX I1apaMeTpPOB
MOJIb30BaTENs, 000pyayrOTCS COOTBETCTBYIOIUMHU CUCTEMaMH
CUTHAIM3AIMU U1 TPEAyNnpekJACHUsS TO0Jb30BaTesl O BO3HUKHOBEHUU
CUTYyalliu, KOTOPasi MOXKET MPUBECTU K CMEPTU WIIK CEPHE3HOMY HAPYIICHUIO
COCTOSIHUS €T0 3JI0POBBSI.

43. AKTUBHBIE MEIUIIMHCKUE U3 IETNS MPOEKTUPYIOTCS u
U3TOTaBJIMBAIOTCA TAaKUM O0pa3oM, 4YTOObl MAaKCUMaJIbHO CHHU3UTH PHUCK
CO3JIaHUsI AJIIEKTPOMArHUTHBIX MOJEH (3JIEKTPOMArHUTHBIX MOMEX), KOTOpPbhIE
MOT'YT OTPHUIATEIIbHO CKa3aThbCs HAa pabdOTe IPYyTrMX MEIUIMHCKUX U3JCIIHM,
000pYyIOBaHHUS M CPEJICTB CBSI3U B COOTBETCTBHH C MX HA3HAYCHHUEM.

44, AKTHUBHBIE MEIULIMHCKHUE W3CITUS MPOCKTUPYIOTCA 151
U3rOTaBJIMBAIOTCS  TakUM  oOpa3oM, 4YTOObI  OOECHEYUTh  YPOBEHB
YCTOWYUBOCTH K DJEKTPOMArHUTHBIM IOMeXaM (IIOMEXO0YCTOMUYUBOCTH),
obecrnieunBaronuii UX (YHKIIMOHUPOBAHUE B COOTBETCTBUU C HAa3HAYCHUEM,
ONPECICHHBIM MTPOU3BOIUTEIIEM.

45. AKTHUBHBIE MEIULIMHCKHUE W3CIUS MPOCKTUPYIOTCA 171
U3TOTaBJIMBAIOTCA TAaKUM OOpa3oM, 4YTOObl MAaKCHMAaJIbHO CHHU3UTh PHUCK
CIIy4ailHOTO TOPKEHUS TOJIb30BATENsl WM TPETHETrO JIUIA JIEKTPUUESCKUM
TOKOM KakK MpH HOPMAJIBHBIX YCJIOBUSAX OJKCIUIyaTallMd MEIUIIMHCKOTO
W3EIus, TaK U B YCJIOBUAX €IWHUYHONM HEUCHPABHOCTH IPU YCJIOBUM, UTO
MEIUIMHCKOE H3CINE YCTAaHOBJICHO M OOCTY)XMBAaeTCS B COOTBETCTBHHU C

YKa3aHUuAMHA ITPOU3BOJUTCIIA.

10. 3ammTa OT MEXaHUYECKUX U TEPMUUYECKUX PUCKOB

46. MCJII/II_II/IHCKI/IC U3ACIINA TPOCKTUPYIOTCA HW  HU3IrOTABJIMBAIOTCH
TaKUM 06pa30M, YTOOBI 3aAIUTUTh I10Jb30BATCIId M TPCTBUX JIMI OT PHUCKaA

MECXaHHNYCCKUX HOpa)KeHI/H\/JI, CBA3aHHOI'O C COIIPOTHBJICHHUCM JABHKCHHIO,
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HECTAaOWJIBHOCTBIO M HAJIMYHEM JBIDKYIIUXCS YacTe B COCTaBE TaKHUX
MEJIUIIUHCKUX U3IEITUU.

47. MenunMHCKUE W3ACNHUST TPOEKTUPYIOTCS W W3TOTABIMBAIOTCA
TakuM o00pa3oM, 4YTOObl MaKCHUMajdbHO CHU3UTh PHUCK, CBSI3aHHBIM C
BUOpalveli, co3/1aBaeMOM OSTUMHU MEAUIMHCKUMH U3JICIUSIMHU, MyTEeM
MIPUMEHEHUS CPEJCTB, MO3BOJISIOMINX OTPAHUYUTH BUOPAIIUIO, €CJIM TOJBKO
BUOpAIIKs HE SBJISICTCSA YaCThIO MPEeHa3HAYCHHUS METUIIMHCKUX U3/IETUH.

48. MenuiuHCKUE W3JEIUs TPOCKTUPYIOTCS ©  HM3TOTaBIMBAIOTCS
TakuM o00pa3oMm, 4YTOObl MaKCHUMaJdbHO CHU3UTh PHUCK, CBSI3aHHBIM C
CO3/IaBa€MbIM IIyMOM, NyTE€M IPUMEHEHUS CPEJCTB, HUCIOJIb3YEMbIX IS
YMEHBIICHUS IlIyMa, €CJIM TOJbKO CO3/1aBa€MbIM IIyM HE SBISETCS YaCThIO
MpeIHa3HAYCHUSI MEIUITUHCKUX U3]ICIIUM,

49. KnemMbl, pa3beMbl, COCAMHUTEIW U JIpyrUe yCTPOMCTBa
MOJKIIOYCHUS MEIUIIMHCKUX U3JIeTMA K MCTOYHUKAM JJIEKTPUUYECKOM,
TUAPABINYECKOM WM MHEBMAaTHYECKOM SHEPruu IMPOCKTUPYIOTCS U
W3TOTaBIMBAIOTCA TaKUM O0pa3oM, YTOOBI MaKCHMAJIbHO CHHU3UTH JIFOOBIC
BO3MO>KHBIC PUCKH.

50. MenumuHcKue WU3AEIUS TPOCKTUPYIOTCS M U3TOTaBJIMBAIOTCS
TakuM 00pa3oM, 4TOObI MAKCUMAJILHO CHU3UTh PUCK OLINOOK, BOZHUKAIOITUX
Py HEMPaBWIHHOM TMOJKIIOUEHUN WM TIEPEKIFOYEHUU BO BpeMsl PabOThI
anmapaTypbl WIH JeTajeld B COCTaBe TAKUX MEAULIMHCKUX U3ACITUH.

51. OTKpBITBIE 4YACTHM MEAULUMHCKUX W3JEIUN (32 HMCKIIOUYCHUEM
yacTel, MpeaHa3HAYCHHBIX JUIS MOJa4yu TeIjia WX JOCTHMIXKECHHS 3alaHHBIX
3HAQYCHUW TeMmIlepaTyp) HE JOJDKHBI JOCTUTaTh IMOTEHIIMAILHO OMAaCHBIX

3HA4YCHUU TCMIICPATYP NPpU HOPMAJIbHBIX YCIOBUAX 3KCILITYyaTalluH.
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11. 3amuTa OT pHCKOB, BOZHUKAIOIINX JJIS ITOJIh30BaTEIIS
OT ITOJlaBaeMOM PHEPTHH HJIN BEIIECTB

52. MeaunuHcKie — HM3ACIHs, TpeAHA3HAUYCHHBIE JUIA  I10Jaud
MI0JIB30BATEII0 SHEPTUU WUJIM BEIIECTB, MPOCKTUPYIOTCS M U3TOTaBIMBAIOTCS
TakuM 00pa3oM, YTOOBI KOJMYECTBO IMOJABAEMON JHEPTUU WU BEIIECTBA
MOYXHO OBLIO YCTaHaBIIMBaTh M IOJICPKUBATh C TOYHOCTHIO, JIOCTATOYHOU
JUIS oOecrieueHus 0€30IIaCHOCTH I10JIb30BaTEIS.

53. MeaunuHcKue W3IEIINS OCHAII[AIOTCS cpelcTBaMu
npenoTBpameHus ©  (WIM) HMHIWKAIMH ~JIIOOBIX  HECOOTBETCTBUH B
MOCTaBJICHHOM KOJHMYECTBE DHEPTrUU WM BEIIECTBAa, KOTOPOE MOXKET
MIPECTABIIATH OMTACHOCTb.

54. Ha MeauImHCKOM H3JCIMM YETKO YKa3bIBaeTcs HHGOpPMAIHSI O
(GYHKIUMAX CPEACTB YNPABICHUS U MHAUKATOPOB. Eciam uMeeTcss HHCTPYKIUS
0 TPUMEHCHHIO, WU PYKOBOJCTBO IO SKCIUTyaTalluW, WM BH3yaJbHBIC
CpEIICTBa WHAWKAIIUHA OIEPAIMOHHBIX WM PETYyJIHPOBOYHBIX IMapaMeTpPOB
MEIUITMHCKOTO M3, TO Takas HWH(pOpMamus AOJKHA OBITh TMOHSITHOU

IIOJIB30BAaTCIIIO.

12. 3amuTa OT pUCKOB, BO3HUKAIOIIUX B CBSI3H C HCIOJIb30BaHUEM
MEJIUIIMHCKUX U3JICTTUI, TIPEIHa3HAYEHHbBIX MTPOU3BOAUTEIIEM
JUISl TPUMEHEHUS MOJIb30BATEIMH, HE UMEIOIITUMU
CHEUATIBHOTO MEIUIIMTHCKOTO 00pa30BaHUs

55. MenunuHcKkue u3Jenus, npeaHa3HauYeHHbIE MPOU3BOJUTEIIEM JIJIs
MPUMEHEHUS MMOJb30BATENSIMH, HE UMEIOIIMMH CHEIUATIBHOTO MEUIIMHCKOTO
oOpa3oBaHMs, MPOCKTUPYIOTCS W H3TOTABIMBAIOTCA C yYE€TOM HAaBBIKOB U
CPEACTB, JOCTYHHBIX 3THM JIMI[AaM, TaKUM OOpa3oM, 4TOObI MEIUIIMHCKHE

N30CJINA q)YHKHHOHI/IpOBaJ'II/I B COOTBCTCTBUU C UX HABHAYCHHUCM B YCIIOBUAX

0OBEKTUBHO 0K JacMBbIX HeﬁCTBHﬁ CO CTOPOHBI ITUX JIMII.
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56. MeauuuHckue wu3Aenus, MpeAHa3HAYCHHbIE [Jis TPUMEHEHUs
MOJIb30BATEISIMU,  HE  HMMEIOIMMHU  CHEIUAIBHOTO  MEIUIIMHCKOTO
o0pa3oBaHusl, MPOCKTUPYIOTCS U U3TOTABIUBAIOTCS TaKUM OOpPa3OM, UTOOBI
MaKCUMAJIbHO CHU3UThH PUCK OIIMOKHU B MPOIIECCE MPUMEHEHUSI METUITUHCKUX
U3JICNINM, a TaK)KE MPU UHTEPIPETAIMU PE3YJIbTATOB TECTUPOBAHUSI.

S57. MeauuuHckue u3Aenus, TMpeAHa3HAYCHHbIE MJisi TPUMEHEHUs
MOJIb30BATEISIMUA,  HE  HMMEIOIMMHU  CHEIUAIBbHOTO  MEIUIIMHCKOTO
oOpa3oBaHusl, TOHKHBI UMETh, €CJIM 3TO OOBEKTUBHO BO3MOXHO, (DYHKIIUIO
MOATBEPKICHUSI TOr0, YTO MPU HCIOJIB30BAHUU 3TH MEIUIIMHCKUE U3JETUs
OynyT (QYHKIIMOHMPOBATH B COOTBETCTBUM C HA3HAUYCHHUEM, OIPEEICHHBIM

IIPONU3BOIHUTCIICM.

13. TpeboBaHusa K MApPKUPOBKE METUIIMHCKUX U3CITHIM

58. MapkupoBKka MEIUIIMHCKOTO  H3JCTUS  JOJDKHA  COJEpP)KaTh
CJICYIOITYI0 HHPOPMAIUIO:

1) HaumeHoBanue W (WJIM) TOProBOE€ HAMMEHOBAHHE MEIUIIMHCKOIO
U3JICITHS,

2) uadopmarus, HeoOxXomumas IS HACHTU(OUKALKUNA MEIUIUMHCKOTO
U3JIENHSI, a TaK)Ke MHPOPMAIIHS O €r0 Ha3HAYCHHUH (ITPH HEOOXOAMMOCTH);

3) cBeleHUsT O MPOM3BOIUTEIIE, BKIIFOYAs MTOJIHOE U COKpaIlleHHOE (TIpH
HAJIMYMKM) HaWMCHOBAHUS IOPHUIWYECKOTO JIMIA, MECTO HaXOXKICHUS
(bamumst, uMs1, 0TYECTBO (IIPH HATTMYUH) U MECTO JKUTEILCTBA (PU3UUYCCKOTO
JU1IA, 3apEeTUCTPUPOBAHHOTO B KauyecTBe WHAWUBUAYATHLHOTO
NpeaNpUHUMATEIIsA),  TOYTOBBIA  aapec  TIPOU3BOJIUTEIS, CTpaHa
MIPOUCXOXKICHUS MEIUIIMHCKOTO M3aenus. [[ouToBBIN aapec Mpou3BOAUTEIS
MOJKET HE YKa3bIBaThCS B MAapKHUPOBKE, €CIIM OH COJCPIKUTCS B MHCTPYKIIUU

110 IPUMCHCHHIO, HpI/maraeMoﬁ K MCIUIUHCKOMY HU3ACINIO.
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Ha wummnopTtupoBaHHble METUIMHCKUE H3JEIUS MOXKET HaHOCHUTHCS
JOTIOJTHUTEIbHAS MAapKUPOBKA, COJEprKallias CBEACHUS 00 yIOJTHOMOUYEHHOM
NpEJCTaBUTEE HWHOCTPAHHOTO TMPOU3BOJIUTEIIS, BKJIIOYas IIOJHOE W
COKpalleHHOe (IIpY HAJIMYKUKM) HAUMEHOBAHUS HOPUIAYECKOTO JIMIA, MECTO
HaXOXJeHUS ((haMuns, UMs, OTYECTBO (TPU HATMYUH) U MECTO KUTEIHCTBA
(GbU3MYEeCKOTo JMIa, 3apErMCTPUPOBAHHOTO B KayeCTBE WHIWBUIYATbHOTO
OpeANPUHUMATENSI), TOYTOBBIA aJIpec YMOJTHOMOUYEHHOTO MPEICTABUTENS
npousBoauTeNs. JlomosHUTENbHAS MapKUPOBKA HE JIOJMKHA CKPHIBATH
MapKUPOBKY, COJIEPXKAIIYI0 CBEICHUS O IPOU3BOJUTENIC MEIUIIMHCKOTO
U3JICIINS,

4) uadopmariis 0 HATMYUU B MEAMIIMHCKOM HW3JICIIUU JICKApCTBEHHBIX
CPEIICTB WJIM OMOJOTHYECKUX MATEPHAJIOB, a TaKKe HaHOMAaTEepUaJOB, €CIU
TaKue€ HaHOMaTepuajdbl HE COJEpkKaTCi B CBS3aHHOM COCTOSIHUH,
UCKJIFOYAIOIIEM BO3MOXKHOCTh MX TOMAJaHUs B OPraHU3M IOJIb30BaTeNs MPU
UCIIOJB30BAaHUM MEIUIIMHCKOTO W3JICTUs M0 HA3HAUYEHUIO, OMPEACICHHOMY
MIPOU3BOJIUTEINIEM,

5) xox (HOMep) mapTUU WK CEPUIHBIA HOMEP MEIUIIMHCKOTO U3/,

6) cpok (C ykazaHHEM Troja W Mecsla), J0 HCTECYCHHS KOTOPOIo
MEIUIIMHCKOE U3EJINE MOKET O€30MaCHO UCIIOJIb30BATHCS;

7) TOA BBIMyCKAa MEIUIIMHCKOTO H3JICNHs, €CJIM HE yKa3aH CpOK, 0
UCTEYCHUSI  KOTOPOTO  MEIAWIIMHCKOE  M3ACINEe  MOXET  0e30IacHo
UCIIOJIB30BaThCs. 1'0/1 BBIITyCKa MEUIIMHCKOTO U3/I€NMs BKIIFOYAETCS B HOMEP
NapTUU WM CEPUMHBII HOMEp NpPH YCJIOBUHU, UYTO TOJ BBIMYCKa JIETKO
UJIEHTU(PUIIUPYETCS B COCTaBE TAKOTO HOMEPA;

8) undopmarus 00 0COOBIX YCIOBHSAX XpaHeHHs W (WiH) oOpalleHus
MEIMITMHCKOTO M3Aeius (Mpu HEOOXO0AUMOCTH);

9) uHpopManuss O CTEPUIBLHOCTH MEIUIIMHCKOTO W3JACHus (eciu

MCIAMIIMHCKOC U3CIIUC IIOCTABJIACTCA B CTCPHUIIBHOM BI/IILG);
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10) npenynpexaeHiue WIA MEpbl  IPEJOCTOPOKHOCTH, KOTOPBIC
YKa3bIBAIOTCS TakKuM 00pa3oM, 4TOObI MPHUBJICYh BHUMAHHE IOJIH30BATENA
WU TPEThEro Jinia. Ita uHPoOpMaIrsi MOXKET ObITh CBEJIEHa K MUHUMYMY B
cily4ae, eciid Oosiee JeraiabHas MH()OpMaLUs CONEPKUTCA B UHCTPYKLHH T10
MIPUMEHCHHUIO;

11) undopmariss 00 OJHOPA30BOM HCIIOJIB30BAHUH MEIUIIMHCKOTO
uznenus (eciu MEAUIIMHCKOE M3JENHe MpeaHa3HavYaeTCs AJisi OJTHOPa30BOTO
UCIIOJIb30BAHHS);

12) uadopmariii 0 BOCCTAHOBJICHHUM MEIUIIMHCKOTO M3ICIHS C
yKa3aHHEM 4YHCjia MPOU3BEACHHBIX IHMKJIOB BOCCTAHOBJIICHUS U JIIOOBIX
OTPaHUYECHUN MO0 YHCIY UIUKJIOB BOCCTAHOBICHUS (€CIM MEIUIIMHCKOE
U3JICNUE JIJIs1 OJJHOPA30BOI0 UCIIOIb30BaHHMSI SIBJICTCS BOCCTAHOBIICHHBIM);

13) uadopmariss 00 U3rOTOBICHUM MEIUIIMHCKOTO M3JACIUSA IO
WHJIUBUyAIbHOMY 3aKa3y I0Jb30BaTesl WCKIIOYUTEIBHO Ui JIMYHOTO
MPUMEHEHUSI B COOTBETCTBUU C HAa3HAYCHUEM MEIMUIIMHCKOTO CIEHHAINCTA,
BBIJJAHHBIM B TUCBMEHHOU (popme;

14) uadopmars 0 npeaHa3HAYCHUH MEIUIMHCKOTO H3ACTUS TOJIBKO
TSl TPOBEJICHUS KIIMHUYECKUX MCTIBITAHUH B LIEJISAX PErUCTpalliH;

15) uadopmarus o npeaHa3HAYCHUH MEIUIIMHCKOTO M3JCTUS TOJbKO
JUISi BBICTABOYHBIX WJIM JIEMOHCTPAIIMOHHBIX 1iesiel. B sroM ciydae
TpebOBaHUS MO0 MapKUPOBKE, YKa3aHHbIC B MoAnmyHKTax 1 — 14 Hacrosiero
MyHKTa HE SBIIAIOTCS 00s13aTEeIbHBIMU;

16) uadopmarsi 00 WHAKTUBAIMM BO3MOXXHBIX BHUPYCOB H JAPYTHX
WH(PEKIIMOHHBIX areHTOB B MEIWIIMHCKOM HW3JCINU, HAaHOCUMAas B BHJIC
Haanucu «anturena k BUY 1, 2 u Bupycam renatutoB C u HBsAg
OTCYTCTBYIOT» (€CIIM MEAUIMHCKOE W3JCINE HUMEET B CBOEM COCTaBe

CBIBOPOTKY (TUTa3My) KPOBH YEJIOBEKA WIIM JICMECHTHI TKAaHU YEJIOBEKA).
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59. B cnyuae eciaum MEAMIIMHCKHE W3ACIUS WM UX KOMIIOHEHTHI,
npeaHa3HaYeHHbIE sl BBEJCHUS B OPraHW3M M BBIBEJICHUS U3 OpraHu3Ma
YeJIOBEKa JIEKApPCTBEHHBIX CPEACTB, KUJIKOCTEW OpraHu3Ma WU JApPYTHX
BEIIECTB JHOO MJii TPAHCIOPTUPOBKA M XPaHEHUS TaKUX CPEICTB,
AKUJKOCTEN WM BEILECTB, COAEPKAT BPEAHBIE BEIIECTBA, IPUHAJICKALIUE K
KJIacCaM OIAaCHOCTH BPEIHBIX BellecTB 1 U 2, obnajaroiiue B 3aBUCUMOCTH
OT UX KOHLIEHTpAIlMd KaHIEPOT€HHBIMHU, MYTareHHbIMU WJIW TOKCUYHBIMHU
JUIS. peNpOlyKTUBHOW (PYHKIIMM CBOMCTBAMU, WIM COJiepxKaT (raiarsl, TO
TaKUe MEIUIMHCKUE W3JeNusd MOAJIeKaT CHeUUaJIbHONM MapKUpOBKe. JTa
crienuaibHas MapKUpOBKAa HAHOCHUTCS HAa MEIULMHCKOE HW3JEIHE U €ro
YHOaKOBKYy JHOO TIpM  HEOOXOJMMOCTH Ha  BHEIIHIO  yIaKOBKY,
UCIIOJIB3YEMYIO ISl XPAHEHUS U TPAHCIIOPTHUPOBKU MEIUITUHCKOTO U3IEIHS.

60. MapkupoBKa CTEpUIBHBIX U HECTEPUIbHBIX MEAUIIUHCKUX U3JCTUI
JOJKHA O0€eCleYnBaTh BO3MOYKHOCTh PAa3rPaHUYEHUS WIACHTUYHBIX WIH
CXOXXMX BHUJOB MEIMIIMHCKUX U3JCJIUM, BBINYIICHHBIX B OOpallleHUuE B
CTEpPWJIBHOM M HECTEPWJIBHOM BHUJE, U PA3INYaThCA TaKUM 00pa3oM, 4TOObI
MOJIb30BaTEAb MOI C T[OMOIIBID MApPKUPOBKH OTIWYUTHh CTEPUIIBHOE
MEIUIMHCKOE U3/ENINE OT HECTEPUIIBHOTO.

61. MapkupoBka J0JKHA OBITh HaHECEHA Ha MEIMIIMHCKOE W3JIeIue.
Ecnu 3TO HEBO3MOXKHO WJIM HEIEeIecCO00pa3HO, MAPKUPOBKA (YACTUYHO WIIU
MOJIHOCTHIO) MOJKET OBbITh HAaHECEHAa Ha YMAKOBKY [JISl KaXIOW €IWHUIIBI
MEJIUIIMHCKOTO H3Jenus, W (WJIM) Ha TPYIIOBYI YIAKOBKY, W (WUiu) Ha
WHCTPYKIIUIO 110 MPUMEHEHUIO.

62. MapkupoBka MOXKET OBbITh  JIONOJHEHa HHpopMalueil B
MaligHouYuTaeMoM  ¢opmare, B TOM UHCIE€ C  HCIOJIb30BaHUEM
PaanodacTOTHON MACHTH(UKAIINHI YIIA ITPUX-KOIOB.

63. MeaumuHCcKue W3AeNus, TPOIUIEAIINEe yCTAaHOBJICHHBIE B pPaMKax

Coro3a nporeaypbl perucTpaiid M MOATBEPKICHUS COOTBETCTBHUS OOIIUM
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TpeOoBaHUAM 0Oe30macHOCTH U A(P(OEKTUBHOCTH MEAUIIMHCKUX HW3CIIHM,
TpeOOBaHMSAM K BHEIPCHHIO W TMOJJIEPKAHUIO CHUCTEMbl MEHEIKMEHTa
KauyecTBa MEAMITMHCKUX WU3JCIINN, Iepe]] BEIITYCKOM B OOpaIlleHHe B paMKax
Coro3a momyie’)kaT o00s3aTCIBHOM MapKUPOBKE CHEIUATBHBIM  3HAKOM
oOpailleHus MEAUIMHCKOTO wu3nenuss Ha pbiHke Coro3a (nanmee —
CHEIUAJIBHBIN 3HAK 0OpaIeHus).

MapkupoBka CHelUaJbHBIM 3HAKOM OOpaleHus, HaHOCHMas Ha
MEIUIIMHCKOE H3/CINE, BBIIOIHIETCS JTIO0BIM TEXHOJOIHYECKUM CIIOCOOOM,
00€eCIIeYnBaIOIINM YETKOE H SICHOE €ro M300paKeHHE B TCUCHHUE BCETO CPOKa
CITY>KOBbI (TOJTHOCTH ) MEIUITUHCKOTO W3CIIHS.

CnemuanbHpId 3HAK OOpaIlieHUs HE HAHOCHUTCS Ha MEIUIIMHCKOE
U3JIeNINe B CIIy4dae, €CIIM 3TO TEXHOJOTHYEeCKHM HEBO3MOXKHO WM OyJeT

MPEJCTABIIATh YTPO3Y KU3HU U 3[I0POBBIO MOJIH30BATENS.

14. TpeboBanus k nHGOpPMAILUH, COAEPKALICHCS
B MHCTPYKLHUHU 110 TPUMEHEHUIO MEIUIIMHCKOTO U3EIIHS

64. UncTpykuuss 1O TNPUMEHEHHIO MOXET OBbITh MpeaocTaBieHa
MOJIb30BATENI0 Ha OYMa)KHOM HOCHTENe MO0 B 3JEKTPOHHOM BHJIE Kak
BMECTE€ C MEAULMHCKUM H3JEIUEM, TaK U OTAEIBHO OT HEro, B TOM YHCIIE
nyTeM pasMmelieHuss HHGOpMalid Ha DJKpaHe, SBISAIONIEMCS YacTbiO
MEIUIMHCKOrO u3aenusi. BeiOpanHblil crioco0 mpeaocTaBieHUs: HHCTPYKIUU
10 MPUMEHEHHIO JIOJKEH OBITh MPUTOJEH M JOCTYIEH ISl MOJIb30BaTelNeH.
Ecnu nHCTpYKIHMS 10 IPUMEHEHUIO MPEAOCTABIEHA HA HOCUTENE, OTIIMYHOM
0T OyMa)KHOTO, IIPOU3BOJUTENb JOJDKEH TapaHTUPOBaTh, YTO MOTPEOUTENDb
uH(OPMHUPOBAH O crocodax:

1) nmpocMOTpa MHCTPYKIIMU IO TPUMEHEHUIO;

2) MOy4YCHUS aKTyaJIbHOW BEPCHH WHCTPYKITUH 110 TIPUMEHCHHIO,

3) mosrydeHust 0yMa>KHOM BEPCHH WHCTPYKIIMH 110 IPUMECHCHHUIO.
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65. UucTpykiusi 10 NMPUMEHEHHIO JOJDKHA COJEpXKaTh CIEAYIONIYIO
uHpopmaruio:

1) HaumeHoBaHue W (WJIM) TOProBO€ HAMMEHOBAHHE MEIUITUTHCKOTO
U3JICTIUS;

2) CBEZICHHUS O TIPOM3BOJUTEIIC MEAMIIMHCKOTO HM3ACIus U (WIH) ero
YIIOJTHOMOUYEHHOM IIPEJICTABUTEIIC, BKIIIOYAs TOJHOE M COKpalieHHOoe (mpu
HAJIMYMKM) HAWUMCHOBAHMS IOPUIMYCCKOTO JIMIA, MECTO HaXOXKICHHS
(bammmust, ums1, oTUeCTBO (TIPHU HAJTUYHMH) U MECTO KHTEILCTBA (DU3UIESCKOTO
JUIIa, 3apEerUCTPUPOBAHHOTO B KauecTBe WHIUBUTyTHHOTO
npeanpuHUMaTens), MOYTOBBIA ajpec, Homepa TenedoHa, dakca, aapec
AJIEKTPOHHOM MOYTHI (IPU HATUYHH);

3) Ha3HAUCHUE MEIUIIMHCKOTO H3JCNMsA C yKa3aHWUEM I0JIb30BaTelIs
(HampuMep, TaIWeHT, MEAUIMHCKUN CIeNHancT, (U3UIECKOe JIUIIO,
MPUMEHSIONIEe MEIUIIMHCKOE H3JIeINe 110 Ha3HAYCHHIO, OIPEACICHHOMY
IIPOU3BOIUTEIIEM);

4) GyHKIIMOHATBHBIC XapaKTEPUCTHKH METUITUHCKOTO H3/ICIIHUS;

5) 0000IIICHHBIC Pe3yJIbTaThl KIMHUYECKUX HCIBITAHUH, MPOBEICHHBIX
B IIEJISX PETUCTPAIlMd MEIUIIMHCKOTO W3JENHs, WIW CChUIKAa Ha HWCTOYHHK,
r/Ie Takas nH(OpMaIKs JOCTYITHA JIJIS TTOJIH30BATEIIS;

6) ocTaToYHbIC  PHUCKH,  IMPOTHBOINOKA3aHMS,  OXHIAEMble U
npeackasyemple  moOo4HbIe 3G EKTh, CBA3aHHBIE C TPUMEHEHUEM
MEUITMHCKOTO U3/IEHS 110 Ha3HAYEHUIO, ONIPEACIICHHOMY TIPOU3BOAUTEIICM;

7) TEXHUYECKHUE XapaKTEPUCTHKH, HEOOXOJHMMBIC IOJIB30BATEIIIO s
NPUMEHEHNS MEAMIIMHCKOTO W3JICIUs 110 Ha3HAYCHHUIO, OIPEACICHHOMY
IIPOM3BOIUTENIEM,

8) nndopmanus 0 HaJIMYUH JIEKapCTBEHHOTO CpE/ICTBa,

OMOJIOrMYECKOro MaTepualia u (W) HaHoMaTepuana,
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9) urdopmanus 0 MOpPSJIKEe YCTAHOBKM U BBOJIA B DKCILTyaTaluo (pu
HEOOXOAMMOCTH), a TAK)KE O HEOOXOAUMOCTH MPEABAPUTEIHHOM MOATOTOBKU
K MCTOJIb30BAHUIO MEAUIIMHCKOTO U3/IEIUS;

10) cneruanbHbIC TpeOOBaHUS B OTHOIIICHUU MIOMEILEHUH,
CHEIUATIBHON TMOJrOTOBKM WU OCOOO0W KBadu(UKAIMU MOJIb30BATENS MU
(M) TpeThUX JINII,

11) uadopmaruss, HeoOXomuMmash JJIsi NPOBEPKH  MPABHILHOCTH
YCTaHOBKHM MEJIMLIMHCKOTO U3JIEJUs U €ro FOTOBHOCTH K Oe30macHoi padbore
M0 HA3HAYEHUIO, OIPEJCICHHOMY TMPOW3BOJAUTENIEM, C YyKa3aHUEM
CIEAYIOLINUX CBEICHUM:

COolepaHUE U TEPUOJUYHOCTh TEXHHUYECKOTOo  OOCITyKMBaHUA,
BKJIFOYAsi OUYMCTKY U JE3UH(PEKIINI0 METUIIMHCKOTO U3IETIHS;

HaJlM4yue PaCXOJHBIX KOMIIOHEHTOB MEIUIIMHCKOTO W3JEIus U
poIEeypa UX 3aMEHBI;

HEOOXOJMMOCTh KaJMOPOBKU JUIsi OOeCHedeHuss HaJJexamen u
0e30macHOM pabOThl METUIIMHCKOTO U3/IETUS B TEUEHHE CPOKA €ro CIyKOBbI;

METObl CHM)KEHHUSI PHUCKOB, CBSI3aHHBIX C YCTAHOBKOMW, KaJTHMOPOBKOM
WU 00CITY>KMBAaHUEM MEIUIIMHCKOTO U3JIEIHS;

12) uadopmariss 0 CHEHMAIBHBIX YCIOBUSAX XpaHCHHS W (MJIN)
00CITyKUBAHUSI MEIUITUHCKOTO U3JICIHS;

13) undopmarst O TMOpsSAKe JCHCTBMIA B Cllydae HapyIICHHUS
CTEpWJIbHOW YMAaKOBKHA MEIUIIMHCKOTO M3CNIUs TIEPE €r0 MCIOIh30BaHUEM
(ecam METUIIMHCKOE U3/ICIIME IMOCTABISCTCS CTEPUIIBHBIM);

14) uadopmarss 0 METOAC CTCPUIM3ALUNA MEIUIIMHCKOIO H3CIus
(eca MEOUIIMHCKOE H3JEIME IOCTABISICTCS HECTEPUJIbHBIM C yKa3aHHEM
HEOOXOIMMOCTH €T0 CTEPHIIM3AIINH TTepPE] HCIIOTh30BAHUEM);

15) uadopmarus o HaIeKamel oO0padOTKe MEIMIIMHCKOIO H3JCIHS

M1 €ro IOBTOPHOI'O HMCIIOJIB30BaHHUS, BKIKOYAA OYHCTKY, I[C3I/IHC1)6KI_II/IIO,
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YIAKOBKY M IPH HEOOXOIMMOCTH METOJ IOBTOPHOW CTepuiau3anuu (eciu
MEIUITHCKOE W3JIeIIne IpeHa3HauYeHO IS MHOT'OPa30BOT0
UCIIOJIb30BAHUSA), a TAaKXKE KPUTECPUH HEIMPHUIOJHOCTH HCIIOJIb30BAHMS
MEIUIIMHCKOTO U3/ICIIHS;

16) uadopmarusa, HeoOXomuMmas JUIsI UACHTH(PHUKAIANA METUIITHCKUX
U3JICNIUA C TEIBI0 MOJy4YeHUsT 0€30MacHON KOMOMHAIMK W WH(pOpMaIys 00
W3BECTHBIX OTPAHUUYCHHSIX MO COBMECTHOMY HCIOJIb30BAHHUIO MEIUIIMHCKHUX
w3nenuid  (UIS  MEOUIMHCKMX — W3JCNIMHA,  NPEJAHA3HAYCHHBIX IS
WCIIOJIb30BAaHUS BMECTE C JPYTMMH MEIUIIMHCKUMU HM3JICTUSIMUA U (WIH) C
U3JICTUSIMH OOIIET0 Ha3HAUCHHS);

17) uadopmarst 0 TpuUpoje, TUIE, a Takxke (IpH HEO0OXOIMMOCTH)
WHTCHCUBHOCTH M PaCIpeleiCHUN H3y4aeMOd MEIUIIMHCKUM H3JIeIIHeM
paguanu W croco0ax 3alluThl IOJIb30BATENCH WM TPEThUX JIMI[ OT
HEMpeAHAMEPEHHOTO M3IyYeHHUS B MPOIECCe MCIOJIb30BAHUS MEIUIIMHCKOTO
usnenus (eciu MeIUIMHCKOE M3JCIIME CO3/1aeT OMACHBIM MM MOTEHIIMAILHO
OTIaCHBIN YPOBEHB pauallii B MEIUIIMHCKHUX MEIISIX );

18) undopmaruss  aus  monb3oBaTenel  (MPeaynpekaCHHUS, MEPbI
PEIOCTOPOKHOCTH, MPEANPUHUMAEMbIE B ClIydae HEOOXOAMMOCTH MEpHI U
OrpPaHHYCHUS TIPH MCIIOIB30BAHUU MEIMIIMHCKOTO M3CIINs), BKIIOYAs:

OpeaynpexaeHue, Mepbl MPEAOCTOPOKHOCTH U (WJIM)  MEpBHI,
peANPUHUMAEMbIE B CIIydae HEHCIPABHOCTH MEIUIIMHCKOTO W3JICIUS WIIH
OTKJIOHEHHH B €ro (YHKIIMOHUPOBAHWH, KOTOPHIE MOTYT BJIUATH Ha
0€3011aCHOCTh MEIUIIMHCKOTO U3/IEIIN;

NPEeAyNPEKACHUE, MeEphl MPEAOCTOPOKHOCTH ®  (WIH)  MEphI,
NpeANpUHAMAEMble B  Clydae BO3JCHCTBUSA Ha (PYHKIIMOHHPOBAHHUE
MEIUIMHCKOTO HM3JIeNMsS BHEIMTHUX (DAKTOPOB, CBSI3aHHBIX C IMPHUMCHCHUEM
MEIUIMHCKOTO M3JIeMd B KOMOWHAIIMM C JAPYTHMH MCAUITMHCKUMHM

u3nenusMu U (WiaM) oOOpYyIOBAaHUEM, WM TaKWX (PAKTOPOB, KaK BHEIIHUE
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AJNIEKTPOMArHUTHBIE TIOJISI, DJEKTPOCTATUYECKUE paspslbl, H3ITyUYEHUE,
aTMocepHOE JaBJ€HHUE M €ro Inepemnajabl, BIAKHOCTh U TeMIeparypa
BO3/lyXa;

NpEeAYNpexXICHUE, MEpbl MPEJOCTOPOKHOCTA U (WJIM)  MEpBHI,
NpeANPUHUMAEMBbIE B CIIy4yae MPEICKa3yeMOro pHUCKa 3JIEKTPOMArHUTHBIX
MOMEX, CO3/1aBa€MbIX MEIUIIMHCKUM HW3JEJIMEM IpPU MPOBEIACHUU U OILICHKE
pe3yIbTaTOB cnenuduuecKkux JAUArHOCTUYECKHUX UCCIIeI0BaHU,
TEpaneBTUYECKOTO JICYEHUS WM NPU €ro HCHOoJIb30BaHUU (Hampumep,
AJIIEKTPOMArHUTHOE W3JIyYeHHE MEIULUHCKOTO W3JeNus, OKAa3bIBalollee
BIIMSIHUE HA JPyroe 000py0BaHUE);

cBeZieHUs] 00 OrpaHWYEHUSX WA HECOBMECTUMOCTH C MEIUIMHCKUM
U3JIEIMEM OTHENbHBIX JIEKAPCTBEHHBIX CPEICTB WM OHMOJIOTMYECKUX
MaTepuaioB (€CIM MEIUIIMHCKOS W3JICHe TMPEAHA3HAYCHO IS BBEICHUS
JICKapCTBEHHBIX CPEJICTB WIIH OMOJOTHYECKUX MATEPHAJIOB);

NpeaynpexaeHue, Mepbl MPEAOCTOPOKHOCTH U (WJIM) OrpaHUYEHHS,
CBSI3aHHBIE C JIGKAPCTBEHHBIMU  BEIECTBAMU WJIM  OHMOJOTMYECKUMHU
MaTepuaiamu, KOTOPbIE BXOIAT B COCTaB MEIUIIMHCKOIO U3/EIINS;

OpeaynpexaeHue, CBA3aHHOE C BXOJSAIIMMU B COCTaB MEAMIIMHCKOIO
U3JIeNUsl KaHLIEPOTCeHHBIMU, MYTareHHbIMU WJIM TOKCHUYHBIMU MaTepUallaMy,
BO3MOKHOE€  BBIJCJICHHME WJIM  BBIMBIBAHUE KOTOPBIX MNPUBOAUT K
CEHCUOWIIN3all, aJJIEPTUYECKON peakluyd WM OTPULIATEILHO BIIMSAET Ha
PENPOAYKTUBHYIO (DYHKIIHIO;

OpeaynpexaeHue WIM MepPbl IPEeI0CTOPOKHOCTH, MPEeAPUHUMAEMbIE
M0JIb30BaTEIEM npu yTUIM3ALUU MEIUIUHCKOTO U3JIeTus,
NPUHAJICKHOCTEN M PACXOJIHBIX MAaTE€pPUAJIOB, UCIOIb3YEMBIX BMECTE C HUM
(Opu HATMYKMK), BKJIFOYAsk CIEAYIOIINE CBEICHHUS:

WH(EKIMOHHAS WM MUKPOOHAsi OMTACHOCTh MEAUIIMHCKOTO U3/CIus;

DKOJIOTHYECKAsI OIIAaCHOCTh MEIUIIMHCKOTO U3JICIIHS,
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¢u3ndeckas OnacHOCTh MEAUIIMHCKOTO U3/IEHS,

19) undopmariuss 00 00CTOSATEIBCTBAX, MPU KOTOPHIX I0JH30BATEb
JOJKEH MPOKOHCYJbTUPOBATHCA C MEIULMHCKAM CHEHHAIACTOM  (IJIs
MEIULMHCKUX U3JENHM, MpeJHa3HAaYeHHBIX ISl HCIOJb30BaHUs JIUI[AMU, HE
UMEIOIIMMHU MEAUIIMHCKOTO 00pa30BaHusl);

20) naHHBIC O BBIMYCKE WJIM IMOCIICAHEM IMEPECMOTPE MHCTPYKIMH IO
IPUMEHEHUIO;

21) uadopmaiuss 0 HEOOXOAUMOCTH HAIpaBICHUS COOOINCHUS B
YIOJHOMOYEHHBIM OpPraH roCyJapcTBa-ujeHa MpPHU BBISIBJICHUU MOOOYHBIX
JEUCTBUM, HE yKa3aHHbIX B MHCTPYKIMH IO NPUMEHEHHUIO, HEKENATeIbHbIX
peakuMsX Npv OPUMEHEHUHM MEAMIIMHCKOTO M3Jeiusi, OCOOCHHOCTEU
B3aMMOJCHCTBUSL MEAMIMHCKUX W3AEIUM Jpyr ¢ JapyroM, (HakToB U
OOCTOSITENILCTB, CO3JAIOUIMX YIPO3y U3HU U 3IJ0POBBIO MOJIb30BaTEICH U
TPETHUX JIMII IPU TPUMEHEHUN MEIUITMTHCKUX U3ACIUH.

66. UncTpyKuusi MO MNPUMEHEHHIO JOJDKHA OBITh COCTaBJIIEHA C
UCIIOJIb30BAaHUEM  TEPMHMHOB, MOHSTHBIX  MOJIB30BATENO, U  MpHU
HEOOXOJIMMOCTH COIIPOBOXKAATHCA PUCYHKAMH U TUAarpaMMaMHU.

HNHCcTpyKIHs IO TPUMEHEHUIO MOXKET COJIEPKATh OTAEJIbHBIE CBEACHUS
U1l Ipo(heCCUOHANIBHBIX U HEMPO(ECCHOHANBHBIX MOJIb30BaTEIIEH.

67. UncTpyKkuuss MO NOPUMEHEHUIO MOKET ObITh NPEICTABICHA B
COKpAIlleHHOM BHUJE WIM Ha MapKUpPOBKE (I MEIULUMUHCKUX U3JEIUil
KJIACCOB IMOTEHUMAJIBHOTO PHUCKa IpUMeHeHnsd | u 2a), ecinu MeIULMHCKOE
U3JIETIME MOXKET OBITh MCIHOJB30BAaHO OE€30MaCHO W MO Ha3HAYEHMIO,
OTpeIeJICHHOMY MPOU3BOIUTENIEM, O€3 HHCTPYKIUHU 110 TPUMEHEHUIO;

68. OgHoro sK3eMIuIsipa MHCTPYKUMUA MO MPUMEHEHUIO MOXKET ObITh
JOCTaTOYHO, €CITM MOCTABISIETCS HECKOJIbKO MEIULMHCKUX U3ICIUN OJHOMY

NoJb30BaTeNl0 MO oaHoMy ajpecy. Ilo TpeboBanuio mnoTpeOUTes
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NPpONU3BOAUTCIIb HOJDKCH IIPEAOCTABUTL HAOIIOJIHHUTCIBHBIC OK3CMINISAPBI

VHCTPYKLHH 110 IPUMEHECHUIO.

V. Ob6wmue TpedoBanust 6e30macHOCTH U 3P (HEKTUBHOCTH,
MpPUMEHsIEMbIe K METUIIMHCKUM U3AETUSM JJI1 JUATHOCTUKH 1n Vitro

1. Xumunueckue, pusnyeckue 1 OMOIOrnuecKrue CBOMCTBA
MEIUIIMHCKUX U3AEINN I JMarHOCTHKHU 1n VItro

69. [Ipy NpoeKTUPOBAHUM ¥ U3TOTOBJICHUU MEAUITMHCKUX W3S TS
JUArHOCTUKK IN VItr0 oco0oe BHUMAHHUE JOJKHO YIACIATHCS BO3MOXKHOMY
YXYJIIICHUIO aHATUTHYCCKONH 3(G(PEKTUBHOCTH U3-3a HECOBMECTHMOCTH
PUMEHSEMBIX MaTePHAIIOB, TPOO ¥ (WJIM) aHATUTOB.

70. Ilpy mMpOEKTUPOBAHWHU, M3TOTOBJICHHH W YMaKOBKE MEIMITMHCKHUX
W3ENAN JUIS JUArHOCTHKHM IN VItr0 moipkeH OBITh MaKCHMAaIbHO CHHKEH
PHCK, CO3JaBacMbIi 3arps3HSAIONIMMHA BEIIECTBAMHW W WX OCTaTKaMH IS
MOJIb30BAaTEIC M JIMI, YYacTBYIOIIMX B TPaHCIIOPTHPOBKE, XPaHCHHH,
00CIIy’KUBAaHUU U UCIOJIb30BAHUU MEIMUIIMHCKUX U3JACIIHUN JJIsI TUarHOCTUKU
In Vitro (¢ yuyeToM Ha3HAYCHHS MEAMIIMHCKOTO HW3JCIMS IS JUATHOCTUKH
in Vitro, a Takxe JIMTEILHOCTA M YaCTOTHI BO3AECHCTBHS DTHX BEIIECTB Ha
OpraHu3M YeJIOBEKa).

71. Ilpy mpOEeKTUPOBAHUH W M3TOTOBJICHUU MEAUITMHCKUX W3S TS
JTUArHOCTUKH IN Vitr0 TOJDKHBI ObITh CHHYKEHBI PUCKH:

1) cBsI3aHHBIC C BEIIECTBAMHM, KOTOPBIE MOTYT BBIMBIBATBHCS HJIU
BBITEKATh U3 MEIUIMHCKOIO U3IEIHUS I JUArHOCTHKH IN VItro (¢ yueTtom ux
CCHCHOMIIM3UPYIOMIETO JCHCTBHUSA, KAHIICPOTCHHOCTH, MYTarcHHOCTH WIIH
OTPHLIATEIHLHOIO BIUSHHS Ha PEPOAYKTUBHYIO (DYHKITUIO);

2) CBA3aHHBIC C HENpPEIHAMEPCHHBIM IIOMAJaHUEeM B MEAMIIMHCKOE

U3ACJIINE MJId OJUATHOCTUKHU in vitro MNOCTOPOHHUX BCIICCTB (C Y4CTOM
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Ha3HAYCHU, OMPCACICHHOTIO IIPOU3BOAUTCIICM, U ITPCAIIOJIATaCMbIX YCJIOBI/Iﬁ

IPUMEHEHHS MEIUIIMHCKOTO U3ICIIUs I JUArHOCTHKH IN Vitro).

2. UndexnnonHoe 1 MUKpOOHOE 3arpsi3HeHUE
MEIULIMHCKUX WU3IEIIUN I JUarHOCTUKY IN Vitro

72.1lpn W3rOTOBICHUW MEAUIIMHCKUX W3ACIUNA JUIsl JUArHOCTHKU
In Vitro puck nHGUIUPOBAHUS MMOJIH30BATEICH U TPETHUX JIUI[ JOKEH OBITH
yCTpaHEH WUJIM CHMDKEH JI0 JIOIMYCTUMOTO YPOBHSI.

KoHCTpyKIMST MEIMIIMHCKOTO W3ACIUsS JUIsl JUarHOCTUKH IN  VItro
JOJKHA Oo0ecneynBaTh MPOCTOTY B OOpamieHuHM U OOCIYKMBAaHUM U TMpHU
HEOOXOAMMOCTH MAaKCHMAaJbHO CHHU3UTh PHUCK MHKPOOHBIX YyTEUEK W3
MEAMIIMHCKOTO W3JCIMs I JUArHOCTUKH IN VItro u (uiau) MUKpoOHOIo
BO3JICHCTBHS B TMPOIIECCE MCIOJB30BaHUSA, a TaKXKe MPEIOTBPAIATh
MUKpPOOHOE 3arpsi3HCHUEC MCAMIIMHCKOTO H3JCNIHS I AUArHOCTHKHU IN VItro
WJTH TIPOOBI MOJIH30BATENIEM WU TPETHUM JIMIIOM.

73. Ilpy MpOEKTUPOBAHWHN, M3TOTOBIICHUH W YMaKOBKE MEIUIIMHCKUX
M3IEIUd I OMArHOCTHKHA  IN VItro, HWMemuX  CHenHalbHbBIN
MHUKPOOHOJIOTHIECKHN CTaTyC B COOTBETCTBHU C MAapPKUPOBKOM, JOJKHO
OBITh TAapaHTUPOBAHO, YTO MHUKPOOMOJOTHMYECKHN CTaTyc ocTaerca 0e3
W3MCHEHUH TIpU COOJIOICHUH YCJIOBUH TPAHCIOPTUPOBKH W XpaHEHUS,
OTIpEJICIICHHBIX MPOU3BOAMTENIEM, JI0 TEX IOp, TOKa 3allWTHas yIaKOBKa
He OyJIeT HapyllIeHa U BCKPbITA.

74. CtepunbHble MEIUIMHCKHE HW3ICIMS [JIS JUAarHOCTHKH IN Vitro
a100 MEIWIMHCKAE W3AEAus I JUarHOCTHKH IN  VILr0, uMeromme
CIIEIIMAJILHBIN MHUKPOOHOJIOTHICCKUN CTaTyc, M3rOTaBINBAIOTCS,
oOpabaThIBalOTCA W MPU HEOOXOJAMMOCTH CTEPHIIM3YIOTCS C IMPUMEHEHHEM

BaJIMAUPOBAHHBIX MCTOI0B, 060py;103aH1/I$1, MponeccCCoB.



31

75. MemuuuHCKHe W3NS I8 JUAarHOCTHKH IN Vitro, TpeOyroiue
CTECpWIM3AIMK, JOJDKHBI  OBITh  M3TOTOBJICHBI B KOHTPOJHUPYEMBIX
MPOM3BOJICTBEHHBIX YCIIOBUSIX.

76. YnakoBKa HECTEPHIIHbHBIX METUITMHCKUX M3SIHN IJIs JUATHOCTUKHU
In Vitro qomxHa oOecreynBaTh MX ICJIOCTHOCTh M YUCTOTY U B Cliydae, ecliu
MEIMIMHCKOE W3HEINe JUIS JHArHOCTUKKA IN VIO HOJDKHO — OBITh
CTEPUJIU30BAHO TME€pEJ] HCMHOJIb30BAHUEM, MAaKCHMaJlbHO CHU3UTh PHCK
MUKPOOHOT0 3arpsi3HEHUs, PU 3TOM YIIAKOBKA JJOJKHA OBITh COBMECTUMOM C

MCTOJIOM CTCPHUIIM3alNH, YKAa3aHHBIM IIPOU3BOAUTCIICM.

3. MeauuuHckue u3aens 1 JMarHoCTUKH iN VItro,
CoJIeprKaIlie MaTepraabl OMOJIOTMIECKOTO TIPOUCXOKICHHUS

77.B ciyyae ecnu MEIMITMHCKUE W3ACIHS ISl JUArHOCTHKH In Vitro
coJiepkaT OMOJOTUYECKUE MaTepralbl )KUBOTHBIX, TO 00paboTKa, XpaHEHUE,
TECTUPOBAHNWE OHMOJOTHYECKHX MaTEPHAIOB >XHUBOTHOTO TIPOWCXOXKICHHUS,
a Takke oOpallleHHe ¢ HUMH JIOJDKHBI OCYIICCTBISATHCS TaKUM OOpazoM,

4TOOBI 00ECIeYnTh OE30MACHOCTh MOJI30BATENEH U TPETHUX JIUL.
be3omnacHOCTh B OTHOIIIEHWH BUPYCOB, APYTUX WH(PEKIIMOHHBIX areHTOB
U WHBIX BO30yauTeneil Ooje3Hed, oOmMX ISl YellOBeKa W J>KMBOTHBIX,
JOJDKHA OO0ECIeYnBaThCs IMOCPEACTBOM TMPUMEHCHHSI BaJIUIAPOBAHHBIX
METOJOB YHHUYTOXCHUS WM WHAKTUBAIMM B XOAC IPOU3BOACTBEHHOTO
mporecca. YKa3aHHbIE BaJMIWPOBAHHBIE METOJbI HE TMPUMEHSIOTCS B
OTHOIICHHH MCAULMHCKUX M3ICIHN JJIs1 JIHArHOCTHKH In Vitro, eciu
aKTUBHOCTh BHPYCOB W JAPYrux WHMEKIHOHHBIX areHTOB 0OYCIIOBJICHA
Ha3HAYCHUEM MEAMIIMHCKUX M3CIUN JUIs TUarHOCTUKH iN VItro win mporecc
YHUYTOXKCHUS WM HWHAKTUBAIIMM MOXET CHH3UTH 3P ()EKTUBHOCTH

MEIUIIMHCKOTO U3AEJINS UIA JUAarHOCTUKH 1N Vitro.
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78. B ciiyyae ecnu MEIMITMHCKHE W3JACIHS JJIsI TUATHOCTHKH In Vitro
coJiepKaT OMOJIOTMUECKHE MaTepHuaibl YeTOBEYECKOr0 MPOUCXOXKICHHUS, TO
00paboTka, XpaHEHHE, TECTUPOBAaHUE U OOpalleHUEe C OUOJIOTUYECKUMHU
MaTepualaMi YeJOBEYECKOTO TMPOUCXOXKICHUS JOJDKHBI OCYIIECTBIISTHCS
TakUM 00pa3oM, 4ToObl 00eceunTh 0€30MaCHOCTh NOJIb30BATENEH U TPETHUX
I,

be3onacHOCT, B OTHOIIEHMH BHUPYCOB M JAPYTUX HWH(PEKIHOHHBIX
areHTOB JOJIKHA o0ecreunBaThCs MIOCPEICTBOM IPUMEHEHUS
BaJIUMPOBAHHBIX METOJOB YHHUYTOXKCHHMSI WJIM WHAKTHBAIlMA B XOJIE
MPOM3BOACTBEHHOI'O TMpoIlecca. YKa3aHHbIE BaJMIAPOBAHHBIE METOMBI
HE MPUMEHSIIOTCA B OTHOIICHHH MEIUIIMHCKUX HW3ACTUN JJIi TUarHOCTHKU
in Vvitro, eciau aKTUBHOCTh BHUPYCOB U JPYTUX HWH(OEKIMOHHBIX areHTOB
oOyClIOBJICHa Ha3HAYCHUEM MEIUIMHCKAX W3ACIUNA IS JUArHOCTHUKH
In VItr0 miam mporecc YHUYTOXKCHHS WIM WHAKTUBAIMA MOXKET CHHU3UTh
3 PEeKTUBHOCTh MEIUIIMHCKUX U3ETUHN ISl AMAarHOCTUKH in Vitro.

79. B ciiyyae ecnmi MEIMITMHCKWE W3ACHHS IS JUATHOCTHUKH In Vitro
coliepkaT OWOJIOTHYECKHE MaTepHalbl MUKPOOHOTO MPOUCXOXKIACHUS, TO
00paboTka, XpaHEHHUE, TECTUPOBaHUE U OOpalleHUe ¢ OUOJOTUUECKUMHU
MaTepuaiaMu 3TOW TPHUPOILI JTOJDKHBI OCYIICCTBISATHCS TaKuM 00pazoM,
4TOOBI 00ECIeYyuTh O€30MACHOCTh MOJIb30BATENEH U TPETHUX JIUL.

be3onacHOCT, B OTHOIIEHWH BHPYCOB M APYTUX HWH(EKIIMOHHBIX
areHTOB TOJIKHA 00ecreunBaThCs MIOCPEJICTBOM MPUMEHEHUS
BAJIUUPOBAHHBIX METOJOB YHHUYTOXKCHHMSI WM WHAKTHBAIlMA B XOJIE
IIPOM3BOACTBEHHOI'O Tpollecca. YKa3aHHbIE BaJMIUPOBAHHBIE METOMIBI
HE MPUMCEHSIIOTCS B OTHOIICHHHM MEIWUIIMHCKUX HW3JCITUN JJIs TUAarHOCTHKH
in Vvitro, eciaM aKTUBHOCTh BHUPYCOB M APYTHUX HHGEKIIMOHHBIX arceHTOB

oOycloBJeHa Ha3HAYCHUEM MEIUIMHCKAX W3JICTUNA IS JHArHOCTHKH
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in Vvitro wim MpoHeCC YHUUYTOXCHHA HIIM HWHAKTHBAIIUHU MOXCT CHHU3UTH

3 PEKTUBHOCTh MEAUITMHCKOTO M3ICTUS JIJIs1 JUArHOCTHKH 1n Vitro,

4. MenunuHCKUEe U3ACSTNS IS JUArHOCTHKH 1n Vitro,
PUMEHSEMbIC B YCIOBHUSIX BO3JCHCTBUS BHEITHUX (PAKTOPOB

80. MeaumuHcKkue U3AeNusl i1 JUArHOCTHKY In Vitro MPOEKTUPYIOTCS
U W3rOTaBJIMBAIOTCS TakKUM oOpa3oM, 4YToObl uX cOOpKa, HAacTpOMKa,
KaIMOpPOBKA, HCIIOJIL30BAaHWE U OOCITY)KMBAaHHUE B YCIIOBHUSAX BO3JICUCTBUS
BHEITHUX (haKTOPOB OBLIN MPOBEACHBI O€30I1aCHO.

81. B ciyuae ecnu MEAMIIMHCKUE M3JEIUS JUIsl JUATHOCTUKHU In Vitro
peaHa3HAYEHBI I IPUMEHEHUS B KOMOWHAIIUY C IPYTHMH METUITMHCKUMU
u3genusiMi - U (Wad)  o0OpyJoBaHMEM, BCS KOMOHMHAIIMS, BKJIHOYAs
COCTMHUTEIbHYIO CHCTEMY, JOJDKHA OBITh O€30MacHOM W HE JOJDKHA
yXyJIaTh 3asBiICHHbIE (DYHKIIMOHAIBHBIC XapaKTEPUCTUKU MEIUITUHCKUX
U3JICNIUA I TUAarHOCTUKM in vitro. JIroOble WM3BECTHBIE OTPAaHUYCHHS IIO
NPUMCHCHHIO TaKOH KOMOHWHAIIMM YKa3bIBAIOTCS HAa MapKUpOBKEe W (WIIN)
B MHCTPYKIIMH 110 NMpUMeHEeHHIO. [IpM MpOEKTHpOBaHWHM W HW3TOTOBJICHUHU
COCIMHUTCIBHBIX CHCTEM  JIOJDKHBI  OBITh  MAaKCHMAaJIbHO  CHHIKEHBI
BO3MO>KHBIE PUCKH HEMPABUIBHOTO COECTMHEHMUS.

He nomyckaercs mpuMeHEHHE B COCTaBE MEAUIIMHCKOIO W3ACIHS IS
JUArHOCTUKHU 1n VItro CHneuuaibHbIX TEXHUYECKUX M (WUJIM) MPOrpaMMHBIX
CPEACTB, UCKJIIOYAIOIMIMX WA OrPAaHUYUBAIONIUX BO3MOXKHOCTH  €rO
WCITOJIb30BaHUs] B KOMOWHAIIMU C JAPYTUMH TPEAHA3HAYCHHBIMU JIJIT 3TOTO
MEIUITMHCKUMU U3JICTUSIMU U (MJIK) 000pyI0BaHHEM.

82. MenuiuHcKue U3AeNusl JJisl IMarHOCTUKH in VItro MPOEKTUPYIOTCS
U M3rOTaBIWBAIOTCS TaKUM OOpa3oM, 4YTOObl YCTPAHWTh WU CHU3HTH J0

MMpUEMJICMOI'O YPOBH:I:
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1) puck TpaBMHUPOBAHHS IOJIb30BATEs WM TPETHHUX JIMI[ B CBS3U C
(GU3NYECKUMU WJIM 3PTOHOMHUYECKUMH XapaKTEPUCTUKAMHU MEIUITMHCKOTO
W30EJIUS JUIA JUArHOCTUKH 1N VItro;

2) pUCK ONIMOKH TPH WCIOJIb30BAHUU MEIUIMHCKOTO HW3JICIUS IS
JUAarHOCTUKU In  VItro H3-3a JPrOHOMUYECKUX XapaKTepUCTUK WU
YeJIoBedYecKoro (hakTopa,

3) puCK, CBSI3aHHBIH C OOBEKTHBHO IIPEACKA3yeMBbIMH BHEIIHUMU
BO3JICHCTBUSIMA WM TAaKUMHM OKPYXAIOIIMMHU YCIOBUSIMU, KaK BHEIIHUE
AJIEKTPOMArHUTHBIE —TIOJIS, DJICKTPOCTATUUYECKUE paspsjibl, HU3IYUYCHHUE,
aTMoc(epHOE JaBJICHME M €ro IMnepenajbl, BIAKHOCTh MU TeMIepaTypa
BO3/1yXa;

4) pUCK, CBSI3aHHBINH C HCIIOJIB30BAHHMEM MEIUIMHCKUX H3ICIHHA IS
JIMAarHOCTUKH 1n Vitro MpU KOHTAKTE C MaTepHUalaMu, KUJIKOCTIMH U Ta3aMH,
BO3JICHCTBUIO KOTOPBIX MEIUIMHCKHE W3JETUs Uil JUArHOCTUKHU In Vitro
MOBEPraloTCsi B HOPMAJIbHBIX YCJIOBUSX IKCILTyaTalllu;

5) puCK, CBSI3aHHBI C BO3MOXKHBIM HETaTHMBHBIM B3aHMOIEHCTBHEM
MEXIy TpPOrpaMMHBIM OOECTICYCHHUEM MEAUIIMHCKOTO W3ACHHUS IS
JMAarHOCTUKH 1N VItro ¥ yCJIOBUSIMHU, B KOTOPBIX OHO IKCILTYaTUPYETCH;

6) puck  ciayyaliHOro  IONaJaHWs  IMOCTOPOHHHMX  BCIIECTB B
MEIUIMHCKHAE U3AEINUSA IJIs1 JTUArHOCTHUKH 1N VItro;

7) pMCK HEIPaBUILHON UACHTH(PHUKALKMU P00 B paMKaxX JUATHOCTUKH
in vitro;

8) pucK B3aMMHBIX IIOMEX, CBSI3aHHBIX C JPYTUMH YCTPOWCTBAMH,
OOBIYHO TTPUMEHSIEMBIMU B JIEU€OHO-TMarHOCTUYECKOM TIpoIlecce.

83. MeauiMHCKHE U3CIUsS I JMarHOCTHKH IN VItr0 mpoeKTUpYyIOTCs
M MU3rOTaBJIMBAIOTCS TaKUM 00pa3oM, YTOOBI YCTPAHUTh WJIU MaKCHUMAaJIbHO
CHU3UTh PHUCK BOCIJIAMEHEHMS WM B3pblBAa B HOPMAJbHBIX YCIOBHSX

OKCILIyaTalluy WJIK B CJIy4aC CAMHHUYIHOI'O OTKa3a. Oco0oe BHUMaHKE JOJIDKHO
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YIOSNATBCS ~ MEAWIUHCKAM  W3ACTHWsIM JJIs  JWAarHOCTHKH  in  Vitro,
OPUMEHSEMBIM  C  HCIOJB30BAaHUEM  JIETKOBOCIUIAMEHSIOIIUXCA — WJIH
B3pbIBYATHIX BEILIECTB.

84. MenunuHCKHE U3JENTUs sl TUATHOCTUKHU 1N VIr0 IpOoeKTHUPYIOTCS
U U3rOTaBIMBAIOTCS TaKUM 00pa3oM, 4TOObI CHOCOOCTBOBAThH O€30MaCHOMU
YTUIM3AIMK  OTXOAOB,  OOpa3oBaBIIMXCS ~ IOCJIE  HCHOJB30BAHUS

MEIUIIMHCKAX U3 Il IMarHOCTHKH 1n VItro.

5. OyHKIMOHAJIBHBIE XapaKTEPUCTUKH
MEIULMHCKUX WU3IEIUN I JUarHOCTUKY IN Vitro

85. MenuiuHcKkue u3aeius JJisl IMarHOCTUKH in VItro MPOEKTUPYIOTCS
U UM3rOTABIMBAIOTCS TakuM o00Opa3oM, dYTOObl HX (YHKIIMOHAJIBHbBIC
XapaKTePUCTUKU  O0a3MpOBAIMCh HAa  COOTBETCTBYIONIEH HAy4YHOU U
TEXHUYECKOM OCHOBE. MeEIUIMHCKWE H3JENHs JJIsi JUarHOCTHUKHU 1n Vitro
JOJDKHBL (DYHKIITMOHUPOBATh HAa MPOTSKEHUU BCErO CPOKA SKCIUTyaTallid B
COOTBETCTBUU C Ha3HAYCHUEM, OIPE/ICTCHHBIM MPOU3BOIUTEIIEM, B UACTH:

1) XapakTepUCTHK  aHAIUTUYCCKOW  A(P(HEKTUBHOCTH:  TOYHOCTH
(OpaBUIBHOCTh M  MOPEIU3UOHHOCTh), CHUCTEMATHUYECKash MOTPEIIHOCTD,
aHAJUTUYECKass YyBCTBUTEIHHOCTD, aHATUTHYECKAs CICIU(PUIHOCTD, TIPEACIT
oOHapy>KeHHs (AETEKIMU), aHATMTUYECKUNA NHana3oH, JIMHEHHOCTh, TOYKa
OTCEYEHUs, IMOBTOPSIEMOCTh, BOCHPOU3BOJUMOCTh, BKJIIOUas YCJIOBHUS €€
OTPENICIICHUS, OIPENICICHUE BO3MOXKHBIX HHTEP(EPEHTOB SHIOTEHHOU U
HK30T€HHOM MPUPOJIBI U IEPEKPECTHYIO PEAKTUBHOCT;

0) XapaKTEePUCTUK KIMHUYCCKOW S(PGEKTUBHOCTH: IUArHOCTHYECKAs
YyBCTBUTEIBHOCTh, JAUArHOCTHUYECKAS CHEIU(PUIHOCTh, MpeacKazaTeabHas
IIEHHOCTh TOJIOKUTEIBHOTO M OTPHUIIATEIBHOTO PE3YJIbTATOB, OTHOIICHHE
MPaBJIONION00MS, OXKHJlaeMble 3HAYCHUS B HOPMAJIbHOW WJIM BBIJICJICHHOM

IIOIIYJIAIUU.
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86. B cnyuae ecium 3(PpGheKTUBHOCTh MEIMITMHCKUX W3ACIHN IS
JUArHOCTHUKK In Vitro 3aBHUCHT OT KaluOpaTtopoB U (MJIM) KOHTPOJBHBIX
MaTepHaIOB, METPOJOTHYECKAs] MPOCICKUBAEMOCTh WX 3HAYCHHUH JOJDKHA
obOecnieunBaThCcsl  peEPEHTHBIMU  MeTOgaMu H  (WJIM)  WMCIOIMMHUCS
pedepeHTHBIMU MaTepuaiaMu 00Jiee BHICOKOTO MOPSIKA.

87. UncnoBple 3HAUCHHMS PE3YyJbTATOB HCCIEAOBAaHUS  00Opa3IoB
OMOJIOTUYECKMX MaTeprajoB YeJIOBEKa, MOJyUYEeHHBIC B paMKaX JUAarHOCTUKH
in  vitro, A0mKHBI  OBITh  BBIPWKEHBI B  OOMICHPHHATBHIX  H

CTAaHAAPTU3UPOBAHHBIX CANMHUIIAX.

6. 3amuTa OT U3JIy4YeHUsI

88. MeauuMHCKHAE U3CHs I TUArHOCTHKH in VIIr0 mpoeKTUPYIOTCS,
W3TOTaBJIMBAIOTCS U YMaKOBBIBAIOTCS TaKUM 00pa3oM, 4TOObI MUHHUMAJIBHO
MOJBEPraTh MOJIb30BATEICH M TPETHUX JIHI[ BO3JCHCTBUIO MOTECHIIMAIBHO
OITACHOTO M3Ty4YECHHUSI.

89. Meauuuuckue U3IETINA TS JTMAarHOCTHUKU n vitro,
npeaHa3HaYeHHBIC sl TCHEPUPOBAHMS MOTEHIIMATBLHO OMACHOTO U3Ty4YeHU,
MPOCKTUPYIOTCS M M3TOTABIMBAIOTCSA TaKUM 00pa3oM, 4TOOBI TapaHTUPOBATH
KOHTPOJIb U (MJIN) PETyJIUPOBKY XapaKTEPUCTUK M KOJIMUECTBA HCITYCKAEMOTO
U3JyYCHHUsS, U OCHAIAIOTCS BU3YaJdbHBIMH U (MJIM) 3BYKOBBIMH CpPEICTBAMU

NpEeayNpexXACHUS 0 HATUYUU (AKTUBHOCTH ) TAKOT'O U3Ty4YCHUSI.

7. MenuuuHCKHe U3aeaus Ui JUarHoCTUKH 1N VItro,
BKJIFOYAIOIIUE B ce0s MporpaMMHOE o0ecIieueHue,
Y aBTOHOMHOE MPOIPaMMHOE 00eCIICUCHHUE, SIBIISIOIICECS
MEIUIMHCKAM U3AEIIUEM I JUArHOCTUKH 1N VItro

90. MeaunuHCKHEe HM3ACANS JUIS JTUArHOCTHKHU In Vitro, BKIIIOYAIOIHE

B cebs MMporpaMMHOC 06€CHGLICHI/I€, U aBTOHOMHOC IIPOTPaAMMHOC
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o0ecrieueHne, SIBISIIOIICECS] MEAUIIMHCKAM H3ACIUEM Ul JTHarHOCTUKH
N VItro, NpPOeKTHUPYIOTCA M H3TOTaBIMBAIOTCS TaKUM 00pa3oM, 4YTOOBI
o0ecreunBarh CTaOUIbHOE, HAJEKHOE U 3(P(HEKTUBHOE (PYHKIMOHUPOBAHUE
3THX  MEIUIMHCKUX W3JCTUA B  COOTBETCTBHUM C  Ha3HAYCHUEM,

OIIpCACIICHHBIM ITPOU3BOAUTCIICM.

8. AKTUBHBIE MEIUIIMHCKHAE U3IENINS I JUArHOCTUKH IN Vitro,
CBSI3aHHBIC C ICTOUHMKOM SHEPTUHU UM 000pPYI0BaHHBIC
UCTOYHUKOM DHEPTHHU

91. AKTHMBHBIE MEIUIIMHCKUE W3JEus ISl TUarHOCTUKHU 1n Vitro, npu
UCIIOJB30BAHUM KOTOPBIX OE€30MacHOCTh IOJb30BaTeNe 3aBUCUT OT
BHYTPEHHETO HMCTOYHHKA IMUTaHUS, O0OPYIYIOTCS CPEICTBOM OMpEaeICHUS
COCTOSIHHS UICTOYHHKA ITUTAHUS.

92. AKTUBHBIE MEIUIMHCKUE U3OEINS i1 OUArHOCTUKHA In  VItro
MIPOCKTUPYIOTCS M M3TOTABIMBAIOTCA TaKUM 00pa3oM, 4TOOBI MaKCHMAaJIbHO
CHU3WUTHh PHUCK CO3JaHHUS DJICKTPOMArHUTHBIX TOJeH (3ICKTPOMarHUTHBIX
oMeX), KOTOpbIE MOTYT OTPHUIIATEILHO CKa3aThCs Ha pabdoTe OpPyTrux
MEIUIMHCKUX W3, 000PYIOBaHUS M CPEJCTB CBSI3M B COOTBETCTBHH C
X Ha3HAYCHHUEM.

93. AKTUBHBIE MEIUIIMHCKUE W3JAEINSA JUII JUArHOCTUKUA 1n  VItro
MPOEKTUPYIOTCS. U M3TOTABIMUBAIOTCS TaKUM 0Opa3oMm, 4TOObl OOECIECUUTH
YPOBEHB YCTOWYHNBOCTH K AIEKTPOMArHUTHBIM IIoMexaM
(MTOMEX0yCTOMYMBOCTH), OOECIEeUMBAIONINN WX (PYHKIIMOHUPOBAHUE B
COOTBETCTBHH C Ha3HAUCHUEM, OIPE/ICICHHBIM IMPOU3BOIUTEIICM.

94. AKTHUBHBIE MEIUIMHCKUAE W3IEIds JUIS IUACHOCTHKHA (N Vitro
MIPOCKTUPYIOTCS M M3TOTABIMBAIOTCSA TaKUM 00pa3oM, 4TOOBI MaKCHMAaJIbHO
CHU3HUTHh PUCK CIyYalHOTO MOPa)XEHUsS I0JI30BATEIS WIIM TPETHEro JIUIa

QJICKTPUYCCKHMM TOKOM KdK IIpM HOPMAJbHBIX YCIOBHAX OKCILIyaTalluK
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MCIAUIMHCKOTO U3ACIIUA, TdK U B YCIIOBUAX G,Z[PIHI/I‘IHOﬁ HCUCIIPABHOCTH IIPpHU
YCI0BHUH, YTO MCIHMIOHWHCKOC H3ACIIMC YCTAHOBJICHO U 06CJ'Iy}KI/IBa€TC$I B

COOTBCTCTBHH C YKA3aHHUAMU IIPOU3BOAUTCIIA.

9. 3amuTa OT MEXaHMYECKUX U TEPMUUECKUX PUCKOB

95. MeauIHCKHE U3ICIUs I JMArHOCTHKH IN VItr0 mpoeKTUpyIoTCes
U M3rOTaBIMBAIOTCS TaKUM 0Opa3oM, YTOOBI 3alllUTUTH TOJI30BATEIIS
U TPEThUX JIMI[ OT PUCKA MEXAHUYECKHUX MOPAKEHUM, CBSI3aHHOTO C
COTIPOTHUBJICHUEM JBM)KCHHUIO, HECTAOMIIBHOCTBIO W HAJTUYUEM ABYKYIITUXCS
yacTel B COCTaBE TAKUX MEIMIIMHCKUX W3/ICIIHI.

96. B ciyuae eciii B cocTaBe MEIUITMHCKOTO M3JIeaus N VItro umerorcs
JIBUKYIIUECS 4acTHU, MPEAyCMAaTPUBAIOTCS CPEJCTBA 3alUMTHI MOJIb30BATENS
OT pPHUCKA, CBSI3aHHOIO C BO3MOKHBIM Pa3pylICHUEM ABWXKYIIMXCS YacTei
WJIY C UX OTPHIBOM.

97. MenuIMHCKHE WU3JICIUs I JUArHOCTHKH IN VItr0 mpoeKTUpyIoTCs
U M3rOTaBJIMBAIOTCS TaKUM O0pa3oM, 4TOObl MAKCUMaJIbHO CHHU3UTh PHUCK,
CBSI3aHHBIM C BHOpamuel, co3gaBacMoOi 3TUMHU MEIUITUHCKUMHU W3ACTHSIMU,
MyTEM TPUMEHEHHS CPEJICTB, MO3BOJISIONIMX OTPAHUYUTH BHOPAIMIO, €CIIH
TOIBKO BUOpamus HE SBISETCS YacThIO  MPEAHA3HAYCHHS  TaKUX
MEOULIMHCKHUX U3ICTUMH.

98. MeauIMHCKHE WU3ICTUs I JMarHOCTHKH IN VItr0 mpoeKTUpyroTes
W W3TOTaBIIMBAIOTCS TaKUM 00pa30M, 4TOObl MaKCMMaJIbHO CHHU3UTH PHCKH,
CBSI3aHHBIE C  CO3JaBa€MbIM  IIIyMOM, IIyTeéM TMpUMeHeHus (mpu
HEOOXOJIMMOCTH) CPEJICTB, UCITOIB3YEMBIX JIJIs1 YMEHBIIICHUS IITyMa.

99. KitemMbI, pa3beMbl, COCIUHUTEINM W JPyrHue YCTPOUCTBA
MOJKIIOYEHUST MEIUIMHCKMX M3IEIUM JUIS JUarHOCTHKHA IN VILr0 K

WCTOYHUKAM  JJICKTPUYECKOM, THUJPABINYECKOM WA MTHEBMATHYECKOMN
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SHEPIUU TPOCKTUPYIOTCS W HW3TOTABJIMBAIOTCA TaKUM OOpa3oM, YTOOBI
MaKCHMAaJIbHO CHU3HUTH JII00bIE BO3MOYKHBIE PUCKH.

100. MeauuuHCKUE W3ACIUS U TUAarHOCTUKH IN VILro mpoeKTHPYIOTCS
U W3TOTABJIMBAIOTCA TaKUM OOpa3oM, 4TOObl MAKCUMaJIbHO CHU3UTH PHUCK
OmMOOK, BO3HUKAIOIIUX MPU  HENPABUIBHOM  MOAKIIOUCHUU WU
MEePEKIIFOYEHNH BO BpeMs pabOThI anmapaTyphl WM JeTajell B COCTaBE TaKUX
MEJIUIIMHCKAX U3IEITUU.

101. OTKpBITBIE YaCTH MEIWIWHCKAX W3ACIUA ISl JUArHOCTUKHU
In Vitro (3a UCKJIFOYEHHEM YacTel, IpeTHa3HAUYCHHBIX IS TI0JIa4YH TEIUIa WU
JOCTHXKEHUSI 3aJaHHbIX 3HAYEHUU TEMIIEpaTyp) HE JOJDKHBI JIOCTUTaTh
MOTEHIMAJIBHO OIACHBIX 3HAYCHUM TEMIIEpaTyp MPU HOPMAIbHBIX YCIOBHSIX

OKCILTyaTalunm.

10. 3amuTa OT pUCKOB, CO3JaBAEMbIX MEIUIIMHCKHUMH HU3ICTHSIMU
IUIs AMarHOCTHUKY in vitro, mpeaHa3HaYeHHBIMU /I CAMOTECTHPOBAHHUS
0JIb30BaTEJIEM WIIM TECTUPOBAHMS BOJU3H MOJIb30BATEIIS

102. MequnuHCcKre — w3geius Ul JAArHOCTHKM  In VItro,
npeaHa3HauYeHHbIE  JUISS  CaMOTECTHPOBAHHUS  IOJb30BaTeIeM KU
TECTUPOBAHUS BOJU3HM MOJH30BATENs, MPOCKTUPYIOTCS W H3TOTABIMBAIOTCS
TakuM 00pa3oM, 4YTOObI OHU (PYHKIMOHUPOBAIA B COOTBETCTBUM C
Ha3HAYEHUEM, OIPEACICHHBIM IPOM3BOIUTEIIEM, C YYETOM HABBIKOB
MI0JIb30BATENIs M YCIOBHH SKCIUTyaTallMM MEIUIIMHCKOTO U3ICIIHS.

103. MeaqunuHCKUe  w3Aends Ui JWArHoCTUKA — in Vitro,
npeaHa3HauYeHHbIE  JUISS  CAMOTECTHPOBAHUS  IOJB30BAaTEIEM KU
TECTUPOBAHHUS BOJHM3M TOJH30BaTENs, MPOSKTUPYIOTCS U H3TOTABIMBAIOTCS
TaKUM 00pa3oM, YTOObI MaKCHMaIbHO CHU3HMTh PUCK OLIMOKH IOJb30BATEII,

HE HMMEKIIEro  CHEeHHAIBHOTO  MEIUIIMHCKOrO  00pa3oBaHUs,  MpH
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IPUMEHEHHH TaKHMX MEIUIIMHCKUX H3JCIINN, a TakyKe IPH 0TOOpE Mpo0d HIIN
UHTEPIIPETAI[UN PE3YIbTaTOB TECTUPOBAHHS.

104. MequnuHaCcKkne — w3Ledsa  JUIS  JAArHOCTHKM 1N VItro,
npeIHa3HAYCHHBIC JUISI CaMOTCCTHPOBAHUS IIOJb30BaTEICM WU IS
TECTUPOBAHHUS BOJIM3H MMOJIH30BATEIIS, JOHKHBI UMETh, €CITH 3TO 00BEKTHUBHO
BO3MOXKHO, (DYHKIIMIO MOATBEPIKACHHMS TOTO, YTO IPH HCIIOJIb30BAHUU ITHU
MEAMIMHCKUE H3Aeauss OyayT (YHKIMOHHPOBAaTh B COOTBETCTBHH C

Ha3HA4YCHUCM, OIIPCIACICHHBIM ITPOU3BOAUTCIICM.

11. JlomonHutenbHbIE TPEOOBAHUS K MAPKUPOBKE
MEIUIIMHCKUX U3AEINHN I JMarHOCTHKH 1n VItro

105. B oTHOIIEHNN MEIUIMHCKUX U3ACIHHN IJId JUATCHOCTUKHU 1IN VItro
NPUMEHSIOTCS TOMHUMO TpeOOBaHMH K MapKHPOBKE, YKa3aHHBIX B
noapazaene 13 pasgena |l wacrosmmx OOmmx TpeOoBaHUM, TaKKe
JOTIOJTHATEIbHBIC TPeOOBaHUA, IPEAYCMATPUBAIOIINE, YTO MapKHPOBKA
MEIUITMHCKUX W3ISIAA I JUAarHOCTHUKHA In Vitro JOJDKHA COJEpXkKaTh
CJICTYIOITYI0 HH(POPMAIHIO:

1) uadopMmalius 0 MpeAHA3HAYEHUH MEIULIUHCKOIO W3ACIUS IS
IIMArHOCTHKMU iN VItro;

2) cBeaeHus o Mmacce (HeTTo) coaepkumoro (B eAUMHHMIIAX Beca WU
o0beMa), KOJIMYECTBE CAMHHUI[ WIM J1000H KOMOMHALMK IOKa3aTeleH,
KOTOPBIC TOYHO OTPAXKAIOT COJACPIKAHUE YITAKOBKHU (TIPH HAJTUYHH);

3) cBeacHUs 00 OCHOBHBIX MHIPEIMEHTAX, COAEPIKAIIUXCSA B YIIAKOBKE
MEIUIIMHCKOTO U3AEINS U JUAarHOCTHUKH IN VItro;

4) 3HaK TpeaynpekacHUsT 00 OMACHOCTH, €CIAM MEAUIIMHCKOC U3JICIIHE

JUTSL TUATHOCTHUKH IN VItr0 COAEpKUT OMacHbIC BEIIECTBA;
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5) uadopmanus 0 CrenuaIbHOM MHKPOOHOJIOTHYECKOM CTaTyce HIIH
YUCTOTE MEIUIMHCKOIO M3AeIus IS JUArHOCTHUKKA IN  Vitro (mpu
HEOOXOIMMOCTH);

6) uHpopManusg O TMpeAHA3HAYCHHH MEIMIIMHCKOTO W3JCIHs IS
JUArHOCTUKK (N VItr0 Juisi caMOTeCTHpPOBAHHS IIOJIB30BATECIIEM WIIA IS

TECTUPOBAHUs BOJIU3H MOJIB30BaTeN (IPU HATUYHH).

12. TpeboBanus kK uHPOpMAITUH, COACPIKAIICHCS B UHCTPYKIIUH
M0 MPUMEHEHHUIO MEIUIIMHCKOTO U3IENUs JUIsl AMArHOCTUKH 1n VItro

106. UHCcTpyKIIMST 1O TPUMEHEHUI0 MEAUIIMHCKOTO U3JCHUs JUIst
JTUAarHOCTHKH 1N Vitro JT0JKHA COAEpKaTh CIASAYIONTYI0 HH(GOPMAIIHIO.

1) HauMeHOBaHKMEe W (WJIM) TOPrOBOE HAMMEHOBAHHME MEIUIIMHCKOIO
W3 U1 JUArHOCTUKH IN VItro;

2) CBeleHUSI O  TPOM3BOJAUTENIC  MEAUIMHCKOTO  M3JCHHsS  JUIs
JUArHOCTUKKA N VIr0 m (Wiu) ero YIOJHOMOYEHHOM IpECTaBUTEIIC,
BKJIFOYAs TIOJHOE€ U COKpaimleHHoe (MpyW HAJIWYWK) HAUMEHOBAHUS
IOpUJIMYECKOTO JIUIA, MECTO HaxoxJeHus (pamumius, uMsi, OTYECTBO (TIpH
HAJIMYHUH) U MECTO JKUTEIHCTBA (DU3NYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B
KaueCTBe MHAMBUAYAJIBLHOTO MPEANPUHUMATEN), MOYTOBBIA aapec, HOMepa
tenedoHna, gakca, aapec JIEKTPOHHOMN MOUTHI (IIPU HAJTUYHUH);

3) HAa3HAYCHUE MEAMIIMHCKOTO H3JACIHs IS JAMAarHOCTHKHU 1IN VIitro,
B TOM YHCJIE:

GbyHKIIMOHATBFHOE HA3HAYEHNE;

OMUCAHUE TOTO, UTO ONpeAesieTcs U (UJIh) U3MEPSAETCS;

crienu(puuecKoe PacCTPOMCTBO, COCTOSTHME WM (PaKTOp pUCKa ISt

oOHapyXeHus, omnpenencHus win  auddepeHupoBaHus  KOTOPOTO
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NpeIHA3HAYCHO MEIUIIMHCKOE H3JeINe JUIS JUAarHOCTUKU in vitro (mpu
HEOOXOAUMOCTH);

npeIHa3HauYeHUEe MEJUIIMHCKOTO W3JENUsl i1 AUArHOCTHKU in Vitro
JUISI  KAQ4eCTBEHHBIX,  IOJYKOJMYECTBEHHBIX WM  KOJMYECTBEHHBIX
OIIPEICIICHUM;

THUI AaHAJTM3UPYEMOTO 00pasIla;

4) uadopmarss O TpPETHA3HAYCHUH MEIUIIMHCKOTO HW3ACTUS IS
JUAarHOCTHKH 1N Vitro i KIMHAYECKOM JJabopaTOpHOM JMArHOCTHKH;

5) Ha3HAYCHUE MEIUIIMHCKOTO M3JCIUs JJIs JUArHOCTUKHM In Vitro
C yKa3aHMEM TMoJib3oBaTeNss (Hampumep, TMAIlMeHT, METUIIMHCKUN
CIEIUATUCT, (PU3UYECKOE JUI0, MPUMEHSIONICE MEIUIIMHCKOE HU3JIeTUe IO
HA3HAYCHUIO, ONIPEACICHHOMY ITPOU3BOIUTEIICM);

6) MPUHIIKIT TECTa;

7) onMcaHKe pearcHTOB, KaIuOPaTopoB U KOHTPOJIbHBIX MaTEPUAJIOB;

8) mepeueHb MaTepHANIOB M CHCIHAIBHBIX MaTepUalOB, KOTOPBIC
TpeOYyIOTCS I MPOBEICHUS TECTUPOBaHMS (aHaiW3a), HO HE COJAEPIKATCS
B KOMIUICKTE TIOCTAaBKHA MEIUIIMHCKOTO U3JICIHUS ISl MArHOCTHKH 1n Vitro;

9) nis  MEOWIMHCKUX  M3ACIUMHA [  JAMarHOCTHKH  IN  VItro,
NpeIHa3HAYEHHBIX JUUII HWCIIOJIb30BAaHHWS B KOMOWHAIIMM C  JPYTHUMH
MEIUIIMHCKUMHU ~ W3JEIUSAMHU, BKIIOYass MEIUIMHCKUE W3S IS
JMArHOCTUKH IN Vitro, — uHdopMarus 11 UACHTH()HUKAIMA METUITTHCKUX
U3JICIMA € [EJbI0  MOJIy4eHHs Oc3omacHoW KoMOuHaruu u  (Win)
uHdopmaiis 00 OrpaHUYEHUAX IO COBMECTHOMY HCIIOJIb30BaHUIO
METUITMHCKUX U3JEIHH,

10) cBemeHUss O CHCIHANBHBIX YCIIOBUSAX XpaHCHHS (HampuMmep,
TEMIIEpaTypa W BIAXXHOCTh BO3/yXa, OCBEIICHHWE U Jp.) U (WJIK) oOparieHus

[10JIb30BATENIEN C MEAUIIMHCKAM U3AeIueM 1N Vitro;
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11) cBeneHUs O XapaKTEPUCTHKAX CTAOMJIBHOCTH MEIUIIUHCKOTO
U3JIeNUsl Il TUArHOCTHKH IN VItro (Hampumep, yCIOBUSI XpaHEHUsS, CPOK
TOJHOCTH IIOCJIE TEPBOTO BCKPBITHUS IEPBUYHOIO KOHTEHWHEpA), a TaKkKe
YCIOBHSIX XpaHEHUs W  CTaOWIBHOCTHM paboyux pacTBOpoB (mpu
HEOOXOIMMOCTH);

12) uadopmarisi 0 CTEPHILHOM COCTOSIHMHM, METOJAC CTCPUIIH3AIMU
U O TMOpSJIKE NEUCTBUHN B Cilydae HapyUIECHUs CTEPWIbHOW yHNAaKOBKHU (eciu
MEIUIMHCKOE W3JeIUe JUI JUArHOCTHKH IN  VItro mocraBisercs B
CTEPUJILHOM BH/JIEC);

13) undopmarust Uil mONB30BaTedeH  (MpemympekIeHUs, MephI
IPEIOCTOPOKHOCTH, MPEeAIPUHUMAEMblEe B CIyyae HEOOXOAMMOCTU MEphI U
OTpaHUYEHUS TPU UCIIOJIB30BAHUN MEIUIIMHCKOTO U3AENUS ISl JUATHOCTUKHU
In Vitro), BkiIroyas:

OpeaynpexKIeHUE, MEPhl MPEIOCTOPOKHOCTH H (W)  MEPHI,
npeAnpUHUMAEMbIe B cilyyae cO0sl WM OTKJIOHEHHH B ()yHKIMOHUPOBAHUU
MEIUIIMHCKOTO HW3JeNIUsl JUIS JIMAarHOCTUKH 1IN VItro, ompeaessieMbIX 1o
BHEILIHUM NPU3HAKAM;

NpeaynpexaeHue, Mepbl MPEIOCTOPOXKHOCTH U (WJIKM)  MEPHI,
OpPEANPUHUMAEMBIE B OTHOIIEHMHM TaKUX MPEACKA3yeMbIX BHEIIHUX
(akTOpoB, KaKk BHEIIHUE JJIEKTPOMArHUTHBIEC TMOJS, 3IEKTPOCTATHUYECKUE
paspsabl, U3ydyeHue, aTMocepHOE AABJICHUE U €T0 Mepenabl, BIaXHOCTh U
TeMIlepaTypa BO3AyXa;

NpeaynpexkKaeHue, Mepbl MOPEAOCTOPOKHOCTHU H  (WJIM)  MEpHI,
OpEeANPUHUMAEMBbIE B CIIy4yae MPEICKa3yeMOI'o pPHUCKa 3JIEKTPOMAarHUTHBIX
MOMEX, CO3/1aBa€MbIX MEIUIIMHCKUM HU3AEJIUEM JI TUarHOCTUKH 1n Vitro asis

JIPYTUX MEIUIIMHCKUX U3JIeNINid, 000pYIOBAHUS U CPEACTB CBSI3H,
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IpeAyNpeKICHUE, CBSI3aHHOE C BXOASIIMMHU B COCTAaB MEIUIIMHCKOTO
W3JIenusl I JUArHOCTUKK [N VIr0 MartepwanaMu, KOTOPBIC SIBJISIFOTCS
KaHIIEPOTCHHBIMU, MYTareHHBIMM WJIM TOKCHYHBIMU JIMOO TIPUBOIAT K
CEHCUOUIIM3AIIUN, AJUIEPTUYECKON peaKkMu WM OTPUIATENIbHO BIUSIOT Ha
pPENpPOIYKTUBHYIO (QyHKIIHIO,

OpeaynpekICHUE, MEPhl MPEIOCTOPOKHOCTH U (WJIU)  MEpHI,
NpeANPUHAMAEMbIE B OTHOIICHWM  IMOTEHIUATBHO  HWH(EKIIMOHHOTO
Marepualia, COACPKAIIErocs B MEAMIIMHCKOM H3JCIUUA JJIsl JUArHOCTHUKH
in vitro;

14) uadopmarss o0 mpeAHA3HAYCHHH MEAMIIMHCKOTO W3ICIHS IS
JUArHOCTHKH IN VItro 171 0JHOpa30BOI0 UCII0Jb30BaHHS;

15) undopmarus o Hamaexkameld oOpabOTKE METUITMHCKOTO H3ICIUs
JUIS TMAarHOCTHKHU IN VItr0 a1 ero MOBTOPHOTO HCIOJb30BAaHHS, BKJIIOYAs
OUYHCTKY, AC3UH(EKIINIO, YITAaKOBKY U MPU HEOOXOAUMOCTH METO,T IIOBTOPHOM
crepuan3anuu (ecad METUIMHCKOS H3JAeAUe IS AUArHOCTHKU N VItro
IpeIHa3HAYEHO JIJI1 MHOTOPa30BOI'0 UCIOJIb30BAHMUS);

16) crneruanbHbIC TpeOOBaHUS B OTHOIILIEHUH MMOMEIICHUH,
CIEIUAIPHON TMOJTOTOBKM WM OCO00M KBadu(UKAIMU TIOJIB30BATENI W
(wn) TpeThux Jiuil (MpU HEOOXOAUMOCTH );

17) nadopmarius 00 ycIoBUAX, HEOOXOAUMBIX I cOopa, 00pabOTKU 1
MOATOTOBKH 00PA3IIoB, TaHHBIC IO CTAOMIFHOCTH aHAJIM3UPYEMBIX 00pa3IoB,
B TOM UHCJI€ YyCJIOBUS M  JUIMTEIBHOCTh  XPAHEHWS,  YCJIOBUS
TPaHCIIOPTHPOBKH, OIPAHMYCHHS 110 IIHKJIaM 3aMOPO3KH (pa3MOpaKUBaHMUs);

18) mogpoOHass wuHbOpMaIMsI O TOATOTOBKE K HCIOJH30BAHUIO
MEIUIIMHCKOTO U3CIHS A1 JUarHOCTHKH IN VIitro;

19) undopmarnus, HeoOXoauMas IS HPOBEPKH  IPABUIBHOCTH

YCTAHOBKH MEIUIIMHCKOTO W3S JUIi JHArHOCTUKH IN VIro u ero
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TOTOBHOCTH K Oe30omacHo paboTe 10 Ha3HAuY€HHUIO, ONPEEICHHOMY
IIPOU3BOJIUTENEM, C YKA3aHUEM CJIEAYIOLIUX CBEICHUN:

COJIEp’)KaHWEe U  TEPUOJAUYHOCTh TEXHUYECKOTO  OOCTY>KWBAaHMUS,
BKJIIOUYAsl OUUCTKY U JA€3UH(PEKIHNIO MEAUIIMHCKOTO U3/EIus;

HEOOXOMMOCTh KaJIMOPOBKM JyIsi oOecrledeHus Haajexailen u
Oe3omacHOi pabOTHl MEIUIIMHCKOTO W3IENUs I JUarHOCTHKH iN Vitro B
TE€YEHUE CPOKA €T0 CIIYKOBI;

METOJIbI CHUKCHHSI PHCKOB, CBS3aHHBIX C YCTAHOBKOM, KaJIMOPOBKOIA
WITK 00CITY)KHBAaHUEM METUIIMHCKOTO M3JIENUS JIJISl TUArHOCTUKH iN VItro;

20) pekOMEHIAIMK B OTHOUICHWH MPOLEAYP KOHTPOJS KadyecTBa IMPH
HEOOXOIUMOCTH,

21) nadopMarusi 0 TPOCISIKUBACMOCTH 3HAYCHUH, 3aJaHHBIX IS
KaTuOpaTOpoOB WJIM KOHTPOJBHBIX MaTepHalioB, KOTopas oOecrednBaeTCs
HOCPEACTBOM JIOCTYNHBIX pe(epeHTHBIX METOAUK (METOJOB) HU3MEPEHUS U
(MImM) TaJIOHOB,

22) nporiefypa TECTHPOBAHUS, BKJIIOUYAs PacyeThl W WHTEPIPETAINN
pEe3yNbTaTOB TECTUPOBAHUS, W TMpPU HEOOXOAUMOCTH HHPOpMALUsi O
1e71ecO00Pa3HOCTH IPOBEACHUS MOITBEPKIAIOIINUX TECTOB,;

23) XapaKTepUCTUKU aHAJIMTUYECKOMN s pexTUBHOCTH:
qyBCTBUTEILHOCTh,  CHEMU(UYHOCTh, MPABWIBHOCTh, TOBTOPSIEMOCTD,
BOCIPOM3BOJUMOCTb, TMpefesl OOHAapyKeHUs (EeTeKUMH) U JMara3oH
U3MEpEeHUs, BKI0Yasi HHPOPMALIMIO O BIUSHUU MU3BECTHBIX UHTEPPEPEHTOB,
00 OrpaHMYEHHUSX METOJAa W WCIOJIb30BAHUU JOCTYMHBIX pPehEepPeHTHBIX
MaTEepUaIOB U METOJOB aHAIIN3A;

24) XapaKTepUCTUKHA KIMHUYECKON 3PPEKTUBHOCTHU: JUArHOCTUYCCKAS
YyBCTBUTEJIbHOCTb u JAMarHOCTHYECKast CHEeLU(PUIHOCTH (mpu

HEOOXOAUMOCTH);
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25) Ouostornueckuii peepeHTHBIN HHTEPBAJ IIPH HEOOXOIUMOCTH;

26) nagopmarust 00  WHTEpPEpPUPYIONIMX  BEIIECTBAX WM
OTPaHMYCHUSAX, CBS3aHHBIX C MPOOOH, KOTOpHIE MOTYT TIIOBIUATH Ha
pe3yJbTaT UCCIIeIOBaHMUS,

27) npeaynpexaeHre u (W) CIIeHaIbHbIC MEPBI MPEJO0CTOPOKHOCTH
B OTHONIICHWHM OE€30MacHOW yTWIM3AIMK MEIUIUHCKOTO W3IEIHUs IS
JMArHOCTUKH IN VItr0 ¥ mpuHaIeKHOCTeH (MPU HATMYUH), KOTOpPBIE TpPU
HEOOXOIMMOCTH JIOJKHBI OXBATHIBATh CIICAYIONTUE (PaKTOPHI:

WH(QEKIIMOHHBIC WM MHUKPOOHBIC PHCKH, B TOM YHCJIC BO3MOXKHOCTb
3arpsIi3HEHUS]  PAaCXOJHBIX  MaTepuajgoB  HMHGEKIIMOHHBIMH  areHTaMu
YeJIOBEUECKOT0 MPOUCXOXKICHHUS,

HKOJIOTHYECKHE PHUCKH, CBS3aHHBIC C IOTCHIMAJILHO OINACHBIMHU
MaTepHuaJaMu M BEIIeCTBAMHU,

¢uznueckue pUCKH, B TOM YHCIE BO3MOXXHOCTh B3pbIBA WU
BO3TOpaHUs;

28) B OTHOIICHUH MEIUIIMHCKOIO M3AEIUs I TUArHOCTHUKH IN VItro,
NpelHa3HAuYeHHOTO  JJIsi  CaMOTECTUPOBAHHWS  TOJb30BaTElNeM  WIIU
TECTUPOBAHUS BOJIM3HU MOJIb30BATEIs, TAKXKE CISAYIONMINE CBEICHUS:

noapoOHass wHpOpMaLKS O MPOIeaype TECTHpPOBaHHS (ITOATOTOBKA
peareHToB, 0TOOp (HOArOTOBKA) MPOOBI, TMOPSJOK BBIMOJIHCHHS U
UHTEPIPETAIUs PE3yJIbTaTOB TECTUPOBAHUS);

PEKOMEHIALIMM OTHOCUTEJIBHO JIEMCTBUM MOJB30BATENA B Clydae
MOJIO)KUTEIILHOTO, OTPHUIATSIIBHOTO WJIM  HEOINPEICJICHHOTO pe3yJbTaTa
TECTUPOBAHUS;

uHGOpMaIIMS O TMOIPEHIHOCTAX TECTa M BO3MOYKHOCTH IOJIyYCHHUS

JIOKHOITOJIOKUTEIIbHBIX Ui JIOKHOOTPpHULATCIIBHBIX PE3yJIbTaTOB
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TECTUPOBAHUSA, a TAK)K€ OTHOCUTEIHLHO (PAKTOPOB, BIMSIONIMX HA pE3yJIbTaT
TECTUPOBAHUS;

uHpopmaruss O  HEIONMYCTUMOCTH  MPHHSATHUS  TOJb30BaTeIeM
MEIUIIMHCKUX  pelieHuid 0e3  MNpeJABapUTENIbHOW  KOHCYJbTAllUU  C
MEJIUIIMHCKUM CIIeHIHATINCTOM;

29) maHHBIE O BBIMYCKE WM IOCIEIHEM IEPECMOTPE MHCTPYKIUHU IO
MIPUMEHCHHUIO;

30) uadopMmaius 0 HEOOXOAUMOCTH HAIpPAaBICHUS COOOINECHUS B
YIOJTHOMOUYEHHBIM OpraH rocyaapcTBa-ujeHa MPU BBISBICHUM ITOOOYHBIX
JNEUCTBUM, HE YKA3aHHBIX B MHCTPYKIMH MO MPUMEHEHUIO, HEXKETATEIbHBIX
peakIusixX MpU NPUMEHEHUM METUIMHCKOTO W3JeNUs ISl JUarHOCTUKH
in Vvitro, 0COOEHHOCTEH B3aUMOJCUCTBUS MEAUIIMHCKUX H3JICIUA APYT C
apyrom, (hakToB U 0OCTOATENHCTB, CO3MAIONIUX YIPO3Y KU3HU U 30POBBIO
MOJIb30BaTENICH U TPEThUX JIUI] TP MPUMEHEHUHN METUIIMHCKUX U3JICITUN JJIsI

JIMATHOCTHUKH 1n Vitro.

V. JlokazaTenbCTBa COOTBETCTBUS MEAUITMHCKUX U3JICIIUM
oO1uM TpeboBaHusIM 0€30macHOCTH U 3G ()EKTUBHOCTH
B LIETISIX PETUCTpAIIUU

107. CooTBeTCTBHE MEOUIIMHCKOIO W3Aeausd HactodammM OOmum
TpeOOBaHUSIM  OOECIIEYMBACTCS  BBIMIOJIHEHUEM  YCTAHOBJIEHHBIX  3TUM
JOKYMEHTOM TPeOOBaHUM HEMOCPEICTBEHHO JINOO BHITIOJIHEHUEM TPeOOBaHUI
CTaH/IapTOB, BKJIIOYCHHBIX B TIEPEUCHb CTaHAApTOB, B peE3yJibTare
MIPUMEHEHUS KOTOPHIX HA JTOOPOBOJBHOW OCHOBE IMOJHOCTHIO MJIM YaCTUYHO
o0OecrieunBaeTcsi COONIOACHUE COOTBETCTBHSI MEIUIIMHCKOTO — W3JEITHS
HactosamuM OO01uM TpeOoBaHUAM (11ajiee — MEPEUCHb ).

108. Ilepeyenr  gopmupyercss Ha  OCHOBAaHUM  IPEJIOKCHUI

YIIOJTHOMOYEHHBIX OpPraHoB roCy1apCTB-4JICHOB, onoopsercs
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pekoMmennanuet Komuccum W NOUIEKUT  aKTyalld3ald 1O  Mepe
HEOO0XOIMMOCTH.

JIJisi BKJTIOUEHHUSI CTaHIAPTOB B MEPEUYCHb YIOIHOMOUYEHHBIE OpPTraHbI
rocyJlapCTB-4JICHOB TNpeAcTaBisiloT B Komwuccuio cBeneHuss mno Qopme
COTJIACHO TIprJIoxKEHHIO Ne 1.

109. B mensx peructpanuyd COOTBETCTBHE MEIUIIMHCKOTO M3EIHUS
HacTtosAmuM OOImMM TpeOOBaHUSAM MOJTBEPXKAACTCS MPOUZBOJUTEIEM WU
€ro YMOJHOMOYEHHBIM MPEACTABUTEIEM TIOCPEACTBOM TIPEICTABICHUS B
YIOJIHOMOYEHHBIM OpraH ToCyJlapCTBa-4wieHa CBEJICHUN O COOJI0JICHUU
YCTAHOBJICHHBIX TpeOoBaHUM 1Mo ¢opme corjiacHo MpuioxkeHuro Ne 2.
VYkazanHas (opma 3amoiHsSeTCs B COOTBETCTBUHM C YCTAHOBJIEHHBIM
MOPSIKOM.

110. loxa3arenncTBa COOTBETCTBUA MEIUIIUTHCKOTO U3JeIHus
MOJIOKEHUSIM, YCTAHOBJIEHHBIM NyHKTaMd 3, 9 W 8 Hacrosmmux OO0mmx
TpeOOBaHMM, JOJDKHBI BKJIHOYATh KIMHUYECKOE OOOCHOBaHME Ha OCHOBE

KIIMHNYCCKUX NJaHHbBIX O MCAUITMHCKOM HU3ACINH.




[MTPMJIOXXEHHUE Ne 1

Kk O01mmM TpeboBaHUSIM OE30MACHOCTH
1 3 PEKTUBHOCTU MEUITUHCKUX
U3J1eNIUi, TpeOOBAHUSIM K UX
MapKUPOBKE U IKCILUTyaTallMOHHOMN
JOKYMEHTAIlMN Ha HUX

POPMA
MpeACTABJICHUSA CBEACHNH ISl BKJIIOYEHUS CTAHIAPTOB
B lIepeYeHb CTAHJAPTOB, B pe3yJibTaTe NPUMEHEHUS KOTOPbIX
HA 100pOBOJILHON OCHOBE MOJTHOCTHIO WM YaCTHYHO o0ecreyuBaercs
co0II0/IeHHEe COOTBETCTBUS MEAUIMHCKOI0 U3/1e/ ISl TPeOOBAHUAM
0e30macHOCTH M 3P PeKTUBHOCTH METUIHMHCKHUX M3eTHI

O6o3nauenue | Haumenosanue [Hara [Tpumensiemblie [lynxT
CTaHJapTa cTaHJlapTa BBEIIEHUSA pazieiibl O6mumx TpedoBaHUN**
B JICKCTBHE | cTaHaapTa™®
1 2 3 4 5

* YKa3blBalOTCS INPUMEHSEMBIE pasJeibl CTaHIapTa, €CIu HEe BCE pas3delibl CTaHaapra
o0ecrneynBaoT MPE3yMIILUI0 COOTBETCTBUS MEAMLUMHCKOro uzfenus OOummM TpeOoBaHUIM
6e3omacHOCTH U 3(G(HEKTUBHOCTH MEAUIMHCKUX H3ZeNui, TpeOOBaHUSAM K MX MapKUpPOBKE U
DKCIUTYaTallMOHHOM JTOKyMEHTAalluu Ha HUX, yTBepxkaeHHbIM Pemenuem Cosera EBpasuiickoin
YKOHOMHUYECKON KOMUCCUU OT r. Ne

** Ykas3bplBaeTcsl  COOTBETCTBYIOLIMM nyHKT OOmwux  TpeOoBaHuil  Oe30macHOCTH U
3¢ (HEKTUBHOCTH MEIUIMHCKUX U3JENUN, TpeOOBaHUN K MX MapKHUPOBKE U 3KCIUTyaTallMOHHOMN
JOKYMEHTallul Ha HUX, yTBepkIeHHbIX Pemenuem Coera EBpasmiickoil 3KOHOMHUYECKOU
KOMHCCHH OT r.Ne | KOTOpBIN BBINOJIHAETCS NPU IPUMEHEHUU PA3Zeiia
CTaHJapTa, yKa3zaHHOTo B rpade 4 Hactosmel Gopmsbl.




[MTPUJTIOXEHUE Ne 2

Kk O01mmM TpeboBaHUSIM OE30MTaCHOCTH
1 3 PEKTUBHOCTU MEIUITUHCKUX
U311k, TpeOOBaHUAM K UX
MapKHAPOBKE M IKCILUTyaTallMOHHOMN
TOKYMEHTAIINN Ha HUX

dopma npeacTaBjieHus CBeJIeHU 0 COOTBETCTBUH
MEIUIMHCKOr0 U31eJus TpeOOBaHUAM 0€30IaCHOCTH
1 3¢ PeKTUBHOCTH MEeTUIMHCKUX U3/1eJINl
U MOPSA0K ee 3aI0JTHeHU S

|. ®opma npepcTaBiaeHUs CBEICHUI O COOTBETCTBUS
MEJIUIIMHCKOTO U3/ieNvs TpeOOBaHUsIM 0€3011aCHOCTU
1 3O PEKTUBHOCTU MEAUIIMHCKUX U3/ICIIUIMA

Hanmenopanme MCEAUIIMHCKOI'O U3ICIIN.

[Tynxt O6mux | I[lpumeHnMOCTH MerTon, PexBus3uthel PexBu3nThI Pesynbrar
TpeboBaHMit K HCIIOJIb3YEMbIN | HOPMAaTHUBHOIO JIOKYMEHTA, OIICHKH
MEIULUHCKOMY IS JIOKYMEHTA Ha |II0TBEPkKAAOIIETO
HU3ICIUIO JI0KA3aTeIbCTBA |UCIIOJIb3yEMbIiI|  COOTBETCTBUE
COOTBETCTBUS METO/I
1 2 3 4 5 6

I1. [Topsimok 3amonHeHus: GOPMBI MPEICTABICHUS CBEACHUI
0 COOTBETCTBHH MEAUIIMHCKOTO U3ACIUS TPEOOBAHUAM
6e30macHOCTH U 3PHEKTUBHOCTH METUIIMHCKUX U3ICTUN

1.B rpade 1 yka3biBaeTcss COOTBETCTBYIOIIMH NTyHKT OOmumx
TpeOoBaHMil Oe3omacHOCTH U A(PPEKTUBHOCTH MEIUIIUHCKUX U3JETUH,
TpeOOBaHUHN K UX MapPKUPOBKE M IKCILUTyaTallMOHHON TOKYMEHTAIIMHM HA HUX,
yTBepxkaeHHbIX Pemennem CoBera EBpa3uiickoil 5KOHOMUYECKON KOMUCCHH
r. No

2

oT (manee — OOmKe TpeOOBaAHUSA).

2.B au  TpeOoBaHuE,

rpade

npeayCMOTpeHHOE yKazaHHbIM B rpade 1 mynktom OOmmx TpeOoBaHuUM,

YKa3bIBACTCA, IMPUMCHHUMO

K MEIUIHMHCKOMY HM3Aelnio («ga» Wi «HeT»). Ecim ganHoe TpeboBaHUe

HE MMPUMEHUMO K MEIUIIMHCKOMY U3JICNIHIO, B rpade 1aeTcs 0ObsICHECHHE.
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3. B rpade 3 ykaszpiBaeTcs METOJ, MPUMEHEHHBIN AJI 10Ka3aTEIbCTBA
COOTBETCTBUSI MEAMUIIMHCKOTO W3JeNus TPeOOBAHUIO, MPETyCMOTPEHHOMY
ykazaHHeIM B Tpade 1 mnyHktroM OOmmx TpeboBanuii (Hampumep,
NPUMEHEHHE CTaHAapTa, COOCTBEHHBIE WCIBITAHUA C MCIOJb30BaHUEM
CTaHAAPTU30BAHHOTO METOJA, UCIBITAHUS C UCIIOJIb30BAHUEM COOCTBEHHOTO
METOJla WCIBbITAHUW, HWCIBITAHUS, MNPOBEIACHHBIE TPEThEW CTOPOHOM, WIIHU
JIPYroi METON).

4. B rpade 4 yka3bpIBalOTCS PEKBU3UTHI HOPMATUBHOI'O JOKYMEHTA Ha
METO/i, UCHOJIb3YEeMbId NJisi JT0KAa3aTeIbCTBA COOTBETCTBHS MEIULIMHCKOTO
u3zienuss TpeOOBaHUIO, IPENYCMOTPEHHOMY YKa3aHHbIM B rpade 1 myHKTOM
OO6mux TpedoBaHUM.

5.B rpade 5 YKa3bIBarOTCS PEKBU3UTHI JIOKYMEHTOB,
NOATBEPKJIAIOIINX COOTBETCTBUE MEAMUIIMHCKOIO M3JEIUsl TpPeOOBaHUIO,
NpeyCMOTPEHHOMY YKa3aHHBIM B Tpade 1 myHktom OOmmMx TpeOoBaHMIA
(MTPOTOKOJIOB ~ UCTIBITAHWHA, CEePTH(PUKATOB, JEKIapaliii COOTBETCTBUS,
OTYETOB O MPOBEJCHHBIX UCCIICOBAHUSIX, IPYTHX JOKYMCHTOB).

6. B rpade 6 ykaspiBaeTcs 3aKIIOYEHHE O COOTBETCTBUU WIIU

HECOOTBETCTBUU MEAUITMHCKOTO u3Aenusi OO0ummM TpeOOBaHUSIM.




