EBPABUMCKAS DKOHOMUYECKASI KOMUCCHUSI
COBET

PEIMIEHUNE

«12» despanst 2016 r. Ne 27 r. MockBa

O0 yrBep:kaennn O6mux TpeGoBaHuii 6€30MaCHOCTH
1 3¢ GeKTHBHOCTH MeAUNMHCKHUX H3/1eJINi, TpeOoBaAHM I
K HX MAaPKHPOBKe H 3KCIIyaTAIIMOHHO
JOKYMEHTAIIMH HA HUX

B coorserctBun ¢ nmynkrom 2 crtatbu 31 JloroBopa o Epasuiickom
DKOHOMHYeCKOM coro3e or 29 mas 2014 roma, nmyHKTOM 2 cTarbu 3,
nyHkToM 4 crateu 4 u nyHkrom 4 crateu 7 CoryanieHus o eIHHBIX
MPUHIMIAX M MpaBWiax oOpalleHuss MeIUIMHCKUX u3aenuil (u3menuii
MEJMLUMHCKOTO Ha3HAYEHWs M MEJUIMHCKOH TeXHHKHM) B paMKax
EBpasuiickoro skoHoMuyeckoro cotoza ot 23 jgexabps 2014 ropa,
nynkramu 104, 108 w 109 npunoxenuss Ne 1 k Permamenty paboTsl
EBpasuiicKkoii 9KOHOMHYECKOH KOMHCCHH, yTBepXkIeHHOMY Pemenuem
Beicmero EBpasuiickoro skoHomuueckoro coseta ot 23 gexabpa 2014 r.
Ne 98, um Pemwennem Beicmero EBpasuiickoro sKOHOMHYECKOTO cOBeTa
or 23 pexabpa 2014 r. Ne 109 «O peanuzanum CornameHus O eIMHBIX
NPUHIMIIAX M MpaBuiax oOpalleHus MEIULUHCKUX H3Aeauil (u3menuit
MEJMLUMHCKOIO Ha3HA4YeHUs M MEIMUMHCKOM TeXHHKH) B paMKax
EBpasuiickoro 9KOHOMHUYECKOI0 COrO3a» Coger EBpasuiickoii

3KOHOMHYECKOH KOMHCCHH peuHJI
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l. YtBepaute mnpunaraemeie OOmmue TpeboBaHHMS O€30MACHOCTH
1 >Q(EKTUBHOCTH MEIMLUHCKHX H37ENHUi, TpeOOoBaHHS K HX MapKMpOBKE
¥ 3KCIUTyaTallHOHHON JOKYMEHTAIIMH Ha HUX.

2. Hacrosiuee Pemenwe BcTymaer B CHIIy 10 MCTEYEHHHU
10 xanmenjgapHbIX JHeH ¢ pgaThl BCTYIJIEHHsT B cwily Ilporokona,
noanucanHoro 2 paexabps 2015 roma, o mnpucoenuHenuu Pecrny6iauku
Apmenus k CornameHuro o eIMHBIX NPUHLUIAX W NpaBHIax oOpalieHus
MEIULIMHCKUX 1531 (h) 1507 (u3nenui MEIUIMHCKOTO Ha3HAYCHUS
Y MEJMIMHCKON TEXHHKH) B paMKax EBpa3zuiicKoro sKOHOMHYECKOI'O COM03a
ot 23 nexabps 2014 roxa, HO He paHee 4eM 10 UcTedeHHH 10 KajeHmapHBIX

JIHEH ¢ 1aThl OQHULIHATIBHOTO OMYyOJMKOBAHUS HACTOSIIErO PereHust.

Yaennl Cosera EBpa3uiickoii 52K0HOMHYEeCKOH KOMHCCHH:
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YTBEPX/EHDBI

Pemrennem Cogera

EBpasuiickoii 5KOHOMUYECKON KOMHCCHH
or 12 despans 2016 r. Ne 27

OBIIUE TPEBOBAHUIS
0e3omacHOCTH M 3P (PeKTHBHOCTH MeIHIHHCKHX H3/1eJIHi,
TpeOOBaHUS K HX MAPKHPOBKE H HKCILTYaTAIHOHHO M
AOKYMEHTAIIHN HA HHX

I. O01e monoKeHust

1. Hacrosmue OOGumue TpeGoBaHusi pa3paboTaHBl B COOTBETCTBHM ¢
nynkrom 2 crared 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM COIO3E
ot 29 mas 2014 roza, myHKTOM 2 CTaTbu 3, MyHKTOM 4 cTaTh 4 W IyHKTOM 4
cratbu 7 CornamesHuss o eIUHBIX MPUHIUIAX W MpaBWIax oOpaleHus
MEIMLIMHCKUX — U3feaui  (M34enuil  MEeIMIMHCKOTO  Ha3HAYyeHWs |
MEIHMLMHCKON TEXHUKH) B paMKaX EBpasHICKOro 3KOHOMHYECKOTO COK3a OT
23 nexabps 2014 rona u ycranaBiuBaroT obuue TpeboBaHus 6€30MaCHOCTH
U 3((EeKTUBHOCTH MEOUIMHCKUX W3JeNuii, a Takke TpeOoBaHMA K
MapKHpPOBKE M OKCILUIyaTallMOHHOM JOKYMEHTalldd Ha MEIUIMHCKHE
M3/ICIMs, BBIIIyCKaeMble B oOpaieHde B pamkax EBpasuiickoro
KOHOMMUECKOro coro3a (manee — Coro3).

2. lns  uenel Hacrosmmx OO6mux TpeboBaHUN HCMOMB3YIOTCS
MIOHATHS, KOTOPBIE 03HAYAIOT CJIEAYIOIIee:

«@KTHBHBIE MEIHMLIMHCKHE W3JENUs» — MEIUIIUHCKHE U3JCIIus,
IPUMEHSEMBIE OTAE/IBHO WM B COYETAaHWUU C JOPYTUMU MEIAMLMHCKHMH
U3IETHUAMH, I JEHUCTBUS KOTOPBIX HEOOXOJMMO MCIOJIb30BaHUE SHEPTHUH,

OTJIMYHOM OT NPOU3BOAUMOMN YEJIOBEKOM, HIIU CHUJIBI TSAIKECTH.
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MenuuuHckue M3aenus, NpejHa3HAadeHHBIE Ui Nepefjayd dHEPruu
WM BELIECTB OT aKTUBHOI'O MEMIIMHCKOTO U3JIEeIHs K M0JIb30BaTe/0 0e3 ux
CYILECTBEHHOTO M3MEHEHHS, He SBISIOTCS AKTHUBHBIMU MEIULMHCKUMHU
U3JICITUSIMH. CamocTosITenbHOe IpOrpaMMHOE obecrieyeHue
paccMaTpuBaeTcs Kak akTHBHOE MEIUITMHCKOE U3JCIINe;

«0Oe30macHoOCTh MEJUIIUHCKOTO U3JICITHS - OTCYTCTBHE
HEJIOIYCTUMOIO PUCKA, CBSI3aHHOTO € MPUUMHEHNEM Bpe/ia )XHU3HH, 3T0POBbIO
4EJIOBEKA, a TAKXKe OKPYIKalolleH cpee;

CAHCTPYKIHMS TIO IPUMEHEHHUIO» — 3KCIUTyaTallMOHHAs JTOKYMEHTAIH,
coJieprkalas MHpOpPMAIIHIO, IPeI0CTaBIISIEMYIO [IPOU3BOJIUTEIIEM
MOJIb30BATENI0 OTHOCHUTENFHO HAa3HAYEHHs, HaJJIeXKallero W 0e30IIacHOoro
UCIIOIB30BaHUs] MEIULIMHCKOIO U3/EIIUsl, KOTOpas MOXET BKJIIOYATh B ceOs B
TOM 4YHUCJIE PYKOBOACTBO I10 3KCIUIyaTalluH, METOIUKY MEIMIIHHCKOTO
IPUMEHEHHs, NacnopT, (GopMynsp, HHCTPYKIHH IO MOHTaXy, HallajKe,
TEXHUYECKOMY OOCIIy)KHBAaHUIO, PEMOHTY, TPaHCIOPTHPOBKE, XpPaHEHUIO,
YTHIIU3ALUYA METUIUHCKOTO U3/IETHS;

«MEIMIMHCKUE HW3AeNUs JUI JIHarHOCTHKH In  Vitro» — Jro0ble
WHCTPYMEHTHI, anmnaparsl, IpuOopsl, 000pyaOBaHUe, MaTePUAIIbl, peareHTHl,
KaJauOpaTopsl, KOHTPOJBHBIE MaTepUalbl U NPOYUe U3JIENHS, TPUMEHIEMEIE
B MEIMLMHCKHUX LEJISIX OTJEIbHO WM B COUETAHHH MEXAy COOOM, a Takke
BMECTE C IIPUHAATIEKHOCTIMH, HEOOXOIUMBIMU TSI IPUMEHEHHSI YKA3aHHBIX
M3JCIUM 10  Ha3HAYeHWI0 (BKJOYAas  CIENUallbHOE  MPOrpaMMHOE
obecrieyeHue), ¥ NpeHa3HaueHHbIE TPOU3BOAUTENIEM JUIsl IPUMEHEHUsI TTPH
HCCIIENOBAaHUSX 1N Vitro 06pa3zlioB OUOJIOTHYECKHX MaTepUAJIOB YEI0BEKA JIJIs
[OJIydeHUs: ~ UH(DOpPMAlMM  OTHOCHTEIRHO  (DM3HOJIOTHUYECKOIO  WJIN
NaTOJOTHYECKOTO COCTOSTHHS, BPOXKIEHHOM NaTOJIOTHH,
IPEAPACHOIOKEHHOCTH K OIpPENeNIeHHOMY KIHHHUYECKOMY COCTOSIHHIO MJIH

60J'[€3HH, COBMECTUMOCTH TKaHeh ¢ [MOTEHIUAJIBHBIM  PECHHIIHCHTOM,
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NPOTHO3UPOBAHUS peaklMid Ha TepalneBTHYECKUE BO3JeHCTBHUs, BhiGOpa
TEPaNeBTUYECCKUX CPEACTB U (W) KOHTPOJIS JICUEHHS,

«HeOJIaronpusTHOE COOBITHE (MHLUMICHT)» — JIF00asi HEUCIIPABHOCTh U
(unu) yXyIUIeHHe XapakKTepUCTHK, WM HapylieHue (GyHKIMOHHPOBAHUS
METULIMHCKOIO M3JENusl, HIH HeJO0CTaTOYHOCTh JHO0 HEKOPPEKTHOCTH
COINPOBOAUTENBHON HMH(pOpMaLUK  (JOKYMEHTAIlMKM) Ha  MEIUMLUHCKOE
u3jende, WM 1MoOoYyHOe JelCTBUe, He YKa3aHHOe B HMHCTPYKIHMH 10
PUMEHEHHIO, KOTOPBIE MPSAMO WJIM KOCBEHHO IPUBEJIM MM MOTJIM IIPUBECTH
K CMEPTH WM CEPHE3HOMY YXYALIECHUIO COCTOSHHS 30POBbS MMOJIL30BaTENEH
WIA TPETbUX JHUI (TIpH 3TOM IIOJ CEPbE3HBIM YXYJIIEHHEM COCTOSHHS
30pPOBbsl MOHUMAKOTCSA OIACHOE JUIsl JKM3HM 3abojeBaHue, CTOMKOe
nopaxxenue QyHKIMH OpraHu3Ma WM HeoOpaTHuMOe TMOBPEXKIEHHE CTPOSHHUS
Teja, COCTOsAHME, Tpedylollee MEAUIMHCKOTO WK  XHPYPrUYECKOro
BMEIIATENILCTBA € 1IN0 TPEJOTBPALLEHUS OMACHOrO IS  JKU3HH
3a0o/ieBaHysl, MM CTOHKOrO TOpaKeHHUS (GYHKIUH OpraHusMma, WK
HeoOpaTMMOro TOBPEXKIACHHsST CTPOSHHUsI Telia, COCTOsHME, TpeDylolee
TOCIHMTAIM3aMK MM 3HAUYUTEIBHOTO YBEJIUYEHHUS CpOKa IpeOLIBaHus B
CTallHOHApPE YK€ TOCIUTAIN3HPOBAHHOIO TMalUeHTa, (QYHKIHOHAIBLHOE
HapyllleHWe y IUIoJa, €ro rudeiib, BpPOXKIAECHHAs aHOMAMs WIM POJOBas
TpaBMma);

«HEXENaTeJIbHOe COOBITHE) — JI000e HeXeNmaTelbHOe MeIUITHCKOE
COOBITHE, HENpOrHo3upyemoe 3aboieBanue JIMOO TMOBPEKICHHE MU
HEeXKeJIaTeJIbHbIC  KIIMHMYECKHE  IIPU3HAaKW  (BKItOYas  JrabopaTopHbIE
MOKa3aTe/id, OTJIMYHBIE OT HOPMBI) y TMOJB30BaTeNedl WM TPeThuX JIUI,
CBSI3aHHBIX C IPUMEHEHHEM MEIULIMHCKOTO U3E/IHS;

«I0JIL30BATEb» — TMALKUEHT, MEJUIMHCKUA CHEIHAINCT WM JIro0oe
Apyroe (QHU3MYECKOE JIHI0, TPUMEHSIOIIHE MEAUIMHCKOE H3JeNHe MO

Ha3Ha4CHHIO, OTIPECACIICHHOMY ITPOU3BOAHUTEIIEM,
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«3(Q(GEeKTUBHOCTE  MEIUIMHCKOIO  H3IEJIUSI» —  CIOCOOHOCTH
MEIUILUHCKOTO M3/E/|sl COOTBETCTBOBATh HA3HAUCHHIO, OIpPe/Ie]ICeHHOMY

IMPOHU3BOJUTCIICM.

I1. O6uue TpeboBanus 6e3omacHOCTH U 3D HEKTHBHOCTH,
IIPUMEHUMBIE KO BCEM MEIULIMHCKUM U3JIeNIHsIM

3. MenuuuHcKkue H3OeNus MPOSKTUPYIOTCA W H3TCOTOBJISIOTCS TAaKHM
obpa3zoM, 4YTOOBI TIpH WCHOJB30BAHHM B YCIOBHAX W B  LEJX,
COOTBETCTBYIOIIMX MX Ha3HAUYEHWIO, OINpEACTICHHOMY MPOU3BOMHTENEM, U
IIPH HEOOXOAUMOCTH € YYETOM TeXHHYECKHX 3HaHHUH, OIbITa, 00pa3oBaHus
WM CIIELMAIbHOM MOATOTOBKH, KIMHHUYECKOrO W (DU3UYECKOTO COCTOSIHHS
I0JIb30BATENS OHM JIEMCTBOBAIM COIVIACHO HA3HAYEHHUIO, OINpPEeSICHHOMY
TIPOU3BOIUTETIEM, H OBIIH O€30MacHbI /ISl MOJIB30BATENIS U TPETHHX JIAL| TIPH
YCIIOBHMH, YTO PUCK, CBS3aHHBIN C UX IMPUMEHEHHUEM, SIBJISICTCS TPUEMIIEMBIM
IIPH COTIOCTABJICHUH C TIOJIB30H /IS MOJIB30BATE]IS.

He nomyckaercss orpaHuyeHue B3aMMO3aMEHSEMOCTH MEIMLIMHCKUX
M3JENH  IIyTeM  HCIOJIb30BAaHHUS  CHEIHANBHBIX  TEXHHUYECKMX WM
IIPOIPAMMHBIX CPEJICTB UK IPYTUMHU CIIOCOOaMHU.

4. Pemienusi, OpPUHATBIE POU3BOJUTENIEM TMPH TNPOEKTHPOBAHHHM U
U3rOTOBICHUM  MEOULHMHCKOTO  M3/eNUs, JOMKHBI  COOTBETCTBOBATH
IPUHIMIAM O€30I1aCHOCTH C y4eTOM OOLIENpPU3HAHHOTO YPOBHS PasBUTHS
3HaHui. IIpy HEoOXOAMMOCTH NMPOU3BOJMTENb YNPABISET PUCKAMH TAKHM
00pa3oM, 4TOOBI OCTATOUHBIM PHCK, CBA3AHHLIM ¢ J1FOOOH OMACHOCTBIO,
ABJIsNICA npueMieMbIM. lIpow3BoauTens PYKOBOACTBYETCS CIIEAYIOLIMMHU
NPUHLIUIIAMHU B IOPSIKE TPUOPUTETHOCTH

BBISBJIEHUC M3BECTHOM WM TIPEIBUIUMONW OIACHOCTH M OIleHKa

CBS3aHHBIX C HCIO PHCKOB, BO3HHKAIOIIHX IIpH HCITIOJIE30BaHHUH



MEIUIMHCKOTO  M3JeJIMd 10 Ha3HA4YeHUI0 M 0OpU  OpefcKazyeMoM
HenpaBUJILHOM UCII0JIb30BAHUM;

YCTpaHEHHE PUCKOB IIyTeM MPUHSATHS COOTBETCTBYIOUIMX TEXHHUUECKUX
U TEXHOJIOTHYECKHUX pELIEHUN TNpU MPOEKTHPOBAHHUM M HM3TOTOBJICHHUU
MEIUIIUHCKOTO U3MCIIHS;

CHIDKEHHE OCTATOYHBIX PpHUCKOB IyTeM TPUHATHS aJeKBATHBIX
3aLUTHBIX MEP, BKJIFOYAsi CHTHAJIbI TPEBOTH;

MH(QOPMHPOBaHHE N10/1b30BaTeNei 000 BCEX 0CTATOUYHBIX PHCKAX.

5. MemuuuHCcKre U3AETUS TPOCKTUPYIOTCS, M3TOTABJIMBAIOTCA W1
YIAKOBBIBAIOTCA  TakuM  o0Opa3oM, 4YTOOBI WX  SKCINIyaTallMOHHBIE
XapakTePUCTUKU U 3((HEKTUBHOCTL HE HAPYILAIUCH TIPH TPAHCIIOPTUPOBKE U
B [1POLIECCE XPAaHEHHs B COOTBETCTBUH C MHCTPYKIUEH TI0 IPHMEHEHUIO.

6. MeauuuHCKUe U3IETUs OJDKHBI OBITh d((EKTUBHBIMH TaK, KaK 3TO
NPEyCMOTPEHO IPOU3BOAMUTENEM, U JOJDKHBI OBITh CIPOEKTHPOBAHLI H
M3TOTOBJIEHBI ~ TakuM  00pasoM, YTOOBl B HOPMAJIbHBIX  YCIOBHUSX
OKCIUTYaTalldd OHH COOTBETCTBOBAIM IIEJISIM NMPUMEHEHHS 110 HA3HAYEHHUIO,
OIpeICIEHHOMY MTPOU3BOAUTETIEM.

7. DKCITyaTalliOHHbIE XapaKTePUCTUKH u 3 (HeKTUBHOCTH
MEIULIMHCKOrO U3AEIUsl HE JOJIKHBI U3MEHSTHCS 0 TaKOW CTEIICHHU, YTOOBI
CTaBUTh TI0JI YIpo3y JKHM3Hb W 3J0pOBbE MOJB30BATENICH W TPETHHUX JIUIL[ B
TEYCHHE CpOKa OKCIUIyaTallud, OIIPEJeIeHHOr0 MPOU3BOAUTEIEM, IIPH
YCIIOBHH, YTO MEIHUIIUHCKOE U3JIENME TOABEPraeTcs BO3ACHCTBIIM, KOTOPhIE
MOTYT BO3HHMKAThb B HOPMAJIBHBIX YCJIOBHUSIX OKCIUIyaTallMM, ¥ TEXHUYECKOE
OOCIly’)KMBaHWE  TIPOBOAUTCS B  COOTBETCTBMHM C MHCTPYKLMEH IO
IPUMEHEHHIO.

8.Bce u3BeCTHBEIE M TpEAINOaraeMble PUCKH, BO3HMKAIOUIME IIPH
UCIIOJIb30BAaHUM MEIULMHCKOTO M3ICNHs, H JI00ble HeXKelaTelbHbIe

3((EKTHI OT TAKOrO UCMOIB30BAHUS CBOASATCS K MUHUMYMY U JOJIKHBI OBIThH
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IPUEMJIEMBIMM TIPU COIOCTABJIIEHUHM C TOJB30H I  IOJIB30BaTENei,
[OJIyyaeMOH  OT  MNPEAyCMOTPEHHOTO  TPOM3BOJUTENIEM  JIEHCTBUSA
MEIMIMHCKOTO U3AEIHS P HOPMAIIbHBIX YCIIOBHSX SKCIUTYaTaLHH.

9./Ina  Kaxmoro - MeAMLMHCKOIO  W3JENHs  NPedOCTaBlIsAeTCs
uHpopManus, HeoOXomumasi AN HIACHTU(DHUKAIMH 3TOTO MEIMLUHCKOTO
M3JEIUsT W €ero IPOU3BOAMUTENS, CTpPaHBl TIPOUCXOXKIEHMS, a TaKxKe
uHpOopMaLHsT JUTST TMOJIE30BATEIS (mpodeccroHaIbHOTO WJTH
HEeNnpo(ecCHOHANBHOr0),  Kacallnascs  0e30ImacHOCTH  MEJUIIMHCKOIO
U3Nends, ero  (yHKIMOHAJIBHBIX  CBOMCTB W OKCIUIyaTallMOHHBIX
XapakTepucTuk. Takas wuHboOpMalUs MOXET HaxXOMUTHECI Ha CcaMoOM
MEIUIIMHCKOM U3JEeNIUH, Ha YIIAKOBKE UJIM B HHCTPYKITHH 0 IPUMEHEHHIO.

10. Hocurens unpopmaruu, ee GopMart, cofiepKaHie U paciooKeHue
JOJDKHBI COOTBETCTBOBAaTh MEAMIIMHCKOMY H3JCIIMI0, €ro Ha3HAYEHHUIO U
TEXHUYECKUM  3HAHMSIM, OIBITY, OOpa3oBaHMIO WM  IOATOTOBKE
[10JIb30BaTEJIeH.

Hocurenes nHdopmanuu B KauecTBE OIpaHHYCHHUN MO NMPHMEHEHHMIO,
NPOTUBONOKA3aHUH, MEpP NMPEAOCTOPOIKHOCTH UITH MPEIYIPEKICHIS JOHKEH
COZIepKaTh CBEJEHUS 00 OCTATOYHBIX PHUCKAX, CBS3aHHBIX C MPHUMEHEHHEM
MEIUIUHCKOro usaenus. Ilonartue «npoTuBonoka3anusy He NPUMEHUMO IJIs
MEJIUIIMHCKUX U3JIEUN U1 TUAarHOCTUKH in Vitro.

11. Undopmauus, npenrycMoTpeHHass MyHKTOM 9 Hacrosmmx OO6mux
TpeboBaHU, yKa3bIBaeTCSI HA MAPKUPOBKE U B HHCTPYKIMH 110 IIPUMEHEHUIO
Ha PYCCKOM 3BIKE, a TaKXXe IIPH HAJIMYMHU COOTBETCTBYIOIIMX TpeOOBaHUI B
3aKOHOJATENIbCTBE  I'OCYJapCTB-4JIEHOB HAa TOCYJApCTBEHHOM  SI3BIKE
(rocyiapcTBEHHBIX SI3bIKAX) TOCYIapCTB-YIEHOB.

Taxass uHpOpMALUS MOXET COIepXKaTh CHMBOJLI, YCTAHOBJIEHHBIE
MEXIOCY/apCTBEHHBIMHM  CTaHJapTaMH, a  TaKKe  yCTaHOBJICHHBIE

MEXIYHAPOIHBIMH  CTaHAapTaMH (MIpH  YCIIOBHH, 4YTO O€30MacHOCTD
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MEIUIMHCKOTO M3JCJIMA HC HapymacTcd B CBA3H C HCINOHHMAaHHEM

OTACJIbBHBIMH I10JIB30BATCIIMH 3HAUYCHH A TaKHX CHMBOHOB).

II1. O6uire TpedoBaHus O6€30MacCHOCTH H 3P (HEKTUBHOCTH,
IPUMEHMMBIE K METULIMHCKUM H3JETUSIM, 32 UCKITFOYECHUEM
MEOUUMHCKHUX HU3IEIHUH U1 JUAarHOCTHKH 1n VItro

1. Xumuueckue, pusnyeckre U OMOJOTHUECKHE CBOMCTBA
MEIULIMHCKHAX U3IEIIUN

12. Ilpu TpOEKTHPOBAaHUU W H3TOTOBJICHUH MEIUIMHCKHX H3IEIUM
0co00e BHUMAaHHUE HOJDKHO YIESAThCS:

) BeIOOpY HCMONB3yeMBIX MATEPHATIOB, OCOOEHHO B OTHOIIEHHU
TOKCUYHOCTH ¥ BOCIUIAMEHSEMOCTH;

2) COBMECTUMOCTH HCIOJIb3yeMBIX MaTepHaloB M OHOJIOrHYECKUX
KJIETOK, TKaHEH, J>XUAKOCTEH, BEIIECTB W MX [POU3BOJAHBIX (naylee —
OHMOJIOrMYecKre MaTepualbl) ¢ Y4eTOM Ha3HAYSHUS METUIIUHCKOTO H3/IE/IH;

3) BBIOOpPY HCMOJIB3yEeMBIX MaTEepHAJOB C YUETOM TaKHX IOKa3aTesed,
KaK TBEPJOCTh, MU3HOCOCTONKOCTE M YCTAIOCTHAS IIPOYHOCTD.

13. Ilpy mpoeKTUpPOBaHWM, WU3TOTOBIEHWH M YMAaKOBKE MEIMIIMHCKHX
W3AENuil  Jo/bKeH OBITh MaKCHUMalbHO CHHXKEH pPHCK, CO3/aBaeMbIid
3arpsiI3HSIIOLIMMHU BELIECTBAMU M MX OCTATKaMH, IS TOJIb30BaTeNleil W JIHIL,
YYaCTBYIOIIIMX B  TPAaHCIOPTHUPOBKE, XpaHEHHMHM U  OOCHY)KHBaHUHU
MEAMLUMHCKUX H3/leTui (C y4eToM Ha3HaueHUs MEIUITMHCKOTO W3JIeNHsl,
a TaKKe JUINTEIBHOCTH M YacTOTHl BO3ACHCTBUS 3TUX BEIIECTB HA OPraHUu3M
YeJI0BEKa).

14. MenuuuHCKME W3JeNUsl TMPOSKTHUPYIOTCS W HM3rOTABIHMBAIOTCS
TakuM 00pa3oMm, 4TOObl OHHM MOTJIK OBITH O€30IAaCHO HCIOJB30BAaHBEl C
MaTepuasamy, BELIECTBAMU U ra3aMi, ¢ KOTOPBIMU OHU BXOJSAT B KOHTAKT

IIpy  HOPMAJIBHBIX  YCJIOBUAX  DKCIUTyaTallhd WJIKM  IIPpH  IPOBCACHHH
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TEXHUYECKOr0 00CTy)KuBaHusl. Eciu MequiMHCKe M3ae/Hsl IIPpeqHa3HaueHbl
JUTsl BBEIEHMsI JIEKAPCTBEHHBIX CPEJICTB, UX MPOSKTHPOBAHUE H H3TOTOBJIEHHE
OCYIIECTBIAIOTCS TAaKMM 00pa3oM, YTOOBI OHH OBLTH COBMECTHMBI C
JIEKAPCTBEHHBIMU CPEICTBAMH (IIPH YCIOBUHU COOJIIOJIEHHUS] OrPaHUYEHUIN 11O
MX TPUMEHEHHI0) B  Leisix obecneueHus 3()(EKTHBHOCTH  Kak
JIEKapCTBEHHOI'O CPENCTBA, TaK U MEIUIIMHCKOTO H3JIEJIHsi B COOTBETCTBUH C
Ha3HAYCHHEM.

15. TIpy NpOEKTHPOBaHMKM W M3TOTOBJICHHUM METUIIMHCKUX W3eNUN
JIOJDKHBI OBITh MaKCUMaJIbHO CHUXKEHBI PUCKH:

1) BEI3BaHHEIE BO3MOXXHBIM  BBIJISICHHEM HIIH  BLIMBIBAHHEM U3
METUIMHCKOTO U3/€JIMsl ONACHBIX M (MIM) BPEIHBIX BEIECTB (C yYETOM HX
CEHCHOMIIM3UPYIOLIEro JeHCTBUS, KaHIEPOreHHOCTH, MYTareHHOCTU WJIH
OTPULATENIBHOIO BIIMSHUS HA PENIPOYKTUBHYIO QYHKIIHIO);

2) cBsI3aHHBIE C HENpelHAMEPEHHBIM TMONaJaHHEM B MEAMIMHCKOE
M3/EJME TMOCTOPOHHHUX BEILECTB (C YYETOM HAa3HAUYCHWS], OIPENEICHHOIO

IPOU3BOAMUTCIIEM, H IIPEATIOIAracMBbIX yCHOBHI‘/‘I IMPpUMEHEHWS MEOHIITUHCKOT O

W3JIEITHS).

2. MadexkunonHoe 1 MUKpOOHOE 3arpsisHeHHE
MEIULUHCKUX U3JIeJIUH
16.IIpy M3roTOBIEHUH MEAHUIIMHCKOTO H3JENNs JO/DKEH OBITh
yCTpaHeH WM CHHXKEH IO JOIYyCTHMMOIO YpPOBHSI PUCK HHOUIUPOBAHHS
NoJIb30BaTeNe M TpeTbUX JMLU. KOHCTPYKIHS MEOWITHHCKOIO W3/esIus
IOJDKHA 00ecneYnBaTh IPOCTOTY B SKCIUTyaTallMd M OOCTY)KMBAHHM U IIPH
HeOOXOAMMOCTH MaKCUMAJIbHO CHU3UTh PUCK JIOOBIX MUKPOOHBIX yTEUEK U3
MEMLIMHCKOro M3lenus W (WIM) MUKpOOHOrO BO3IEHCTBHS B Ipollecce
WCIIOJIB30BAaHHUS, @ TaKXKe MPeAOoTBpalllaTh MHKPOOHOE 3arpsisHeHue

MCJUITHHCKOI'O U30CJIMA UITHU HpO6BI IMOJIB30BATCJIEM HJIA TPETBUM JIMIIOM.
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17.TIpyn NmpoeKTHpPOBAaHUM, M3TOTOBICHHUM W YIIAKOBKE MEIMIIMHCKHX
U3JIC/IMH, HMEIOIUX  CHELUAlbHBIH  MUKPOOMOJOTHUECKUH  CTAaTyC B
COOTBETCTBMM C MAapKHPOBKOH, JOJDKHO OBITH TapaHTUPOBAHO, YTO
MHUKPOOHOJIOTHUECKUH CTaTyc ocTaeTcsi 0e3 M3MeHeHMH IMpH COOIOLeHUN
YCJIOBUM TPAHCIIOPTHPOBKH M XPAHEHUS, ONPENeNeHHBIX MPOU3BOIUTEIEM,
JI0 TeX MOp, IMOKa 3allMTHAs YIIaKOBKa He OyIeT HapyllIeHa WM BCKPHITA.

18. IIpx npoeKTUpOBaHMM, U3TOTOBJICHHM W YIaKOBKE MEIHIIMHCKUX
U3JCIIUH, T[IOCTaBJIsIEMBIX B CTEPWIBHOM COCTOSIHHH, JOJDKHAa OBITh
rapaHTHpPOBaHa  HMX  CTEPWIBHOCTh  NPU  COONIOACHUH  YCIIOBHH
TPAHCTIOPTHPOBKK M XpaHEHUs, OINpPEJECTIeHHBIX MPOU3BOJUTENIEM, O TEX
Mop, MOKa 3allUTHas YIIaKkoBKa He OyleT HapyllleHa WIM BCKphITa. Takue
MEIUIIMHCKUE U3EIINs YIIAKOBBIBAIOTCS B OJTHOPA30BYIO YIIAKOBKY.

19. CrepuiibHble MEUITMHCKIE U3JETHS JIMOO MEIMIIMHCKHE M3ENHs,
UMEIOIIME CIEIHaTbHBIA MUKPOOMOJIIOIMYECKUI CTaTyC, H3rOTaBIMBAIOTCS,
obpabaThIBalOTCs M MPH HEOOXOMUMOCTU CTEPHIIM3YIOTCS ¢ IPHMEHEHHEM
BaJIMIUPOBAHHBIX METOA0B, 000PYIOBaHUS, IPOLIECCOB,

20. MenuuuHCKHe U3Ienus, TpeOyIolie CTEPUITH3ALliH, JOJKHEI OBITh
U3FOTOBJIEHBI B YCIIOBUSX KOHTPOJUPYEMOH YHMCTOTHI IMPOH3BO/ICTBEHHBIX
30H.

2]1. YrakoBKka HECTePHIBHBIX MEIHMIMHCKAX  M3IENUH  JO0JDKHA
00€eCIeYnBaTh UX LIEJIOCTHOCTh U YHUCTOTY M B ClIydae, €CIM MEAMIMHCKOEe
M3JEJIMe  JO/DKHO  OBITh  CTEPHJIM30BAHO  Mepell  UCIOIL30BAaHHEM,
MaKCUMabHO CHU3MTH PUCK MHKPOOHOIO 3arps3HeHHs, IPH 3TOM yIAaKOBKA
JIOJDKHA OBITB COBMECTHMMOH C METOIOM CTEPUJIM3alliH, YKa3aHHBIM

ITPOU3BOOUTCIICM.
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3. MenuuuHCKHE U3/IeIHS, COAepIKAIIUe BELIECTRO,
paccMaTpuBaeMoe Kak JIeKapCTBEHHOE CPEJICTBO

22.B cinydae eciid MEIULUMHCKUE U3JIETUs COJEpKaT BeIIECTRO,
KOTOpOE€ IIPU  CaMOCTOSTEIbHOM HCIOJb30BAaHUHM MOJYKET  CUMUTAThCS
JIEKapCTBEHHBIM CPEJICTBOM B COOTBETCTBUU C TMYyHKTOM | crathu |
CornatieHus 0 eIMHbIX NPUHIMIIAX W NpaBHiIax oOpallieHus JIeKapCTBEHHEIX
CpelCTB B pamkax EBpa3uiicKOro 3KOHOMHYECKOTro coro3a OoT 23 mexabps
2014 roga ¥ KOTOpOE OKa3bIBAET JOMNOJHUTEIBHOE BO3/IEHCTBIE HA OpraHu3M
4eJI0BeKa Hapsily ¢ BO3ACHCTBUEM MEAMIIMHCKUX H3IENIUN, MOATBEPKICHHE
Oe3omacHOCTH U d(PHEKTUBHOCTH TAKUX MEJMIMHCKMX H3/EHH BKIIOYAET B
ceOsl moATBepxkaeHHe Oe3omacHOCTH U 3(DPEKTHBHOCTH JIEKAPCTBEHHOIO

CpEeJICTBA C YYETOM €ro NIPUMEHEHHSI B COCTaBE MEAUIIMHCKUX U3HCIUH.

4. MeaunuHcKue U3AeNnus, CoOAepxKallue
MaTepuabl OUOJIOTHYECKOTO MPOUCXOXKIEHHUS

23. B ciydae eciay MeIWLMHCKHUE W3JEIUSl COJACPXKAT OHOJOTHYECKHE
MaTepHabl MKUBOTHBIX, TO HCIOJb3yeMble ISl 3TUX IeJell >KMBOTHEIE
JOJDKHBI ~ IIOJBEprarbcsi BETEPUHAPHOMY  KOHTpONItO  (Hamg3opy), IIo
pe3yJbTaTaM KOTOPOTO OHM JIOJDKHBI OBITH MPU3HAHBI 3JOPOBBIMU C YYETOM
Ha3HAYEHMUs] UCIOJB3YEeMBIX OHOJIOTHYECKMX MaTepUajioB. 3JI0pPOBHIM
KMBOTHOE IPU3HAETCS B Cllydyae OTCYTCTBHS 3a00JeBaHUi, KOTOPBIE MOTYT
IOBJIMSITH HA 0€30MacHOCTh U 3(PPEKTUBHOCTL MEAUIIMHCKOTO U3eJIHl,

Wudbopmanusi  npou3BOAMTENST  MEAMIIMHCKOTO  M3AEIUsS O
OMOJIOTUYECKUX MaTepuanax, B TOM YHCI€ O BBEIOOpE J>XHUBOTHBIX, HX
reorpauueckoM MPOUCXOKAECHUH, B3SITUH TNPOO, YCIOBUIX 00paboOTKH,
XpaHeHHsT M oOpamieHuss ¢ OWOJIOTMYECKHMMM MaTepHallaMH, TOJDKHA
XPpaHUTHCS B YIIOJJHOMOYEHHOM opraHe rocyaapcersa — unena Corosa B chepe

3[paBOOXpaHEHus (Jajiee — yIIOJTHOMOUYEHHBIH OpraH rocy1apcTBa-uieHa).
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ObOpaboTka,  XpaHeHHe,  TeCTHpPOBaHHE W  oOpalieHue ¢
OMONIOTMYECKMMH ~ MaTepHalaMHM JKMBOTHOT'O POUCXOXKIEHUS  JTOJKHBI
obecrieunBaTh 0€30I1aCHOCTb MONb30BAaTENeH U TPETHHX JIMI. B yacTHOCTH,
0e30MacHOCTh B OTHOLIEHHWH BUPYCOB, JPYTrHX HH()EKIHOHHBIX areHTOB U
MHBIX BO30ynuTesneil Oomne3nel, oOIMX [T YeJIOBEKa M MKMBOTHBIX, JOJIKHA
00ecIieunBaTbCsl [OCPEJICTBOM TMPUMEHEHHUs] BaJMJMPOBAHHBIX METOJOB
YHUYTOKEHHUS MJIM MHAKTUBALIUK B XOJI€ MPOU3BOICTBEHHOTO Mpoliecca.

24.B ciydae ecnM MEAMUMHCKHE M3ICIHS COJEpIKAT OMOJIOTHYECcKHe
MaTepHalbl YeJI0BEYECKOTO MPOUCXOKACHHUS, TO BBIOOP JIOHOPOB, 4 TaKXkKe
00paboTKa, XpaHEHHE, TeCTHpOBaHHWE M obpalleHue ¢ OHOJOTHYECKUMHU
MaTepuaaMi  4YEJIOBEUYECKOrO0  IPOUCXOXKICHHUS  OCYIIECTBIAIOTCS B
COOTBETCTBUHU € 3aKOHOJATENLCTBOM rocynapcTB — uieHoB Coro3a U LOKHEL
obecrieynBaTh ONTHMANIBHYIO 0€3011aCHOCTB TOJIB30BaTes e M TPETHUX JIHII.
B wactHocTH, ©e€30macHOCTh B OTHOWICHHH BHPYCOB W APYIHX
MHQEKIMOHHBIX ~ areHTOB  JOJDKHA  ODEeCleuMBaThCs  IOCPEACTBOM
OPUMEHEHHUs BAJIMIUPOBAHHBIX METOJIOB YHUUTOXKEHHS UM MHAKTUBALIUU B
X0/I€ IIPOU3BOJCTBEHHOTO Mpoliecca.

25.B ciy4ae eciu MeJUIMHCKHE H3JIENHS COJIEpIKAT OUOJIOrHYecKHe
MaTepraibl MHUKPOOHOro IIPOMCXOXKIEHHUs, TO 00paboTKa, XpaHeHue,
TECTUPOBAaHME M oOOpameHue ¢ OHONOTHYECKHMMHM MATEPHAIAMH  ATOMH
IPUPOJALI  JO/DKHBI  OOecneuumBaThb  ONTUMANBHYIO  O€30MaCHOCTB
0JIb30BaTeNe U TpeThux Jul. B uwacTHocTH, 6€30MacHOCTh B OTHOLIEHUH
BUPYCOB M JAPYIMX HH(EKIHOHHBIX areHTOB JO0JUKHA O0ecrednuBaThes
IIOCPENICTBOM INPUMEHEHUS BATHAWPOBAHHBIX METOJIOB YHUUTOXKEHHS WIIH

MHAKTHUBAIIMU B XOJI€ IIPOU3BOJCTBEHHOTO MpoIlecca.
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5. MenuuuHckue u3nenus, IpuMeHsieMbIe
B YCJIOBUAX BO3/EHCTBUS BHEIIHUX (PAKTOPOB

26. MemunUHCKAE U3JENUsi NPOEKTHPYIOTCS M H3rOTaBIMBAIOTCS
TakUM o0pa3oM, 4ToObI UX cOOpKa, HACTPOMKA, KaIMOPOBKA, UCIIOJIB30BAHUE
M O00CIyXMBaHWE B YCIOBHSX BO3JCHCTBHUS BHENIHUX (AKTOPOB OBLIU
npoBejieHsl  Oe3omacHO M oOecneuymnd  OXUIaeMyro  9(GQPeKTHBHOCTH
MEIUIUHCKOIO PUMEHEHHMS,

27.B cnyvae eciu MEOUIMHCKWE W3A€IHMs IpeJHa3HAYEHBl IS
NPUMEHEHHs B KOMOMHALUK C JIPYTUMU METUIIMHCKUMHU H3IeIUsIMA U (KITH)
obopynoBaHueM, BCs KOMOHMHALMS, BKIIOYAS COEIMHHTENLHYK) CHCTEMY,
JO/DKHA OBITH 0Oe30macHOM W He JO/DKHA YXY[IIIATh  3asBlICHHLIE
(YHKIMOHANLHBIE  XapaKTePUCTUKH  METULMHCKUX  u3fenuil. JlioOble
H3BECTHBIE OrPaHMYEHNs 110 IIPUMEHEHUIO TaKOM KOMOMHAIIMH YKA3LIBAKOTCA
Ha MapKUpoBKe W (MIM) B MHCTPYKUMHM TO TNpHMeHeHuo. Ilpu
MPOEKTUPOBAHUM U M3IOTOBJIEHUH COCMUHUTEIBHBIX CHCTEM JOJDKHBI OBITH
MaKCHMaJIbHO CHUXKEHBI BO3MOXKHBIE PHUCKU HENIPABUIILHOTO COEIUHEHUSI.

He pomyckaercs mnpumMeHeHHe B COCTaBe MEIUIMHCKOILO W3/AETHS
CIIELMAJIbHBIX TEXHUYECKUX U (MJIM) MPOTPAMMHEIX CPENCTB, UCKITIOUAIOMTIX
WA OTPAaHUYMBAIOIIUX BO3MOXKHOCTh €TI0 HCIIOJIL30BAaHUs B KOMOMHALIMH C
APYTHMH TIpeHA3HAYEHHBIMM UL 3TOT0 MEAMLIMHCKUMU M3JICNUSIMU U (HJIH)
00opyI0BaHUEM.

28. MequuuHCKe M3AENUsl TMPOCKTHPYIOTCS M M3TOTABIMBAKOTCS
TaKUM 00pa3oM, YTOOBI yCTPAHUTh MM CHU3UTH JI0 TIPHEMIIEMOTO YPOBHS:

1) puck TpaBMHUpPOBaHUsI IOJB30BATENs WM TPETHUX JIMIl B CBA3U C
(PHU3NUECKUMH XapaKTePUCTUKAMHU METUIIMHCKOTO W3/1ENUs;

2) puck OMOKK IPU HCIOJIB30BAHMM MEIUIMHCKUX W3AEIMHA H3-3a

KOHCTPYKTUBHBIX XapaKTEPUCTHK MU YEJIOBEYECKOro (hakTopa;
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3) puCK, CBSI3aHHBIH € OOBEKTHBHO MPEACKA3yeMBIMH BHEIIHUMH
BO3JCHCTBUSIMA WIM TaKUMM OKPY’KAIOIIUMH YCIOBUSMH, KaK BHEIIHHE
DJIEKTPOMArHUTHBIE TIOJs, OJIEKTPOCTAaTHUUECKHE paspsiiibl, W3JTyUYeHHE,
arMoc(epHOe MaBJIEHHE M €ro Mnepemnajbl, BIaXKHOCTH M TeMIleparypa
BO3/lyXa;

4) puck, cBsA3aHHBIH C KCHOJB30BAHHUEM MEIUIMHCKUX H3JIENUA IpH
KOHTaKTe C MarepuallaMH, *KHJIKOCTSIMU U Ta3aMH, BO3JEHCTBHIO KOTOPBIX
MEIMLUMHCKUE  M3JENIds  IOJBEPraloTCs B HOPMAIBHBIX  YCJIOBHSIX
SKCITyaTalllH;

S) pUCK, CBSI3aHHBIH C BO3MOXKHBLIM HETaTUBHBIM B3aUMO/IEHCTBHEM
MEXKy IpOrpaMMHBIM oOecriedyeHrueM MEJIULUHCKUX U3JEIHKH U YCIIOBHSIMH,
B KOTOPBIX OHO 3KCILTyaTUPYeTCs;

6) puck  cioy4yallHOro mMomajaHuss TOCTOPOHHHX  BEIIECTB B
MEJIUIUHCKUE U3EITHS;

7) pUCK B3aMMHBIX IIOMEX, CBSI3aHHBIX C JIDYTMMH YCTPOMCTBaMH,
OOBIYHO IPUMEHSIEMBIMU B JIeueOHO-THArHOCTUUECKOM IPOIIECCE;

8) pUCK, BO3HHUKAaKOUIMH TMpPH  HEBO3MOXKHOCTH  TEXHHYECKOTO
00CIIy’>KMBaHUsl WIM KaJIUOPOBKM MEAMLUHCKUX H3AETUH (Hanpumep, s
MMIUIAHTATOB), H3-32 CTApeHUs HCIOIb3YyEeMbIX MaTepUaliOB WM IIOTEPH
TOYHOCTH U3MEPUTEIBLHOIO HJIM KOHTPOJIBHOTO YCTPOHCTRA.

29. MenuuMHCKME HW3AENUsl TMPOSKTUPYIOTCS W HM3TOTaBIMBAIOTCS
TaKUM 00pa3oM, 4YToOBl YCTPaHWTh WJIM MAaKCHMAJIBHO CHHU3UTH PHUCK
BOCIIAMEHEHUS] WJIM B3PbIBA B HOPMAJIBHBIX YCIOBHSIX DKCILTyaTallud WM B
cllyyae eIUHMYHOro otkaza. Ocoboe BHUMaHHME MAODKHO YIEISITHCS
MEIULIUHCKUM U3JEITUSIM, pUMEHSIEMBIM C MCII0JIb30BaHUEM

JICTKOBOCIUIAMEHAIOMIUXCA WJIW B3PBIBYATHIX BEIIECTB.
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30. MemuuuHCKHe M3AeNIMs  TPOEKTHPYIOTCS W HM3TOTaBIMBAIOTCS
TakuM 00pa3oM, UTOOBl CIOCOOCTBOBATL OE30MACHON YTHIM3AIMU OTXOJOB,

06pa30BaBH1PIXCH [TOCJI€ UCIIOJIL30BAHUS MCAULIMHCKUX U3JIeTHH.

6. MeaMuMHCKUE U31e1sl, OTHOCSIIUECS K CPeICTBAM U3MEpEHHH

31. MenuuuHCKHE W3/€Hs], BKIIOYEHHBIE B IMepeueHb METUIMHCKHX
M3JIEMH, OTHOCSIIUXCSA K CPeACTBAM H3MEpPEHHH, B OTHOIIEHHH KOTOPBIX
IPOBOAATCA MCIBITAHHSA B LEJSAX YTBEPXKJEHUS THIA CPEJICTB HU3MEPEHHUIA,
IPOEKTUPYIOTCA M H3TOTABIMBAIOTCA TakKuM 00pa3oM, uyTOOBI 0OECIIEUYHTH
JOCTaTOYHYIO TOYHOCTh, IPEIU3UOHHOCTE M CTA0WIBHOCTE € YYETOM
Ha3HaYeHHUs] MeIMIIMHCKOT0 U3/IeTTHSI.

32. U3MepuTenpHble, KOHTPOJIBHBIE WM WHJAMKATOPHBIE  IIKAJIBI
IIPOEKTUPYIOTCSI B COOTBETCTBHM C D3PrOHOMHUYECKHMMM MPHHIMIIAMH ¢
YYETOM Ha3HAYEHHUs MEJUITUHCKOTO HU3IEIIHS.

Yucnosble 3HA4YeHUS JOJDKHBI OBITh BBIPQKEHBl B OOINEIPUHSTHIX
€IMHULIAX U3MEPEHUS U MOHSTHBI MTOJIb30BATENSIM.,

33. Pe3ynbpTaThl H3MEPEHMH, BEHINIOJHEHHBIX C HCIOJIB30BAHUEM
MEIUIIMHCKOTO  M3JIeNIMs, OTHOCSIIErocss K CpeACTBaM  H3MEpPEHHIA,
BBIPAKAIOTCA B €IMHUIAX BeIU4YUH MexayHaponHoi cuctemsl enunul (CH)
WM BO BHECHCTEMHBIX €JUHHLAX BEJIMYUH B COOTBETCTBUH C MEPEUYHEM
BHECHCTEMHBIX  €JMHHI] BEJIWYUH, IPUMEHSEMBIX TpH  pa3paboTke
TeXHUYeCKUX pernameHToB Coro3a (BKJIOYAass WX COOTHOIIEHHS C
Mexaynaponnoi cucremoit enunaun (CH)), yreepxknaembiM Epaszuiickoii

3KOHOMUUECKOH Komuccuei (nanee — Komuccus).

7. 3amuTa OT U3Ty4YeHHUs

34. MenuuuHCKUE W3/CTHS TMPOSKTUPYIOTCS, H3TOTABIMBAIOTCS U

YIAKOBBIBAIOTCS  TakuM  00pa3oM, UTOOBl MHMHUMAIBHO TOJBEPraTh
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MOJIb30BATENIEH U TPETHUX JIMI] BO3JEHCTBHIO U3JyUeHHs, HE YMEHbIIas Py
5TOM YCTAHOBJIEHHBIE YPOBHH H3JIyYCHHUs, HEOOXOUMBIE IUIS TOCTHXKECHHS
JUArHOCTUYECKUX U TepareBTHUSCKHUX LIEJICH.

35. B MEAMLIMHCKUX U3/IENUSX, IpeIHA3HAUCHHBIX JUIsi TEHEPUPOBAHUS
OIACHBIX WJIM MOTEHIUAIBHO OMNACHBIX W3AYUeHHH, HEOOXOIUMBIX IS
JOCTHIKEHUS] KOHKPETHBIX MEIULMHCKUX Ilefiell, B Cydae €CJIM I0Jb3a OT
MCIIOJIb30BaHUsl ATUX U3JIyYeHUH BBICOKOM MHTEHCHBHOCTH CUMTAETCS Oosiee
3HAYUTEILHOW 10 OTHOIIEHMIO K OIIACHOCTH, 3aKIIFOYaroIIeiicss B H3yYeHNH,
JOJDKHA — TIPeNyCMaTpUBaThbcs  BO3MOXKHOCTB — YIPAaBICHUS  STUMHU
M3JIyYEHUSIMM CO CTOPOHBI IoJib3oBatens. llpw mpoekTHpoBaHuM
U3TOTOBJICHUH TaKMX MEIHIMHCKUX M3JeIHd IODKHA oOecrneynBaThes
BOCIIPOM3BOJUMOCTD M3MEHAEMBIX NapaMETPOB FeHEPUPYEMOrO U3TYUYEHHUs B
TOTYCTUMEBIX TIpeelax.

MenuuuHckiue W3aenus, IpeJHa3HAuCHHBIE Uil TCHEPUPOBAHMS
OIaCHOr0 BMJIMMOrO M (WMJIM) HEBUIAUMOTO HU3JIyYCHHS, OCHAIAIOTCS
BU3YaJIbHBIMH U (MJIM) 3BYKOBBIMU CPEACTBAMHU MPEAYIIPEKIEHUS O HATHUNH
(aKTUBHOCTH) TAKOTO U3TYUYEHHSI.

36.1lpy NpOEKTHPOBAHHMH W H3TOTOBIEHWH MENULUHCKUX W3JeTHil
JIOJDKHO ~ MakCHMajJbHO  CHMDXKEHO  BO3ZICHCTBHE  HENpeIHAMEPEHHO
T€HEPHPYEMOIo I0OOYHOI0 UM PACCETHHOTO U3TyYEHHS.

37.1lpy NpPOEKTUPOBAHMM M W3TOTOBJIEHHH MEIMLIMHCKUX MW3IEIIHiA,
OpeHa3HaYeHHBIX JUId TEHEPUPOBAHMS HOHU3UPYIOUIErO H3JIYYCHUS,
JTOJIKHEI o0ecrieyuBaThCs peryJnpoBaHue KOJIHYECTBEHHBIX U
FeOMETPHYECKHMX [I0Ka3aTeliel TIeHepUpyeMOro H3JIyYeHUsI C y4YEeTOM
Ha3HAYEHUs, OIIPEICICHHOTO MPOU3BOIUTETIEM.

MeauuuHckne u3aenus, reHepupyole HOHU3UPYIOIIee U3jIy4eHue U
IpeJHasHauYeHHBIC I PaJMOJOTHYECKON AMArHOCTUKHU, MPOCKTHUPYIOTCS U

M3rOTaBIIMBAIOTCA TaKUM 00pa3oM, 4TOObl TPU MHHMMAILHOM BO3AEHCTBUU
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U3IyYeHUss Ha MOJb30BaTens  olecneuMBalioch HEOOXOaMMOEe IS
JAMAarHOCTUKU KauyeCTBO H300pa’keHUss M (MJIM) TOJIYyYaeMBIX pe3yJIbTaToB
HCCIIeJOBAHUH.

MenuuuncKre u3eNns, reHepupyIOLe HOHU3UPYIOIEe U3IIyYeHHe U
NpEIHA3HAYEHHbIC IS PAHOJIOIMYECKOH TepaluH, IPOEKTUPYIOTCA U
U3rOTaBIIMBAIOTCS TaKUM 00pasoMm, uTOOBI OOecleYMBAIMCh KOHTPOIbL M
yIpaBlIeHHe J030i OOJy4yeHusl, TUIIOM, dHeprued W Mpu HeoOXOAMMOCTH

pacrpe/e/ieHieM SHepTUl HallPaBICHHOTO H3JTy4eHHsl.

8. MeauuuHCKIe U3eNusl, BKJIIOYAIOIHe B cebs MporpaMmMHoe
obecrieyeHne, U aBTOHOMHOE MporpaMMHoOe oGeclieyeHue,
SABJIAIOIIEECS: MEAULIMHCKIM HU3JIeITHeM

38. MenuuuHCcKMe M3/leNHs, BKIIOHaompe B cebs IporpaMmHoe
obecriedeHre, U aBTOHOMHOE MPOrpaMMHOE OOECIEUeHHE, SBIISIOIeecs
MEIULUUHCKAM M3JEIHEM, IPOEKTHPYIOTCS U H3TOTAaBIMBAIOTCS TAaKUM
o0pasoMm, 4TOOBI OOecreunBaTh CTaOWIBHOE, HamekHOEe U 3hdeKTUBHOE
(YHKLMOHUpPOBAHUE JTHX MEAUIMHCKMX M3/IENUil B COOTBETCTBHH C

Ha3Ha4CHUEM, ONPEICJICHHBIM ITPOU3BOAUTEIICM.

9. AKTHBHBIE MEAMIIMHCKUE U3MEIIHsI, CBSI3aHHbIE
C UCTOYHMKOM 3HEPTUHU WIH 000pYy/TIOBAaHHEIE
HUCTOYHUKOM SHEPruut
39. lnst aKTUBHBIX MEOUIMHCKUX H3JENMHA B caydae eJuHUYHON
HEMCNPAaBHOCTH MPUHUMAIOTCS COOTBETCTBYIOIIME MEpbl Il YCTpPaHEHHsI
WU CHUOKEHHUS TIOCIIEYOUIUX PUCKOB.
40. AKTUBHBIE MEJMIMHCKHE H3JENUs, IPHU HMCIOJIB30BAHUH KOTODPBIX

0e30IaCHOCTh MOJIL30BaTEIEH 3aBUCUT OT BHYTPCHHETO UCTOYHHKA ITUTAHUA,

060py,[[yK)TCH CpEACTBOM OIIPEACTICHHA COCTOAHMS HCTOUYHHUKA ITUTaHM .
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41. AKTUBHBIE MEJMLUUHCKUE WM3IENHs, PU KCIOJIb30BAHUM KOTOPLIX
Oe30macHOCTh MOJIb30BaTeNel 3aBHCHT OT BHEIUHENO WMCTOYHWKA TMUTAHHS,
JNOJDKHBL BK/IIOYaThb B ce0s CHCTeMY CHTHAJIU3allMM JiJIs OIIOBELEHUS O
nepeboe B MUTaHHH.

42. AKTHUBHbIE ~ MEJMIMHCKHE W3JeNUs, [peJHa3HaYeHHble  JUls
MOHUTOPHHIA OJHOIO WJIM HECKOJBKUX KJIMHUYECKHX I[apaMeTpoB
M0JIb30BaTEN, obopyayroTest COOTBETCTBYIOITUMHU cHUcTEMaMH
CUTHAJIM3ALMK UL IPEeNyNpEeXJeHHUs] I0JIh30Barelids O BO3HUKHOBEHUH
CUTYyallil, KOTOpask MOXKET IPUBECTH K CMEPTH MIIM CEPbE3HOMY HapyLIEHUIO
COCTOSIHHS €T0 3/J0POBbSI.

43. AKTUBHBIE MEJIMIAHCKHE U3aenus [IPOEKTUPYIOTCS U
M3rOTAaBJIMBAIOTCS TakUM O0pa3oM, 4TOOBI MaKCUMAaJIbHO CHH3UTh PHCK
CO3MaHus SJEKTPOMArHUTHEIX I0JICH (3JIEKTPOMATHUTHBIX [TOMEX), KOTOPEIE
MOTYT OTPHIATEIBHO CKa3aTbCs Ha paboTe APYTHX MEOUIMHCKUX H3IEIui,
000pyOBaHUS M CPEJICTB CBSI3U B COOTBETCTBUU C MX HA3HAYCHUEM,

44. AKTUBHBIE =~ MEIMLMHCKME  M3ACNUS  NPOEKTUPYIOTCS U
U3rOTABIUBAIOTCS  TakKUM  00pa3oM, 4YToObl  00ecHeuuTh  YPOBEHb
YCTOMYMBOCTH K OJIEKTPOMArHMTHBIM IIOMeXaM ([TOMeXOyCTOWYHBOCTH),
obecrieunBaroMi UX (QYHKIHOHHPOBAHKE B COOTBETCTBUHU C HAa3HAUCHUEM,
ONPEIEIEHHBIM ITPOU3BOIUTEIICM.

45. AXTUBHBIE MEJIHUIIMHCKHE U3IETNS IIPOEKTUPYIOTCS 51
M3TOTABIMBAKOTCA TaKUM 00pa3oM, YTOOB MAaKCHMAaJIbHO CHU3UTH PHCK
CIIy4YaiHOTO MOPaKEHMs I10Jb30BaTENsl WM TPETHEro JIMIA AJIEKTPHYECKHM
TOKOM KaK IIpM HOPMAJBHBIX YCJIOBHUSX OKCIUTyaTallkM MEIULIMHCKOIO
U3JICNHs, TaK U B YCIIOBHSX CIMHUYHON HEHCIIPABHOCTH IPH YCIIOBHH, YTO
MEJIMIIMHCKOE H3JENHe YCTAHOBJIEHO M OOCIY>KHBACTCS B COOTBETCTBHUH C

YKa3aHHUsAMHA ITPOU3BOOAHUTECIIA.
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10. 3amuTa OT MEXaHUUYECKUX U TePMUUIECKHX PUCKOB

46. MemuuMHCKHE M3AETUS  TMPOEKTUPYIOTCS W M3TOTaBIMBAIOTCS
TaKUM 00pa3oM, YTOOBI 3alUTHTh MOJB30BATENsl U TPETHUX JIMI OT PHCKA
MEXaHUYECKUX TOpPaKEHUH, CBS3aHHOTO C COMPOTHUBICHHUEM JBUKEHUIO,
HECTaOUIBHOCTBIO M HAIMYMEM JBHXKYIIHUXCS YacTell B COCTaBe TAaKHX
MEJIHULHHCKHX H3JICITHI.

47. MenMUMHCKUE H3JENUs MPOSKTUPYIOTCS W H3IOTaBIMBAIOTCS
TakuM 00pa3oM, 4YTOOBI MaKCHMalbHO CHH3WThL PUCK, CBS3aHHBIH ©
BUOpanyel, co3JaBaeMoOd 3THMH MEIMIMHCKAMH H3JEIUAMH, ITyTEM
NPUMEHEHMS CPENCTB, MO3BOJIAIOIIMX OIPaHUYUTL BHOpAIMIO, €CIH TOJILKO
BHOpaLHs He SBISETCS YaCThIO NMPeIHa3HAYECH S MEIUIIMHCKIX W3 IeHil.

48. MeMUUHCKNEe M3AENTUS MPOCKTHPYIOTCS M H3TOTaBIMBAIOTCS
TakuM 00pa3oM, 4YTOOBI MaKCHUMAallbHO CHHM3HMTH PHCK, CBS3aHHBIH C
CO3/1aBa€MbIM IIIyMOM, IIyT€M IIPUMEHEHUS] CPElCTB, HCIOJIB3YEMBIX IJis
YMEHBIIECHUS IIyMa, €CJIA TOJIBKO CO3[aBacMblil IITyM He SBJISETCS YaCThIO
[IpeHa3sHaYCHUsl MEAUIIMHCKUX U3JICIIUM.

49. KnemMbl, pasbeMbl, COEAMHUTENH © JIpyrde  YCTPOWCTBA
NOJAKIIOYCHHUS MEIMIMHCKUX M3JeNMH K HCTOYHUKAM OJJIEKTPUUYECKO,
THIPAaBIMYECKOH WIIM  NHEBMATHYECKOH DHEPrUU MPOSKTHUPYIOTCS WU
M3rOTaB/IMBAIOTCS TaKUM 00pa3zoM, 4TOOB MaKCHMMAalbHO CHU3HUTH JIFOOBIE
BO3MOJKHBIE PUCKH.

50. MeaunyHCKue U3LENHsl TPOEKTUPYIOTCS M W3rOTABJIMBAOTCS
TaKMM 00pa3oM, 9TOOBI MAaKCUMAJIBHO CHH3HUTH PUCK OINMOOK, BOSHHKAIOINX
IpY HEMPaBUILHOM IOJKIIOYEHUU WM TEPEKII0UYEHNH BO BpeMsi paboTh
anapaTypsl WK JieTajled B COCTaBe TaKUX MEIUIIMHCKUX H3EIIHM.

51. OTKpeITBIE YAaCTM MEAMLUHCKUX W3AEAUH (32 HCKIIOYEHHEM

qaCTeﬁ, NpeaHa3HAUYCHHBIX JJId IMOJa4YH TeIlla MJIH MOCTHXKCHUSA 3aJ[aHHBIX
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3HAYEHUH TeMIlepaTyp) He JODKHBI JOCTUraTh IMOTEHIMAILHO OIIACHBIX

3HAYEHUH TeMIepaTyp Mpu HOPMAJIbHLIX YCIOBUSX SKCITyaTallHH.

11. 3amura OT pUCKOB, BO3HUKAIOIINX JIJIsl [T0JI630BATENS
OT I10J]JaBa€MOM SHEPTUU UJTU BELIECTB

52. MenuuyHCKAE  U3AEIMs, NpeAHA3HAUEHHBIE s I[0Ja4d
I10JIE30BATENII0 DHEPIUK WIIM BELIECTB, MPOCKTHPYIOTCS W M3rOTABIHBAIOTCS
TaKUM 00pa3oM, 4YTOOBI KOJIMYECTBO IOJaBAEMOM SHEPrHMM MM BEIECTBA
MOXXHO OBLJIO yCTaHaBIMBaTh W MOJAJCPKUBATH ¢ TOUHOCTBIO, JOCTATOYHOM
1Jist obecrnieueHus: 0€30NaCHOCTH MOJIL30BATEIS.

53. MeaunHcKue U3JeIns OCHAIIAIOTCS CpeACTBAMHU
IOpeloTBpallleHuss W (MIM) HHOUKAMW JIIOOBIX  HECOOTBETCTBHH B
[IOCTABJIECHHOM KOJIMYECTBE DBHEPIMM WM BeIleCcTBa, KOTOPOE MOXKET
PEICTABIISTH ONMACHOCT.

54. Ha MenuMUMHCKOM H3[EIUM YeTKO YyKa3wlBaeTcss WH(pOpManus o
(GyHKIUAX CpesCTB yrnpaBleHUsl U HHAUKATOPOB. Eciin uMeeTcst HHCTPYKIA
[0 NPUMEHEHHUIO, MM PYKOBOJCTBO IIO HKCIUTyaTallMd, WIM BU3YaJbHBIE
Cpe/iCTBAa MHAMKALMK OIEPAllMOHHBIX WIIM PEryJMpOBOYHBIX MapaMeTpoOB

MEIHUIUHCKOIO0 HM3JENUsi, TO Takash MH(OpMaIds TOJDKHA OBITh NMOHSTHOM

IMOJIB30BATECIIIO.

12. 3amura OT pUCKOB, BO3HUKAIOIIUX B CBSI3M C UCIIOIL30BAHHEM
MEIUIUHCKUX U3JEIIMI, IpeIHa3HAYEHHBIX TPOU3BOIUTEIEM
IUIsL IPUMEHEHUS MO0JIb30BaTENISIMH, He MMEIOLUMHI
CHELMAIBHOTO MEAULIMHCKOTO 00pa3oBaHHMsI
55. MegunuHCKUe W3JeNHs, NpeAHa3HAUCHHBIE MIPOHU3BOJUTEIIEM IS
IIPUMEHEHHUS T10JIb30BATCIISIMM, HE UMEIOITHMH CIIELHATILHOIO MEIMIMHCKOTO

00pazoBaHus, MPOEKTUPYIOTCS U HW3TOTABJIMBAIOTCS € YYETOM HABBIKOB U

CPEACTB, JOCTYNHBIX 3THM JIMLAM, TaKUM 00pa3oM, 4YTOOBI MEIUIIHHCKUE
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u3JeNis QYHKIMOHUPOBAIN B COOTBETCTBHU C MX HA3HAUCHHEM B YCIIOBHSX
OOBEKTUBHO 0’KUJAEMBIX AEUCTBUI CO CTOPOHBI STHX JIUILI.

56. MeMuMHCKHEe U3EIHs, MpeJHa3HAUYEHHBIE JUIs [pPUMEHEHHS
[I0JI30BATEJISIMK,  HE€  HMMEIOIIUMH  CHEIHAJIBLHOr0  MEIULMHCKOTO
00pa3oBaHusl, MPOEKTHPYIOTCS U M3rOTABIMBAIOTCS TaKUM 0Opa3oM, UTOOBI
MaKCUMaJIbHO CHU3HTH PHCK OLIMOKHU B IIpoIlecce MPUMEHESHMSI METUITHHCKIX
U3JICIIHH, a TAaKXKE NP MHTEPIPETALIMN PE3YJIbTATOB TECTUPOBAHUS.

57. MepMUMHCKHE H3MeNUs, TpeJHa3HAYEHHBIE JIJIs [IPUMEHEHUS
[IOJIB30BATENSIMM,  HE  MMEIOIIMMH  CIENHAJILHOTO  MEIMIIMHCKOIO
00pa3oBaHus, JOJKHEI HMETh, €CIIH 3TO OOBEKTUBHO BO3MOKHO, (DYHKITHIO
MOATBEPXKAECHUS TOTO, YTO [PH KCIOJB30BAHUH 3TH MEAULMHCKHUE W3IEIIHS

OynyT (QyHKIHOHUPOBATH B COOTBETCTBHH C HA3HAYEHHEM, OIPEIEIEHHBIM

[IPOU3BOIUTCIICM.

13. TpeboBaHus K MapKUPOBKe METUIIMHCKHMX H3IEIIHMN

58. MapkupoBka MEIHIIMHCKOTO HM3JEIUsA  JOJDKHA coiepxkaTh
CIIE Iy IOLYIO WH(DOPMAITHIO:

1) HaumeHOBaHWe M (MJIM) TOProBOe HAMMEHOBAHUE MEAMIIMHCKOTO
U3IENHS;

2) undopmanus, HeoOXoaumas Uil HAECHTHOUKAIMUA MEIHLHMHCKOTO
M3JIeNTHs, a TakKe HH(opManys 0 ero HasHaueHUH (IIp1 HeOOXOTUMOCTH);

3) cBeaicHUS O TIPOU3BOJUTENE, BKIIIOUAs [IOJHOE M COKpaIlenHoe (mpu
HaJM4YMKM) HaUMEHOBaHMS IOPUAMYECKOrO JIMIA, MECTO HAXOXKICHUS
(bamunus, ©Ms, OTUECTBO (MPH HATMYUH) B MECTO JKMTENbCTBA (PH3HYECKOTO
nuIa, 3aperucTpUPOBAHHOTO B Ka4yecTBe UHIVBHYaIIBHOTO
MpeANpUHUMATENs),  IIOYTOBBIA  ajgpec  MPOM3BOAUTENs,  CTpaHa

IIPOUCXOXKAECHHUS MEAMLIMHCKOrO u3zenus. [TouToBbId anpec mpOUu3BOUTENS
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MOXXET He YKa3bIBaThbCs B MAPKUPOBKE, €CIIM OH COJEPIKUTCS B MHCTPYKIMU
I10 IPUMEHEHUIO, IIpUJIaraeMol K MEJUITUHCKOMY H3JIEIIHIO.

Ha MeguuuHcKhe wu3nenus, NpPOU3BEIACHHBIE B TOCYyIapCTBE, He
apnsronieMcs  wieHoM  Coroza, MOXeT HAHOCHUTBCS  JTOIOJHMTEIbHAS
MapKHPOBKa, COJEpiKallas CBeleHHs 00 yIOJHOMOYEHHOM MpejCTaBUTEE
MHOCTPaHHOI'O IPOM3BOJMTENS, BKJIIOUas IOJHOE U COKpalleHHOe (IpH
HAJIMYMM) HAUMEHOBAHMUS IOPHAWYECKOI0 JIMI@A, MECTO HaXOXKICHHS
(bamunus, uMs, 0OT4ECTBO (IIPH HAJIMYMHK) U MECTO JKHTEIBCTBA (PU3HUECKOTO
uLa, 3aperucTpUPOBAHHOTO B Ka4yecTBe WHJIMBUTYATBHOTO
IpeANPHHUMATENS), IIOYTOBBIH ajpec YNOJHOMOYEHHOTO IpeICTaBUTENs
npousBogurensd. JlononaHuMTeNnpHasT MapKUpOBKa He JIOMDKHA CKpPHIBATh
MapKUpOBKY, COIEPIXKAIIyl0 CBEIECHHUS O IPOU3BOJAUTENE MEIUIIMHCKOro
U3JIeNNS;

4) nHdopMaLus O HAIMYMK B MEJUIMHCKOM M3/CIHHU JIEKAPCTBEHHBIX
CPEACTB UM OMOJIOTHUECKUX MAaTepUAIOB, a TaK)Ke HAHOMATEPHAJIOB, €CJIH
TaKKe HaHOMaTepuasjbl HE COHEp)KaTcss B  CBA3aHHOM COCTOSHHH,
UCKIIIOYAOIEM BO3MOKHOCTh UX IONAJaHUs B OPraHU3M IIOJTB30BATENs IPH
HCIIOJIb30BaHUH MEJUIIMHCKOIO M3JeNUsl 10 HAa3HAYEHHUIO, OIpeJieIeHHOMY
IPOU3BOJUTEIIEM;

5) xon (HOMep) mapTUH WM CEPUMHBIA HOMEDP MEIULIMHCKOTO H3EIIHS;

6) cpok (¢ ykasaHMeM roJa M Mecsla), IO HCTEYEHHUS KOTOPOIo
MEIMIIMHCKOE U3/e/Tie MOKET O€30MacHO UCTIOIb30BAThCS;

7) TO BBIIyCKa MEIULMHCKOTrO H3MENHs, €CIM He yKa3aH CpOK, J0
HCTEYCHUST  KOTOPOro  MEIMLHMHCKOE  M3[eliue  MOXeT  0e30macHo
MCIOJIb30BaThCA. 1’011 BEIITyCKa MEJULIMHCKOTO M3/IETUs] BKITFOYAeTCs B HOMED
MapTUH WK CEPUHHBIA HOMEP NpPU YCIOBHH, YTO TOJ BBINYCKA JIETKO

UIEHTUDUITUPYETCSI B COCTABE TAKOT'O HOMEDA;
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8) undopmarys 06 0cOOBIX YCIOBHSAX XpaHeHHs W (MiiK) oOpalieHus
MEIULUHCKOr0 u3enusi (Mpu HEOOXOTUMOCTH );

9) undopmanyss O CTEPUIBHOCTH MEAMLUUHCKOTO H3Aenus (eciu
MEIUIIMHCKOE H3Je/Me IOCTABISETCS B CTEPHJIBHOM BHIE) ¢ yKazaHHeM
METO/la CTePUITU3AIINH;

10) mpenynpexaenre WIM  Mepbl  NPEIOCTOPOKHOCTH, KOTOpPbIE
YKa3pIBalOTCSI TaKUM 0Opa3oM, uTOOBI MPHBIEYSL BHUMAHHE I10JIb30BATENS
HIIH TPETHETO JIMLa. JTa HHPOpPMALKs MOXKET OBITh CBEJCHA K MHHUMYMY B
ciiyyae, ecnu Oosiee AeTanpHas HHGOPMALUS CONEPXKUTCS B MHCTPYKIIUMU 110
IPUMEHEHHIO;

11) unpopmanuss 00 OAHOPA30BOM HCIOJIL30BAHUU MEIULIUHCKOIO
u3jenus (ecii MEIUIMHCKOE U3JIeIHe MpeiHa3HavaeTcs sk OAHOPa30BOro
MCIOJIb30BaHHUS);

12) undopmanuss 0 BOCCTAHOBICHHM MEIUIIMHCKOTO M3JENIUS C
YKa3aHMeM 4YHCIIa IIPOU3BEJIEHHBIX IMKJIOB BOCCTAHOBIEHHS M JFOOBIX
OTPaHMYEHUH [0 YHCIY LMKIOB BOCCTAHOBIEHHS (€CIH MeIUIMHCKOe
M3eIHe U1 OQHOPA30BOr0 UCTONb30BAHUS SBISETCS BOCCTAHOBJIEHHBIM);

13) undopmanuss 00 M3rOTOBICHHH MEIUIMHCKOTO HM3JEIHs 0
UHJMBUAYAJIbHOMY 3aKa3dy IOJIb30BaTeIsl HWCKIFOYHTENBHO JUISl JIMYHOIO
NPYMEHEHHs] B COOTBETCTBUM C Ha3HAYEHHEM METHUIIMHCKOI'O CIIEIMAINCTa,
BBIZJAHHBIM B MMCbMEHHOH (hopme;

14) nadopmanus o npepHasHAYEHUH MEIUIHHCKOTO W3ZENUsl TONBKO
JUIS TIPOBEIECHUS KIIMHMYECKUX MCIIBITAaHUHN B 1IEJISIX PErUCTPalltu;

15) undopmarus o mpenHazHAYEHUH MEIMIMHCKOTO M3EIHS TOJBKO
JUI.  BBICTABOYHBIX MJIM JEMOHCTPAllMOHHBIX Iesieli. B srtom ciyuae
TpeboBaHMs 110 MapKHUPOBKe, yKa3zaHHBIE B MOAMYyHKTax 1 — 14 Hacrosmero

ITYHKTa HEC SIBJIAIOTCHA 06H3&T€III:HI)IMI/I;
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16) naopmanuss 00 MHAKTHBALMM BO3MOXKHBIX BHPYCOB U JIPYTHX
MH(QEKLMOHHBIX areHTOB B MEIMIIMHCKOM M3METHH, HAHOCHMAasi B BHUJIE
Haanucu «aHtutena k BHUY 1, 2 u Bupycam rematutoB C u HBsAg
OTCYTCTBYIOT» (€ciii MEOUUMHCKOE Hu3/ie]lie HMMEeT B CBOEM COCTaBe
CBIBOPOTKY (I1a3My) KPOBHU YeJIOBEKA HIIH 3JIEMEHTHI TKAaHH YeJIOBEKa).

59.B cnyuae ecnu MeIMIIMHCKHUE HU3JENUsS HWIM MX KOMIIOHEHTEHI,
[IpeHa3HAUYEHHbIe MUl BBEJCHUSI B OPraHu3M M BBIBEJICHUS U3 OpraHH3Ma
4EJIOBEKA JICKAPCTBEHHBIX CPEACTB, JKUAKOCTEH OpraHu3Ma WIH JAPYrux
BEUIeCTB JHMOO [UIsi TPAaHCIOPTHUPOBKH M XPAHEHHS TaKHX CpEJCTB,
KUAKOCTEH WM BELIECTB, COAEP)KAaT BpeIHBIE BEIIECTBa, 00JIaJIaloIIHe B
3aBUCHUMOCTHM OT MX KOHLEHTPAalUHU KaHLIEPOTE€HHBIMU, MYTAreHHBIMH HJIH
TOKCHYHBIMH JIJISl PENpPOAYKTUBHOM (PYHKLMU CBOWCTBAMH, WM COIEpPIKAT
gTanaTel, TO Takue MEOUIMHCKHE HW3JEIUs TOAJIeXaT CIelHalbHON
MapKUpoOBKe. DTa clieuua’gbHas MapKUpPOBKAa HAHOCUTCS HA MEIMIIMHCKOE
U3EJIME U €ro yIaKOBKY MO0 1P HEOOXOAMMOCTH Ha BHEIIIHIOK YIIaKOBKY,
UCIIOJIB3YEMYIO U1l XPAHEHUsI U TPAHCIIOPTUPOBKYU MEIUITMHCKOI'O U3IEIIHSL.

60. MapkupoBKa CTEpUIIbHBIX U HECTEPUIIbHBIX MEAUITMHCKUX U3JCIIHIA
JO/DKHAa ofecnevyrBaTh BO3MOXHOCTh pasTpaHUUEHHUs HJICHTHYHBIX HIIH
CXOXMX BHIOB MEIMLUMHCKUX HW3JENHi, BBIMYIIEHHBIX B OOpalieHue B
CTEPHJIBHOM M HECTEPUJIBHOM BHJIE, M Pa3lIMYaThCsl TAKUM 00pa3zoM, uTOOLI
MOJB30BATENh MOI C TIIOMOIIBIO MAapKHUPOBKU OTIHYHUTH CTEPHIIBLHOE
MEIUIMHCKOE U3/elIie OT HECTEPUIIBHOTO.

61. MapkupoBka J0JDKHA OBITH HaHECEHa Ha MEIUIIMHCKOE H3JeIIue.
Ecnu 370 HEBO3MOXKHO WJIM Hellelecoo0pa3Ho, MApKUPOBKA (YACTUYHO HIIH
NOJIHOCTBIO) MOJKET OBITh HaHeceHa Ha YIMAKOBKY IS KaKIOM €IHHULEI
MEIULMHCKOrO M3JeNnsl, W (WIKM) Ha TpYNNOBYK YIMAaKOBKYy, W (WiM) Ha

MHCTPYKLHMIO 110 MPUMEHCHHUIO.
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62. MapkupoBka  MOXeT  OBITh  JomoiiHeHa  WH(OpMaIHeil
O MEIUIMHCKOM H3JIeMM B MAalIMHOYHTaeMoM Qopmare, B TOM YHCIIe
C HCITOJI30BaHUEM PagrMOYacTOTHON UICHTU(DUKAIIMK WM IITPUX-KOOB.

63. MeIMIMHCKHE H3Je]Hs, IPOLIEAIINe YCTaHOBJICHHbIE B paMKax
Coro3a mpoueaypsl PerucTpali M TMOATBEPMKIACHUS COOTBETCTBHUS OOIIUM
TpeboBaHUsIM Oe30nacHOCTH U A(PQPEKTHBHOCTH MEIULUMHCKHX W3/CIHi,
TpeOOBaHMSIM K BHEAPEHHIO U TOJIEPKAHUIOD CHCTEMBl MEHEIKMEHTa
KavyecTBa MEAMIMHCKUX U3JC/IMH, IIEpe/l BBIIIYCKOM B OOpalleHHe B paMKax
Coroza mnojuexar o0s3aTeNIbHOM MapKHPOBKE CHEIUAIBHBIM — 3HAKOM
oOpamienuss MemuMUMHCKoro wu3nenust Ha peiake Corosa  (mamee —
CIeLUaJIbHBIN 3HAK OOpalleHus).

MapkupoBka cHenuaJbHBEIM 3HAKOM OOpallleHHs], HaHOCMMas Ha
MEJUIMHCKOE M3JENNE, BBIOTHSACTCS JIIOOBIM TEXHOJOTHUECKUM CIIOCOO0M,
00eCIeunBalOIMM YE€TKOE U SICHOE ero H300pakeHHe B TeUeHHE BCEro cpoKa
CITy>KOBI (FOJTHOCTH ) MEUIIUHCKOTO HU3/ICIIHS.

CrnenuanbHbli 3HaK oOpallleHUusi He HAHOCHTCS Ha MEIULMHCKOE
M3JIeIMe€ B CIIydae, €C/Id 3TO TEXHOJIOTHUECKH HEBO3MOXKHO WM OyHer

IMPEACTABJIATE YI'PO3Y KHU3HU W 3JOPOBBIO ITOJIE30BATECJIS.

14. TpeboBanus k nHGopMaIuu, coaepxaiencs
B UHCTPYKLHH I10 [IPUMEHEHUIO MEIUITTHCKOTO H3/IE/IHsI
64. UHCTpyKIHS II0 NPUMEHEHHI0O MOXeT OBITh IpeoCTaBlIeHa
TI0JIL30BATENI0 Ha OyMaXHOM HOcHTeNne JHOO B JJIEKTPOHHOM BHIAE Kak
BMECTE C MEAMLUHCKUM M3JEIHEM, TaK U OTHEIbHO OT HEro, B TOM YHUCIIE
IyTeEM pa3MellleHus] HMHGOpMallMd Ha OJKpaHe, SBISIIOIIEMCS YacThIO
MEIMIUHCKOro Mu3/ienus. BeibpanHblil crocob mpenocTasiieHusi MHCTPYKIUH
MO NPUMEHEHHUIO NOJDKEH ObITh MPHUTOJIeH U JOCTYIEH IS 110J1b30BaTeleH.

Ecnn HHCTPYKIHS 1O [TPUMEHEHUTIO TIPEAOCTABJICHA HA HOCUTEJIC, OTIIMYHOM
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OT OyMa)KHOTO, MPOU3BOJUTENb JOJDKEH IapaHTHPOBATh, YTO MOTPEGHUTEND
MH(GOPMHUPOBAH O CIToco0ax:

1) mpocMOTpa UHCTPYKIMH 110 IPUMEHEHHIO;

2) NOIy4YeHUs! aKTyaJIbHOM BEPCHH UHCTPYKIMH 110 NPUMEHEHHIO;

3) nonyueHust GyMa>kHOM BEPCUU UHCTPYKIIMHU 110 TPUMEHEHHIO.

65. IHCTpYKIMsA 110 NPUMEHEHUIO JIOJDKHA COJEPXKATh CIIEAYHONYIO
UHPOPMALIUIO:

1) HaumMeHOBaHHe U (W) TOProBOE€ HAMMEHOBAaHHE MEIULIMHCKOI'O
U3EITHS;

2) cBeleHUsT O NPOU3BOAUTENIC MEAMLMHCKOTO W3JeNust U (MiM) ero
YIOJHOMOYEHHOM IIpeICTaBUTENIe, BKIIOUas MOJHOE M COKpalleHHOe (Ipu
HaJIMYMKM) HAUMEHOBAHWS FOPUJIMYECKOTO JIMIA, MECTO HAXOXKICHUS
(bamuiHs, UMsl, OTYECTBO (IIPHU HAJIMYMH) H MECTO JKUTENLCTBA (PU3MYIECKOTO
A, 3aperucTpUPOBAHHOTO B KauecTBe WH/IMBHIYaIbHOTO
IpeAlpMHUMATENs), MOYTOBBIM ajpec, HOMepa TenedoHa, (dakca, ampec
AJIEKTPOHHOU MOYTHI (IIPU HAJTUYHH );

3) Ha3HaueHWe MEIMIIMHCKOTO M3JENHUsl C YKa3aHWeM I10JIb30BaTells
(HampuMep, NaIMEeHT, MEOUIMUHCKUNA CHEUUAINCT, (HU3HUECKOE JIMLO,
NPUMEHSIONIEe MEJAUIMHCKOE HU3eIMe MO Ha3HAUEHWIO, OINpPeJesIeHHOMY
IIPOU3BOJAUTEIIEM);

4) pyHKIMOHAIBHbBIE XapaKTePUCTUKN METUITMHCKOTO U3 EIINs;

5) 0000mEeHHbIe pe3yNbTaThl KIMHUYECKUX HCIIBITAHHUH, TPOBEIEHHEIX
B LEJSIX PErHCTpallMM MEIULUHCKOTO U3JeNHs, WM CChIIKa Ha MCTOYHHK,
rae Takas uHGOopMaLus JOCTYIHA JIJIs TTOJIb30BaTE]Is;

6) OCTaTO4YHbIE  PUCKH,  MPOTHBOIMOKA3aHHS,  OXKHJIAaeMBlE U
npeAcKasyemble TMOOOYHBIE 3(PQEKTH, CBsS3aHHBIE C  IPUMEHEHHEM

MCIHIHHCKOTO M3CJIHS MO HA3HAUYCHUIO, OMPEACIICHHOMY ITPOU3BOAUTEIIEM,;
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7) TEXHUYECKHE XapaKTePUCTUKH, HEOOXOJMMBIE IOJIb30BATENIO JIJIsi
[PUMEHEHHs] MEIUIMHCKOrO M3Je/IUsl M0 Ha3HAYEHHUIO, OIpe/elIEHHOMY
NIPOU3BOJIUTETIEM;

8) undopmarius 0 HaJIMYUU JIEKapCTBEHHOTO CpeJICTBa,
Omoslornueckoro Matepaia u (UiM) HaHOMAaTepUaa;

9) uHdopManHs O NOPsIKEe YCTAHOBKH M BBOJA B OKCIUTyaTaIMIo (IIpH
HEOOXOIUMOCTH), a TAKXKe 0 HEOOXOMUMOCTH MPEABAPUTENLHON MOATOTOBKH
K UCIIOJIb30BAHHUIO METUITHHCKOTO H3EIIHS;

10) cnenmransHbIe TpeOOBaHUS B OTHOILIEHUH TTOMeIeHHH,
CIENHAIbHON IIOATOTOBKM MJIM 0OCO0OM KBalM(HMKAIIUK I10JIL30BATENs U
(MnK) TPeThUX JIUIL;

11) unpopmanus, HeoOXomumass Uit [POBEPKM  IIPABHUIILHOCTH
YCTQHOBKH MEIMIMHCKOTO M3JIEJIUS U €ro FOTOBHOCTH K Oe3omacHoii pabore
MO0 HA3sHAYEHWIO, OIPENEIEHHOMY IPOM3BOAMTENIEM, C yKa3aHUEM
CIIEAYIOLIUX CBEICHUH:

COACPIKaHWE M  TEPHOAMYHOCTh TEXHUYECKOTO  OOCITy)KHBaHUS,
BKJIIOYAst OUYUCTKY U A€3UH(DEKIIUI0 MEIUITUHCKOTO H3IeIIHSI;

HaJU4YMe€ pACXONHBIX KOMIIOHEHTOB MEIMIIMHCKOIO H3AEIUS U
npolenypa UX 3aMeHbI;

HEOOXOAMMOCTh KaNMOpPOBKHM i OoOecleYeHMs HaJJiexaned wu
Oe3onacHol pabOTE MEAULMHCKOTO U3JEIHs B TEYEHHE CPOKA €ro CIyKOBL;

METO/Ibl CHMIKEHHSI PUCKOB, CBS3aHHBIX C YCTAHOBKOM, KaJMOPOBKOI
WK 00CITY)KMBAaHUEM METHUITHHCKOI'O U3/IENHS;

12) uapopmanusi o0 CHEUUATBHBIX YCIOBHSIX XpaHeHUsS M (W)
00CITyKUBaHUST METUIIHHCKOTO M3EIIMS;

13) unopmanmss o0 mopsiike JAEHCTBHH B clydae HapylICHHS
CTEPHJILHOM YNaKOBKM MEAMLIMHCKOIO M3/CNHUS Mepe]] €r0 HCIOJIb30BaHUEM

(ecnu MEJUIMHCKOE U3ZeITHe MOCTABISETCS CTEPHUIBHEIM);
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14) unopmaiiuss 0 MeTolle CTEPWIM3ALUU MEJAMLMHCKOIO H3JEIIns
(ecnmu MEIMUMHCKOE H3JeIUe IOCTaBIISIETCS HECTEPUIIBbHBIM C yKa3aHHEM
HEOOXOAMMOCTH €ro CTEPUIIU3ALIUH TePe]l UCIIOIb30BAHUEM );

15) undopmanus o Hamnexamed o6paboTke MEAMLMHCKOIO H3JENHs
Ul €r0 IIOBTOPHOI'O HCIOJNB30BaHUS, BKIIIOYAs OYHMCTKY, Ae3MH(EKIIHIO,
YIIAaKOBKY M IPH HEOOXOAMMOCTH METOJ TMOBTOPHOM CTepHIIM3alHU (eCiu
MEIMIIMHCKOE u3zenue NpeHa3HAuEHO TUTST MHOTI'0Pa30BOro
UCIONB30BaHUs), @ TaKXKe KPUTePHUH HENPUTOJAHOCTH MCIOJb30BaHHUs
MEIUITUHCKOTO U3/IENHS;

16) undopmarusi, HeoOXonuMmas Iiss MACHTHOUKAIMHE METUITMHCKUX
M3IENUi ¢ LEeJblo MOoJydyeHusl Ge3ornacHoi KoMOuHAIMK U uHbOopMaIus 06
U3BECTHBIX OlPAaHUYEHHSIX N0 COBMECTHOMY MCIOJB30BAHHIO MEIULMHCKUX
u3feauit (s MEeOUUUHCKUX — W3JeNuil, IpeaHasHayeHHBIX s
UCIOJIb30BAHMS. BMECTE C JIPYTUMH MEIULUHCKUMM HU3IEIUSIMH W (WIH) C
U3IENIUSIMH 00IIero Ha3HAuYEHHs );

17) undopmanus o mpupoje, Tume, a Takke (Ipd HEOOXOIUMOCTH)
UHTEHCUBHOCTH M pACIpeleieHUH H3IydyaeMOd MEIULMHCKUM M3JeIHeEM
paguanMM M crnocodax 3alldThl IOJIb30BaTeNIed MM TPETHUX JIAI[ OT
HeTpeJHAMEPEHHOr0 U3TyUYeHHs B IMPOIECCE UCTONB30BAHMUS MEIUIHHCKOIO
u3genus (eclii MEAMLIMHCKOE M3/IeNMe CO3/1aeT OMACHBIH MJIH IOTEHIHUAIBHO
OIaCHBIM YPOBEHb paJiMallui B MEIUIIUHCKUX TIEJISX);

18) undopmanuss s mosnp3oBatened  (PemyNpexkIeHHs, Mepbl
NPEAOCTOPOKHOCTH, IPEAIPUHUMAEMBIE B Cllydyae HEOOXOJUMOCTH MEpHl U
OTpaHHUYEHUS TIPH UCTIONIE30BAHUM MEIULIMHCKOTO U3/IEIHS ), BKIIFOYAs:

NPEAYNPEXKIEHHE, Mepbl IPENOCTOPOKHOCTH M (MIH)  Mephl,
NpeANpUHUMAEMBble B Cllydae HEUCIPABHOCTH MEIUIMHCKOTO HW3EIHS HIIH
OTKJIOHEHUH B €ro (QyHKIMOHUPOBAHUM, KOTOPbIC MOTLYT BJIHMSATH Ha

0e30MacHOCTD MCIHUITHMHCKOI'O U31CJIHA,
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NpeNyNpexkaIeHHe, Mepbl IPEAOCTOPONKHOCTH W (WIIM)  Mepbl,
NpeAlNpUHUMAaeMble B ciIy4yae BO3JCHCTBUS Ha  (YHKIHOHHPOBAHHE
MENMIMHCKOTO M3JeNHsl BHEUIHUX (AKTOPOB, CBSI3AHHBIX C IPUMEHEHHEM
MEIMLMHCKOrO M3Jenusi B KOMOMHALMM C JAPYTHMH  MEIHIIHHCKUMU
M3AEIUSIMHE M (MIH) oOOpyJoBaHMEM, WM TakuX (DaKTOpOB, KaK BHEIIHHE
5JIEKTPOMArHUTHBIE IOJIs, QJIEKTPOCTATHUECKHE pas3psiibl, H3JIyuYeHHE,
arMocepHOe JaBleHHE H ero Iepenajibl, BIAKHOCTh M TeMIEepaTypa
BO3/1yXa;

OpenynpexaeHue, Mepbl MPeAOCTOPOXXHOCTH H  (WIM)  Mephl,
IpeAlpUuHIMaeMble B clly4yae NpeAcKa3yeMoro pHcKa 3JIeKTPOMArHUTHBIX
IIOMEX, CO3/1aBaeMbIX MEJIMLUUHCKUM H3JIeJTHEeM IIPU IPOBEICHUU M OLEHKE
pe3yJIbTaTOB crelupuIecKux JUArHOCTUYECKHX UCCIIeZIOBaHUH,
TCPAlleBTUYECKOrO JIEUeHHUs MM IpPU €ro HCIOJIb30BaHUU (HAIIpUMED,
JJIEKTPOMarHUTHOE M3JIy4eHHEe MEIULIMHCKOIO WU3JIeTHs, OKa3bIBaIollee
BJIIMSIHME Ha Apyroe obopyaoBaHue);

CBelleHUsl 00 OrpaHMYEHUsX WM HECOBMECTUMOCTH C MEIUIIMHCKHM
U3JIeIMEM  OTACNBHBIX JIEKAPCTBEHHBIX CPEACTB WM OHOJOTHYECKUX
MaTepuanoB (eciu MeIULMHCKOE H3JeiHe TpeJHa3HAueHO IS BBEICHUS
JIEKapCTBEHHEIX CPEICTB UM OMOJIOTMUECKHX MaTepHajIoB);

NpEAYNPEXACHUE, MEpBl MPEIOCTOPOKHOCTH M (WIIHM) OrpaHHYEHUS,
CBSI3aHHBIE C JICKAPCTBEHHBIMH BEIIECTBAMH WJIH  OHOJIOrMYECKUMMU
MaTepHualaMH, KOTOpbIe BXOJST B COCTAB MEIUIIMHCKOIO H3IENTHs;

IpeNyNpexIeHne, CBSI3aHHOE C BXOJISIIUMH B COCTAaB MEIUIIMHCKOIO
M3/1€Hs] KaHLEPOr€HHbIMU, MyTareHHbIMM MM TOKCHYHBIMH MaTepHallaMH,
BO3MOXKHOE  BBIZIEJICHME WM BBIMBIBAHHE KOTOPBIX MPUBOJUT K
CEHCHOMIM3ALMK, AJIEpPrUYecKoil peakiWy WU OTPHUIATEIbHO BIHSET HA

pEeNnpoAyKTUBHYIO (DYHKIIHIO;
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NpeAYNpeXIeHHE WIA MEpPHl MPeAOCTOPOKHOCTH, NPENTPUHUMAEMBIE
noJb30BaTeIeM npu YTUIIN3aLHN MEIMLIMHCKOTO H3emusl,
MPUHAUIEKHOCTEN U pacXOJHBIX MAaTEPHAIIOB, UCTIOJIB3YEMBIX BMECTE C HUM
(Tpu HaMM4MM), BKIIIOUAs CIIEAYIOLINE CBEIEHHS:

MH(QEKIMOHHAs WJIK MUKPOOHAs ONIACHOCTh MEAMIIMHCKOIO U3EIIHS;

SKOJIOTMYECcKasi OlACHOCTb MEIMIIUMHCKOTO U3JICIIHUS;

¢u3nyeckas onacHOCTh MEMITHHCKOTO W31,

19) unopmaniuss 06 oOcCTOSATENBCTBAX, NMPU KOTOPBIX IMOJB30BATENb
IO/DKEH IIPOKOHCYJIbTUPOBATBCS € MEJUIMHCKMM CIEeIHATUCTOM  (JuIs
MEIUUMHCKUX U3JeNIUH, IpeqHa3sHauYeHHBIX JUIsl UCMIOMb30BAHUS JTHI[AMU, HE
UMEIOIIUMH MEeTULIUHCKOr0o 00pa3oBaHus);

20) naHHble O BBIMYCKE WM TOCIEIHEM MEePECMOTPE MHCTPYKLMH IO
NPUMEHEHHIO;

21) uapopmanus o HeOOXOIMMOCTH  HampaBleHHs COOOILEHUs
NPOU3BOJUTENIO WIM €r0  YIOJHOMOYEHHOMY  IpPEACTABHTENI0 O
HEXXEJIATeNIbHBIX COOBITHSX, KOTOPble MMEIOT MPU3HAKH HeOIarompUsiTHOrO
COOBITHUS (MHITUACHTA).

66. UncTpykuuss 1o NpUMEHEHHI0 [OJDKHA OBITH COCTaBlIEHA C
HCIIOJIb30BAHMEM ~ TEPMUHOB,  IOHSATHBIX  TOJNB30BATeNl0, W  IIpH
HE0OXO/IMMOCTH COTIPOBOXKIATLCS PUCYHKAMHU U IHarpaMMamMH.

HMHcTpyKUMs IO IPUMEHEHHUIO MOXKET COePIKaTh OTACIIbHBIE CBENEHUS
1151 IPO(eCCHOHANILHBIX U HENTPO(eCCHOHATIBHBIX M0JIb30BATEEH,

67. UncTpyKuusi 1O TPUMEHEHUID MOKET OBITh TIpeJCcTaBieHa B
COKpAalICHHOM BHJE MJIM Ha MapKUpOBKE (AN METUIUHCKUX H3JEIHH
KJ1aCCOB IMOTEHIUAJIBHOIO PUCKA MpUMeHeHus 1 u 2a), eciM MeIUIMHCKOE
U3Le/Ue MOXeT OBITh MCIOJIB30BaHO 0€30MacHO W IO  Ha3HAYEHHIO,

OIIpeIeIEHHOMY ITPOU3BOAUTENIEM, O0€3 HHCTPYKIIMH IO MPUMEHEHHIO.
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68. OgHoro 3x3eMIUIsIpa MHCTPYKIUH [0 NPUMEHEHHIO MOXKET OBITH
AOCTATOYHO, €CJIM IIOCTABJIAETCS HECKONBKO MEAULMHCKUX U3AETHH OJHOMY
NOJIb30BATENIO 1O  oAHOMY azpecy. Ilo TpeGoBaHuio moTpeOHTENS
IPOU3BOAMTEND JO/DKEH TPEAOCTaBUTh JOIOJHHUTENBHBIE 3K3EMIUISPE

MHCTPYKLUH 1O IPUMEHEHHIO.

IV. Obuue TpeboBanus Oe30macHOCTH U 3PPEKTUBHOCTH,
MPUMEHseMble K MEeULIMHCKUM M3IENIHSAM IS JUArHOCTHKHM in Vitro

1. Xumudeckue, pu3ndeckue U OHOJOrHUECKHE CBOMCTBA
MEJIMIIUHCKUX U3AENUM ISl AMarHOCTHKH in Vitro

69. Ilpy npoeKTUPOBAHUU U U3TOTOBJICHHUH MEIUITMHCKUAX U3ACIAN JUTs
JAMarHOCTHKHU in vitro ocoboe BHUMaHHE MOJDKHO YIENSTHCS BO3MOXKHOMY
YXYOUIEHUIO aAHAJUTUYECKOH 53(QQEeKTHBHOCTH H3-3a HECOBMECTUMOCTHU
[IPUMEHSIEMbIX MaTEpPUAJIOB, TPoO U (UJIH) aHAJIUTOB.

70. Ilpy mpoeKkTHpOBaHUM, W3TOTOBJICHUM U YIAKOBKE MEJMIIMHCKUX
M3JEIUH JUIs QUArHOCTHKY In VItro JOMKEH OBITh MAaKCUMAaIbHO CHHIKEH
PHUCK, CO3JaBaeMblil 3arps3HSIONIMMU BeIleCTBAMH M WX OCTaTKaMH JUIs
10JIb30BaTENIE W JIMI[, YYacTBYIOIIMX B TPAHCIOPTUPOBKE, XpaHEHHUH,
00CITy>KMBaHUU M HUCIIOJIE30BAHUU MEJUIUHCKUX M3JENHNA I JUATHOCTUKU
in vitro (¢ y4eToM Ha3HAYEHUs MEIUIMHCKOTO M3IEJIHs Ul AMArHOCTUKU
in vitro, a TaKXe JTUTEILHOCTH W YACTOTHI BO3JEHCTBUS 3TUX BEIIECTB HA
OpraHu3M 4eJIOBeKa).

71. Ilpy npoeKTUPOBAHUHU U U3TOTOBJICHUH MEAUIIUHCKHUX U3EIUN IS
JMArHOCTUKH 1N Vitro TOMKHEI OBITH CHUYKEHBI PUCKH:

1) cBsizaHHBIE C OMACHBIMU U (MJIH) BPEAHBIMH BEIIECTBAMM, KOTOPLIE
MOTYT BBIMBIBATBCS WJIM BBITEKATh M3 MEIULIMHCKOIO W3LENUs s

JIUAarHOCTUKU 1N Vitro (¢ y4eToM HX CEHCHOWIM3HMPYIOIIEro IeHCTBUS,
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KaHIIEPOIr€HHOCTH, MYTareHHOCTH WM OTPULIATENILHOTO BJIMSHUA Ha
PENpPOAYKTUBHYIO (DYHKITHIO);

2) CBsi3aHHBIE C HENpeIHAMEPCHHBIM IONaJaHMeM B MEIULUHCKOE
M3[e/e Ui JAMArHOCTMKM 1N VItro IOCTOPOHHHX BeIECTB (C y4eTom
Ha3HAYCHHUsI, OTIPENIENIEHHOrO IPOU3BOJUTEEM, U MPEIIIOTaraeMbIX YCIOBUH

IIPUMEHEHUs MEJUIIMHCKOIO U3JICIHS JIJIsl IMarHOCTHKH in Vitro).

2. ndexuroHHOe 1 MUKPOOHOE 3arpsi3HEHHE
MEQUUMHCKUX U3AENUN I AMarHOCTHKH 1n Vitro

72. 1lpy npoeKTUPOBAHUHU M M3TOTOBIECHHUH MEAULMHCKUX H3IEIUM JUIs
JAHArHOCTUKHM in Vitro pucK MHOUIUPOBAHUS MOJIB30BATENEH U TPETHUX JIMIL
JOJIKEH OBITh YCTPaHEeH WA CHUXKEH 10 JIOMYCTHMOTO YPOBHSL.

KoHCTpyKIust MEJULIMHCKOTO W3JeNUsl Ul AMAarHOCTHKHM in  Vitro
JIOJDKHA 00ecreyrBaTh MPOCTOTY B OOPAIEHHHM M OOCIY)KMBAaHHH M IPH
HEOOXONMMOCTH MAKCHMAlIbHO CHH3UTh PHCK MHKPOOHBIX yTedeK M3
MEJIUIIUHCKOTO M3JeNHs Ui AMarHOCTMKM In Vitro U (WiM) MHKpPOOHOTO
BO3/IEHCTBHS. B IPOLECCE MCMONB30BaHUS, a TakkKe IMpenoTBpalarh
MHKpPOOHOE 3arpsi3HeHNe MEIMIIMHCKOTO HU3IENHs JIsl JUArHOCTHKY in Vvitro
WJIH IIPOOBI MOJIB30BATENEM HITH TPETHUM JIMILIOM.

73.1Ipn NpOEKTUPOBAHUHU, WU3TOTOBJIEHUH M YIIAKOBKE MEAMIIMHCKHX
U3NENUA Ui JAWArHocTHKA  In VItro, HMEIOUX  CHeUaIbHBIN
MHUKPOOMOJIOTHYECKHUI CTAaTyC B COOTBETCTBHH C MApPKUPOBKOH, JOJDKHO
OBITH TapaHTHPOBAHO, YTO MHUKPOOHONIOTHYECKHHM cTaTryc ocraercss 6Oe3
M3MEHEHUH IpU COOJIIONEHUH YCIOBMH TPaHCIIOPTUPOBKA M XpaHEHMS,
OIIpEJIEeJICHHBIX IMPOU3BOAUTEEM, 1O TeX IOp, MOKa 3allUTHas YIaKOBKa
He OyJleT HapyllleHa WM BCKPhITA.

74. CTepunbHble MEOUUUHCKUE H3ISNHS [ JMAarHOCTHKH in Vitro

nub0 MEIUIMHCKHE W3JeNus IS JHArHOCTHKM in  vitro, HMerouue
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CITe{HAITLHBIN MUKPOOMOJIOTHYECKHI cTaryc, HU3rOTaBJIMBAIOTCS,
00pabaTeIBalOTC U NPU HEOOXOJMMOCTH CTEPHIIM3YIOTCSI C NPUMEHEHHEM
BaJIMIMPOBAHHBIX METOJI0B, 000PY/I0BAHHUS, IIPOIIECCOB.

75. MeuuuHcKUe M3eNus s JIMarHOCTHKM 1n Vvitro, TpeOyroliue
CTepHJIM3ALMK, JO/DKHBl  OBITh  W3TOTOBIEHBI B KOHTPOJIMPYEMBIX
NPOU3BO/ICTBEHHBIX YCIIOBHSIX.

76. YakoBKa HECTEPUIILHBIX MEJAMIIMHCKUX U3/ICTHH IJIs1 JHarHOCTHKU
in vitro JomkHa obecreunBaTh UX HEJOCTHOCTh M YHCTOTY U B CiIydae, eclii
MEIMIIMHCKOE M3JelMe Ui OUATHOCTHKHA 1n  Vitro JO/DKHO  OBITH
CTCPUJIM30BAHO IIE€peJl MCIOIb30BAHHEM, MAaKCUMaJIbHO CHH3UTh PHUCK
MUKPOOHOTO 3arpsi3HEeHHUs], IIPH 3TOM YIIaKOBKa JOJDKHA OBITH COBMECTHUMOI €

METOAOM CTEPUIIM3allH, YKa3aHHbIM IIPOHU3BOAUTEIIEM.

3. MeaunuHcKue U3aeNust il JUarHOCTHKH in Vitro,
coJieprKalle MaTepualibl OMOJOTHUECKOTO MTPOHUCXOK ICHHUS

77.B cnydae eciim MEOUIIMHCKHE W3JIeNIMs JUJIS JUArHOCTHKH In Vitro
coziepaar OMOJIOrHYecKHe MaTepualibl )KHBOTHBIX, TO 00paboTKa, XpaHeHue,
TECTUPOBAHMUE OMOJIOTMUECKUX MAaTepHallOB MHBOTHOTO TMPOUCXOMKIEHMS,
a TakKe oOpalleHue ¢ HUMH JIOJDKHBI OCYILIECTBISTBCS TaKuM 00pazoMm,

4TOOBI 00ecTIeunTh Oe30MacHOCTh M0JIb30BATEICH M TPETHUX JIUII,
be3onacHOCTE B OTHOIIIEHHH BUPYCOB, IPYTUX HH(EKIIUOHHBIX areHTOB
M WHBIX BO30yauTeneidl OoJie3Hed, oOmMX I YeJOBEKAa M JKUBOTHBIX,
JOJDKHAa o0ecneuuBarbesi IOCPEJCTBOM TNPHUMEHEHHUS BalUIMPOBAHHEIX
METOJIOB YHMYTOXXEHHUSI WM WHAKTUBAIMM B XOJE IPOU3BOJICTBEHHOrO
nporecca. YKazaHHbBIE BalWJAMPOBAHHBIE METOABI HE TIPUMEHSIOTCS B
OTHOLLIEHUH MEIULMHCKUX U3eNUN [UIsl JAWMArHOCTHKH in  Vitro, ecniu
aKTUBHOCTb BHUPYCOB M JAPYrHX HHGDEKIMOHHBIX areHTOB OO0YCJIOBJIEHA

Ha3HAYEHUEM MEJMLUUHCKUX U3 Il UAarHOCTHKY in Vitro Wity mpoiiecc
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YHUYTOXKEHUS] MJIA  MHAKTUBALMM  MOXeT CHH3UTH A(GQGEKTUBHOCTD
MEJIMLIMHCKOTO M3/EHs JJIs JMarHOCTHKH in Vvitro.

78. B cnyuae ecnu MeAUIIMHCKHE M3ACNMS IS OHArHOCTHKH in Vvitro
cozeprkar OMOJIOTHYECKHe MaTepuasnbl YeJOBEUECKOro MPOUCXOMKIEHUS, TO
oOpaboTka, XpaHeHHe, TeCTHpOBaHHE M obOpalleHHe ¢ OHOJOrMYECKHUMH
MaTepualaMy YeJIOBEYEeCKOIO IMPOUCXOXKIEHHUS HOJDKHBI OCYIIECTBIATLCS
TaKMM 00pa3oM, 4TOOBI 0OecriedynTh 0€30MaCHOCTh TOJIb30BATENEH U TPETHUX
JTHII.

be3onacHOCTE B OTHOIIEHHM BHUPYCOB M JPYrdX HH(DEKIIMOHHEIX
areHTOR JIOJDKHA obecneunBaThCs OCPEICTBOM PUMEHEHHSI
BAJIMIMPOBAHHBIX METO/IOB YHHUTOKEHHUS WM WHAKTUBALIMM B XOIE
MPOM3BOACTBEHHOIO IIpolecca. YKazaHHbIe BaJIMIUPOBAHHEIE METOLbI
HE NPHUMEHSIOTCSI B OTHOIIEHUM MEIULUHCKHUX H3JEIHM IJI1 JHArHOCTUKH
in vitro, eciy aKTHBHOCTb BUPYCOB M JPYrUX HH(EKIMOHHBIX AareHTOB
o0ycioBieHa Ha3HAYeHHEeM MEJIMLUMHCKAX M3JAeIMi Ui JAMardHOCTUKH
in Vvitro WIH TPOLEeCC YHUYTOKCHHUS WM WHAKTUBALMHM MOXKET CHU3UTH
3QPEeKTUBHOCTD MEAULIMHCKUX U3JIEHM JUIs IMarHOCTHKH in Vitro.

79. B ciiyyae ecnu MeIMIIMHCKHE H3MENHS IS JUArHOCTHKU in Vitro
coziepxkar OMOJIOTHYECKHE MaTepHallbl MHKPOOHOIO MPOUCXOXKIEHHUS, TO
0o0paboTka, XpaHEHHE, TeCTUpPOBaHWE M oOOpalleHHe ¢ OHOJOTHYECKUMHU
MaTepuanaMy STOH INPHPOIBl NOJKHBI OCYLIECTBISTBHCS TaKHM 00pazsoM,
9TO0BI 00eceYnTh Oe3011acHOCTh NOJIB30BATeNEeH 1 TPETHUX JIHII.

be3zonacHoCcTe B OTHOIIEHMHM BHPYCOB M JPYTUX HH(EKIIMOHHBIX
areHTOoR TOJDKHA obecreynBaThCs MOCPEICTBOM MpUMEHEHHUS
BAIMIUPOBAHHBIX METOJOB YHHUUYTOXXEHWS WIM WMHAKTHUBAIlHA B XOJE
IIPOM3BOJACTBEHHOIO mpouecca. YKazaHHBIC BaJMIUPOBAHHBIE METOIBI
HE IPUMEHSIOTCS B OTHOLUEHWUH MEJUIMHCKUX H3ICIHH JJI1 JUArHOCTUKU

in vitro, ecaM aKTMBHOCTh BHPYCOB H JPYIHMX HHQEKIMOHHLIX areHTOB
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o0ycloBJieHa Ha3HAUYE€HHWEM MEIUIUHCKUX M3AETUi JUI1  JAUArHOCTHKH
in Vvitro HJIH TPOIecC YHUYTOXKEHHS WJIM HWHAKTHBALMA MOXET CHHU3UTH

3(PEKTUBHOCTH MEAULIMHCKOTO U3/EIHS JUTsl TUarHOCTUKH in Vitro.

4. MeouLMHCKUE U3ENUsl ISl IMATHOCTHKH in Vitro,
IPUMEHsIEMBIE B YCIIOBUSIX BO3/IEHCTBHS BHEITHUX (aKTOPOB

80. MeauuuHcKue U3nenus A JUarHOCTHKH in Vitro NMpoeKTHPYIOTCS
¥ HM3rOTAaBIMBAIOTCS TakuM o00pa3oMm, 4TtoObl uX cOopka, HacTpolika,
KaJIMOpOBKa, HUCIIONBb30BaHHE M OOCIY)XMBaHHE B YCIOBHSX BO3JEHCTBHUA
BHEIIHUX (aKTOPOB OBLIN MpPOBEIeHBI OE30MMacHo.

81. B cinyyae ecnm MeIMIIMHCKHE H3JENUs IJIS JHACHOCTHUKHU in Vitro
NpeJHa3Ha4YeHbl JUIsl TPUMEHEHUs] B KOMOMHAITMH C IPYTUMH METUIMHCKUMHU
u3fenusMu - M (WIM) o0opydoBaHHEM, BCS KOMOWHAIMS, BKJIIOYast
COEJUHUTENIEHYIO CHUCTEMY, JOJDKHAa OBITh 0Oe30macHOM W He JOo/KHA
yXyALIaTh 3asBICHHBbIE (DYHKIMOHAIBHBIE XapAaKTEPHUCTHKH MEIMLIMHCKUX
U3JIEUA JUTsl IMarHOCTHKM 1n vitro. JIoOble u3BecTHBIE OrpaHHYeHHs 10
NPUMEHEHHIO TaKOH KOMOMHALIMM YKa3blBAlOTCS Ha MapKHpPOBKE W (WIIN)
B HMHCTPYKUUH IO NpUMeHEeHUI0. [Ipy MpOeKTUpOBAaHMHM M HM3TOTOBJIEHUH
COCIMHUTENIbHBIX  CUCTEM  JIOJDKHBI  OBITh  MAaKCHMAaJIbHO  CHUYKEHEI
BO3MOKHBIE PUCKU HETIPaBMIIBHOTO COSIHHEHHS.

He nonyckaercsi npuMeHeHHe B COCTaBE MEIUIIMHCKOIO W3JENHS ISl
JAMAarHOCTUKM 1IN VItro ClenUalbHBIX TeXHUYECKUX M (WJIM) IPOrpaMMHBIX
CPEACTB, MCKIIOYAIOUIMX WJIM OrPaHMYMBAIOIIMX BO3MOXKHOCTH  €ro
HCIOJIb30BaHUsl B KOMOUMHAIIMU C JPYTHMH IpeaHa3sHAYEHHBIMUA JUUIS 3TOTO
MEIMIMHCKAMU U3JIeUsIMU U (WIK) 000pyTOBaHUEM.

82. MeUIMHCKHE U3AENHUs ISl AMAarHOCTUKH in Vitro MpOeKTHPYHOTCS
M U3rOTaBIMBAIOTCS TAaKUM 00pa3oM, 4TOOBl YCTPAaHUTh WM CHHU3UTH A0

PUEMIIEMOTO YPOBHSI:
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1) puck TpaBMHpOBaHHUS TOJH30BATEIS WIM TPETHUX JIMI[ B CBS3H C
Gu3MUecKUMH XapaKTepHUCTUKAMU MEIULIMHCKOTO M3eus JUIs JUarHOCTHKU
in vitro;

2) puck OMMOKK TpPH HCIIOIB30BAHMH MEIULIMHCKOIO W3IeIus IS
IMAarHOCTMKM 1IN Vitro M3-3a KOHCTPYKTHUBHBIX XapaKTEPUCTHK WM
4esioBeuecKoro gaxkropa;

3) puCK, CBsI3aHHBIH ¢ OOBEKTHBHO TMPEACKA3yeMBIMH BHEIIHUMHU
BO3JCUCTBUSIMU WM TaKUMU OKPY)KaIOIUMHU YCJIOBUSMH, KaK BHEIIHHE
3JIEKTPOMArHUTHEIE IIOJIS, OJIEKTPOCTATHYECKHME paspsiibl, HU3IydeHHE,
aTMOC(epHOE JaBIE€HHE M €ro Iepenaibl, BIAKHOCTh W TEMIEpaTypa
BO3/1YyXa;

4) puCK, CBSI3aHHBIM C HCIOJIb30BAHMEM METUIIMHCKHX M3ACIUN s
JIUAarHOCTUKHU in Vitro mMpu KOHTAKTe ¢ MaTepUaIaMi, KHIKOCTAMHM U razaMi,
BO3/IEICTBUIO KOTOPBIX MEOUIIMHCKHE H3ICNHS IS JMArHOCTHKM in Vitro
IIOJIBEPIatoTCsl B HOPMAJIbHBIX YCIOBHSIX KCILIyaTaIlHH;

5) pUCK, CBSI3aHHBIM ¢ BO3MOKHBIM HETATHBHLIM B3aWMOJENCTBUEM
MEXJy MNpOorpaMMHBIM oOOecledeHHeM MEIULMHCKOr0 W3Jeaus  UIs
JAMarHOCTUKH 1N VItro U yCIOBUSMHE, B KOTOPBIX OHO DKCIUTyaTHPYETCS;

6) puck  cioyyaillHOro  TMOMajaHus  MOCTOPOHHHX  BELIECTB B
MEJIMIMHCKUE U3/IeIUs )15l THAarHOCTHKH 1n Vitro;

7) pUCK HEMpPaBUIIBHON HIeHTH(UKAIMK MPod B paMKaX AHArHOCTHKH
in vitro;

8) pMCK B3aUMHBIX IIOMeX, CBS3aHHBIX C APYTUMH YCTPOMCTBaMH,
OOBIYHO IPUMEHSEMBIMHU B JIeueOHO-TMATHOCTHUECKOM IIPOIIECCE.

83. MeauuuHCKUe U3enusl sl JUarHOCTHKH In Vitro MpoeKTUPYHOTCs
U M3rOTaBIMBAKOTCS TaKUM 00pa3oM, YTOOBI YCTPAHUTh MM MaKCHMaJIbHO
CHM3UTh PHUCK BOCIUIAMEHEHUS WIM B3pBIBA B HOPMAJIBHBIX YCIOBHSIX

BKCIUTyaTallui WK B Cllydyae eIMHUYHOro oTkasza. Ocoboe BHUMaHHUE JOJDKHO
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YAEHAThCS ~ MEOULMHCKUM — M3JeNusiM  JUIsl  JHAarHOCTHKHM  in  Vitro,
IPUMEHSEMBIM €  HCIOJIb30BAaHMEM  JISTKOBOCIUIAMEHSIOIIMXCS — WIIA
B3PBIBUATHIX BEILIECTB.

84. MenUIMHCKHE U3ZENHs JUIsl AMATHOCTHKH in Vitro MpOeKTHPYIOTCS
U HM3rOTaBIUBAIOTCS TakKMM 00pa3oM, YTOOBI CIOCOOCTBOBATH OE€30MacHOM
YTHIM3allMM  OTXOA0B,  00pa3oBaBIIUXCS  IOCIE  HCIOJL30BAHMS

MEIUIIMHCKUX M3IEIUH IS TUArHOCTHKH 1N Vitro.

5. @yHKIIMOHAIBHBIE XapaKTEPUCTUKH
MEOULUHCKUX U3ACJIUN JIsl IMArHOCTHKH in Vitro

85. MeaMuuHCcKue M3enus Juisi AMarHOCTHKH in Vitro MpOeKTHPYIOTCS
W HU3rOTaBJIMBAKOTC TakuM o00pa3oM, uToObl WX (QYHKIHOHAILHEIE
XapakTEepUCTUKH  0a3MpoBaJIMCh HA  COOTBETCTBYIOLIEH  HayyHOW W
TEXHUYECKOM OCHOBe. MeIUUMHCKHE W3JeNHs I JUArHOCTHKH in Vitro
JOJDKHBL (DYHKIIMOHMPOBATH HA MPOTSHKEHUH BCETO CPOKA DKCIIIYaTALMH B
COOTBETCTBUH C HA3HAYEHUEM, OIPEJEIICHHBIM MTPOU3BOIUTEIIEM, B YACTH

1) xapakTepucTuk  aHanUTUUECKOM  S(O(EKTUBHOCTH:  TOYHOCTH
(IpaBUJIBHOCTE M IPELM3HOHHOCTB), CHCTEMaTHUYecKas [IOrPEeIIHOCTb,
aHaIMTHYECKas YYBCTBUTEIBHOCTD, aHAIMTHYECKAs CIIeIU(UIHOCTD, IIPEE]
OOHapy>KeHUsl (JIETeKIMH), aHAUTHYECKUH JMana3oH, JHHEHHOCTDb, TOYKA
OTCEYEHUsI, MOBTOPAEMOCTh, BOCIIPOU3BOJUMOCTb, BKJIIOYAs YCIOBHS €€
OTIpe/IeNIEHUs], OIIPENEICHHE BO3MOXKHBIX HHTEPHEPEHTOB SHIOIEHHOH H
SK30T€HHON IIPUPOBI U IEPEKPECTHYIO PEAKTUBHOCTE;

0) XapaKTepUCTHK KIMHUYECKOU 3(DGEKTUBHOCTH: IMAarHOCTUYECKAsS
YyBCTBUTEJILHOCTh, IHArHOCTHYECKass CHELUMPUYHOCTD, IpeacKasaTesbHas
[IEHHOCTD IIOJIOKUTEJIbHOIO U OTPUIIATEBHOIO Pe3yJIbTaTOB, OTHOIIEHHE

NPaBAONONO0Us, OXKHUJaeMble 3HAYEHWS] B HOPMAIBHON WM BbIJEIEHHON

ITOITYJIALIUH.
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86. B cmyuae ecnu 3QdeKTHBHOCTD MEJMIMHCKHX M3AETHN s
JUArHOCTHKK In Vitro 3aBUCHT OT KanmuOpaTtopoB W (MIIH) KOHTPOJILHBIX
MaTEPHAJIOB, METPOJIOTUYECKAsl MPOCISKMBAEMOCTh MX 3HAUEHHMM OJKHA
obecrnieunuBaThCsl  peepeHTHBIMH MeToJaMu W (WJIM) HMEIONMMHCS
pedepeHTHEIMU MaTepuaiiaMu 0oJiee BEICOKOTO MOPSIIKA.

87.YucnoBele 3HAYEHUs pE3yJbTATOB HCCIENOBaHUS  00pasloB
OMOJIOTMYECKUX MaTepHalioB YeJIOBeKa, MOMYYCHHbIC B paMKax JHarHOCTHKU
in  vitro, JOKHEI  OBITH  BBIPAXKEHBI B OOINENPUHATHIX U

CTAaHOAPTH3UPOBAHHEIX €JUHHIIAX.,

6. 3amuTa OT U3JIydeHUsI

88. MenuuuHCKre U3enus sl AMarHOCTUKH in Vitro MpoeKTHPYIOTCS,
M3rOTABIMBAIOTCSI U YMAKOBBIBAIOTCS TAKHM 00pa3oMm, 4To0bl MHHHUMAILHO
MIOJBEPraTh MOJIL30BATENICH W TPETBMX JIKI[ BO3IEMCTBHIO IOTEHIUAILHO
OMAacHOT'0 U3NTyYeHHsl.

89. MenuuuHCKHEe  HW3AeNusl Uil JAUArHOCTHKH  in  Vitro,
NpeaHa3sHAuYEHHBIE U TeHepUPOBaHUS MOTCHIUAIBHO OMACHOTO U3IYUYEHHUS,
MPOEKTUPYIOTCS U U3rOTABIMBAIOTCS TAKUM 00pa3oM, YTOOBI TapaHTHPOBATh
KOHTPOJIb U (UJIH) PeryJMpoBKY XapaKTePUCTHK W KOJIMYECTBA HCITYCKAEMOTO
M3TY4YEeHMs], 1 OCHAIIAIOTCS BU3YAIBHBIMH U (MJIM) 3BYKOBBIMH CPEICTBAMM

NpeAyNpexAeHUS O HATMYUHU (AKTUBHOCTH ) TAKOTO M3JTyUEHHUS.

7. MenunuHcKkue u3genus Ajis JUarHoCTHKY 1n Vitro,
BKJIIOYarouie B ce0s mporpaMMHoe odecrieueHue,
¥ aBTOHOMHOE MPOrpaMMHOE 00ecIieUeH e, IBIISIOIEeCs
MEIUIIMHCKHUM HU3MIeIUeM Ul JUATHOCTUKY 1N Vitro

90. MegunMHCKHE M3IEJIMS IS JUACHOCTUKHU in Vitro, BKIIOYAIOLIKE

B ceba 1mporpaMmHOoe ofecriedeHHe, ¥ aBTOHOMHOE IPOrPAMMHOE
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obecrieueHue, SBISIOIIEECS MEJUIMHCKHUM HM3IeIHeM Ul JMArHOCTHKH
in vitro, MPOEKTHPYIOTCS W M3rOTABIMBAIOTCA TaKWM 00pa3oM, 4YTOOBI
obecrieynBaTh cTabHiIbHOE, HafexkHoe U 3(PdeKTHBHOe (YHKIMOHUPOBAHKE
5THX  MEJUIIMHCKMX M3JeJAMH B  COOTBETCTBHH C  Ha3HAYEHHEM,

OIIPEACIICHHBIM IIPOU3BOJUTEIIEM.

8. AKTHBHBIE METUIIUTHCKUE U3JICIIHS JIsl JMAarHOCTHUKH in Vitro,
CBSI3aHHBIE C UCTOUHUKOM 3HEPTUU MK 000pyI0BaHHbIE
HUCTOYHUKOM DHEPrHH

91. AKTUBHEIE MEJULIMHCKHE U3AENHs [l AUArHOCTHKH in vitro, mpu
UCIIOJIB30BAHUM  KOTOPBIX 0O€30IacHOCTEL  IIOJIL30BATENIE  3aBUCHT  OT
BHYTPEHHEr0 MCTOYHMKA MUTaHWs, 00OpYIYIOTCS CpEJICTBOM OIpEEIeH s
COCTOSIHUSI MCTOYHHKA ITUTAHHUS.

92. AKTUBHBIE MEIMIUHCKHE W3JeNHsl [UId OUAarHOCTUKM in  Vitro
MPOCKTUPYIOTCS U U3TOTABIIMBAIOTCS TAaKUM 00pasoM, 4TOOBI MaKCHMMAaIbHO
CHHM3UTh PHUCK CO3JaHMS SJIEKTPOMArHUTHBIX TOJEH (3IeKTPOMArHUTHBIX
IOMeX), KOTOpBIE MOIYT OTpULATENBHO CKa3aThcsd Ha pabore Apyrux
MEIMLIUHCKUX U3JENIHH, 000py0BaHMsI U CPEJICTB CBS3H B COOTBETCTBHUHU C
X Ha3HAYECHHUEM.

93. AKTUBHBIE MEIUIIMHCKHE W3JAENIHS JUISl JAUACHOCTHKH in  Vitro
NPOEKTUPYIOTCS M H3TOTaBIMBAIOTCS TaKMM 00pa3oM, 4TOOLI 00eCHednuTh
ypOBEHb YCTOHYMBOCTH K AJIEKTPOMArHUTHBIM noMexam
(moMeXO0yCTOHYHBOCTH), oObOecrneynBaOnMii UX (YHKIIMOHUPOBAHHE B
COOTBETCTBHHU C Ha3HAUEHUEM, OIPEIeIEHHBIM IIPOU3BOIUTENIEM.

94. AXTUBHBIE MEIUIIMHCKHE W3JeJIMs Ui JUArHOCTHKHA 1in  Vitro
MPOEKTUPYIOTCS. M U3TOTABIMBAIOTCS TAKUM 00pa3oM, YTOOBI MaKCHUMAIBHO
CHU3UTH PUCK CIIyYaHHOro IMOPaKEHWs MOJb30BaTeNs WIH TPETHEro JIHIA

SJICKTPHYCCKHM TOKOM KaK IIpM HOPMAJIBHBIX YCIIOBHAX JKCIIyaTalllyl
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MCAHIHUHCKOI'O U3ACIIUA, TaK U B YCIIOBUAX eIUHUYHOH HEUCIIPABHOCTH NIPH

YCJIOBHH, YTO MCIAULKMHCKOEC M3ACJIHE YCTAaHOBJICHO H 06CJIy}KHB8.CTCH B

COOTBETCTBHUH C YKa3zaHUAMU IIPOU3BOIUTEIIS.

9. 3ammra 0T MEXaHUYECKUX ¥ TEPMHUECKUX PHCKOB

95. MepuumMHCKKE W3/1e1s A7 JHarHOCTHKH in Vitro mpoekTHpyoTCs
U M3rOTaBIIMBAIOTCS TaKUM 00pa3oM, 4YTOOBl 3alIUTHTh I0JIL30BATEIIs
U TPEeTBUX JIMI OT pPHCKA MEXAHMUYECKHUX TOPAKEHHH, CBSI3aHHOIO C
COIIPOTHBJICHUEM JBH)KEHHIO, HECTAOUIIBHOCTBIO U HAIIMYMEM BHIKYIIUXCS
YacTeH B COCTABE TAKUX MEIULIMHCKUX U3JCIIHH.

96. B ciiyuae ecnu B cocTaBe MEIUITMHCKOTO U3/ENHs in Vitro MeroTest
JOBHDKYIIHECS 4aCTH, NPEJyCMaTPUBAIOTCS CPEACTBA 3alMTHI MOJL30BATEIS
OT PHCKa, CBA3aHHOIO C BO3MOXHBIM pa3pylIeHHEM JBIKYIIUXCS YacTei
WIIA C UX OTPBIBOM.

97. MenMuuHCKHE U3AENs U1 JUarHOCTHKM in Vitro mpoeKTHpyrOTCs
M M3rOTaBJIMBAIOTCA TaKUM 00pa3’oM, 4TOOBI MAaKCUMaJbHO CHHM3MTH PHCK,
CBA3aHHLIM ¢ BUOpamuel, co3aBacMON 3TUMH MEIUIIMHCKUMU H3ENUIMH,
NyTeM IPHUMEHEHHUS CPEJCTB, MO3BOJSIOIIMX OTPaHUYUTL BUOpAIMIO, €CIIH
TOJABKO  BHOpauusi He SBISETCS YacTbi0 TpPEJHA3HAYEHHS  TAaKHX
MEIULUHCKUX U3IeITHH.

98. MejuuuHckue U3eaus Ul JUArHOCTHKH in Vitro mpoeKTHPYIOTCs
¥ M3TrOTaBJIMBAIOTCS TaKUM 00pa3oM, YTOObl MAaKCUMAaJbHO CHH3UTH PHCKHU,
CBSI3aHHBIE C  CO3[aBaéMbIM  IIyMOM, IIyTeéM DOpUMEHeHus (IpH
HEOOXOJMMOCTH) CPE/ICTB, UCIIOIB3YEMBIX JIsl yMEHBLIECHHSI IIyMa.

99. KneMmbl,  pa3sbeMBbl, COEAMHMTENIM W JPYTHE YCTpoOlcTBa
NONKIIIOYEHHST MEIULUMHCKUX H3AENUA I JUarHOCTHKM 1n  Vitro K

UCTOYHHMKAM  DJIEKTPUYECKOM, THAPABIMYECKON WM ITHEBMATHYECKOM



40

OHEPrUM TPOEKTUPYIOTCS W M3rOTaBJIMBAIOTCS TakuM 00pa3oM, YTOOBI
MaKCUMAaJIbHO CHU3HUTE JII0OObIe BO3MOXHBIE PUCKH.

100. Meauuunckue usnenus Juist AMarHOCTHKY in Vitro MpoeKTHPYIOTCS
M M3rOTaBIMBAOTCS TAKMM 00pa3oM, 4TOOBI MaKCHMAaJIbHO CHH3HTH PHCK
OIMOOK, BO3HMKAIOUIMX [PU  HENPAaBUJIBLHOM  [OAKIIOYCHHUH WU
MEPEKIIIOUEHUHN BO BpeMsl pabOThl annapaTyphl WK JeTalleld B COCTaBe TaKUX
MEIHIIMHCKUX HU3JETTUH.

101. OTKpBITEIE YaCTH MEIMLMHCKAX M3AENAM Ui JAHArHOCTUKH
in vitro (3a UCKIIIOUEHHEM YacTel, mpeHa3HaYeHHBIX TS IOAa4Yy Teria uin
JOCTH)KEHMST 3aJaHHBIX 3HAYCHWH TeMmIepaTyp) He MO/DKHBI JOCTHUraTh

MMOTEHIIHAJIBHO OITACHBIX 3HAYCHHU TeMIepaTryp pu HOPMaJIbHBIX YCJIOBHAX

OKCILTyaTal{H.

10. 3amura oT pUCKOB, CO3TaBaEMbIX MEIUIIMHCKAMH U3IEIHIMU
JJIsl IMarHOCTHKY in Vitro, MpeHa3HaYeHHBIMU ISl CAMOTECTHPOBAHUS
I10JIB30BaTENIEM HJIM TECTUPOBAHHUS BOJIHU3H I10JIb30BATENISI

102. MenuumHcKue — u3nends Ui JAMAarHOCTHKM  in  vitro,
NpeJHa3HaueHHble  JUISl  CaMOTECTHPOBAHWS  TOJB30BATElEM WM
TECTUPOBAaHUs BOJIM3U IOJIB30BATENS, IPOSKTUPYIOTCS M H3IOTABIMBAIOTCS
TakuM 00pa3oM, 4YTOOBI OHM (DYHKIHOHHPOBAIM B COOTBETCTBHH C
HA3HAYCHHUEM, OIPEIEICHHBIM IIPOM3BOAUTEIEM, C YYETOM HaBBIKOB
10JIL30BATEJIS] U YCIOBUH DKCINTyaTalldd MEIULIUHCKOTO U3/ETHS.

103. MenuuuHcKkue  u3Aendst  Jyissi  JMAarHOCTMKH  in  Vitro,
NpelHasHaueHHble  JUIi  CAaMOTECTHPOBAHHS  IIOJIE30BATEIEM  WIIM
TECTUPOBAaHUsl BOIM3M TOJB30BATENS, IPOEKTHPYIOTCS W M3rOTABIMBAIOTCS
TaKUM 00pa3zoM, YTOOBI MaKCUMAIbHO CHU3UTh PUCK OUIMOKM IOJIB30BaTElls,

HC  HMMEIOLIEr0  CHELHAJbHOTO0  MEIULUHCKOro  oOpa3oBaHHUs, IMpH
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NPUMEHEHUU TaKUX MEAMLMHCKUX M3JEIUi, a Takke mpu oToope mpod wim
MHTEPIIPETAllMK PE3yJIbTaTOB TECTUPOBAHUSI.

104. MenuuMHCKUe — W3aendss Ui JMarHOCTHKH in  vitro,
[pe/lHa3HaYeHHble Ui CaMOTECTHPOBAHMS  IOJIB30BATENEM MM JJIs
TECTHPOBAHUS BOJIU3H IT10JIL30BATENIS, JOJDKHBEI UMETh, €CIIA 9TO OOBEKTURHO
BO3MOKHO, (DYHKLHIO MOATBEPXKJIEHHSI TOrO, YTO IPH MCIOJL30BAHUU ATH
MEIMLMHCKUE u3Jenust OyayT (YyHKIHOHMPOBATH B COOTBETCTBHH C

Ha3HA4YCHHUECM, OIIPCACIICHHBIM ITPOHU3BOAUTEIICM.

11. lononuurenbHble TpeOOBAHHS K MAPKHUPOBKE
MEJIUIMHCKUX U3EJIUHI 11 JUarHOCTHKH 1n Vitro

105. B oTHOmIEHWN MEMUIIMHCKUX H3JENUI I8l JUArHOCTUKHU in Vitro
IPUMEHSIOTCST TIOMMMO TpeOOBaHMH K MapKHPOBKE, YKa3aHHBIX B
nogapasznene 13 pasmena III wacrosmmx OOmux TpeboBaHuii, TaKxke
JIONIOJIHUTENIBHBIE TPeOOBaHUs, NpPEeAyCMaTPUBAIONINE, YTO MapKUPOBKA
MEJMIMHCKUX H3NEIMH U1 AMArHOCTUKM In Vitro JOJDKHA COAepIKaTh
CJIEIyIOLIYI0 HH(OpMAIIHIO:

1) undopmanisi 0 mnpegHA3HAYEHHUH MEIUITMHCKOTO M3JEIUs  JUIs
JHArHOCTHKH 1N VItro;

2) cBeleHUs 0 Macce (HETTO) CONEPKUMOro (B eJMHHUIAX Beca WIH
o0bema), KOJIMYECTBE €IUHMII WIH JH000H KOMOMHAUMK IoKa3areneil,
KOTOPBIE TOUHO OTPAXKAIOT COZCPIKaHNUE YIAKOBKHU (TTPH HAJIUYUH);

3) cBeleHHs 00 OCHOBHBIX MHI'PEIMEHTaX, CONEPIKAIIUXCS B YIIAKOBKE
MENULIMHCKOIO M3ENusl /ISl IMarHOCTUKH 1n Vitro;

4) 3HaK npeaynpexaeHusi o0 OMacCHOCTH, €CIIM MEIMIMHCKOE H3JENIne

JJIs1 AMArHOCTHKM 1N Vitro colepKUT ONacHbIe€ BELIECTBA;
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5) uapopMalHs O CHELHATBHOM MHKPOOHOJIOTHYECKOM CTaTyce MM
YUCTOTE MEIMLMHCKOIO M3Jenus s JHarHoCTHKM 1n  vitro (mpm

HEOOXOJUMOCTH);

6) uHpopMalusg O TMpeAHA3HAYEHUH MEIUIMHCKOTO HM3IEIUs IS
IMarHOCTHKM In Vitro s caMOTeCTUPOBAHMS IMOJL30BATEEM MM I

TECTUPOBAHUS BOJU3H MOJb30BaTeNsI (IIPH HATHYUUH).

12. TpeboBanust k HHGOpPMALIUH, COJEPKAIIICHCS B MHCTPYKLUU
110 IIPUMEHEHUI0 MEJUIIMHCKOTO W3S ISl AUATHOCTUKH in Vitro

106. MHCTpYKLMS 110 NPUMEHEHHI0 MEAMIIMHCKOTO HW3JeNus s
JUArHOCTUKH 1n Vitro JOJDKHA COAEepPkKATh CIENYIONYI0 HH()OPMALIHIO:

1) HaumeHOBaHWe W (MNIM) TOProBOE€ HAUMEHOBAaHHE MEIUIMHCKOIO
U3IEeIus 151 THarHOCTHKY 1N Vitro;

2) cCBeleHUsT O TPOU3BOAMTENC MEAMLMHCKOTO  M3JENds IS
IMarHOCTHKM 1n Vitro ¥ (WaM) ero yIOJHOMOYEHHOM IIPEICTaBUTEIE,
BKJIIOYasl IIOJIHOE M COKpalleHHoe (Ipu HaJW4YuH) HauMEHOBaHHUS
FOPHUMYECKOTO JIMIA, MECTO HaXOKAeHHs ((haMuiMs, UMsl, OTYeCTBO (IIpH
HAJIMYKN) U MECTO JKUTENIbCTBA (PU3MUECKOTO JIUIA, 3aPerUCTPUPOBAHHOTO B
Ka4yeCTBE MHAMBH/YAJIBHOTO NpeANpUHUMATENs), MOYTOBEIH aapec, HOMepa
TeneoHa, gpakca, aipec AMEKTPOHHOH MOYThI (P HATUYHH);

3) Ha3HaueHWe MEAMIMHCKOrOo W3AeNus JUIsl JUArHOCTHKH in vitro,

B TOM YHCJIE:
(pyHKIMOHATBEHOE HAa3HAYCHUE;
OIIMCAHUE TOTO, YTO ONpeeseTcs U (WIN) U3MEepseTCs;
CIIE[U(PHUYECKOE PAcCTPOMCTBO, COCTOSHUE WM (DaKTOp pHCKa Jyis

oOHapyxeHHs, onpeieNieHns Wi JU(Q(EepeHIUpOBaHUs  KOTOPOIo
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IpelHa3HAYeHO MEMMIMHCKOE W3Ze/Me Ul JHarHoCTUKH in vitro (mpwu
HEOOXOIUMOCTH);

Mpe/Ha3HAYEHHEe MEJMLMHCKOTO H3JeNHs JUI THArHOCTUKH in Vitro
IUIsl  KAYeCTBEHHBIX,  IOJYKOJWYECTBEHHBIX WM  KOJHYECTBEHHBIX
OIpPEJIETIEHHU;

TUII aHATIU3UPYyeMOro obpasia;

4) uadopmanvss o TpeaHA3HAYCHHH MEAMIMHCKOTO W3JeNHs IJis
JUArHOCTUKH in Vitro Juist KITMHUYECKOH 1a00paTOpHOM JHArHOCTUKH;

5) Ha3HA4YeHWEe MEAMIIMHCKOTO W3JeHs ISl AMArHOCTHKH in Vitro
C yKazaHMeM IOoJb30BaTesss  (Hampumep, I[AalUMeHT, MeIUIIUHCKHMA
crenuanuct, GuU3nuecKoe JIMIO, NMPUMEHSIOIIEe MEIMIMHCKOE U3JENIHE M0
Ha3HaYeHHIO, ONpeieIeHHOMY ITPOU3BOIUTEIIEM);

6) IPUHLIMII TECTa;

7) onucaHKe peareHToB, KATMOPaTopoB U KOHTPOIBHBIX MATEPUATIOB;

8) mepeyeHb MAaTepHalOB U CIHELUANBHBIX MAaTEepPHaloB, KOTOpPEIE
TpeOyIOTCSl A1 NPOBENEHUs] TECTUPOBaHMS (aHAlN3a), HO HE COAEPIKATCS
B KOMIIJIEKTE [IOCTABKU MEJULIMHCKOTO U3/IeTHsl JIJIsl AMarHOCTHKH in Vitro;

9) ins  MEAUIMHCKMX  M3AENUH Ui JMarHOCTHUKW  in  Vitro,
IpelHasHaYeHHBIX I MCIOJb30BaHMS B KOMOMHAUMM C JPYTUMH
MEAULMHCKUMU  W3JEJUSIMH, BKIIIOYas MEJWIMHCKHE  U3JEIHs IS
JIMATHOCTHKM 1N Vitro, — WHGOpMAIHS U1 UISHTH(GHKAIUMH MeIULMHCKUX
U3EeMUA C LeJbl0 IojydeHuss Oe3omacHO KOMOWHAmuH ©W  (WJIN)
uHpopManMss 00  M3BECTHBIX  OTpPAaHUYEHUSX 1O  COBMECTHOMY
MCTIOIL30BAHUIO METUITUHCKUX U3/ISITHHA;

10) cBenennst O cCHEIMANBHBIX YCIOBUSIX XpaHeHHs (HampuMep,
TeMIIepaTypa U BIaXXHOCTh BO3[yXa, OCBEIIEeHHE U Jp.) U (1iau) oOpalieHus

I10JIb30BAaTEICH ¢ MEIMIMHCKUM U3EIHEM 1N ViItro;
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11) cBenennss O XapakTepUCTHKAX CTaOUIIBHOCTH MEIUIHHCKOTO
U3/1€IMs JJI IMarHOCTUKHM 1N Vitro (Harmpumep, YCJIOBHSI XpaHEHHs, CPOK
TOJHOCTH IIOCJIE IIEPBOTO BCKPBLITHS MEPBUYHOTO KOHTEeHHEepa), a TakkKe
YCIOBHMAX  XpaHeHHs W cTabuibHOCTHM  pabouuMx  pacTBOpoB  (IpH
HEOOXOJAUMOCTH);

12) nuapopmaniusi 0 CTEPUILHOM COCTOSIHHM, METOJIE CTEPUIIM3AI[UU
H O MOpsAKE NEHCTBUH B Cllydyae HapylLIeHHs] CTEPHJILHON YNAKOBKH (eciu
MEIMLMHCKOE U3JeNre [UIsi JUArHOCTHKM In  Vitro IocTaBiisieTcs B
CTEPUJIBHOM BUJIE);

13) ungopmanuss s none3oBatenell  (IPeIyNpPeXACHHs, MEPHI
NPeIOCTOPOKHOCTH, NMPENIPUHUMAEMbIE B cllydac HEOOXOJUMOCTH MEpPHI H
OrpaHUYEeHUs IIPH UCIIOJIB30BAHUN METUIIMHCKOTO U3ACITUS ISl JUATHOCTHKH
in vitro), BKJItOUas:

MPENYNPEKIEHUE, Mepbl IMPENOCTOPOKHOCTH M (WJIH)  Mephl,
NpeANpUHUMaeMble B ciaydyae cOOsl WM OTKJIOHEHUH B QYHKIIMOHHPOBAHHH
MEQUIUHCKOTO M3HENHS Ul JUArHOCTHKH In VItro, OIpeaessieMbIX I10
BHEIIIHUM TPU3HAKAM;

NpeIyNnpeKIeHHe, Mepbl MNPeJOCTOPOXKHOCTH U (WJIHM)  MepHI,
IOPEAIIPUHUMAEMBIE B OTHOILLEHUWH TaKUX MPEICKa3yeMbIX BHEIIHHX
(GaxkTopoB, KaK BHELIHHE 3JIEKTPOMATHUTHBIC IOJIS, 3JEKTPOCTATHYECKHE
pas3psiIbl, U3IIy4YeHHe, aTMoc(depHOe AaBJIeHUE U ero Mepenanbl, BIaKHOCTh U
TeMIiepaTypa BO3ayxa;

NpENyNpeXaeHHe, MEpbl IPEJOCTOPOKHOCTY M (WJIM)  MepBhl,
NpeAllpUHUMaeMble B Clly4yae IpencKa3yeMoro pHucka dJICKTPOMArHHTHBIX
[IOMEX, CO3/1aBaMBIX MEIULIMHCKUM U3JENUeM JIJIsl TUarHOCTHKH in Vitro s

APYTUX MEAUIUHCKUX H3/€/Ini, 000pY0BaHUs U CPECTB CBS3HU;
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NpeAyNpexAeHHe, CBI3aHHOE C BXOMSIIUMH B COCTAB MEIUIIMHCKOI'O
M3ZIeus IS AMAarHOCTHKU in vitro marepuanamu, KOTOpEIE SIBJISFOTCS
KaHIIEpPOTrE€HHbIMHU, MYTAareHHbIMH WM TOKCHYHBIMH JIMOO TIPUBOJAT K
CEHCHOMIIM3aLlUY, aJJIEPrHuecKoil peakluu WIH OTPUIATENLHO BIMSAIOT Ha
PENpPONYKTUBHYIO (DYHKIIHIO;

NpenynpeKIeHue, Mepbl MPeAOCTOPOXXHOCTH H  (WJIH)  MEpEHI,
PEAIIPUHUMAEMbIE B OTHOIIEHHH  MOTEHIHMATBHO  HMHPEKIHOHHOIO
MaTepuaina, COINEp)Kallerocss B MEIUIMHCKOM M3AETHH IS JUATHOCTHKA
in vitro;

14) undopmanus o mnpegHa3sHAUYECHHH MEIMIMHCKOIO W3IEIHUS VIS
JMarHOCTUKH 1n VItro AJisi 0JJHOPa30BOr0 UCIOJIL30BAHMS;

15) undopmanust o Hamiexariein 06paboTKe MeIUIIMHCKOIO H3IEmHs
MUl AMAardHOCTHKM In Vitro Ui ero MOBTOPHOTIO HCIIOIL30BAHMS, BKIIOYAsS
OYHUCTKY, A€3UH(EKIHIO, YIIAKOBKY M IPU HEOOXOAMMOCTH METOJ IIOBTOPHOI
cTepuiu3auuu (ecnv MeIMIMHCKOe H3MeHe Ui JAMArHOCTHKH in Vitro
IIPEHA3HAYEHO /ISl MHOIOPA30BOT'O UCIIOJIB30BaHMUS);

16) cnenuaneHeie  TpeOoBaHMs B OTHOIIIEHUH MIOMEILICHHH,
CIIELIMAJILHOM IMOATOTOBKM WM OCO0OOW KBalU(pHUKALMKM IMOJL30BaTENI U
(unu) TpeThUX JHII (IPU HEOOXOIUMOCTH );

17) madopmarus 06 ycrnoBusx, HeOOXOIUMBIX JJist c6opa, 06paboTKH U
IIOArOTOBKH 00pa3LIoB, JaHHbIE 110 CTAOMIBHOCTH aHATU3HPYEMBIX 00Pa3IoB,
B TOM 4YHCJI€ YCIOBUS W  JUIMTEIbHOCTh  XPaHEHHS,  YCIIOBHS
TPaHCIIOPTUPOBKM, OTPAHNYEHUS 110 LIMKIIaM 3aMOPO3KH (pa3MOpaKMBaHHS);

18) nogpobHass wuHpOpPMALKMS O TMOArOTOBKE K HCIOJIBL30BAHUIO
MEAUITUHCKOTO M3ACIUs sl JUArHOCTHKH in Vitro;

19) undopmanus, HeobOxogumas AN TPOBEPKH  MPaBHIBHOCTH

YCTAHOBKM MEIUIMHCKOTO W3JeNus JUIs JUArHOCTHKM In Vitro U ero
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rOTOBHOCTH K Oe3omacHOil paboTe MO HA3HAUCHHIO, OIpPEIEIEHHOMY
IIPOU3BOJUTEIIEM, C yKA3aHUEM CIIeIYIOIUX CBEICHHIA:

COJCP)KAaHWE M  MNEPUOAMYHOCTH TEXHUYECKOro  OOCIy)XKMBaHMs,
BKJIIOYAsl OYUCTKY U JIE3UH(EKITHIO METUIIHTHCKOIO U3/IENIHS;

HEOOXOAMMOCTh KalIuOpOBKHM it  oOecredeHHs Hajuiexalieidl u
6e3omacHOl pabGOTHl MEAUIIMHCKOTO M3JIEIHS Uil JUATHOCTHKM in Vitro B
TE€YEHHE CPOKa €T0 CITYKOHI;

METO/Ibl CHMIKEHHUS] PUCKOB, CBSI3aHHBLIX C YCTAaHOBKOM, KaaHOPOBKOIA
WM 00CITy>KUBaHHEM MEMIIMHCKOTO U3JIENHsl IS JUArHOCTUKH in Vitro;

20) peKOMeHalMK B OTHOLIEHUM TPONEAYp KOHTPOJS KayecTBa IMPU
HEOOXOAUMOCTH;

21) uadopMaluss 0 MNPOCICIKUBAEMOCTH 3HAUEHHUH, 3aJaHHBIX JUIs
KaJuOpaTopoB HIIM KOHTPOJIHBIX MAaTepHalioB, KOTopas oOecreunBaercs
IIOCPEACTBOM JIOCTYNHBIX peQepeHTHLIX METOAMK (METOJOB) M3MEPEHHS U
(UM DTAJIOHOB;

22) npouenypa TECTUPOBAHUS, BKIIIOYAs PacdeThl MW HMHTEPIPETAHU
pe3yabTaTOB TECTUPOBaHMS, M NpU HEOOXOMUMOCTH HUHGOpMAIHUsI O
LeJIeCO00Pa3HOCTH POBEAEHHUS TTOATBEPIKIAOIIMX TECTOB;

23) XapaKTepUCTHKH aHAJIUTHYECKOM 3pHEeKTUBHOCTH:
4yBCTBUTEJIBHOCTb,  CHEUU(PUUYHOCTh, HPABUIBHOCTh, IMOBTOPSIEMOCTD,
BOCIIPOU3BOJUMOCTb, IMpeaen oOOHapyXeHus: (JeTeKIHH) H JUanasoH
M3MEPEHHUs, BKIIOYasd HHPOPMALIMIO O BIMSHUH M3BECTHBIX HHTEP(EPEHTOB,
00 OrpaHMYeHUSX METOAAa U HCHOJb30BAaHUM JOCTYIHBIX pehepeHTHRIX
MaTepUaIoB U METO/0B aHaiu3a (10 IPUMEHHMOCTH );

24) XapaKTepUCTUKUA KIMHHYECKON 3(P(PEKTUBHOCTH: AHUArHOCTHYECKAs]
4yBCTBUTEIBHOCTE %} JUArHOCTHYecKast CHENUPUIHOCTH (mpu

HEOOXOIUMOCTH);
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25) duonoruueckuil peepeHTHBIN HHTEPBAJ IPH HEOOXOAMMOCTH;

26) unpopmauusi 00  WHTepEPUPYIOLIMX  BEIIECTBAX  WJIH
OIPaHWYEHHMSX, CBA3AHHBIX C Mpo0OH, KOTOphle MOIYT MOBJIMATH Ha
pe3yJIbTaT UCCIIEOBAHMS,

27) mpenynpexneHue 1 (W) crielidaabHble MephI MPEI0CTOPOKHOCTH
B OTHOLUCHMHM O€30MacHOW YTWIM3AIMU MEIMLIMHCKOTO M3IENHs s
JIMArHOCTHKM In VItro ¥ HpUHAUIeKHOCTeH (TMpU HaIWYHM), KOTOPHIE MpH
HEe0OXOJUMOCTH JOJDKHBI OXBATBIBATH CJICAYIOINE (DAKTOPHI:

MH(EKIIMOHHbIE UM MHUKPOOHBIE PHUCKU, B TOM YHKCJIE BO3MOKHOCTh
3arpsi3HEHUs  PACXONHBIX  MaTepuajgoB  HMHGMEKIMOHHLIMH  areHTaMH
YeJIOBEYECKOro MPOUCXO0XK/ICHHUSI,

OKOJIOTMUECKHE PUCKH, CBs3aHHbIE C IOTEHIHAILHO ONACHBIMH
MaTepuariaMy U BEelECTBAMMU;

¢usnyeckue pUCKM, B TOM YHCIIE BO3MOXHOCTH B3PLIBA WIIH
BO3TOpPaHMUS;

28) B OTHOIIEHUHM MEJUIMHCKOTO W3JEeTHs IS JUarHOCTUKH In Vitro,
IpeIHasHAaYeHHOro  JUIsl  CAaMOTECTHPOBAHHS  IOJIB30BATEIEM WM
TECTUPOBaHMsI BOJIM3H M1OJIL30BATENS], TAKXKE CIIEYIOLINE CBEIECHUS:

noApoOHas MHpOpPMALUs O MPOIEAype TECTHPOBaHUS (IIOATOTOBKA
peareHToB, 0TOOp (MOATOTOBKA) MPOOBI, MOPSAAOK BBIMOJHEHUS WU
UHTEPIIpEeTaIis pe3yIbTaTOB TECTUPOBAHMS);

PEKOMEHIAlMKi OTHOCHTENILHO JEHCTBUH I10Jb30BATENsl B Cllyuyae
MOJIOKHUTENBHOIO, OTPULATENLHOIO WM HEOINpPEeNesIeHHOTO pe3ylbTara
TECTUPOBAHUS,

MHGOpMalMs O IOTPEIIHOCTSX TecTa M BO3MOXKHOCTH IOJYyYEHHUS

JIOKHOITOJIOKHUTCIIBHBIX HJIH JIO’KHOOTPHIATCIBHBIX PE3YILTATOB
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TECTHPOBAHMS, & TAK)KE OTHOCHUTENBHO (PaKTOPOB, BIUSIOIIMX HA PE3YJIbTAT

TCCTUPOBAHHA,

MHQOpMaLMsT O  HEAONMYCTHMOCTH  TNPHHATHS  II0JIL30BaTElEM
MEJMUMHCKUX  pelleHud ©Oe3  mpeaBapuTeNbHOM — KOHCYIbTAlMM €
MEIHIUHCKHAM CIIE[IUAIIUCTOM;

29) naHHBIe O BBIITYCKE WM IIOCIEIHEM IEPEeCMOTPE HHCTPYKLUHU IO

IMPUMECHCHHIO,

30) undopmMaryisi o0 HEOOXOOMMOCTH  HAMpaBleHHsS  COOOIIEHMS
NPOU3BOJAUTENIO  WIM  €r0  YHOJHOMOYEHHOMY  TPEACTABHTENI0 O
HEXeIaTeIbHBIX COOBITHAX, KOTOPble MMEIOT NMPH3HAKK HEOJIArompuUsTHOIO
COOBITHSI (MHITUICHTA).

107. MHCTpYKLMST 1O TNPUMEHEHUI0 MOKeT OBITh TIpeJCTaBIeHa B
COKPALEHHOM BHJ€ WM Ha MAapKUpPOBKE (IJI1 MEOUIMHCKUX H3IEIHM st
JAMArHOCTUKHM 1N VItro KJIaccoB INOTEHIMANBLHOTO PUCKA NpHMeHeHHs 1 u 2a),
€CIIM MEIMIMHCKOE H3JeJINe MOXET OBITh HCIOJB30BaHO Oe30MacHO W II0
Ha3HAYECHUIO, OINpENEIEHHOMY IPOM3BOAUTENIEM, 0e3 WHCTPYKIHH IO
IPUMEHEHHUIO.

108. OmgHoOro 3K3eMmIsipa MHCTPYKLIUHU MO MPUMEHEHHUIO MOKET ObITh
JOCTAaTOYHO, €CIIM IIOCTaBISETCS HECKOJIbKO MEIULIMHCKHX H3IEIUI Ul
JIMaTHOCTHKU In Vvitro OJHOMY TIIONB30BATENI0 IO OAHOMY azapecy. Ilo
TpeOOBaHUIO  MOTPeOUTENsT  MPOU3BOIMTENH  JOJKEH  IIPEJOCTABHTE

AOIOJIHHUTCIIBHBIC SK3EMINISAPbI MHCTPYKIUH 10 TPUMCHCHHUIO.

V. JlokazarenbcTBa COOTBETCTBUS MEIUIITMHCKUX U3JIEITUM
obumM TpebopaHusM Ge30macHOCTH U 3G HEeKTHBHOCTH
B LIETISIX PETUCTPAIUH

109. CooTrBeTcTBHE MENMIMHCKOI'O MW3HeNMs HacTtosmMm  OOmuM

TpeOOBaHMsSM  oOOecreyrBaeTCsi BBIINOJHEHHMEM  YCTAHOBJEHHBIX  9THUM
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JOKYMEHTOM TpeOOBaHMH HEMOCPEACTBEHHO MO0 BLIMOIHEHUEM TPpeOOBaHHMA
CTaHJapTOB, BKIIOYEHHBIX B TepeueHb CTaHAapTOB, B pe3yJbTare
[IPUMEHEHHs KOTOPbIX Ha JOOPOBOIBHON OCHOBE IMOJHOCTBHIO WMJIM YaCTHYHO
oOecrieunBaeTcsi COONIOJIEHHE COOTBETCTBUS MEIHMIHUHCKOIO — W3JEIIus
HacTosuM OO1KM TpeOoBaHHUsIM (fanee — IePeUeHb ).

110. Ilepeuenr ~ GopMmupyeTcsi Ha  OCHOBAaHMM  MPeIOKEHHI
YIOJIHOMOYEHHBIX OpraHoB rocyapcTB-UIeHOB, IpUHUMAaETCs
pexoMmenganuel KomMucenn no corinacoBaHuio ¢ ToCyJapcTBaMU-UjIeHAMH H
NOJIEXKUT aKTyalu3aliK Mo Mepe HeOOXOAMMOCTH.

ITopsnox (opMHUpOBaHHS TepeuHs TMPUHUMAETCS peKoMeHaanuel
Komuccuu.

Jlnsg BKIIOUEHHs CTaHIApTOB B IEpeueHb YMOJIHOMOUYEHHBIE OpraHbl
rocyapcTB-4jIeHOB IpelcTaBisiioT B Komuccuto cBefenuss 1mo  ¢opme
COTIIaCHO MpusioxKeHuio No 1.

111. B umensix perucrpauv COOTBETCTBME MEIMIIMHCKOIO H3JIEIUs
HacTosMM OOmMM TpeGOBaHUSM TIOATBEPXAAETCS MPOU3BOJUTENIEM WM
€ro YIOJIHOMOYEHHBIM [pPEACTaBUTENIEM IOCPEJCTBOM TIPEJCTABIEHHUS B
YIOJIHOMOYECHHBIM OpraH rocyJapcTBa-wieHa CBEIEeHUW O COONOeHHN
YCTaHOBJIEHHBIX TpeOoBaHUN 1O QopMe corimacHo TpHIOKeHHI0 Ne 2.
VkazaHHasg Qopma 3amojHSETCSs B COOTBETCTBHH C  YCTAHOBJIEHHBIM
HOPSIIKOM.

112. JlokaszaTenabcTBa COOTBETCTBHUS MEIHUIIMHCKOTO W3 ETUSA
[I0JIOXKEHHUSAM, YCTAHOBJIEHHBIM NyHKTaMd 3, 6 u & Hacrosnmx OOmmx
TpeOOBaHMM, JODKHBI BKIIOYATh KJIMHUYECKOe OOOCHOBAHHWE HA OCHOBE

KJIHHHYCCKHX JaHHBIX O MCAHUIHWHCKOM U3OCTIHH.




ITPUITOXKEHHME Ne 1

kK OOum TpedoBaHusM Ge30MacHOCTH
1 3 HEKTUBHOCTH MEAUIIMHCKHX
M3/1eHid, TpeOOBaHUSIM K MX
MapKHPOBKE U 3KCIUTyaTallMOHHOM
JOKYMEHTAIH Ha HUX

®POPMA
NpeacTaB/JIeHUs CBeJeHHH I BKJIIOYEHHUs CTAHIAPTOR
B llepeYeHb CTAHJAAPTOB, B pe3yJibTaTe IPUMEHEHHsI KOTOPBIX
HA 100pOBOJILHOI OCHOBE NMOJHOCTHIO HJIH YaCTHYHO o0ecIeYnBaercs
co0/1101eHH e COOTBETCTBHS METHIIHHCKOTO H3/Ie/IUsl TPeOOBAHHAM
Oe3onacHocTH M 3P PeKTUBHOCTH MeTHITHHCKHX H3/1eTH i

Ob6o3nauenue | Haumenosanue Hata [Tpumensiemnpie [Iynxt
cTanmapra cTaHjapra BBEJICHUS pas3fienbl OO0mux TpedoBaHmit**
B JieiicTBUEe | craHmapta*
1 2 3 4 5

* YKaseIBarOTCs IpHMEHSEMBIE pasjienbl CTaHJapTa, €CIIM He BCe pasfieNbl CTaHIapra
00ecleunBaOT MPE3yMIILHI0 COOTBETCTBUS MEMIMHCKOrO u3jienus OOmuM TpeboBanusaM
OesonacHOCTH H (G ()EKTUBHOCTH MEJUIIMHCKUX H3[eiuil, TpeOOBAHMAM K WX MapKHPOBKE H
IKCIUTyaTallAOHHONW JOKyMEHTAllMM Ha HHX, yTBepkaeHHBIM Pemennem Cosera EBpazuiickoii
3KOHOMHYECKOH Komuccru oT 12 despans 2016 r. Ne 27,

** VKa3pIBacTCS  COOTBETCTBYIOHMH  nyHKT OOwmmx  TpeGoBaHuii  0e30macHOCTH U
3G (EKTHBHOCTH MEJHUIUHCKUX H3Iemuil, TpeOoBaHMH K HX MapKHPOBKE M JKCIIIyaTAlIMOHHON
JOKyMEHTallud Ha HHX, yTBepxkIeHHBIX Pemenuem Coera EBpasuiickoil 3KOHOMHUECKOH
xomuccHH 0T 12 ¢espanst 2016 r. Ne 27, KOTOpBIH BBIMOJHAETCS MPH MPUMEHEHHH pasjena
CTaH/1apTa, YKa3aHHoro B rpade 4 HacToseH GopMeL.




IMTPHUJIOXEHHUE Ne 2

K O61uM TpeboBaHugM 6€30I1aCHOCTH
1 3QPEKTHBHOCTH MEIULIMHCKHX
U3Jlenui, TpeOOBaHUSIM K UX
MapKUPOBKE U DKCTUTyaTalHOHHOIA
JOKYMEHTAllUM Ha HUX

®opma npeacTaBJaeHHs CBeJeHHH 0 COOTBETCTBHH
MeIMIHHCKOI0 H3/1e/ s TpeOoOBaHUSIM 0€30MacHOCTH
1 3 PeKTHBHOCTH MEAHIHHCKUX H3/1eJIN i
H NMOPSIAOK ee 3al0JIHeHUs

I. ®opma npencTaBiIeHUs CBEACHHUH O COOTBETCTBHUS
MEIUIUHCKOr0 U31eins TpeOOBaHUSIM 0€30MacHOCTH
1 5P PEKTUBHOCTH METUIIMHCKIX H3IeITHI

HanmenoBanue MCIHIUHCKOTO W3OCIIH .

Ilyaxt O6umx | [IpumeHHMOCTD Merton, PekBH3UTHI PexkBU3UTEHI Pesynpbrar
TpeboBaHMi K HCIIOJIB3YEMBIH | HOPMATHBHOTO JIOKyMEHTa, OLIEHKH
MEIUIHHCKOMY IS JIOKyMEHTa Ha |IIOATBEPIKJIAFOIIEr0
H3/ISTTHIO JIOKaQ3aTeNLCTBA |UCIIONB3YEMBIH|  COOTBETCTBHE
COOTBETCTBHS METOJ
1 2 3 4 § 6

I1. TTopsimox 3anosHeHus GOPMBI IIPECTaBIICHHS CBEIEHUI
0 COOTBETCTBMM MEIMIIMHCKOIO U3AeNUs TPeOOBaHUSIM
Oe3onacHOCTH U 3()(PEKTUBHOCTH MeAUIIMHCKUX U3IEIIHi

1.B rpade 1 yxas3biBaeTcs COOTBETCTBYIOUIHMA myHKT OO6Imux
TpeOoBaHuil Oe3omacHOCTH W APPEKTHBHOCTH MEAMIUHCKUX H3/AEIHI,
TpeOOBaHUI K X MapKHUPOBKE M HKCILTyaTAIIMOHHOMN JOKYMEHTAIMM HAa HUX,
yrBepxkaeHHbIX Pemennem Cosera EBpasuiickoii 5KOHOMHUYECKON KOMUCCUU
ot 12 depans 2016 r. Ne 27 (manee — O6mmue TpeGoBanus).

2.B  rpade

MpeayCMOTPEHHOE YKa3aHHBIM B rpade 1 myHktom OOmux TpeboBaHuii,

2 yKa3elBaercH,

IPUMEHUMO  JIH

TpeboBaHwue,

K MEOWLMHCKOMY M3ACIHIO («aa» Wiau «HeT»). Ecnu nanHoe TpeGosanue

HE MPUMEHUMO K MEIULMHCKOMY U3/EIIHI0, B rpade naercs oObsICHEHHE,
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3. B rpage 3 ykasbIBaeTcsl METOJI, IPUMEHEHHBIH JIJIs IOKA3aTelbCTRA
COOTBETCTBHUSI MEJMIIMHCKOIO H3Je/dsi TpeOOBaHHIO, MpPeAyCMOTPEHHOMY
ykasanHeiM B rpape 1 mymkrom OOmumx TpeGoBaHuit (Hanpumep,
IPUMEHEHHE CTaHJapTa, COOCTBEHHBIE HCIBITAHUS C HCIOJIL30BAaHUEM
CTaHIapTU30BaHHOTO METOJA, UCIBITAHUS C UCIIOJIB30BAaHHEM COOCTBEHHOTO
METOJa WCIBITAHUM, HCIBLITAHUsS, NPOBEJEHHBIE TPeThel CTOPOHOH, WM
JIpyroil MeTo).

4. B rpade 4 yxaspIBarOTCs peKBU3UTHI HOPMATHBHOTO JTOKYMEHTAa Ha
METOJI, MCIOJIB3YEeMBIH Ul J10Ka3aTesIbCTBA COOTBETCTBHA MEIMIIMHCKOTO
u3Jienus TpeOOBaHUIO, IPENyCMOTPEHHOMY yKa3aHHBIM B rpade 1 myHKTOM
O6mux TpeboBaHHil.

5.B rpade 5 YKa3pIBalOTCA ~ PEKBU3UTHI  JIOKYMEHTOB,
IOATBEPIKAAIOIIMX COOTBETCTBUE MEIUIMHCKOr0 u3Jenusi TpeboBaHuIo,
MPeyCMOTPEHHOMY yKa3aHHbIM B rpade 1 myHkrom OOmmx TtpeGoBaHumi
(IIPOTOKOJIOB  HCHBITAaHUHM, CepTU(UKATOB, JCK/IApaluii COOTBETCTBUS,
OTYETOB O IIPOBEACHHBIX UCCIIEIOBAHUSX, IPYTUX JJOKYMEHTOB).

6.B rpade 6 ykazpBaeTcs 3aK/IOYEHHE O COOTBETCTBHM WJIH

HECOOTBETCTBUHU MEIUIMHCKOT0 u3zenust O0ImuM TpeboBaHusIM.




