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006 yrBep:knenuu [lopsinka npegocraBieHus,
nepeogopmMiIeHUs, NMOATBEPKACHUA U OTMEHBI pa3pellieHUs HA IPUMEHeHHe
He3aPerucTPMPOBAHHOIO MEAUIIMHCKOIO M3/1eJIMsl AJIsl IMATHOCTHKH in vitro

B coorBerctBuM ¢ uwacthto 11! crtatbu 38 dDenepanbHoro 3akoHa «0O0
OCHOBax OXpaHbl 370pOBbs IpaxaaH B Poccuiickoit @enepauum» [IpaButenscTBO
Poccutickoit deaepanyn NOCTaAHOBIISET:

1. YTBepauts npuiiaraemoie:

[Topsimok mpemocTaBieHus, nepeoPopMICHHS, MOATBEPKICHUS U OTMEHBI
pa3pellieHus] Ha NPUMEHEHUE HE3aPErMCTPUPOBAHHOTO MEAUIMHCKOIO WU3JEIus
JUISL JUArHOCTHKH 1n Vitro;

TpeOGoBaHUsI K METUIIMHCKUM OPTaHU3alUsIM, B KOTOPBIX M3TOTABIMBAIOTCS
U TIPUMEHSIIOTCS] HE3apEeTUCTPUPOBAHHBIC MEIUITMHCKUE U3 JIJIsl TUArHOCTUKHU
In vitro;

TpeGoBanus K HE3apEeTUCTPUPOBAHHBIM METUIIMHCKUM W3ACIHSIM IS
MUArHOCTHUKH In Vitro.

2. Peanu3zauus NOJTHOMOYMN, NPEAYCMOTPEHHBIX HACTOAIIUM
IIOCTAHOBJICHHEM, OCYLIECTBIISIETCS B MIPE/EIIaX YCTaHOBIEHHbIX [IpaBUTENHCTBOM
Poccuiickoit deaeparuu npeaeaIbHON YHUCIEHHOCTH PAaOOTHUKOB IEHTPAbHOIO
anmnapara denepanbHON CIyXObI IO Ha/I30py B cepe 3IpaBOOXPAHECHHUS, a TAKKE
OIOJKETHBIX aCCUTHOBaHMM, MpeaycMoTpeHHbIX Cityk0e B (pefiepabHOM OrOJIKETE
Ha PYKOBOZCTBO M YIIPaBJICHHE B cpepe YCTaHOBIEHHBIX (YyHKIUN

3. Hacrosmee nocranosnenue Berymnaer B cuity ¢ | suBapsa 2022

[Topsimok u TpeboBaHMsI, YTBEPKICHHBIE HACTOSIIUM TOCTAHOBIICHUEM,
nerctBytot 110 1 stHBaps 2028 1o

[Ipencenarens [IpaBurtenscTBa
Poccuiickoii @enepanuu M. MuiyctuH






YTBepxkacH
nocraHosyieHueM [IpaBurenscTBa
Poccuiickon @enepanun
oT « » 2021 Ne

Hopsgoxk
npeaocTaBjieHus, nepeodopmiieHnsl, MNOATBEPKIAEHUSA U OTMEHbI pa3pelieHust
HA MPUMEHEeHUE He3aPerucCTPUPOBAHHOIO MeIUIIUHCKOTO U3/1eIusl
IJISE TMArHOCTHKH in vitro

l.Hactosmuit Ilopsgoxk omnpenenseT NpouUeaypy NpeaoCTaBICHUS,
nepeoopmiIeHHs, TOATBEPKIACHUS M OTMEHBI pa3pelnieHusT Ha MPUMEHEHUE
HE3apEerUCTPUPOBAHHOIO MEIUIIMHCKOTO W3AeNUs JUIsl JUArHOCTHKU 1n Vitro
(manee — paspernieHue).

2.B nacroamux [IpaBriiax HCnonb3yrOTCA CIEIYIONME OCHOBHbBIC TIOHATHUS:

«0€30MacHOCTh HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO U3JACIUS IS
JUATHOCTHKH 1N Vitro» - OTCYTCTBHE HEAOMYCTUMOTO PUCKA MPUYWHEHUS Bpena
KU3HU, 3J0POBBI0 YEJIOBEKA M OKPYXKAKIIEH CpeAe IPpU HUCHOJIb30BAHUU
HE3apEerUCTPUPOBAHHOTO MEIUIIMHCKOTO W3AENUs ISl JTUATHOCTHKHU in Vitro 1o
HA3HAYEHHIO B YCIOBUAX, IPEAYCMOTPEHHBIX U3TOTOBUTENIEM;

«Ka4eCTBO HE3aperHCTPUPOBAHHOIO MEIMLUMWHCKOTO H3AEIUS OIS
JIUArHOCTUKHU In Vitro» - COBOKYIHOCTh CBOMCTB M XapaKTEPUCTHUK
HE3apPETUCTPUPOBAHHOTO MEIUIIMHCKOTO W3NS JJIi JUarHOCTUKH 1n  Vitro,
BIUSIONIMX HA €ro CrocOOHOCTh JEHCTBOBATh MO HA3HAYEHUIO MPU YCIOBUU
COOTBETCTBHSI TPEOOBAHUSIM TEXHUYECKOM M 3KCIUTYyaTallMOHHOW JTOKyMEHTaIluu
U3TOTOBUTEIIS;

«HE3aPETUCTPUPOBAHHOE MEIUITMHCKOE M3/IETUE JIJISl IMarHOCTUKU 1n Vitro»
- MEJUIIMHCKOE U3/IeNIne, KOTOPOE MPEAHA3HAUYCHO JIJIsl TUarHOCTUKH 3a00JIeBaHUI
NyTeM TMPOBEICHUS HCCIEJOBaHUM 00pa3loB OMOJOTHUYECKOro MaTepuania
YEJI0OBEKa BHE €ro OpraHu3Ma, HW3TOTOBJIECHO B MEAUIMHCKONM OpraHu3aluu H
MPUMEHSIETCS B MEULIMHCKOM OpraHU3alliy, €ro N3rOTOBUBIIEH;

«J10Ch€ Ha HE3APETUCTPUPOBAHHOE MEAUILIMHCKOE U3EIUE ISl JUATHOCTUKHU
in vitroy - KOMIUIEKT JOKYMEHTOB, MPEACTABISIEMBIX JIsi TPEIOCTABICHUS,
MOJTBEPXKACHUS, TMEepeoOPMIICHHSI pa3pelieHus, a TaKKe KOMUU peIIeHuH,
npuHAThIX DenepanbHO cimyk00i MO HaA30py B cdepe 3apaBOOXpaHEHUS B
OTHOILLIEHHH KOHKPETHOTO HE3apETHUCTPUPOBAHHOTO MEIMIIMHCKOTO M3IETUs IS
JMUATrHOCTHUKMU 1N ViItro;

«T€XHUUYECKass JAOKYMEHTAUUs HU3TOTOBUTENA» - JTOKYMEHTHI,
PETIAMEHTUPYIOIIUE KOHCTPYKIIMIO HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO
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U3JENHS I JUArHOCTHKY 1n VItro, yCTaHaBIIMBAIOIINE TEXHUYECKUE TPEOOBAHUS
Y COJEprKalllie JaHHBIE JIJISl €r0 U3TOTOBJICHUS, YTHIM3AUUN WIH YHUUTOKECHUS;

«3KCHJyaTalMOHHAs JOKYMEHTalUsl HU3rOTOBHUTENA» - JOKYMEHTHI,
npeaHa3HaY€HHbIE JAJs1 O3HAKOMJIEHUs MOTpeOuTens ¢ KOHCTpyKUHel
HE3aperuCTPUPOBAHHOIO MEAMIIMHCKOTO HW3JeNMsl JUIsl JMAarHOCTUKHM in  Vitro,
perlaMeHTUpPYIOUIME YCIOBUS M TMpaBUJIa JKCIUIyaTaluu (IPUMEHEHHUS U
XpaHEHMs), 3HAYEHUS OCHOBHBIX MapaMeTpPOB, XapaKTEpPUCTUK (CBOMCTB)
HE3apEeruCTPUPOBAHHOTO MEIUIIMHCKOTO U3JENMS JIs1 JUATHOCTUKH 1n Vitro;

«3(PPEeKTUBHOCTh HE3aPETUCTPUPOBAHHOIO MEIULMHCKOTO W3JENIus s
AMATHOCTUKHU 1in VItro» - COBOKYNHOCTb CBOWCTB MU XapaKTEPHUCTHUK
HE3aperuCTPUPOBAHHOIO MEAMIMHCKOTO W3JeNHsl Il JAMAarHOCTUKHM in  Vitro,
obecrneunBaOIUX JOCTUKEHUE IeJiel NpeaHa3HaueHUs, YCTAaHOBJIEHHOTO
M3TOTOBUTENIEM U IOATBEPKACHHOIO MPAKTUKON KIIMHUYECKOTO IIPUMEHEHHS.

3.IlpenocraBneHue paspelieHus, €ro MOATBEpKICHUE, NepeodopMIICHHE
WM OTMEHa ocyulecTBisioTcs DenepanbHOl Ciyxk00i 1Mo HaaA30py B cdepe
3[paBOOXpAaHEHUsl (Jlajee — pa3peluTeNbHbI opraH). Paspemienue nencTByer
OeCCpOYHO MpPH YCIOBHH MOATBEPKIACHUS PA3PEIICHUs KA Ible MSTh JIET CO JTHS
IPEIOCTABICHUS Pa3pEIICHHUS.

4.PenmieHue O MNPEAOCTABICHUM pa3pelieHUs WM €ro IMOATBEPKIACHUU
IPUHUMAETCSl HA OCHOBAHUHU PE3YyJIbTAaTOB 3KCIIEPTHU3bI KauecTBa, 0€30MaCHOCTU U
3(peKTUBHOCTH HE3apETUCTPUPOBAHHOIO MEIUIIMHCKOTO U3JENusd Ijd
JUArHOCTHKU 1n VItro, OCyIIECTBIsIEMON (enepalbHbIM TOCYAapCTBEHHBIM
OIOJKETHBIM YUPEKIECHUEM, MOABEAOMCTBEHHBIM pPa3pEeIINTEIbHOMY OpraHy
(amee — DOKCIEPTHOE YUPEXKACHHUE), OpraHu3alus U MPOBEACHHE KOTOPOMU
ocymecTsiseTcss comacHo npwiokenuto Ne 1. Ilo pesynpraram 3KCnepTH3bI
KayecTBa, 0e30macHOCTH M 3PPEKTHUBHOCTU HE3apPETUCTPUPOBAHHOTO
MEIULMHCKOTO W3JeNns JJI1 AMATHOCTHKHU In VItro 3KCIEPTHOE YUPEkKICHHE
oopmiisieT 3akitodeHHe, (opMa KOTOPOTO YTBEP)KIACTCS pPa3pelIMTEIbHBIM
OpIaHOM.

5.3a npenocrasneHue, nepeoGopMIeHUE U OATBEPKIACHUE pa3pelleHus,
a TakXKe 3a MPOBEJIEHNE HKCIEPTU3bI KauecTBa, 0€30MacCHOCTH U 3(PPEKTUBHOCTH
HE3apEruCTPUPOBAHHOIO MEIMIIMHCKOTO M3JENMs NIl AUArHOCTUKM in Vitro B
LEIAX MPEJOCTABICHUS pa3pellieHUss WIM €ro MNOATBEPKICHHUS B3UMAETCS
roCyJapCTBEHHAasl MONUIMHA B COOTBETCTBUM C 3aKOHOJIATEILCTBOM Poccuiickoit
Oenepanuu 0 Hanorax U cObopax. Mudbopmamms o0 ymiate rocyrapCTBEHHOU
NOWIJUHBI 3alpallMBacTCs pa3pelIUTEIbHBIM OpPraHoOM B HOpsAIKE
MEXBEIOMCTBEHHOTO HMH(OPMAIIMOHHOTO B3aWMOJICHCTBUS B COOTBETCTBUU C
®enepanbHbIM 3aKOHOM «O0 OpraHu3aluy NpeJoCTaBIECHUS TOCYAapPCTBEHHBIX U
MYHUIUNIATBHBIX YCIIyT».

6.1 mpenocTraBieHUsT WM TOATBEPKACHUSA Pa3peICHHs] OpraHu3auus,
OCYIIECTBIISIIOIIAsT MEIHMIMHCKYIO JAESATEIbHOCTh, B KOTOPOH IUIAHUPYETCS



W3TOTABIIMBAaTh WM M3rOTaBIMBACTCS HE3aPETUCTPUPOBAHHOE MEIUIIMHCKOE
U3JIeNe JJIl TUAarHOCTUKM In Vitro (majgee — MEAWIMHCKAas OpTraHU3aIvs),
npeAcTaBiIsieT JU00 HampaBisSIET B pPa3pelIMTEIbHBIM OpraH 3asBICHHUE O
NPEAOCTABICHUU WIM TOATBEPKICHUN pa3pelieHus, a TakXKe JOKYMEHTBHI,
yKa3aHHbIe B yHKTax 9 u 11 nacrosuiero [Hopsiaka.

7.3asBIeHHE O MOATBEPKIACHUHU pa3pelIeHUs] MPEICTABISETCA HE paHee YeM

3a 120 pabounx JHEH 10 HACTYIUIEHUS CPOKa MOATBEPKICHUS pa3pelIeHusl.

8.B 3asBieHMH O MPENOCTABICHUU WIM TOATBEPKICHUU pa3pelIeHUs

YKa3bIBAIOTCS CJICIYIOIINE CBEACHUS:

1) HauMeHOBaHUE HE3aPETUCTPUPOBAHHOIO MEAMIIMHCKOTO HW3ACIHS IS
JUArHOCTUKH 1n Vitro (C yKa3aHHEeM NPHHAICKHOCTEH, HEOOXOMUMBIX IS
NPUMEHEHUS] MEUIIMHCKOTO U3/ENHS IO HA3HAYEHUIO);

2) nonHoe U (B cCiyyae, €ClIM HMMEETCS) COKpAlIEHHOE HAaWMEHOBAaHUE
MEAUIIMHCKOW OpraHu3aluv, B TOM uHcle (UPMEHHOE HAaWMEHOBAaHUE,
opraHu3alUuoOHHO-TIpaBoBas ¢GopMa MEJUIMHCKOW OpraHuU3alluH,
UJCHTU(PUKAIIMOHHBIM HOMEP HAJIOTOIIATEIbIINKA, aJPEC MECTa €€ HaXOKACHUS, a
TaKke HoMepa TeJIeOHOB U (B CiIyuae, €ClIh UMEETCS) aJIpecC FMEKTPOHHOMN MOUTHI;

3) cBeleHUs O JUIEH3UU HA OCYIIECTBICHUE MEAUIIMHCKON NIeSITEIbHOCTH,
IPEIOCTAaBIECHHON MEIUIIMHCKON OpraHu3allid, C YKa3aHHEM PErucTPaliOHHOTO
HOMEpA JIMIEH3UH, AaThl €€ MPEIOCTABICHUS U HAUMEHOBAHUS JIMLEH3UPYIOLIETO
opraHa, a Takxe pa0oT (yCiIyr), COCTaBISIONIMX MEIUIIMHCKYIO JEATEeIbHOCTD,
COMIACHO JIMIIEH3UH, TIPU BBIOJHEHUH (OKa3aHWM) KOTOPBIX MpPEIHA3HAYEHO JUIs
MPUMEHEHUST HEe3apEruCTPUPOBAHHOE MEIUIIMHCKOE U3JIeue Il JUAarHOCTUKH 1n
vitro (nmanee — cdepa TPUMEHEHUS HE3aPETUCTPUPOBAHHOTO MEAUIIUHCKOIO
W3NS T TUArHOCTHKY in Vitro);

4) MecTO M3rOTOBJIEHHUSI HE3aPETUCTPUPOBAHHOIO MEIUIIMHCKOTO W3IETUs
JUISL JUATrHOCTHKH 1n Vitro;

5) Ha3HaueHWE HE3aPETHUCTPUPOBAHHOTO MEIUIIMHCKOTO W3AEIUs JUIs
JMArHOCTHUKHU 1n VItro, yCTaHOBJIECHHOE U3TOTOBUTEIIEM;

6) BUI MEAMIIMHCKOTO W3AENHS B COOTBETCTBUM C HOMEHKJIATypHOU
KJaccuduKkaruen MeIUIMHCKUX U3IEIUH;

7) B ciydae MOATBEPXKIACHUS Pa3pelICHUs] — CBEJICHUSI O paHee BbIJAaHHOM
pa3pellIeHN:

a) HOMEp pa3peIICHHUS;

0) mara mpeoCTaBICHUS Pa3pEIICHNUS;

B) Jara IOCJEIHEro NOATBEPKICHUS pa3pelieHUus B clydyae €cliu
paspenieHue paHee MoATBEPKIAAN0Ch.

9.llns1 mpenocTaBiICHHUs pa3pelieHUss MPEICTABISIIOTCS CIeAYIOUNe

JIOKYMEHTHI:

1) pekomMmeHAOBaHHAs HDKCIHEPTHBIM COBETOM IO BOIpocam

HE3apETUCTPUPOBAHHBIX MEAUITMHCKUX W3IEIUN 11 UAarHOCTUKH 1in  Vitro,
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CO3/IaHHBIM TIPU MEAWIIMHCKOW OpraHW3aIi (JIajee — DKCICPTHBIA COBET) M
OCYIIECTBISIONMAM CBOIO JEATEIBHOCTh B COOTBETCTBUHM C TIOJOXKEHUEM 00
OKCTIEPTHOM COBETE, BKIIOYAIONIUM TpEeOOBaHUS K €ro wWieHaM, COTJIacHO
IpUIOKEHNUIO Ne 2, 1 yTBepKACHHAs PYKOBOJUTEIEM MEIUIIMHCKON OpraHu3aIuu
TEXHHYECKass JOKYMEHTAIMsd H3TOTOBHUTENS Ha HE3aperHCTPUPOBAHHOEC
MEJUIIMHCKOE H3JeNINe Il JUArHOCTHUKHM In Vitro, cojepskaimias CBEACHHUS 10
NEPEYHIO COITIACHO NPHIIOKEHUIO Ne 3;

2) peKoMEcHJAOBaHHAs JKCIEPTHBIM COBETOM W YyTBEpPXKJICHHAS
PYKOBOIUTEIEM MEIUIIMHCKOW OpTraHW3alliyd JKCIUTyaTallMOHHAS JTOKyMEHTAIUs
M3TOTOBUTENS HA HE3APETUCTPUPOBAHHOE MEIUITMHCKOE U3ICTTUE IS TUATHOCTHKU
in vitro, comeprkaias CBeJICHHS 110 IEPEUHIO COTIACHO MPHIIOKEeHHUI0 No 4;

3) cBeAeHUS, MNOATBEPXJTAIOIMUE BO3MOXHOCTh NPUMEHEHUS
HE3apPETUCTPUPOBAHHOTO MEAUIIMHCKOTO M3ACIHS IS JUATHOCTHUKH In Vitro s
JIMAarHOCTUKH 3a00JIeBaHUN B COOTBETCTBUU C IKCIUTyaTallMOHHON JIOKYMEHTAaIuen
WU3TOTOBUTEIIS:

a) U1 peareHToB, HA0OPOB JIJIs ONPEACIICHUSI AHAJIUTOB JIJIs1 JUATHOCTUKHU
In vitro:

CBCJICHHS, TOATBEPKIAIONMINE COOTBETCTBUE XaPAKTEPUCTUK (CBOMCTB)
HE3apPETUCTPUPOBAHHOTO MEIMIIMHCKOTO W3ISHUS IS JUarHOCTHKW in  Vitro
TPeOOBAHUSAM TEXHHUYECKON M DKCILTYyaTalIMOHHOM JIOKYMEHTAIIUH N3TOTOBUTEIIS;

CBEJICHUS, IMOJIyUeHHBIE H3TOTOBUTEJIEM HE3apeTrUCTPUPOBAHHOTO
MEJUIIMHCKOTO W3JeNUs JJIS JUArHOCTUKHU In Vitro W (Wiau) onmyOJUKOBaHHbBIC B
pELICH3UPYEMBIX HAYYHBIX H3JaHHUAX, ITOATBEPKIAONINE BO3MOXKHOCTH €ro
NPUMEHECHUS 10 HA3HAYCHUIO B COOTBETCTBHU C ODKCIJIyaTallMOHHOM
JOKYMEHTAIMEeH W3TOTOBUTENS, B TOM YHCJE IMOATBEPKIAIONINE KIMHHUYECKYIO
3¢ (HEKTUBHOCTH U 0€30MMaCHOCTh HE3aPETUCTPUPOBAHHOTO METUITMHCKOTO U3/ICTTHUS
JUISL JUATrHOCTHKH 1n Vitro;

0) /sl peareHTOB OOIEIa00paTOPHBIX I JMArHOCTHKM In Vitro, cpen
MUTATEIbHBIX U1 TUarHOCTUKY In Vitro, o01iemadopaTopHoro o60pyaoBaHus s
JIMAarHOCTHKH In Vitro, eMKOCTeH (KOHTEHHEpOR) sl Tpod U 0011enadopaTopHbIX
PaCXOHBIX MaTEPUAJIOB JJIsl AMATHOCTUKH in Vitro:

CBCJICHHS, TMOATBEPKIAIOIINE COOTBETCTBUE XapaKTEPUCTUK (CBOMCTB)
HE3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3ACIUS IS JUATHOCTHKH 1n  Vitro
TpeOOBAaHUSIM TEXHHUYECCKON M SKCILTyaTalIMOHHOM JIOKYMEHTAITUH N3TOTOBUTEIIS;

CBCJICHUS, IOJIydeHHBIE H3TOTOBUTEJIEM HE3apeTHCTPHPOBAHHOTO
MEJIHMIIMHCKOTO U3JIEHus JUIS JIHAarHOCTUKH In Vitro, MOATBEPXKIAAIOIIHUE
BO3MOXXHOCTh €TI0 MPUMEHEHHUS [0 Ha3HAYEHHID B COOTBETCTBUHU C
AKCIUTYaTalMOHHON JTOKYMEHTAIIMEW U3TOTOBUTEIIS;

B) IS aHAJIM3aTOPOB ISl AUATHOCTUKH 1n Vitro:
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CBEJICHMS, MOATBEPKIAIOIINE COOTBETCTBUE XAPAKTEPUCTUK (CBOMCTB)
HE3apEruCTPUPOBAHHOTO MEIUIIMHCKOTO W3IEIHUs JUIs JAMAarHOCTHKH In  Vitro
TpeOOBAHUSIM TEXHUYECKON M SKCILTyaTallHOHHOMN TOKYMEHTAlUN U3TOTOBUTEIIS;

CBEJECHUS, IOJYUYEHHBIE H3TOTOBUTEIEM HE3aPErUCTPUPOBAHHOIO
MEIUIMHCKOTO W3AENUS JJIsl JUAarHOCTUKHU 1n Vitro, MOATBEPKIAOIINE
BO3MOXXHOCTh €ro MNPUMEHEHHUS IO HAa3HAYEHUIO B COOTBETCTBUMU C

PKCMJYaTAallMOHHOM JOKYyMEHTAalMel H3TOTOBUTEJISI, B TOM YHCIE
NOJNTBEPKJAAIOMIUE KIMHUYECKYIO 3(PPEeKTUBHOCTh U 0OE€30MaCHOCTH
HE3apEruCTPUPOBAHHOTO MEIUIIMHCKOTO U3JENHS ISl JUArHOCTUKH 1n ViItro;

4) o0ocHOBaHME HEBO3MOXHOCTH YCTaHOBJEHHUS CTAaTUCTHYECKH
JIOCTOBEPHON JAMAarHOCTUYECKOM YYBCTBUTEIBHOCTU W (WJIM) AUArHOCTUYECKOU
CHEU(PUUYHOCTH METO/a AUATHOCTHKU C MPUMEHEHHEM HE3aperUCTPUPOBAHHOTO
MEIUIMHCKOTO HW3JeNusl [JIsi JUAarHOCTUKU 1n Vitro, MOATOTOBJICHHOE B
COOTBETCTBUM C TMpaBUIAMHU TMOJITOTOBKM OOOCHOBAHHUS HEBO3MOXXHOCTH
YCTaHOBJICHUS CTATUCTUYECKHU JJOCTOBEPHOM NTUArHOCTUYECKOW YyBCTBUTEIBLHOCTH
U (WIM) TUAarHOCTHYECKOM CHeU(pUIHOCTH METO/Ia JUATHOCTUKH C IPUMEHEHUEM
HE3apErUCTPUPOBAHHOIO MEIMLMHCKOTO HW3JAENusl I JAMArHOCTUKH In  VItro
cornacHo mnpuioxkenuto Ne 5 u (wim) 0OOCHOBaHHE HEIEIECO0OPA3ZHOCTH
OCYILLECTBJIECHUS TOCYJAapCTBEHHOW PpErucTpanuu MEIUIMHCKOrO W3Ienus,
OCHOBAaHHO€ Ha COIOCTaBJICHWU (PUHAHCOBBIX 3aTpaT HA TAKyK PETUCTPAILUI0 U
CYLIECTBYIOLEH MOTPEOHOCTH B MPOBEACHUM JAMATHOCTHMUYECKOTO HCCIIEAO0BaHUS,
MOJATOTOBIIEHHOE B COOTBETCTBHM C IMpaBWJIAMHU MOJATOTOBKM OOOCHOBAHUS
HEleNeco00pa3sHOCTU OCYIIECTBIEHUSI TOCYAapCTBEHHOW perucrpauuu
MEUIIMHCKOTO U3ACNHS JJIsl JMATHOCTUKH 1n Vitro COrIacHO NMpuiioxkeHuto Ne 6;

5) Komus cocTaBa 3KCHEPTHOIO COBETA C YKAa3aHUEM YUEHBIX CTENEHEH €ro
YJICHOB, YTBEPKIEHHOIO PyKOBOAUTEIEM MEIULINHCKON OpraHu3alny;

6) Komuu MPOTOKOJOB 3aCENaHUIl SKCIEPTHOIO COBETa, Ha KOTOPBIX
PEKOMEHIOBAaHbI TEXHUYECKAsI TOKYMEHTAIlUsS U3TOTOBUTEIS U DKCILTyaTallMOHHAS
JOKYMEHTAIIMsI M3TOTOBUTENS HA HE3apETrUCTPUPOBAHHOE MEIUIIMHCKOE H3/IENne
JUISL JUArHOCTHKH 1n Vitro;

7) OnUCh TOKYMEHTOB.

10.B cnyyae ecnm AOKYMEHTHI, yKa3aHHbIE B TOJIYHKTe 3 IyHKTa 9
Hactosimiero Ilopsigka, cocTaBlieHbl Ha HMHOCTPAHHOM S3bIKE, OHHU
IPEICTaBISIOTCS C 3aBEPEHHBIM B YCTAHOBJIEHHOM IIOPSAJKE IEPEBOJOM Ha
PYCCKHM SA3BIK.

11.]Ina moATBEpXKIEHUA pa3pelieHUs NPEACTaBISIOTCS CIEAYIOUIUE
JIOKYMEHTBI:

1) cBemeHus O NPUMEHEHMH HE3APETHCTPUPOBAHHOTO MEIUIIMHCKOIO
U3JENHS ISl TIMarHOCTUKHU 1n vitro B TEUEHHUE CPOKa JAEHCTBUS MPENIOCTABIEHHOTO
WM TMOJATBEPKACHHOTO pa3pelieHus, MOATBEPKAAIOIIUE BO3MOXHOCTh €ro

NPUMEHEHUS IO HA3HAYEHUIO B COOTBETCTBUHM C SKCHJIYaTalMOHHOU
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JOKYMEHTAIMEeH HW3TOTOBUTENS, B TOM YHCJIE IMOATBEPKIAIONINE KIMHUYCCKYIO
3¢ (HEKTUBHOCTH U 0€30MMaCHOCTh HE3aPETUCTPUPOBAHHOTO METUITMHCKOTO U3/ICTTHUS
JUISL JUATHOCTHKH 1n Vitro;

2) o0ocHOBaHME HEBO3MOXHOCTH YCTAaHOBJIECHUS CTAaTUCTHUYECKH
JIOCTOBEPHON AMArHOCTUYECKONW YYBCTBUTENIBHOCTH U (WMJIM) JUATHOCTUYECKOU
cnenuUIHOCTH METoJa AMArHOCTUKU C MPUMEHEHHEM HE3aperucTpUpPOBAHHOTO
MEIUIIMHCKOTO HW3JENus JJIsl JHAarHOCTUKH in Vitro, MOATOTOBJICHHOE B
COOTBETCTBUHM C TIpaBUJAMH IOJTOTOBKH OOOCHOBAaHHS HEBO3MOXXHOCTH
YCTaHOBJICHUSI CTATUCTHYECKHU JIOCTOBEPHON MTUArHOCTUYECKOW YyBCTBUTEILHOCTH
U (MJIM) TUAarHOCTUYECKONW CHEU(MUIHOCTH METOAA JUATHOCTUKHU C TPUMEHEHUEM
HE3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3MAENUs I JUArHOCTUKH 1IN VItro
commacHo mpwioxkeHuto Ne 5, u (wim) 0OOCHOBaHME HEIEIECOO00PaA3ZHOCTH
OCYILECTBICHUS TOCYJApPCTBEHHOW PErUCTpPAlUM MEIUIIMHCKOTO W3/eus,
OCHOBaHHO€ Ha COIOCTaBJICHUU (PUHAHCOBBIX 3aTpaTr HAa TAKyl PErHCTpALUI0 U
CYIIECTBYIOMIEH MOTPEOHOCTH B MPOBEIACHUU TUATrHOCTHYECKOTO HCCIICIOBAHUS,
MOJITOTOBJICHHOE B COOTBETCTBHH C TPaBWJIAMH TIOJATOTOBKA OOOCHOBaHHS
HEIEeJeCOO0OPa3sHOCTH OCYIIECTBIEHUS TOCYIapCTBEHHON perucTpamnuu
MEIUITUHCKOTO W3AEIUS JUIsl TMarHOCTUKH in Vitro COTIacHO MPMIOKEHHUIO Ne 6;

3) onuch IOKYMEHTOB.

12.3asiBieHne O NPEAOCTAaBICHUHM WM MOATBEPKIACHUU pa3pelICHUs U
npuiaraéMble K HEMY JOKYMEHTBI, MPEAYyCMOTpEHHblE IyHKTamMu 9 u 11
HacTosmero Ilopsinka, MeauUUHCKass OpraHu3alus HampaBisieT B
pa3penuTeNbHBI OpraH ¢ HCIOJb30BaHUEM (enepaabHON TOCyIapCTBEHHOM
nHGOpMaUOHHOW cucTeMbl «EnumHas cucrtemMa HUACHTHPUKANUU U
ayTeHTUQUKauuu B HHPPACTPYKType, obOecreduBaromein uHGOpMAIMmOHHO-
TEXHOJOTUYECKOE B3aMMOJICHCTBHE WH(POPMAIMOHHBIX CHUCTEM, HCIOJIb3YEeMbIX
UL TPEeJOCTaBICHUS TOCYIapCTBEHHBIX W MYHHUIUMNAIbHBIX YCIYT B
NIEKTpOHHOU (opme» (mamee — eaumHass cucTeMa HUACHTUPUKALUHU U
ayTeHTU(pUKaAIMK). 3asBICHUE O TMPEJOCTABICHUU WIH MOATBEPXKICHUU
paspenieHus U IpuiiaraeMble K HEMY JOKYMEHThl MEIUIIMHCKAash OpraHu3allus
BIIpAaBE IMIPEACTABUTh B pa3pelIUTEIbHBIN OpraH Ha OyMa)XHOM HOCHTEIe
HEMOCPEICTBEHHO WJIM HAMPaBUTh 3aKa3HBIM IIOYTOBBIM OTIPAaBICHHUEM C
YBEIOMJICHUEM O BPYyYCHHH.

13.Pa3pemmrenbHbIil Oprad MPUHUMAET 3asBICHUE O MTPEI0CTABICHUN
WIN TIOATBEPXKJICHUM pa3pelieHuss W TpujaraeMble K HEMYy JOKYMEHTHI U
YBEAOMJISIET MEIUIIMHCKYIO OPraHu3alii0 O MPHEME YKa3aHHBIX 3asBICHUSA U
JOKYMEHTOB C HCIOJb30BAHUEM €IWHOW CHUCTEeMbl HICHTUPUKALUU U
ayTeHTU(UKAINH B JICHb IPHUEMa.

B cmydae mnpexncraBieHUs MEIUUMUHCKOM OpraHu3alMed 3asiBICHUS O
NPEIOCTABIICHUN WA TIOATBEPKICHUU PAa3pEIICHUS W TpUIaraeMblXx K HEMY
JIOKYMEHTOB B Pa3peIIUTEIbHBIN OpraH Ha OyMa)KHOM HOCHUTENEC KOTHS OIHUCH C
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OTMETKOM O JlaTe NpHeMa YKa3aHHBIX 3asBJICHUS U JOKYMEHTOB B JI€Hb INpUEMa
Bpy4YaeTcs MPENCTABUTEN0 MEIUWLIMHCKON OpraHu3aluy WM HamlpaBis€TCS €My
3aKa3HbIM IIOYTOBBIM OTIIPABIEHHEM C YBEJOMJICHHEM O BpYy4YeHHH JHOO B
AIIEKTPOHHOU (hopMe IO TeTEKOMMYHHUKAITMOHHBIM KaHaJlaM CBSI3H.
14.Pa3pemuTenbHblii OpraH He BIpaBe TpeOOBaTh OT MEIUIIMHCKOM
OpraHM3allid YKa3bIBaTh B 3asBJICHHHM O MPENOCTABICHUHU WIH MOATBEPKICHUU
paspenieHus: CBeAeHus, He MPeayCMOTPEHHbIE MMyHKTOM 8 Hactosiero [lopska,
U TPEACTaBIATH JOKYMEHTBI, HE IpPEAyCMOTpPEHHble NyHKTamu 9 u 11
Hacrosmero [lopsiaka.

15.B Tteuenune 5 pabouux JHEH CO AHSA MOCTYIUIEHHS 3asiBICHUS O
NPEAOCTABICHUNA WM TOJITBEPKICHUM Pa3pelICHUs] M MNPUIIaraeMbIX K HEMY
JOKYMEHTOB pa3pelIUuTENbHbIA OpraH MNPOBOJAUT MPOBEPKY IMOJHOTHI H
JIOCTOBEPHOCTHU COJIEPHKALIUXCS B HUX CBEICHUM, B TOM YHCJIE IIyTEM CPAaBHEHUS
TAaKUX CBEJEHHUH CO CBEJECHHUSIMH, NPEACTABIECHHBIMM B MOpPIAKE
MEXBEJOMCTBEHHOIO MH()OPMAIITMOHHOTO B3aUMOICHCTBHUS.

16.B cnywae ecnu 3asBICHHE O MPEIOCTABICHUU WIH TOATBEPKICHUU
paspeiieHus 0hOpPMIICHO C HapyLICHUEM TOJIOKEHUN IyHKTa 8 HACTOSIIEro
[lopsinka u (WaM) B 3asBICHUM YKa3aHbl HEIOCTOBEPHBIE CBEACHUSA JIMOO
JOKYMEHTBI, MpenycMoTpeHHble nyHkTamMu 9 - 11 nHacrosmero Ilopsiaka,
IpEe/CTaBIeHbl HE B IOJHOM 0O0beMe, JTu0O0 OTCYyTCTBYeT HHQOpManus,
NOJTBEPKAAIOMasi yIJaTy TOCYAapCTBEHHOW MOUUJIMHBI 3a MPOBEJIECHHUE
AKCIIEPTHU3bI KauecTBa, 3PPEKTUBHOCTH U 0E30MMACHOCTH HE3APETUCTPUPOBAHHOTO
MEAUIIMHCKOTO U3AENUs JJI1 TUarHOCTUKU In Vitro, TocyJapCTBEHHOW MOLUIMHBI
3a MPEeNOCTaBIEHUE WIM MOJATBEPKACHHE pa3pelleHMs], pa3pelIUTeNIbHbI OpraH
YBEAOMJISIET MEAMIIMHCKYI0 OPTaHU3ALMI0 C MCIOJb30BAHHEM €IMHON CUCTEMBI
UACHTU(DUKAIIME U ayTEHTH(PUKAIMU O HeoOXoauMocTH ycTpaHenus B 30-
JTHEBHBIM CPOK BBISIBICHHBIX HApyLIEHUW W (WJIK) MPEACTABICHUS JTOKYMEHTOB,
KOTOPBIE OTCYTCTBYIOT.

17.B cnydae mnpeacTtaBiI€HHUS MEAMIIMHCKOM OpraHu3aludeil 3asBICHUS O
NPENOCTABICHUNA WJIM TOATBEPKICHUM Pa3pEUICHUS M MNPUIAraeMbIX K HEMY
JOKYMEHTOB B pa3pellUTeNbHbIH OpraH Ha OyMa)kKHOM HOCHUTEJE
pa3pelIuTeNbHBIA OpraH HampaBisieT YBEAOMJIEHHE O HEOOXOIAMMOCTH
ycTpaHeHus B 30-JHEBHBIA CPOK BBISIBJICHHBIX HapylmleHUH U (UIH)
IPEACTABICHUS] JOKYMEHTOB, KOTOPbIE€ OTCYTCTBYIOT, 3aKa3HbIM IIOYTOBBIM
OTIIPABJICHUEM C YBEJIOMJIEHHEM O BpYUYEHUU HIU B (OpMe 3IEKTPOHHOTO
JIOKYMEHTA, MOAMUCAHHOIO 3IEKTPOHHOMN MOJIHUCHIO.

YBenqoMIIeHHME B Clydae €ro HamnpaBJICHUS 3aKa3HbIM MMOYTOBBIM
OTIIPABJIECHUEM CUUTAETCSA MOJYUYEHHBIM MO HcTeueHuu 10 pabouux AHEH ¢ AaThl
HAMpPAaBJICHUS YBEOMJICHUS.

18.B cnyuae ecnmum B 30-IHEBHBIM CPOK HE YCTPAaHEHBI BBISABICHHBIC

HapyllleHus U (WIK) HE MPEJICTABICHBI JOKYMEHThI, KOTOPbIE€ OTCYTCTBYIOT, WU



3asBJICHHE O TOATBEPKIACHUH PAa3pEIICHUs] HANPABIEHO B Pa3pEIIUTEIIbHBIN
OpraH paHee CpOKa, YCTAaHOBJIEHHOTrO NyHKTOM 7 Hacrosamero Ilopsnaka,
pa3pelIMTENbHBIA OpPraH IPUHHUMAET pEUIEHWE O BO3BpaTe 3asBJICHUSA O
IPENOCTABIECHUMN MM IOATBEPKIACHHUU pa3pelIeHuss U JTOKYMEHTOB,
npeaycMOTpeHHbIX nyHKTamMu 9 u 11 Hactosmero [lopsiaka, ¢ MOTUBUPOBAHHBIM
000CHOBaHMEM MIPUYMH BO3Bpara.

19.B cnyuae ycrpanenust B 30-IHEBHBIN CPOK BBISBJICHHBIX HapyLICHHUW B
TeueHre 3 pabouux JHEW cO JHS NPeACTaBICHUS HaJIeKaluuM o00pa3oM
0(OpPMIIEHHOTO 3asiBICHUS O MPEIOCTABIECHUN WIH MOATBEPKACHUN pa3pelieHuUs
U B TMOJTHOM OOBeME JOKYMEHTOB, MpPEIyCMOTPEHHbIX NyHKTamu 9 u 11
Hactosawero Ilopsnka, pa3pemIuTeNbHbId OpraH NPUHUMAET PELIEHUE O Hadalle
PacCMOTPEHHUS 3asABJICHUS O IPEIOCTABICHUH WU OATBEPKICHUH Pa3PEILICHUS.

20.Pemenue o mNpeAOCTAaBICHUM pa3peluieHuss uiIu o0 OoTKaze B
IIPEAOCTABIECHUN Pa3pEIICHUS] IPUHUMAETCS Pa3pEIIUTEIIbHBIM OPraHOM B CPOK,
He mnpeBbimaronmii 50 pabouux AHEH cO AHS MPUHATUS PEUIEHUS O Hayale
PacCMOTPEHHUSI 3asBJIICHUS O MPEIOCTABICHUN Pa3pELICHHUS.

21.Pemenue o MOATBEPXKJACHUU pa3pelieHus uium o0 OTKaze B
NOATBEPKICHUM Pa3pPELICHUs PUHUMAETCA Pa3pelIMTEIbHBIM OPraHOM B CpOK,
He npesblmaromuidi 30 paboynx OHEH CO JHSA NPUHATHS pPELIEHUS O Hayaie
PacCMOTPEHHSI 3as1BJICHUS O MOATBEPKIACHUMN PA3PELICHHUS.

22.B Teuenune 3 paboumx JHEH CO JHA TNPUHATHUS PEUICHUS O Hayaje
pPacCMOTPEHHUSI 3asBJIEHUSA O NMPENOCTABICHUN WIM MOATBEPKICHUHN Pa3peLICHHUS
paspemuTeNnbHbli  OopraH odopMiiieT M BbIJAET 3aJaHUE Ha IPOBEJCHHE
AKCIIEPTU3bI KauecTBa, 3PPEKTUBHOCTH U OE30MMACHOCTH HE3aPETUCTPUPOBAHHOTO
MEIULUHCKOTO U3JENHUS JUISl TUAaTHOCTUKHU 1N VItro SKCIIEPTHOMY YUPEKICHHIO.

23.I1pu mpoBeACHUN SKCIIEPTU3HI KaueCTBa, 3(pPeKkTuBHOCTH
1 0€30MaCHOCTH HE3aperuCTPUPOBAHHOTO MEAUIIMHCKOTO HU3/IEIHS
I JUArHOCTUKM 1In Vitro HE JOomycKaeTcs HCTpeOOBaHUE HKCIEPTHHIM
yUpeXKACHUEM Y MEIUIMHCKOW OpraHu3auudud Ju00 HHBIX JIUI[ MaTepuasos,
HEOOXOIUMBIX JIJISl IPOBEICHUS SKCIIEPTHU3bI.

24.B ciny4yae HEAOCTATOYHOCTU JUISI BBIHECEHMS JKCIIEPTOM 3aKIJIFOUCHHS
MaTepuagoB M CBEACHUW, CONEPIKAIIMXCSH B IPEACTABICHHBIX MEAULIUHCKON
OpraHMU3aLMEN 3asBICHUU O MPEIOCTABICHUN WU MOATBEPKIACHUN Pa3pEIICHUS
U JIOKYMEHTaX, MNpeayCMOTpeHHbIX NyHKkTamu 9 u 11 Hactosmero Ilopsiaka,
JKCHEPT CTaBUT BOMPOC O MPEACTABICHUH €My HEOOXOJUMBIX MaTrepHalioB U
CBEICHUU Iepel PYKOBOJAUTEIEM DJKCIEPTHOIO YYPEXKICHHUSA, KOTOPBIU
oOparmiaercsi ¢ COOTBETCTBYIOIIMM 3allpOCOM B pa3pelIMTENIbHBIN Opras,
BBIIABIIMM 3aJlaHUE Ha IPOBEIACHUE JKCIEPTU3bl. Pa3pelmmTenbHbll OpraH B
TedyeHue 2 paboumx AHEH cOo JHA NOCTYIUIEHHS 3ampoca pPYKOBOIAUTENS
AKCIIEPTHOTO YYPEKICHHSI HANPABISIET MEAULUMHCKOW OpPraHM3aldM 3ampoc O
IPECTaBICHNH HEOOXOIUMBIX CBEICHHH C yKa3aHHEM XapakTepa 3aMEeYaHuid u
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cnoco0a WX YCTpaHEHHsA. YKa3aHHBIM 3ampoc HANpaBiseTCs OIHOKPAaTHO C
UCTIOJIb30BAHUEM €MHON CUCTEMbl HACHTU(UKALINY U ayTeHTU(DUKAIIIH.

B cnywae mnpencraBieHHss MEIUUIMHCKOW OpraHu3alUeld 3asBICHUSA O
IIPENOCTABICHUA WM TMOATBEPKIACHUU pPa3pelleHUs W IPWIATAEMBIX K HEMY
JOKYMEHTOB B Pa3peLIUTENIbHBIN OpraH Ha OyMa)XXHOM HOCHUTEJIE pa3peIiuTeIbHbIN
OpraH HampaBiIAeT YKa3aHHBIA 3alpoC 3aKa3HbIM ITOYTOBBIM OTIIPABICHUEM C
yBEJIOMJIEHMEM O BPYYEHUHU HIU B (POpME DBIEKTPOHHOIO JOKYMEHTA,
NOANKUCAHHOTO AIEKTPOHHOW MOAIUCHIO.

3anpoc B ciyd4ae €ro HampaBJICHUS 3aKa3HbIM ITOYTOBBIM OTIIPABICHUEM
CUHUTAETCS MOJyYEHHBbIM MO HucTedeHuu 10 paboumx AHEN C AaTbl HalpaBICHUS
YBEIOMIJICHHUSL.

25.MeauuuHcKass opraHu3anus 00s3aHa NPEJACTaBUTh OTBET Ha 3aIlpoc
pa3penInTeNIbHOIO OpraHa B CpPoOK, He MpeBbimaroniuii 50 pabouux AHEH co aHs
HOJY4YEHHs 3TOro 3amnpoca. B Tteuenue 2 pabouux JHEH CO JHS MOCTYIUIEHUS OT
MEIULIMHCKOM OpraHu3alMy OTBE€TAa Ha 3alpoC pPa3pelIMTENbHBIM OpraH
HaITpaBJIsIeT TAKOW OTBET B DKCIIEPTHOE YUpEkKJICHHE. B cilyyae HenpeacTaBieHus
no ucteueHuu 50 pabouux JHEH MEIUIMHCKOW OpraHu3allieil OTBeTa Ha 3ampoc
pa3pelnuTeNbHbI Opral B TeueHue 2 pabouux JHEH HampaBiseT B SKCIEPTHOE
YUPEKJICHHUE YBEAOMIICHHE O HENPEACTABICHUM MEIULMHCKOM OpraHu3aluen
OTBETAa HA 3alpoC pPa3pelIMTEIBHOIO Opra’a il IOAIOTOBKHM 3aKIIOYCHUS
JKCIIEPTHOIO YYPEXKACHUS HAa OCHOBAHUM JOKYMEHTOB, HMMECIOLIUXCA B €rO
PacCIOpsKEHUH.

26.Bpems co AHS HampaBJIEHUS 3alpoca Pa3pelIMTEIbHOIO OpraHa 10 JHS
IIOJIyYEHHUsI OTBETA HA 3alpOC WM YBEIOMJIEHUS O HENPEACTABICHUH OTBETA Ha
3aIpoC HE YUYUTHIBACTCS IIPU UCUHUCIIEHUHU CPOKA IPOBEACHUS IKCIIEPTUSHI.

27.B ciydae ecnau mnpuilaraéMble K OTBETY Ha 3alpoC JOKYMEHTBI
COCTAaBJICHbl Ha WHOCTPAaHHOM S3bIKE, OHM IPEACTABIAIOTCS C 3aBEPEHHBIM B
YCTAaHOBJIEHHOM IOPSAKE IIEPEBOAOM HA PYCCKUM S3bIK.

28.1Ipn BBISBICHUM pPa3pelIMTEIbHBIM OPraHOM B IIPEACTABICHHBIX
MEAUIMHCKOW OpraHM3alyell B OTBET HA 3allpOC JOKYMEHTax HEAOCTOBEPHBIX U
(M) HEZOCTATOYHBIX JAaHHBIX MM JOKYMEHTOB, COCTAaBJICHHBIX WU
COJEPIKAILMX TEKCT HAa MHOCTPAHHOM fA3bIKE O€3 NepeBoJa B YCTAaHOBJICHHOM
NOPAJIKE Ha PYCCKUH S3bIK, pa3pELINTENbHBIA OpraH B T€UeHUE 2 padouux THEH
HaIlpaBisAeT MEIMIMHCKOM OpPraHU3alld C MCIOJIB30BAHUEM €IUHOM CUCTEMBI
UICHTUPUKAIIMU U ayTeHTU(PUKAIMM pElIeHue O BO3BpaTe YKa3aHHBIX
JOKYMEHTOB C MOTHUBUPOBAaHHBIM OOOCHOBaHMEM MPUUYMH BO3Bpara u
COOOILIIEHHNEM O BO3MOXXHOCTH IIOBTOPHOTO IPEACTABIEHUS MEAULUHCKON
opraHuzanue A0 ucredeHus 50 pabouyux AHEW cO AHS TOJNYYEHHs 3ampoca
N0pabOTaHHBIX JOKYMEHTOB.

B cnywae mnpencraBieHHsT MEIMIMHCKOW OpraHu3alveld 3asBICHUSA O
IIPEAOCTABICHUN WM TOATBEPKACHUM pPa3pEIICHHUs] W IPUIAraeMbIX K HEMY
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JIOKyMEHTOB B Pa3pelIUTENIbHbIA OpraH Ha OyMa)KHOM HOCHUTEJNE pa3pelInTeabHbIN
OpraH HalpaBse€T YKa3aHHbIC PEIICHUE U COOOIIECHHE 3aKa3HbIM MOYTOBBIM
OTIPABJICHUEM C YBEIOMJICHHEM O BpYYEHHU WIH B (OpME DIIEKTPOHHOTO
JIOKYMEHTA, MOAMUCAHHOTO JIEKTPOHHOM MOJIUCHIO.

Pemenue u cooOiieHre B Cilyyae WX HANpPaBIICHUS 3aKa3HBIM MOYTOBBIM
OTIIPABJICHUEM CUUTAIOTCS MOJYYEHHBIMU 1O ucTedeHuu 10 pabouux aHeH co aHs
HaIpaBJICHUS YBEIOMIICHUS.

[Ipu HempeACTaBIEHUHM MEIMIIMHCKOW OpraHu3anved mo ucredyeHun S50
pabouux gHEH co JHS MOJyYeHUs 3ampoca J0padOTaHHBIX JIOKYMEHTOB dKCIIEPTHU3a
KayecTBa, PPPEeKTUBHOCTU M O€30MaCHOCTH HE3apPEeTUCTPUPOBAHHOTO
MEIUIIUHCKOTO U3JeIus Ui JAUArHOCTHKHU 1In VItro MTPOJOKAETCS IO
HaXoOASIMUMCSI B PACHOPSI)KEHUH HKCHEPTHOTO YUpPEXKIECHHUS paHee
NPEICTAaBICHHBIM MEIMIMHCKOM OpraHu3alnueidl JOKYMEHTaM U CBEICHUSM,
COZIEpKALIMMCS B PETHCTPALMOHHOM JIOChE.

29.OkcnepTHOE YUPEKJICHUE B CPOK, He mpeBbimatomuii 30 padbounx aHei

CO JHS TOJYYEHHUS 3aJaHus B CJiydae pPacCMOTpPEHHsS 3asiBJICHUS O
npenoctaBieHun pazpemieHuss (10 pabouux gHEH B ciaydae pacCMOTPEHUS
3a8BJIICHUS O TMOJATBEPKICHUM pa3pelIeHUs), OCYIIECTBISECT MPOBEIACHUE
HKCIIEPTHU3BI 3aSIBJICHUSA O MPEAOCTABICHUM WU MOATBEPKIECHUU Pa3pelieHus U
JOKYMEHTOB, TpPeaycMOTpeHHbIX myHkTamMu 9 u 11 Hacrosmero Ilopsiaka, B
LEJSAX ONpPEICTCHHUS:

1) COOTBETCTBUSA HE3aPErUCTPUPOBAHHOTO MEAMIIMHCKOTO W3AENUs s
JIUArHOCTUKH 1in Vitro TpeOOBaHHUSAM, YCTAHOBJIEHHBIM HACTOSIIUM
MOCTAHOBJICHUEM;

2) COOTBETCTBHS MEIUIIMHCKOW OpraHu3alui TPEOOBAHUSM K MEAUIIUMHCKUM
OpraHu3anusIM, B KOTOPBIX H3TOTABIMBAIOTCS HE3apEeTUCTPUPOBAHHBIEC
MEAUIIMHCKAE W3ACNUS I JUAarHOCTUKH 1N Vitro, YCTAaHOBJICHHBIM HACTOSIIIIM
MIOCTAHOBJICHUEM;

3) COOTBETCTBHUS XapaKTEPUCTUK (CBONCTB) HE3apErUCTPUPOBAHHOTO
MEAUIIMHCKOTO M3MAeNusl ISl AMArHOCTUKHM 1n Vitro TpeOOBaHUAM TEXHUYECKOM
JIOKyMEHTAIIMU U3TOTOBUTEIIS,

4) BO3MOXXHOCTU TPUMEHEHUSI HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO
W3Aeaus JIs JUArHOCTUKU In Vitro MO Ha3HAYeHWI0 B COOTBETCTBUHU C
AKCIUTYaTallMOHHOW TOKYMEHTAIMEW N3TOTOBUTEIIS,

5) I0CTaTOYHOCTHU MPEIOCTABICHHBIX CBEICHUWU [Js MOATBEPXKIACHUS
KauecTBa, 3(PPEeKTUBHOCTH U 0E30MACHOCTU HE3aPETHUCTPUPOBAHHOTO
MEAUIIMHCKOTO U3JIeTHs AJI TUarHOCTHKY 1n Vitro;

6) TpeBbllIeHHUs (HEMPEBBINIEHUS]) PHUCKAa NPUYMHEHHS] Bpela 310POBbIO
rpaxJjaH M MEJUIMHCKUX PaOOTHUKOB BCIEIACTBHE MNPUMEHEHUS
HE3apETUCTPUPOBAHHOTO MEAMIIMHCKOTO W3JEIUsl JJisl JUarHOCTUKU 1n  Vitro
OTHECEHHOTO K peareHtam, HabOopam s ONpEACIICHUS AaHAJIUTOB JUIS
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NUATHOCTUKHU 1n Vitro WM aHalu3aTopaM Ui JUArHOCTUKHU 1n Vitro,
3¢ (HEKTUBHOCTH €r0 TPUMECHEHUSI.

30.9xcnepTHOE yupexaeHue oGopMIIsIeT U HANPaBIsSeT B pa3pelInTeIbHbINA
OpraH 3aKJIIOYEHHE IO pe3yibTaTaM 3KCIEepPTH3bl KauecTBa, 3PPEKTUBHOCTH U
0€30MacHOCTH HE3apeTUCTPUPOBAHHOTO MEIHIIMHCKOTO WU3ACNUS I
JIUATrHOCTHKHU 1In Vitro, cocTaBlieHHOe Mo ¢opMe, YTBEPXKACHHOU
pa3peuInuTeIbHBIM OPTaHOM.

31.B cpok, He mpeBblmaromuii 9 pabouumx AHEH €O JHA MOMy4YeHUS
3aKJIOYEHNs, YKa3aHHOro B nyHKTe 30 Hactosmero llopsiaka, pa3pemnTenbHbIi
Opras:

1) ocyliecTBIsSIET OLEHKY 3aKIIOUEHHS I OIpPENENEHUsS COOTBETCTBUS
3aJJaHUI0 Ha MPOBEJEHUE SKCIEepPTHU3bl. B cilydyae ycTaHOBIEHHUS HECOOTBETCTBUS
3aKJIIOUCHHSI YKa3aHHOMY 3aJJaHUI0 Takoe 3aKJII0YeHHWE BO3BpallaeTcs B
AKCIIEPTHOE YUPEXKJCHHE Ha JOpabOTKy, CPOK KOTOpPOMl cocTaBisieT He Oojee 2
pabounx JHEW cO AHS TOJYYEHHUs SKCHEPTHBIM YUYPEXKICHHEM BO3BPAIICHHOTO
3aKJIIOYEHHUS;

2) NpUHUMAET PELICHHUE O MPEJOCTABICHUY Pa3peIIeHUs UM 00 OTKa3e
B MPEJOCTABICHUHU pa3pelieHus 00 pelIeHHe O MOATBEPKIECHUU pa3pelieHUs
Wik 00 OTKa3e B MOATBEPXKIACHUM pa3pelIeHUs, KOTOpoe 0popMIIIeTCs MPUKA30M
pa3peuIuTeNIbHOTO OpraHa, W YBEIOMJSET MEIUIMHCKYI0 OpraHu3aluio o
IPUHSITOM PEIICHHH;

3) B ciaydae MPUHATUSA PEHICHUS O MPEAOCTABICHUM WA MOATBEPKICHUU
paspenieHusi BHOCUT 3alKUCh O MPEIOCTABIEHUN WK MOATBEPKICHUN pa3peleHus
B pEECTp pa3pelieHUid Ha MPUMEHEHHUE HE3aPErMCTPUPOBAHHBIX MEAMIIMHCKUX
U3JENUNA IS JUArHOCTHKU 1n vitro (Jmajee — peecTp pas3pelieHuil) B JIeHb
pEerucTpanuy npuKasa.

32./lHeM mpeaoCTaBIICHUs. WU MTOATBEPKACHUS pa3pelleHus ABIsSeTCS IEHb
BHECEHHS B PEECTP 3aMUCH O MPEAOCTABICHUH WU TIOJTBEPXKICHUN Pa3peIeHUsI.

33.0cHOBaHMEM JUIsl TIPUHSATUS PA3PEIIUTEIBLHBIM OPraHoM pelieHus 00
OTKa3e B MPEAOCTABICHUM pa3peUICHUsl SBISETCS IMOJIY4YEHUE OT IKCIEPTHOTO
yUpexXJAEHHUs 3aKJIUYEHHUsA IO pe3yiabTaTaM 3KCHEpPTU3bl KadyecTBa,
3 PeKTUBHOCTH U OE€30MacCHOCTH HE3aPEruCTPUPOBAHHOTO MEAULIMHCKOIO
U3eNus Ui TUArHOCTUKU In Vitro, B KOTOPOM COJEPKUTCS XOTA Obl ONMH U3
CJIEIyIOLIUX BBIBOJOB:

1) xagectBo u (miau) 3PpdeKTUBHOCTH, M (uiau) OE30MacCHOCTH

HE3apEeruCTPUPOBAHHOTO MEIUIIMHCKOTO U3IEIHS IJIsl JUATHOCTUKH 1n VItro
HE TIOJTBEP>K/ICHbI IPEICTABICHHBIMU TAHHBIMU;

2) puUCK TpUYMHEHHS Bpeda 3I0POBBI0 TpaXkJaH M MEIHIIUHCKUX
paOOTHUKOB BCJEICTBHE MPUMEHEHUS HE3apEeruCTPUPOBAHHOIO MEAUIIMHCKOTO
U3JIeNus JJisl TUAarHOCTUKHU 1n Vitro, OTHOCSIIIErOCsl K peareHTaMm, Habopam st
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ONpEENICHHUS] AHAJIIMTOB JJis JAUArHOCTUKHM In VItro WIM K aHajJu3aropaMm JUist
JTUArHOCTHKHU 1N Vitro, mpeBbImaeT 3(pPeKTUBHOCTD €0 MPUMEHEHUS;

3) HE3aperucTpUpPOBAHHOE MEAUITMHCKOE U3/IETHe I TUAarHOCTUKY in Vitro
HE COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSAM;

4) MEeTUIIMHCKAsI OPTaHU3aIMsl HE COOTBETCTBYET TPEOOBaAHUSIM
K MEJUUUMHCKUM OpraHM3alUiAM, B KOTOPBIX H3TOTABIHUBAKTCSH
HE3apEeruCTPUPOBAHHBIE MEIUIIMHCKUE U3IENHS 17151 AMArHOCTUKH 1n Vitro;

5) xapakTepuCTHKU (CBOMCTBA) HE3apPErHCTPUPOBAHHOIO MEIUIIMHCKOTO
U3JENHS ISl IMarHOCTUKHU 1n vitro He COOTBETCTBYIOT TPEOOBAaHUSAM TEXHUYECKON
JOKYMEHTAIIMN U3TOTOBUTEIIS;

6) BO3MOXHOCTb INPHUMEHEHUS HE3apPETHCTPUPOBAHHOIO MEAULMHCKOIO
U3IeNUs IS IUArHOCTHUKU 1n VIitro MO0 Ha3HAYEHUI0 B COOTBETCTBUHU C
AKCIUTyaTallMOHHOM JOKYMEHTAIIME U3TOTOBUTEIISI HE IOJTBEPKICHA.

34.OCHOBaHMSIMU ISl TIPUHATUSA PA3PEIIUTEIbHBIM OPraHoM pemnieHus 00

OTKa3e B MOJITBEPKACHUM pa3pelICHUs SABISIOTCS:

1) monyyeHue OT 3KCHEPTHOIO YUPEKACHUS 3aKIHOUYECHHS] MO pe3ysbraraM
AKCIEPTU3bI KauecTBa, 3PPEKTUBHOCTH U OE30MaCHOCTH HE3apETrUCTPUPOBAHHOIO
MEAMIIMHCKOTO M3AENusl ISl JUArHOCTHKU In Vitro, YKa3aHHOTO B MyHKTe 33
Hactosiero [lopsiaka;

2) BBISBIICHHE Pa3peIIUTEIBHBIM OPraHOM IO pe3yibTaram (eaepabHOro
rOCyJapCTBEHHOTO KOHTPOJIA (Haza30pa) 3a oOpalleHHueM MEAUIIMHCKUX W3IeTUui
HECOOTBETCTBUSA JaHHBIX O KadecTBe, 3(PHEeKTUBHOCTH U O€30MACHOCTH
MEIUIIMHCKOTO HU3Jeus JaHHBIM O HE3aperuCTPUPOBAHHOM MEIMI[MHCKOM
U3JeIUU JJs JUAarHOCTUKHM 1n Vitro, cojepKalmMuMcs B 3asBICHHUU O
MOATBEPKACHUU Pa3pelICHUs] U MPUIaraéMbIX K HEMY JIOKYMEHTaX, YKa3aHHbBIX B
nyHkte 11 Hacrosmero llopsaaka, m JO0oChe Ha HE3aPETHUCTPUPOBAHHOE
MEIUIIMHCKOE U3IEINE UIST TUAarHOCTUKH 1n Vitro.

35.Pa3pemiutenbHblid Oprad YBEAOMIISIET MEIUIIMHCKYIO OpraHU3alUIo

O TMPUHSATOM PEHICHUH C UCIOJIb30BAHUEM €JIMHON CUCTEMbl MIACHTU(UKALMKU U
ayTeHTU(UKAIMK B TeyeHue 3 paboumx AHEH co AHS NpUHATHS peuieHus. B
Cllyyae MPUHATUS pelIeHHs] 00 OTKa3ze B MPEJOCTABICHUU WM MOATBEPKICHUU
paspellieHs B YBEIOMIICHMM YKa3bIBa€TCsi MOTHBUPOBAaHHOE OOOCHOBAaHME
IPUYUH OTKa3a.

B cnydae mnpexncraBieHHs MEIMIMHCKOM OpraHu3anyded 3asiBICHHUS O
NPEAOCTAaBICHUHA WM MOATBEPKICHUU pPa3pelIeHUs W NPWIAraéMbiX K HEMY
JIOKYMEHTOB B Pa3pelIMTENIbHbINA OpraH Ha OyMa)kHOM HOCUTEJIE pa3peIInTeNIbHbIN
OpraH yBE€IOMIISIET MEAUIMHCKYK) OPTraHU3alHI0 O MPUHITOM PEUIEHUH 3aKa3HbIM
NOYTOBBIM OTHPABJIEHUEM C YBEIOMJEHHEM O BpYYEHUHM HIU B ¢opMme
AIIEKTPOHHOTO TOKYMEHTA, OJIUCAHHOTO 3JIEKTPOHHON MOANUCHIO.
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36.Pa3perienrie nomyiesxkutr mnepeoOpMIICHUIO B CiIydasX peopraHu3aluu
IOpUJIMYECKOro juna B (opme npeoOpa3oBaHUsl, CIUSHUSA WU NPUCOCAUHEHUS,
M3MEHEHHUS €r0 HAaMMEHOBAHMS, ajpeca MeCTa HaXOXKICHUSI.

37.B 3aaBrneHuu o nepeoGOpPMIICHUN pa3perieHus] yKa3bIBAIOTCS CIEAYIOIIHE
CBEJICHUSL:

1) HamMeHOBaHME HE3aPErUCTPUPOBAHHOIO MENMIIMHCKOTO HW3ACIHS IS
JMAarHOCTUKHU 1n Vitro (C yKa3aHueM NPUHAUICKHOCTEH, HEOOXOIUMBIX s
MPUMEHEHUST METUIIMHCKOTO U3/CNIHS TI0 HA3HAYEHUIO);

2) gara npeAoCTaBICHUS pa3pellICHUs] U €r0 PEruCcTpallMOHHbIN HOMEp, JaTa
MOCIIEHETO MOATBEPKACHUS Pa3pEeILICHHUS;

3) ocHoBaHme a1 nepeodopmieHUs paspernieHus (peopraHu3anus
IOpUIUYECKOTO Jinia B ¢GopMe MpeoOpa3oBaHMs, CIAUSHUS WIA TPUCOSTUHEHUS,
M3MEHEHNE €r0 HAMMEHOBaHMS U (W) aJipeca MECTA HAXOXK/ICHHUS);

4) nmonmHoe U (B ciydae, €CIIM HMMEETCS) COKpAIEHHOE HauMEHOBAaHHE
MEJIUIIMHCKOW OpraHu3allui, B TOM YHucIe (QUPMEHHOE HAaWMEHOBaHWUE,
opraHu3alUuoHHO-NpaBoBas ¢GopMa MEJUIMUHCKOW OpraHu3aluH,
UJCHTU(PUKAIIMOHHBIM HOMEP HAJIOTOIUIATEIIbIINKA, aPEC MECTa €€ HaXOXKICHUS,

a Takke HoMmepa TeinedOoHOB U (B cllydyae, €CIM MMEETCs) apec SJIEKTPOHHOU
MOYTHI;

5) naHHBIE JNOKYMEHTAa, MOATBEpX)aarmero (GakT BHECCHHUS
COOTBETCTBYIOLIMX U3MEHEHUH B €IMHBIN TOCYIapPCTBEHHBIN PEECTP HOPUANUECKUX
TN

6) CBeJIeHUs O JIMIIEH3UU Ha OCYIECTBICHUE MEAUIIMHCKON NIEeSTeIHbHOCTH,
MPEIOCTaBICHHON MEIUIIMHCKON OpraHu3alii, ¢ YKa3aHHEM PErucTpalioOHHOTO
HOMEpa JUIEH3UH, JaThl €€ MPEI0CTaBICHUS U HAMMEHOBAHUS JIULIEH3UPYIOIIETO
opraHa, a Takxe padoT (yCiyr), COCTaBISIOUIUX MEIUIMHCKYIO JEATEeIbHOCTD,
BKJIFOYAIOMINX 3asBICHHYIO cdepy NPUMEHEHUsS He3aperucTPUPOBAHHOTO
MEAUIIMHCKOTO M3JENus JUIsl JUArHOCTHKHU In Vitro (B ciy4yae peopraHu3aifu
IOPUANYECKOTo Jula B opMe npeoOpa3oBaHus, CIUSHUS WU TPUCOCTUHEHUS).

38.3asBneHne o mnepeoPopMIICHUU pa3pelieHus] W MpuiaraeMbie K HEMY

JIOKYMEHTBI, MOATBEpkKAatoNre (HaKT BHECEHUS COOTBETCTBYIOIINX U3MEHEHUN B
€MHBIN TOCYTapCTBEHHBIN PEeeCTp HOPUANICCKUX JIUL, TPEACTABISIOTCS
B pa3pelINTeNbHBI OpraH HE To3mHee 4eM dYepe3 15 paboumx mHEd co maHS
BHECEHUSI COOTBETCTBYIOIIMX W3MEHEHUN B €IWHBIA TOCYIApPCTBEHHBIA PEECTP
IOpUJIUYECKUX JIULI.
39.3asBnenne o mnepeoPopMIICHUU pa3pelieHHs] W MpuiaraeMbie K HEMy
JOKYMEHTBI MEAUIIMHCKAsl OPTaHU3allksl HAllpaBisieT B pa3pelIUTENIbHBIN OpraH
C UCIIOJIb30BAaHUEM €AMHON CUCTEMbI UJSHTU(PUKAIIMY U ayTEHTU(PUKALIIH.
3asBneHue o nepeodOPMIICHUH pa3pelieHUs U TpuwiaraeéMbie K HEMy
JIOKyMEHTBI MEJMIIMHCKAs OpraHu3alus BIpaBe MPEJCTaBUTh B pa3pelInTEIbHbIN
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opraH Ha OyMa)XHOM HOCHTEJIE€ HENOCPEJACTBEHHO WJIM HAlpPaBUTh 3aKa3HbIM
IIOYTOBBIM OTIIPABJIECHUEM C YBEIOMJIEHUEM O BPyUYECHUH.

40.Pa3zpemnTenbHplii OpraH HE BIOpaBe TpeOOBaTh OT MEAHIIMHCKOU
OpraHu3alMy YKa3blBaTh B 3asBJICHUU O MepeoOPMICHUM pa3pelieHus
CBEJICHUS, HE PEyCMOTPEHHBIE ITYHKTOM 37 HacToswero ITopsaka.

41.Pa3zpeminTeNbHbIA OpraH NpPUHUMAET 3asiBJICHUE O MepeopopMICHUU
pa3pelICHUs U MpUaraéMble K HEMY JTOKYMEHTBI B MOPSJKE, PETyCMOTPEHHOM
nyHkToM 13 Hactosimero [Topsiaka.

42.B TeueHue 5 pabouux JAHEW CO JAHS NOCTYIUICHUS 3asBIICHUS
0 mepeoOopMIICEHHH pa3pelieHUusT W MpPHIaraeMbIX K HEMY JOKYMEHTOB
pa3spelIMTENbHbI OpraH IPOBOAUT IIPOBEPKY IIOJHOTBI M JOCTOBEPHOCTH
COZIEpKALUXCS B HUX CBEJICHMM, B TOM YHCJIE IIyTEM CPAaBHEHUS TAKUX CBEACHUU
CO CBEIECHUSIMH, NPEACTABICHHBIMU B IOPSAJAKE MEXBEIOMCTBEHHOTO
MH(OPMALIMOHHOTO B3aMMOJICHCTBUS.

43.B cnyuae ecnu 3agBiIeHHE O TiepeoopMIIeHHH pa3peiieHuss 0hopMIIEHO

C HapyllIeHHEeM NoJIoKeHUH myHkTa 37 Hactosiiero [lopsiaka, u (vim)
B 3a4BJICHMM YyKa3aHbl HEJOCTOBEPHbIE CBEACHUS JIMOO HE NPEICTABICHBI
JOKYMEHTBI, TIOATBEPKIAtoMe (PAKT BHECEHUS COOTBETCTBYIOUINX U3MEHEHH B
€IMHBI TOCYIapCTBEHHBI pPEECTp IOPUAUYECKUX JUL, JUOO OTCYTCTBYET
uHpopMaIs, NOATBEPXKIAIONIas yIJaTy TOCYAapCTBEHHOW MOIUIMHBI 3a
nepeo@opmiieHUE pa3pelIeHUus] pa3pelliUuTeNbHbIIl OpraH yBeJOMISET
MEIUIUHCKYIO OPTaHHM3alUI C HUCIHOJb30BAHHUEM EJAHUHOW CHCTEMBI
UACHTUPUKALIMK W ayTeHTU(UKALMK O HEOOXOAUMOCTH ycTpaHenus B 30-
JTHEBHBIN CPOK BBIABICHHBIX HAPYIIEHUH U (WJIM) MPEACTABICHHS JTOKYMEHTOB,
KOTOPBIE OTCYTCTBYIOT.

B cnywae mnpencraBieHHss MEIULIMHCKOW OpraHu3alUeld 3asBICHUSA O
nepeoopMII€HUHU pa3peuleHuss M MpHiIaraeéMblx K HEeMy JOKYMEHTOB B
pa3peluTeNnbHblii OpraH Ha OyMa)XHOM HOCHTENIE pa3pelluTeNbHbI OpraH
HANpPAaBIIAET YBEIOMJICHHE O HEOOXOAUMOCTH ycTpaHeHUsi B 30-IHEBHBIN CpOkK
BBISBJICHHBIX HapylmleHUH © (WJIM) TpeACTaBlIeHUS JOKYMEHTOB, KOTOpPBIE
OTCYTCTBYIOT, 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C YBEIOMJIEHUEM O BPYUYECHHUU
WIH B pOpME BIIEKTPOHHOTO IOKYMEHTA, MOAIMUCAHHOTO 3JIEKTPOHHOU MOANUCHIO.

YBenOMIIEHHE B Cllydae €ro HanpaBJICHUs 3aKa3HbIM I1OYTOBBIM
OTIIPABJIEHUEM CUYHUTAETCS MOJYYEHHBIM MO ucTteueHuu 10 pabouux AHEH ¢ oaTbl
HAIpPABJICHUS YBEJOMJICHUS.

44.B cnyuae eciu B 30-IHEBHBIH CPOK HE YCTPAaHEHBI BBISBICHHbBIC
HapyuieHuss ¥ (WIM) HE MPEACTAaBICHbl JTOKYMEHTBI, KOTOpPHIE OTCYTCTBYIOT,
Pa3peLINTENbHBIM OPraH IPUHUMAET PELIEHUE O BO3BPATE 3asBJICHUS
0 nepeoOpMIICHUH Pa3peIIeHHs] U MPUIaraéMbiX K HEMY JTOKYMEHTOB
C MOTUBUPOBAaHHBIM 00OCHOBAaHUEM MIPUYMH BO3Bpara.
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45.B cimyuae ycrpaneHus B 30-1HEBHBIN CPOK BBISIBICHHBIX HAPYIICHUI
B TeyeHue 3 pabouyux AHEH CcO AHS TPEACTaBICHUSA HaJIeKalluM o0pazoM
o OpMIIEHHOTO 3asABJICHUS O MePeoPOPMIICHUU pa3pEIICHUs U B MTOJTHOM 00bEeMe
JOKYMEHTOB, TOATBEPKAAOMINX (PAaKT BHECEHUSI COOTBETCTBYIOIIUX U3MEHEHUN B
€IUHBIA TOCYJAapCTBEHHBIA PEECTP KOPUIUYECKUX JIUL], PA3pPELUINUTEIIbHbIA OpraH
OPUHUMAET pelIeHUe O Hayajle pPacCMOTPEHHUs 3asBICHHUS O mnepeodopMIIeHUU
pa3peLIeHus.

46.Pemienue o mnepeodopMICHUM paszpeluieHuss uim 00 oTKaze B
nepeo(GopMIIEHUH pa3pellieHHs] TIPUHUMAETCS Pa3pelINTEeNIbHBIM OPraHOM B CPOK,
He npesbiaronmii 10 paboumx AHEH cO AHS NPUHATUSA PELICHUS O Havale
pPaccMOTpEHHUs 3asIBICHUS O Tepeo(POpPMIICHUH pa3peIICHHUS.

47.0cHOBaHMEM i1 TPUHATUS pa3pEeIIUTEIbHBIM OPraHOM pELIEHUs 00
OTKa3e B 1epeo(opMIICHUH pa3pelIeHus IBISETCS:

1) Hamruue B MpEACTaBICHHBIX MEAUIMHCKOM OpraHU3aluel 3asBICHUH O
nepeoopmiieHHH pa3pelieHuss W (WiIM) OPWIaraéMblX K HEMY JOKYMEHTax
HEJI0CTOBEPHOM MJIM UCKAKEHHON MH(pOpMalnK;

2) orcyTcTBUE padoT (YCIIyr), COCTABISIONIUX MEIUIIUHCKYIO IS TEIbHOCTD,
COTJIaCHO JHUEH3UM Ha OCYLIECTBIEHUE MEAUIMHCKOW JEATEIbHOCTH,
BKJIIOUAIOIINX 3aABICHHYIO cdepy NPUMEHEHUs He3aperucTPUPOBAHHOTO
MEIULMHCKOTO W3AENusl JJs IUAarHOCTUKH In VItro COIIaCHO MPEJOCTABIECHHOMY
paspeuieHuo (B ciydyae peopraHM3aluM IOPUAUYECKOro Jjuua B ¢opme
npeoOpa3zoBaHusl, CIUSHUS WIH PUCOCTUHEHHUS).

48 Ilpunstue pemieHus o nepeoopMIIEHUH pa3pelieHus] uiu o0 OTKas3e B
nepeoopMIeHUN paspelieHus oQopMiIsSeTCsl MPHUKAa30M Pa3peIIUTEIbHOIO
oprasa.

49.B ciy4yae npUHATHS pEUICHUs 0 TepeoOPMIICHUN pa3peIICHUs B PEECTp
pa3pelleHuil B IeHb perucTpanuy npruKa3a BHOCUTCS 3alKCh O epeo(opMiIeHuN
paspeunieHusl.

50.Pa3pemnTenbHblil OPrad yBeIOMISIET MEAULIMHCKYIO OPTaHU3ALNIO
O TPUHSATOM pEIIEHUH O TMepeoOpMIICHUN pa3pelleHus WiIn 00 OTKaze B
nepeoopMIIEHHH pa3pellieHrss B TOPAJKE, MPEAYCMOTPEHHOM IyHKTOM 35
Hacrosmero [Hopsaka.

51.Pa3peminrensHblil OpraH NIpUHUMAET pelieHue 00 OTMEHE pa3pelleHus B
CIIEIYIOIIUX CIy4asiX:

1) mpencraBieHre MEOUUMHCKOW OpraHU3alved B pa3pelIuTeIbHbIN OpraH

3asBJIEHUs1 00 OTMEHE pa3pelIeHMs;

2) moyiydeHUE U TMOATBEPKIECHHE IPU OCYUIECTBICHUM MOHUTOPHUHIA
0€30MacHOCTH MEIUIIMHCKUX W3AeIUid (AKTOB M OOCTOSITENBCTB, CO3AIOIIUX
yIpo3y JKM3HU M 3J0POBbI0 TpaKJaH M MEIULHUHCKUX pPAOOTHUKOB IIpHU
OPUMEHEHUU HE3apEruCTPUPOBAHHOTO MEAMIIMHCKOTO U3IETUs ISl AMAarHOCTUKHU
1n vitro;
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3) BBISIBJICHHUE pPa3pelIUTEIbHBIM OpPraHoOM MO pe3yjJabTaTam
OCYIIECTBIIEMOTO UM (eepatbHOr0 TOCYAapCTBEHHOTO KOHTpOJs (Haa3opa) 3a
oOpameHrueM MEAUINUHCKUX U3JCIUA HECOONIOICHUS MEIUIUHCKOMN
opraHmu3aiuei, KOTOpOW MPEJAOCTaBICHO pa3pemeHue, TpeOboBaHUUN K
U3TOTOBIICHUIO, XPAaHECHUIO, MPUMEHEHUIO, YTWIM3alUUH WIHM YHUYTOXKEHUIO
HE3apEeruCTPUPOBAHHBIX METUIIMHCKUX U3JIETUHN I TUarHOCTHKY 1n Vitro;
4) UpuUHATHE pa3peUIUTEIbHBIM OpPraHoM pelleHuss 00 OTKa3e B
MOJITBEPKICHUH WK NepeodopMiIeHUH (B cydae peopraHu3aiuy pUITIeCKOro
auna B popMe npeodpa3zoBaHusl, CIUSIHUS UK IPUCOSIUHEHHUS) pa3peIICHUS;
5) METUIIMHCKON OopraHu3anueil He ObLIO MPEAOCTaBICHO 00 HAIPABICHO
B pa3pelIuTENbHbIA OpraH 3asiBICHHE O MOATBEPKICHUHM pa3pPEIICHUs, 4YTO
MOBJIEKIO 3a CO000W HEBO3MOXHOCTHh MOATBEPXKACHUS pa3pemeHus a0
HACTYIUICHUS CPOKA MPOXOKIACHUS YKa3aHHOMW MIPOLIEIYPHI;
6) pelieHue cyga O HapylIeHWU TMpaB MpaBoOONanaTessi Ha pe3ysbTaThl
WHTEJJIEKTYaJIbHON JESATEIbHOCTH MPU TNPUMEHEHUU HE3aperucTPUPOBAHHOTO
MEUIIMHCKOTO U3ACNIHS JJIsl IMATHOCTHUKY 1n Vitro, BCTYNUBIIEE B 3aKOHHYIO CUJTY;
7) NHUKBUAALMS MEAMIMHCKON OpraHu3ald, KOTOPOH MpegoCTaBIEHO
paspenieHue;
8) mpekpanieHue ACHUCTBHS JIMIIEH3UM Ha OCYIIECTBICHUE MEIUIIMHCKOU
NEeATEIbHOCTH, MPEI0CTABICHHON MEAUIMHCKOW OPraHU3allN;
9) u3MeHeHHWE B JHICH3UU TMepedHs padboT (yclyr), COCTaBISIOIINX
MEAUIIMHCKYIO JESTeIbHOCTb, HCKJIIOYAroIlee 3asBICHHYIO c(epy NpUMEHEHHS
HE3apPETUCTPUPOBAHHOTO MEAMIIMHCKOTO W3JEIUsl JJIsi JUarHOCTUKU 1n  Vitro
COMIaCHO MPEIOCTABIECHHOMY Pa3pelICHHUIO.
52.He mo3nnee yem 3a 10 paboumx nHEH A0 1HSA (PAKTHIECKOTO
NpeKpalieHus JeATeJIbHOCTH M0 W3TOTOBJICHUIO, XPAHEHUIO, MPUMEHEHHUIO,
YTUIU3AIUN WJIW YHUYTOXKEHUIO HE3aPErUCTPUPOBAHHOTO MEIUIIUHCKOTO
W3enus JUIl JAUArHOCTHKH 1n Vitro MeIWIMHCKas opraHu3amus oOs3aHa
IPEJICTaBUTh B Pa3pelIUTEIbHBIN OpTraH 3asBJIeHUE 00 OTMEHE pa3pelIeHusI.

53.B 3asgBieHun 00 OTMEHE pa3peuIeHHs YKa3bIBAIOTCA CIEAYIOIINE
CBEJICHUS:

1) HauMeHOBaHUE HE3aPETUCTPUPOBAHHOIO MEAMIIMHCKOTO HW3ACIHS JUIs
JTUATHOCTHKU in Vitro (C yKa3aHHEM TIPHUHAJICKHOCTEH, HEOOXOTUMBIX ISt
NPUMEHEHUS] MEUIIMHCKOTO U3/ENHS TI0 HA3HAYEHUIO);

2) gara npeaoCTaBICHUS Pa3pelICHUs U €r0 PEruCcTpallMOHHbIN HOMEp, JaTa
NOCJIEAHETO MOATBEPKACHUSL Ppa3pelICHUs] B Ciydae €CJIU pa3pelICHHE paHee
MOJTBEPKIATIOCH;

3) nmonHoe W (B cly4yae, €CJIM HMEETCs) COKpallleHHOE€ HauMEHOBaHHE
MEJIUIIMHCKOW OpraHu3allui, B TOM uHucIe (QUPMEHHOE HAaWMEHOBaHWUE,
opraHu3alUoHHO-NpaBoBas ¢GopMa MEJUUMUHCKOW OpraHu3aluH,
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UACHTU(UKALIMOHHBII HOMEp HAJIOIrOIJIaTebIIMKA, aJpeC MECTA €€ HAXOXKEHUs, a
TaK)Ke HOMEpa TeNePOHOB U (B CiIyyae, €CIIU UMEETCs ) aApec AIEKTPOHHOM MOYTHI.
54.Pa3pemuTenbHbBId OpraH He BIpaBe TpeboBaTh OT MEIUIIMHCKON
OpraHM3alii YKa3blBaTh B 3asBICHUU OO0 OTMEHE pa3pellieHUs] CBEACHMS, HE
IpeAyCMOTPEHHbIE MYHKTOM 53 HacTosiero [lopsaka.

55.1lpeacraBnenue 3asiBICHUSI 00 OTMEHE Pa3pellICHUs] B pa3pelInTEIbHBIM
OpraH, IMpUEM 3asBICHUS Pa3PEIIUTEIIBHBIM OpPraHOM, IPOBEPKA IOJIHOTHI U
JOCTOBEPHOCTU COAEPKAIIMXCA B HEM CBENCHUN OCYLIECTBIISIIOTCS B MOPSJIKE,
IPENYCMOTPEHHOM B ImyHKTax 13 m 15 nacrosmero [lopsnaka.

56.B cnyuae ecnu 3asBieHHe 00 OTMEHE paspelieHuss O(GOPMIICHO C
HapyIlICHHEM TNOJIOKeHUN myHkTa 53 Hacrtosmero I[lopsiaka, pa3pemnTenbHbIN
OpraH YBEIOMJISICT MEAULMHCKYI0 OPraHU3alMI0 C HCIIOJIb30BAHMEM E€IUHOU
CUCTEMBbI HJICHTU(DUKAIIMY U ayTEHTU(DUKAIIMN O HEOOXOMUMOCTH YCTPaHEHUS
B 30-IHEBHBIN CPOK BBISBIICHHBIX HAPYIICHUH.

B cnydae npeacraBienus 3asBiIeHUs 00 OTMEHE pa3peleHUs]

B pa3pelIUTEIbHBIM OpraH Ha OyMa)XHOM HOCHTEJIE pa3peluuTEeNbHbIA OpraH
HaIpaBIIIET YBEIOMIICHHE O HEOOXOOMMOCTU ycTpaHeHusi B 30-IHEBHBIA CpOK
BBISIBJICHHBIX HAapPYIICHWM 3aKa3HBIM MOYTOBBIM OTIIPABICHHUEM C YBEIOMIICHUEM O
BpPYUYEHHH WIH B (OpME IIEKTPOHHOIO JTOKYMEHTA, MOANKUCAHHOTO 3JIEKTPOHHOMN
IOJIKCBIO.

YBenOMIIEHHE B Cllydae €ro HalpaBJICHUs 3aKa3HbIM I1OYTOBBIM
OTIPABJICHUEM CUUTAETCS MOJYUYEHHBIM MO McTedueHuu 10 pabouux AHEH ¢ AaThl
HaIlpaBJICHUS YBEIOMIICHUS.

57.B cnyuyae ecnum B 30-OHEBHBI CpPOK HE YCTPaHEHBl BBISBICHHbIC
HApYLICHUs, pa3pelIMTENbHBIA OpPraH NPUHHMAET pELIEHHE O BO3BpaTe
3asBJICHUS
00 OTMEHE pa3pelIeHHs U MPUIIAraeMbIX K HEMY JTOKYMEHTOB C MOTUBHUPOBaHHBIM
000CHOBAaHHMEM IIPUUMH BO3Bpara.

58.B ciyuae ycrpanenus B 30-aHEBHBIN CPOK BBISIBIICHHBIX HApYILICHUH
B TedyeHue 3 pabouux AHEH co JHS NPEeNCTaBICHUS HaJJIeKAllUM 00pa3oM
o(OpMJIEHHOrO 3asiBI€HHSI 00 OTMEHE pa3pelieHHs] pa3pelIMTENbHbIA Opran
IIPUHUMAET PEIICHUE O HayaJle OTMEHBI Pa3pEIICHHUS.

59.Pemienue 00 OTMEHE pa3pelleHHs HAa OCHOBAHWUS 3asBICHUS
MEIULUHCKOW OpraHn3alyy IPUHUMAETCS Pa3peIIUTEIbHBIM OPraHOM B CPOK, HE
npesbimaromui 10 pabounx AHEN co JHS MPUHATHS PELICHUS O Hadajle OTMEHBI
paspeleHus.

60.PemieHre 006 oTMEHE pa3pelieHus B CIy4asiX, YKa3aHHbIX B MOJITYHKTaX
2 - 9 nyHkra 51 Hacrosuero [lopsnka, MpUHUMAETCS pa3peIIMTENBHBIM OPTaHOM
B CpPOK, HE TMpEBBIMIAIONIMN S5 paboyux JHEW CO JHS TOJYyYECHUS CBEICHUU,
MOATBEPKIAOIINX HAIMYKME OCHOBAHUMN JIJI1 OTMEHBI PA3PEIICHUSI.
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61.1lpunarue pemieHuss 00 OTMEHE paspeuieHust opopMIIsieTCs MPUKA30M
pa3pelnTeNnbHOro opraHa. B JeHb perucrpanuu mpukaza 3amuch 00 OTMEHE
pa3pelIeHNs] BHOCUTCS B PEECTP pa3peIICHUM.

62.Pa3pemurenbHblid OpraH OCyUIECTBIISIET BEACHUE peecTpa pa3peuieHui B

MOPSIAKE, YCTAHOBJIEHHOM MMHHUCTEPCTBOM 3ApaBOOXpaHeHust Poccuiickon
Oenepanuu.
63.B peectp pazpenieHnuil BHOCATCS CIEAYIOIINAE CBEICHHUS:
1) HauMeHOBaHHE HE3APETUCTPUPOBAHHOTO MEAUIIMHCKOTO W3AENUs s
JIMArHOCTHKH 1N Vitro;
2) nara npeaoCTaBICHUS Pa3pelIeHHs U €ro perucTpalMoOHHbIA HOMEp, AaTa
Y HOMEDP MPUKa3a O MPEAOCTABICHUH Pa3pEIICHUS;
3) Ha3Hau€HUE HE3APETUCTPUPOBAHHOTO MEIUIIMHCKOTO W3JEIHS JJIs
JUArHOCTHKH 1n Vitro, yCTaHOBJIEHHOE U3TOTOBUTEIIEM;
4) HaumMeHOBaHHUS pPaboT (ycayr), COCTaBISIONIUX MEIUIUHCKYIO
NesATEeIbHOCTh, COTJIACHO JIMIIEH3MHU, BKJIIOYAIOIIUX 3asBIE€HHYI cdepy
MPUMEHEHUSI HE3apEeruCTPUPOBAHHOTO MEIUIIMHCKOTO M3EIUS JJISl TUarHOCTUKHU
In vitro;
5) HamMmeHOBaHWE, WACHTU(PUKAIMOHHBI HOMEpP HAJIOTOIJIATENBIIUKA |
MECTO HaXOXKJICHUS MEIUIIMHCKOW OpraHu3allii, KOTOPOW MpeaoCTaBIEHO
pa3pellICHUE;
6) 1aTa 1 HOMEp NpHUKa3a O MOATBEPKIACHUN Pa3pPEILICHHUS;
7) nara ¥ HOMEp MpuKaza 0 nepeodOpMIICHUU pa3pelieHus, CBEACHHUS 00
U3MEHEHWHU HAaUMEHOBaHUA W (WIM) agpeca MecTa HaXOXKJICHHS MEIUIIMHCKON
OpraHM3alH, KOTOPOH NIPENOCTABIEHO PA3PELICHUE;
8) maTa 1 HOMep IprKas3a 00 OTMEHE pa3pelIeHus.
64.CBeieHUSI O KOHKPETHOM pa3peuieHWH 10 BBIOOPY MEIMIMHCKOM
OpraHu3aliy NepeatoTcs el B (opMe dIMEKTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO
YCWJICHHOW KBAJIU(DUIIMPOBAHHOMN >JIEKTPOHHON MOJIKCHIO, a B CIy4yae yKa3zaHus
B 3asBJICHUM O NPEIOCTABICHUU WIM TOATBEPXKICHUU pa3pelieHus, JuO0 B
3asiBJICHUH O nepeoOpMIICHUN pa3pelIeHusl Ha HEOOXOAMMOCTh MIPEI0CTaBICHUS
TakoW BBIMUCKUM Ha OyMa)KHOM HOCHUTEJE pa3pelIMTENIbHBIM OpraH HalpaBiseT
MEIUMUHUHCKOM OpraHu3alMi BBINHCKY M3 peecTpa pa3pelieHUil 3aKa3HbIM
MOYTOBBIM OTIPABICHUEM C YBEJIOMJIICHUEM O BPYUYCHUHU.

65.Pa3pemmrensHbiii opran GopMUPYET JOChe HAa HE3aPETHCTPUPOBAHHOE
MEAUITMHCKOE U3/IeNNe I TUarHOCTUKY 1N Vitro U3 CIeAYIONMUX JOKYMEHTOB:

1) 3asBieHuEe O MPEAOCTABICHHUH pa3pEIIEHUSs U JOKYMEHTHI,
npenycMorpeHHsie nyHKToM 10 Hactosmero Ilopsnka, 3asBIeHHE O
MOJTBEPXKJICHUN Ppa3pelieHuss U JOKYMEHTBHI, MpPeayCMOTpPEHHbIe MyHKTOM 11
Hacrosiero Ilopsnka, 3anpocsl U JOKYMEHTHI, NPENYCMOTPEHHBIE ITyHKTaMu 24,
25 u 28 Hacrosuero Ilopsiaka, 3asBiaeHue o nepeo@OpMIICHUU pa3pelieHusi, a
TaKKe 3asBJICHHE 00 OTMEHE pa3peleHus;
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2) konus 3aJaHusl Ha MPOBEACHUE SKCIEPTU3bI KauecTBa, 3P(HEKTUBHOCTH U
0€30MMacHOCTH HE3apEerUCTPUPOBAHHOTO MEAUIIMHCKOTO U3AENuUs ISl AMATHOCTHKHU
1n vitro;

3) 3aKiIO4eHMsI 1O Pe3yJIbTaraM dKCIEpTHU3bl KauecTBa, F(P(HEKTUBHOCTH U
0€30I11aCHOCTH HE3apErnCTPUPOBAHHOIO MEAUIIMHCKOTO U3AENUs ISl AMAarHOCTUKH
1n vitro;

4) KoMUY MPUKA30B O MPUHATHIX PA3PELIUTEIbHBIM OPraHOM PELICHUSX;

5) AOKYMEHTBHI M Marepuaibl, TOATBEPKIAIOIINE HATMYME OCHOBAHUM ISt
OPUHATUS Ppa3pelIUTEIbHBIM OpPraHoM peleHUus 00 OTMEHE pa3pelleHus,
YKa3aHHBIX B ITOANYHKTax 2 — 9 myHkra 51 Hacrosmero [lopsaka.

66.Pa3pemuTenpHbIil Opran pasmemaeT HHGOPMAIUIO0, CBS3AHHYIO C

OCYIIIECTBICHUEM INIPEAOCTaBICHUSA, NepeoOpMIEHHUs, MOATBEPKICHUSI U
OTMEHOW pa3penieHrii Ha CcBoeM OQUIMaIbHOM caiiTe B HHPOPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHON ceTH «IHTepHeT».

67.Pemienuss u geiictBus (Oe3neicTBUE) pa3pelIMTENIBLHOTO OpraHa,

NOBJIEKIIKE 3a coOOiW HapylmIeHHEe MNpaB IOPUAUMYECKOTO JIMIA, a TaKkKe
3aKJIIOYEHHSI DKCIIEPTHOTO YUPEKIEHUS MO pe3ysibTaTaM IPOBEJEHHBIX UM B
COOTBETCTBUHM C HacTOSIUM [lopsiakoM 3KCepTH3 MOTYT ObITh 00KallOBaHBI
MEAUIMHCKOW OpraHu3alyed B TMOpsJKE, YCTaHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.



[Tpunoxenne Ne 1
k [lopsiaky npenocraBieHus,
nepeodopMIICHUS, TOATBEPKICHUS
Y OTMCHBI Pa3pEIICHUs Ha PUMCHCHHE
HE3apEeTUCTPUPOBAHHOTO MEAUITMTHCKOTO
W3JIENHS TS TUATHOCTHUKY 1n Vitro

Iopsinok opranu3anuy u NpoBeJIeHUs
JKCHEPTU3bI KayecTBa, 0e301acHOCTH U 3¢ PeKTUBHOCTH
He3apPerucTPMPOBAHHOI0 MEIMIIMHCKOT0 U3/1eJIusl AJIsl AUATHOCTHKM in vitro

1. Hacrosimui 1opsnok onpenenser mpasBuia NpOBEACHUS SKCIIEPTU3BI
KayecTBa, 0Oe30macHOCTH W AP(PEKTUBHOCTH MEIMIMHCKUX W3ACIUN,
NpelHa3HAaYeHHBbIX IS JAUArHOCTUKM 3a00jeBaHUN IyTeM NPOBEICHUS
UcCleoBaHul 00pa3lloB OMOJOTMYECKOT0 Marepuana 4YeloBeKa BHE €ro
opraHm3ma, HM3TOTOBJICHHBIX B MEAUIIMHCKOW OpraHU3alUu U
MPUMEHSIONUXCS B MEIUITMHCKON OpraHW3allid, €ro W3TOTOBUBIICH (1anee
COOTBETCTBEHHO — MEIUIIMHCKAs OpraHu3alvs, HEe3aperucTPUPOBAHHOE
MEJUITMHCKOE W3JeNNUe Il JUArHOCTUKHU In Vitro), B WENSIX NPUHATHS
pelieHusT O TMPEAOCTABICHUU WU TOATBEPXKIACHUHU pa3pelieHus Ha
NpUMEHEHUE MEAUIIMHCKUX U3ACIUNA ISl AMATHOCTUKH 1n Vitro.
2. DOkcnepTuiza kadecTtBa, 3¢p(OEKTUBHOCTU M OE30MACHOCTH
HE3apEeTUCTPUPOBAHHBIX METUITMHCKUX W3ICIHA JUIsl TUArHOCTHKHU in Vitro
OCHOBBIBAETCS HAa NPHUHIMUIIAX 3aKOHHOCTU, COOIIOACHUSI MpPaB U CBOOO
YelioBeKa W TpaxJaHWHA, MpaB IOPUAUYECKOTO JIUIA, HE3aBUCHUMOCTH
JKCIIepTa, OOBEKTUBHOCTHU, BCECTOPOHHOCTH U TIOJHOTHI HCCIIEIOBAHUM,
NPOBOJAMMBIX C HCIOIH30BAHUEM COBPEMEHHBIX JIOCTIDKEHUW HAyKu U
TEXHUKH, OTBETCTBEHHOCTH OHKCIEPTHOTO YUPEKIACHUS U DKCIEPTOB 3a
POBEJICHUE U PE3YIbTATHI AKCTIEPTUHI.
3. DOkcnepTuiza kadectBa, 3¢p(OEKTUBHOCTU U OE30MACHOCTH
HE3apETUCTPUPOBAHHBIX METUITMHCKUX W3ICIHA JUIsl TUArHOCTHKHU in Vitro
MPOBOAUTCS (hefepaIbHBIM TOCYIapCTBEHHBIM OIOPKETHBIM YUPEKICHHUEM,
Haxo[smuMcesl B BeneHun DepepanbHOM CiyObl Mo HaaA30py B cdepe
3/[paBOOXpAHEHUsT (l1ajieeé COOTBETCTBEHHO - JKCIIEPTHOE YUPEKICHHUE,
pa3pennTeNbHbIA OpraH), Ha OCHOBAaHUU 3a/IaHUK Pa3pelInTEILHOTO OpraHa
Ha TPOBEACHHE SKCIEPTU3bl KayecTBa, 3(PQPEeKTUBHOCTH U 0O€30MaCHOCTU
HE3apEeruCTPUPOBAHHBIX METUIIMHCKUX U3/IETUHN JJI1 TUarHOCTHKY 1n Vitro.
3a mpoBeleHHE HKCIEPTHU3bl KayecTBa, O€30MacHOCTH M A(DPEeKTUBHOCTU
HE3apeTrUCTPUPOBAHHOTO MEIUIIMHCKOTO W3MENUs IS JAWArHOCTUKHM in Vitro B



HeJasaX NPEeAOCTABICHUS pa3pelieHHs WIM €ro IMOATBEPKACHUS B3UMAaeTCs
rOCyJapCTBEHHAs MOIUIMHA B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickon
®denepanuu 0 HAJIOrax U cOopax.

B Teuenne 3 pabGouux gHEW CO MOHS TPUHATUS pEHICHUS O Havaie
pPacCMOTPEHHUSI 3asIBJICHUSA O MPEIOCTABICHUU WA MOATBEPKICHUU PA3ZPEIICHUS
paspemuTeNbHbIl Oprad oQopmisieT M BbIJACT 3aJaHUE Ha TMPOBEICHUE
AKCIIEPTU3bI KauecTBa, 3P(HEKTUBHOCTH U OE30MaCHOCTH HE3apEeTUCTPUPOBAHHOIO
MEAUIIMHCKOTO U3/1EeTus U1 TUarHOCTUKY 1N Vitro 3KCIEPTHOMY YUPEKIEHUIO.

4. 3aJjlaHue pa3pelIuTEeNbHOTO OpraHa Ha IMPOBEACHUE SKCIEPTU3BI

KauecTBa, A(PPEKTUBHOCTH M OE30MACHOCTH HE3aPEruCTPUPOBAHHBIX

MEUITUHCKUX U3JEHUIA JJIsl TUarHOCTUKHU 1IN VItro MOXET OBITh HalpaBJIeHO

B DJKCIEPTHOE YyUYpexJeHHE Ha OyMaXHOM HocuTene Iubo B ¢dopme

AIIEKTPOHHOTO IOKYMEHTA, OJMUCAHHOTO 3JIEKTPOHHOU MOAIUCHIO.

5. DOkcnepTu3a KadecTBa, 3PPEeKTUBHOCTH M O€30MACHOCTH

HE3apEeTUCTPUPOBAHHBIX MEIUIMHCKUX U3JEIUM JUIsl TUAarHOCTHKHU 1n Vitro

MIPOBOAMUTCS KOMHUCCUEH SKCHEPTHOro yupexaeHus (nanee - Komwmccus),

cocTosilled U3 Tpex M 0o0Jiee SKCIEpPTOB, COCTAB KOTOPOM YTBEpP)KIAETCS

pacnopsAIUTEIbHBIM TIOKYMEHTOM SKCIIEPTHOTO YUPEKACHUS.

6. B cocraB Komuccuu He MOTYT OBbITh BKIIIOUEHBI B KAYECTBE SKCIIEPTOB

NPEACTABUTENIA OPTraHU3alUK W3TOTOBUTENS, YJIEHBI 3KCIIEPTHOIO COBETA I10

BONpPOCAaM HE3apErUCTPUPOBAHHBIX MEIUIMHCKUX U3JAEIUNA s

JMArHOCTHUKH 1N Vitro, CO3IaHHOTO MPU MEAUIIMHCKON OpraHu3aluu (J1anee —

AKCIIEPTHBIN COBET).

7. B cocraB Komuccum MoOryt OBITh BKJIIOYEHBI 3KCHEPThI, HE

ABJISAIONIMECS PAOOTHUKAMHU 3KCIIEPTHOTO YUpEXKAEHHS, OOJaaarolue

COOTBETCTBYIOIIMMH 3HAHUSIMHU, OIBITOM, HABBIKAMHU M KOMIETEHIIUSIMU, TIPU

HaJIMYUU UX COMIACHS, 3a UCKIIFOUEHHUEM SKCIEPTOB, YKA3aHHBIX B IYHKTE 6

[Topsnxka.

8. DKcnepThl, BKJIOYaeMble B cocTaB Komwuccuu, MOJKHBI 3HATh

3aKOHOJATENIbHbIE W HWHbIE HOPMATUBHBIE NIPABOBBIE aKThl Poccuiickoin

®denepanuu B cdepe oOpaleHus MEAUIMHCKUX HW3EIUN, OpraHu3alui U

MNOPSAOK TMPOBENCHUS DSKCHEPTU3, NOPSAOK O(GOpPMIICHUS 3aKIIOYEHHM

KOMHCCHHU 3KCHEPTOB, METOABl OOpabOTKM W aHaiau3a pe3yJbTaToOB

MPOBEJACHHBIX OLIEHOK COOTBETCTBUS MEAMIMHCKHX H3JeIuidl B ¢opme

TEXHUYECKMX HCIBITAHUMN, KIMHUYSCKUX MCILITAHUM, MCOBITAHUM, a TaKXKe

UMETh BBICIIEE OOpa3oBaHHWE M CTaX paboThl B MOApa3JCIICHUSX,

OCYILIECTBISIIOMNUX WM 00ECIEUYUBAIOIIMX OCHOBHBIE BUbI JESITEIbHOCTU

AKCIIEPTHOIO YUPEXKACHUS, HE MEHEE OIHOTO To/Ia.

9. Komnerenmuio »skcnepToB, BKIOYAaeMbIXx B coctaB Komuccuu,

OIPEEIISIET SKCIIEPTHOE YUPEKICHHUE.

10. Ilpu mnpoBeneHHH DKCHEPTU3Bl KauecTBa, 3QPEKTUBHOCTH U
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0€30MacHOCTU HE3apPErUCTPUPOBAHHBIX MEIUIUHCKUX HU3ACIUNA A
JUATHOCTUKU In VItro JKCIEPT HE MOXKET HAXOAWUTHCS B KaKOW-THOO
3aBUCHUMOCTH OT OpraHa WM JIMIA, Ha3HAaYMBLIErO 3Ty JKCIEPTU3Y,
MEIUIMHCKON OpTaHU3aI1H.

11. B cnydae, eciau DKCHEpPTy H3BECTHBl 00CTOSATENbCTBA,

NPEMSATCTBYIONIME €r0 MPUBJICYCHUIO K MPOBEJICHUIO IKCIIEPTU3bI KAaueCTBa,

3G (HEeKTUBHOCTH U 0€30MACHOCTH HE3apEeruCTPUPOBAHHOIO MEIUIIMHCKOTO

W3MeNus JI1 TUarHOCTUKH 1n Vvitro OO HEe MO3BOJISIIONIME €My COOJIIoIaTh

NPUHIUNBl TPOBEJICHUS DKCHEPTU3BI, OMNpPEJICICHHbIE HACTOSIIUM

[Topsinkom, »KcmepT B NHCbMEHHOW (opMe yBenomuisieT 00 YKa3aHHOM

OOCTOSITENbCTBE PYKOBOAMUTENS SKCIIEPTHOTO YUPEKICHHUSL.

PykoBoauTENb 3KCIEPTHOTO YUYPEKACHUS MO PE3yJbTaTaM pPacCMOTPEHUs
NOCTYNUBILETO YBEIOMIICHUSI NPUHUMAET PEUIEHWE O BHECEHUM H3MEHEHUH B
coctaB Komuccun.

12. Tlocnme yTtBepxkaeHusi coctaBa KoMuccun €€ 4YI€Hbl TPOBOAST

OpraHU3alMOHHOE 3aceJaHue, HA KOTOPOM:

a) u3buparoT U3 cBoero cocraBa mnpexacexnarens Komuccuum u ee
OTBETCTBEHHOI'O CEKpeTaps;

0) ompeneNsoT MOPSIOK paboThl U MPUHATHA pereHnii Komuccuei;

B) YTBEP)KIAIOT KaJleHJapHbIN miiaH padotrel Komuccuu, ucxomst u3 CpokoB
NpOBEJACHUS ODKCHEePTU3bl KauecTBa, 3GPEKTUBHOCTH U 0O€30MACHOCTH
HE3apEeruCTPUPOBAHHBIX METUIIMHCKUX U3JIETUHN JJI1 TUarHOCTHKY 1n Vitro;

I') ONPEACNISIIOT WHBIC TMOJOXKEHUS W YCIOBHs, HEOOXOIUMBIC sl PabOThI
KOMHUCCHHM 3KCHEPTOB M MPOBEJEHUS 3KCHEPTU3bl KauyecTBa, 3(PQPEKTUBHOCTH M
0€30MacHOCTH HE3aPETUCTPUPOBAHHBIX MEAUITUHCKUX W3S JIs1 JUArHOCTUKHU
in vitro.

13. OpranuzanuoHHoe W mnoclieayromue 3aceganus Komuccuwu

0(QOpPMIISIOTCS MMPOTOKOJIAMH, KOTOPBIE MOAMUCHIBAIOT BCE €€ YIICHBI.

14. Ilpencenarens Komuccum opranusyer paboTy KOMHCCHH SKCIIEPTOB, B

TOM YHCJIE:

a) ompenensieT NMOBECTKY JAHS M MNpOBOAMT 3acenanuss Komuccuum B
COOTBETCTBHHM C YTBEPKICHHBIM KaJleHIApHbIM IIJIaHOM padOThl;

0) ocymiecTBIsIeT KOHTposb coOmoneHuss Komuccueint yTBep:kKIEHHOTO
nopsJiKa padOTHI;

B) XxojaTaiicTByeT (MpU HEOOXOAMMOCTH) mepea pPYKOBOAUTEIEM
AKCIIEPTHOTO YUYPEKJEHUS O BKIOYEHHMH B coctaB Komuccuu skcrepra(-oB),
yKa3aHHBIX B MyHKTe 7 Hacrosmiero I[lopsiaka, uiM o BHECEHUM W3MEHEHUH B
coctaB Komuccuu o npuunHe OTCyTCTBUS WieHa (4IEHOB) KOMUCCHUU (BPEMEHHAs
HETPYIOCIIOCOOHOCTD, OTIYCK, YBOJIbHEHUE, UHbIE IPUUUHBI);

r) o0oOmaer pe3ynbTaTbl 3KCHEPTHBIX OIEHOK, IMPOBEICHHBIX YICHAMH
Komuccum;
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1) OpraHu3yeT NOJArOTOBKY IMPOEKTA 3aKIOUYECHHS SKCIEPTHOTO YUPEKICHHUS.

15. OrtBercTBeHHBbI cekperapb KoMHCCHM BBIIOJHSAET CIEAYIOIINE

GbyHKIHIH:

a) ¢popMHUpPYET MPOTOKOJIBI OPraHM3ALMOHHOIO U MOCIEAYIOIIUX 3aceqaHuil
Komuccun sxcniepToB, ocymiecTsisieT coop noanuceit Bcex wieHoB Komuccnu;

0) unpopmupyer uwieHoB KoMmuccun O MOBECTKE AHS KaXKIOTO 3aceqaHus
yieHoB Komuccun (3a UCKITIIOUEHHEM OPraHU3alMOHHOTO 3acCeAaHMmsl);

B) (opMUpyeT NPOEKT 3aKIIOUEHHsS HKCIEPTHOTO YUPEKAEHHUS IO
pe3yiabTaTaM INpPOBEAEHHOW HJKCHEpPTU3bl KadecTBa, AIPPEKTUBHOCTH U
0€30MMacCHOCTH HEe3apEerUCTPUPOBAHHBIX MEIULMHCKUX W3JCIUN ISl AUATHOCTHKHU
in vitro u ocymiecTBiIseT coop moanucei Bcex uieHoB Komuccnn;

I') HyMEpYeT U 3aBEPSIET NOANUCHIO KXY CTPAHHUILY ITPOEKTA 3aKITFOUECHHUS
HKCIIEPTHOTO YUPEKACHUS (32 UCKITIOYCHUEM TUTYJIBHOTO JICTA).

16. Kaxngpiii unen Komuccuum mpu OpoBEAEHMM SKCIEPTH3bI KauecTBa,

3¢(}HEeKTUBHOCTH U O€30MaCHOCTH HE3aPErMCTPUPOBAHHBIX MEIUIIMHCKUX

W30EJIUN JUIA JUArHOCTHUKMU 1n Vitro oO0s3aH:

a) HE3aBUCHUMO M CaMOCTOSTEJIbHO MPOBECTU IKCHEPTU3Y MPEICTABICHHBIX
pa3pelInTeNIbHBIM OPTaHOM JIOKYMEHTOB U MaTE€pHAJIOB;

0) 000CHOBaHHO U OOBEKTHBHO CHOPMYIUPOBATH BHIBOABI B MPEJIEIax CBOEH
KOMIIETEHIINH;

B) HE pasmiamarb CBEACHUS, KOTOpPbIE CTaJlM H3BECTHbI B CBA3U C
IPOBEACHUEM DKCIEPTU3bl, a TaKK€ CBEACHUS, COCTABJISIOIIME OXPAaHAEMYIO
3aKOHOM TaliHy;

I') cOOM0AaTh YCTAHOBJIEHHBIE CPOKU M MOPSAIOK IPOBEICHUS SKCIIEPTU3bI;

1) 00eCTeUnTh COXPAHHOCTh MPEACTABICHHBIX MaTepPHAJIOB.

7. OxcmepTbl He BIpaBe MNPOBOJUTH BKCIEPTU3Yy KadyecTBa,

3(p(PEeKTUBHOCTH U 0OE30MACHOCTH HE3apErHUCTPUPOBAHHBIX MEAMIIMHCKHUX

W3ACIUN JUISI JTUArHOCTHKHU 1In Vitro 1o oOpalleHuI0 MEIUIIMHCKON

OpraHu3aliuu HENOCPEJCTBEHHO K JKCIEepTy JNuOO0 B JKCHEpTHOE

YUPEKICHHE.

18. DOxcmepTHOE yupekJEHHE MNPOBOAUT HKCIEPTU3Y KadecTsa,

3(¢(HeKTUBHOCTH U O€30MaCHOCTU HE3aPErMCTPUPOBAHHBIX MEIULIMHCKUX

U3IEeNUA sl JUArHOCTHKM In VItro Ha OCHOBAaHMH JOKYMEHTOB U

MaTepuaioB, MPEIOCTABICHHBIX PAa3PEIIUTEILHBIM OPTaHOM Ha OyMaKHBIX

HOCHUTENSAX W (WUIU) B DIEKTPOHHOM (opmare HOCPEICTBOM

aBTOMATU3UPOBAHHONW HHPOPMAIIMOHHON CHUCTEMBl Pa3pPEUIUTEILHOTO

OpraHa o TeJI€KOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3H.

19. DOkcmepTHOE YyUpEKJICHHE HE BIpaBe TPeOOBaTh HEMOCPEIACTBEHHO Yy

3asBUTENS M (WJIM) MHBIX 3aWHTEPECOBAHHBIX JIMI[ JIOMOJIHUTENbHBIE

JOKYMEHTBI, MaTrepuajibl U CBEACHUS, HEOOXOIMWMBbIE IJis IPOBEJICHHUS

PKCHEepPTHU3bl KadecTBa, 3QpPEKTUBHOCTH M OE30MaCHOCTH
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HE3apEeruCTPUPOBAHHBIX MEIMIMHCKUX U3I€TUHI AJI1 JUarHOCTUKY 1n VItro.

20. B ciyyae HEOOCTAaTOYHOCTH ISl BBIHECEHHUS SKCIIEPTOM 3aKIFOUECHUS

MaTepHuajoB U CBEICHUM, COAEPKAIIUXCS B IIPEACTABICHHBIX MEAULMHCKON

OpraHM3aluel 3asBICHUU O IMPEIOCTABICHUHN WIH NOATBEPKIACHUU

pa3pelIeHNs] U JOKYMEHTAaX, SKCIEPT CTABUT BOMPOC O MPEACTABICHUU EMY

HEOOXOJIMMBIX MaTepHUaJIOB U CBEJICHUN TEpe]l pyKOBOAUTENIEM YKCIIEPTHOTO

YUpEXKIACHUS, KOTOPBIA oOOpalaercss ¢ COOTBETCTBYIOIIMM 3alpoCcOM B

pa3peLINTENbHBI OpraH, BBIAABIINN 3aJaHUE HA MPOBEICHHUE JKCIIEPTU3BI.

Pa3pemnrenbHplii opran B TedeHUE 2 paboyux JHEH CO JHS MOCTYIUICHUS

3ampoca PyKOBOAUTENSA SKCIEPTHOTO YUPEKICHHS HANPABILIET 3aSBUTEIIO

3alpoc O MpeJCTaBICHUH HEOOXOIMMBIX CBEJCHHUM C yKa3aHHEM XapakTepa
3aMeuaHui U croco0a WX yCTpAaHEHHs. YKa3aHHBIA 3ampoc HampaBIIseTCS

OJTHOKPAaTHO C WCIOJb30BAaHUEM €IMHOW CHUCTEMbl HJICHTHU(PUKAINN U

ayTeHTU(UKALIIH.

B cmydae mnpexncraBieHUs MEIUUIMUHCKOM OpraHu3alded 3asiBICHUS O
NPENOCTABICHUHA WM TNOATBEPKIACHUH DPa3pellCHHs W NPWIATAEMBIX K HEMY
JOKYMEHTOB B pa3peIIMTENIbHbIA OpraH Ha OyMa>KHOM HOCHUTEJIE pa3pelInTeNIbHbIN
OpraH HAaNpaBJIET YKa3aHHBIM 3alpOC 3aKAa3HBIM IIOYTOBBIM OTIIPABICHHEM C
yBEJOMJIEHUEM O BpPYYEHMH HJIU B (QOpMe DdIEKTPOHHOTO JOKYMEHTA,
HOJMKUCAHHOTO AIEKTPOHHOU MOAIHUCHIO.

3anpoc B clly4a€ €ro HAampaBlICHUS 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM
CUMUTAETCS TOJNYYEHHBIM MO ucTedeHun 10 pabouymx AHEW C AaTbl HAIPaBJICHUS
YBEIOMJICHHUS.

21. 3asBurtenb 00s3aH MPEACTABUTH OTBET HA 3alpOC Pa3pEHIUTEIBLHOTO

opraHa B CpOK, He mpeBbimaronuii 50 paboumx HHEH CO JTHSA MOTYYEHUS

TOoro 3ampoca. B Teuenwe 2 paboyux AHEH €O JIHS MOCTYIUICHUS OT

3asBUTENSL OTBETA HA 3aIPOC Pa3pEIIMTENIbHBIM OpraH HalpaBiI€T TaKOU

OTBET B JKCIEPTHOE YyypexkaeHHe. B cilydae HempeacTaBieHHUs IO

ucteueHuu 50 pabounx JHEH MEAUIIMHCKONM OpraHu3aliieil OTBeTa Ha 3ampoc

pa3peluTeNbHbId OpraH B TedeHHWe 2 paboyux JHEH HampaBiseT B

DKCIIEPTHOE YYPEKICHHE YBENOMJICHHE O HENPEIACTABICHUM 3asABUTEIEM

OTBETA Ha 3alpOC Pa3pelIMTEIBbHOIO OpraHa Juisl MOATOTOBKM 3aKJIFOUCHMS

DKCIIEPTHOIO YYPEKJICHHUS HAa OCHOBAHUM JOKYMEHTOB, UMEIOIIUXCA B €0

PaCIIOPSIKECHUN.

22. Bpewms co OHSA HampapiI€HUs 3ampoca pa3pellMTebHOIO OpraHa Jio

JHs TIOJIyYECHMSI OTBETA HA 3alpOC WIM YBEIOMJICHUS O HENPEICTABICHUU

OTBETAa Ha 3alpOC HE YYMTHIBAETCSA IPU HCUUCICHUH CPOKA MPOBEICHHS

PKCHEPTHU3bl KauecTBa, 3PPEKTUBHOCTU M 0O€30MACHOCTH

HE3apeTrUCTPUPOBAHHBIX METMIMHCKUX U3IETUHN AJI1 JUarHOCTUKY 1n VItro.

23. B ciuywae ecinum npuiaraéMble K OTBETY Ha 3alpoc JOKYMEHTHI

COCTABJICHbI HA NHOCTPAHHOM $I3BIKE, OHU IPEACTABIIAIOTCS C 3aBEPEHHBIM B
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YCTaHOBJICHHOM MOPSJIKE MEPEBOJOM Ha PYCCKUH S3BIK.

24. DKCHepTHOE YUYpexJeHHWE B CpPOK, He mpeBblmaroummii 30 padounx

JHEW CO JHS MOJy4YEeHUs 3aJlaHusi, OCYIIECTBIISAECT MPOBEIACHUE IKCIIEPTUSBI

3a4BJICHUSI O NPEIOCTABICHUM WJIM TNOATBEPKICHUH pa3pEeUICHUs U

IpPUJIAraéMbIX K HEMY JTOKYMEHTOB, B LIEJSAX ONPEAECICHUSA:

1) COOTBETCTBUSA HE3aPErUCTPUPOBAHHOTO MEAMIIMHCKOTO W3ACNUs s
JUArHOCTUKU 1n Vitro TpeOOBaHUSIM, YTBEpPKIECHHBIM IOCTAHOBIEHUEM
[IpaButensctBa Poccuiickoit ®enepanuum «OO0 yTBEepXKICHUHU TMOPSIaAKa
peaoCTaBiIeHus, nepeoPopMiieHus], TOATBEPKICHUSI U OTMEHBI pa3pelieHusl Ha
MIPUMEHEHUE HE3apEeruCTPUPOBAHHOTO MEIUIIMHCKOTO M3IEIUS JJIS TUAarHOCTUKHU
1n vitro;

2) COOTBETCTBUS MEIUIIMHCKON OpTraHU3aINK YCTAHOBIEHHBIM TPEOOBaHUAM
K OpraHu3aluvsM, OCYIIECTBISIONIMM MEIUIMHCKYIO JEATEIbHOCTh, B KOTOPBIX
U3rOTABJIMBAIOTCA W TPUMEHSIOTCS HE3aperucTPUPOBAHHbIE MEIUIMHCKUE
U3JeNusl 8 JUAarHOCTHUKH 1In Vitro, yTBEPXJIEHHBIM IOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoii ®enepanuu «0O0 yTBepxaeHuu Ilopsiaka
peaoCTaBieHus, nepeoPopMiieHusl, TOATBEPKICHUSI U OTMEHBI pa3pelieHusl Ha
MIPUMEHEHUE HE3apEerUCTPUPOBAHHOTO MEIUIIMHCKOTO M3IEIUS JJIS TUAarHOCTUKHU
1n vitro;

3) COOTBETCTBUS XapaKTEPUCTHK (CBONCTB) HE3apETHCTPUPOBAHHOTO
MEJUIIMHCKOTO M3JEHUs Il JUAarHOCTUKH In VItro TpeOOBaHUSIM TEXHUYECKON
JOKYMEHTAIIMM W3TOTOBUTENSI HA HE3apETrMCTPUPOBAHHOE MEIUILIMHCKOE H3/IENne
JUISL AMAarHOCTHUKM 1n vitro (1ajiee — TeXHUYecKasi JOKyMEHTAIUS U3TOTOBUTES);

4) BO3MOXXHOCTU TPUMEHEHUSI HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO
W3Aeaus JUIs JUArHOCTUKU In Vitro MO Ha3HAYeHWI0 B COOTBETCTBUHU C
AKCIUTyaTallMOHHOM JIOKYMEHTAIlueld H3rOTOBUTENISI HA HE3apETrUCTPUPOBAHHOE
MEAUIIMHCKOE H3JeNue JUId JUArHOCTHKHU 1n Vvitro (manee — JKCIUTyaTallMOHHAs
JOKYMEHTAIIMSI U3TOTOBUTEIS);

5) MOCTaTOYHOCTH TMPENOCTABICHHBIX CBEACHUWU ISl TMOATBEPKICHUS
KayecTBa, 3(PPEKTUBHOCTU U 0E30MACHOCTU HE3aPETHUCTPUPOBAHHOTO
MEIUIIMHCKOTO U3JIEJIU IS TUAarHOCTHKH 1n VItro;

6) TpeBbIlICHHUs (HENPEBBILIEHUS]) PHUCKAa NPUYMHEHHSI Bpela 310pPOBbIO
rpaxJaH ¥ MEIUIUHCKUX pPaOOTHUKOB BCIEJACTBUE MPUMCHEHUS
HE3apEeTrUCTPUPOBAHHOTO MEIUIIMHCKOTO W3AENUs IS JUArHOCTUKH 1IN VItro
OTHECEHHOTO K peareHTaMm, HabOopaMm [Jisi OmpeaejeHUsT aHAJIUTOB IS
AUATHOCTUKHU 1n Vitro WM aHalu3aTopaM Ui JHAarHOCTUKHU 1in Vitro,
3¢ PEKTUBHOCTH €ro MPUMEHEHUS.

25. DkcmepTHOE€ YyupexaeHue oQopmiasieT U HaNpaBiasieT B

pa3pelnTeNbHBIA OpraH 3aKJIIYEHHE 10 pe3yJbTaTaM dSKCIEePTU3bI

KauecTBa, AP(EKTUBHOCTU U OE30MACHOCTH HE3APETUCTPUPOBAHHOTO

MEIUITMHCKOTO W3ACNUS Il JUArHOCTHKU In Vitro, COCTaBJIEHHOE TIO
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npuiiaraeMoit k HactosmeMy Ilopsanky dhopme.
26. BbIBOABI, comepKaluecs B 3aKIIOYEHUN SKCIEPTHOTO YUPEKICHMUS,
JOJDKHBI OBITh OOOCHOBAaHHBIMHU, OOBEKTUBHBIMU, OJHO3HAYHBIMH U
MOHSTHBIMH.
27. 3akiI04EHHE SKCIEPTHOTO YUYPEXKACHUS JOJKHO OBITh IMOJIUCAHO
KaxapIM wieHoM Komuccun ¢ ykazanueMm GpaMUiIuy U MHUIUMATIOB.
28. Ynen Komuccum B ciyyae CBOEro HECOIJIACHSA C BBIBOJAMU
PKCHEPTHU3bl KauecTBa, 3PPEKTUBHOCTU M 0OE€30MACHOCTH
HE3apEeTUCTPUPOBAHHBIX MEIULMHCKUX U3JEIUM JUIsl TUAarHOCTUKHU 1n Vitro
U3JIaraéT CBOE MHEHUE B MHCbMEHHOM BHAE C OOOCHOBaHUEM IPUYHMH
HECcoITlacusl C BBIBOJAMM JKCIEPTH3bl. JIOKyMEHT, B KOTOPOM H3JI0XKEHO
MHEHHME DJKCIIEpTa, HECOITIaCHOTO C BBIBOJAMM JKCIEPTHU3bl KadeCTBa,
3G (HEeKTUBHOCTH U O€30MACHOCTH HE3apErUCTPUPOBAHHBIX MEIUIIMHCKUX
U3JeNUi i JUAarHOCTUKHM 1n Vitro, mOpujiaraercid K 3aKJII0UYeHUI0
AKCIIEPTHOIO YUPEKACHUS U SIBISIETCS €r0 HEOTHEMIIEMOM YaCThIO.
29. 3axmrodyeHue Mo pe3yiabTaraM dKCHEPTHU3bl KayecTBa, 3)(HEKTUBHOCTH
n 0€30IaCHOCTH HE3apEruCTPUPOBAHHBIX MEIULMHCKUX U3JIEIUNA AJIs
AWAaTHOCTHUKHU 1n VItro JOJDKHO OBITh YTBEPXKAEHO PYKOBOAUTEIEM
HKCHEPTHOTO YUYPEXKACHUS JIMOO HHBIM YHOJTHOMOYEHHBIM pPaOOTHUKOM
AKCIIEPTHOIO YUPEKACHUS.
30. IIporokonbl 3aceaHUl KOMHCCHM 3KCIIEPTOB M MHBIE JOKYMEHTHI U
Marepualbl, cHOpMUPOBAHHBIE B TIPOIECCE MPOBEACHUS IKCIEPTU3,
MOJIJIeXKAT apXMBHOMY XPAHEHHMIO JHOO XpaHEHHMIO B JelaX SKCIEPTHOTO
YUPEXKIACHUS B NEPHOA, COOTBETCTBYIOIIMA XPAHEHHUIO 3aKJIFOUEHHUS I10
pe3yapTaram NpOBEIEHHON 3KCIIEPTU3HI.
31. B ciaydae eciau AOKYMEHThl WU Marepuaibl, HEOOXOAUMBIC s
MPOBEJCHUST DKCIEPTU3bl KadecTBa, S(PPEKTUBHOCTH M OE30MaCHOCTH
HE3aperucTPUPOBAHHBIX MEIULIUHCKUX M3ACIUN JJI1 JUArHOCTUKHU In Vitro,
OBLIM MPEJOCTABICHBI HKCIIEPTHOMY YUPEKIECHUIO Ha OyMa>KHOM HOCHUTEE,
TO TaKHe JOKYMEHTBl 1 MaTepHaJIbl MOAJIEKAT BO3BPATy B pa3pelIUTEIbHBIM
OpraH OJHOBPEMEHHO C HaIlpaBJIE€HUEM 3aKJIIOYEHUs IO pe3yJbTaTaM
MIPOBEJICHUS COOTBETCTBYIOIIEH SKCIIEPTU3BI.
32. B cny4ae yCTaHOBIICHHS Pa3pEIIMTENBHBIM OPraHOM HECOOTBETCTBUS
3aKJIIOUEHUS] JKCIEPTHOTO YUYPEKJACHUS 3aJaHUI0 Ha IPOBEIECHUE
PKCHMEPTHU3bl KauecTBa, PPPEKTUBHOCTU M 0OE€30MACHOCTH
HE3aperucTPUPOBAHHBIX MEIULIUHCKUX U3ACIUN JJI1 JUArHOCTUKHU In Vitro,
TaKoe 3aKJII0YeHHE BO3BPAIIACTCS B AKCIIEPTHOE YUPEKJICHHUE HA JO0PabOTKY,
CPOK KOTOpOHM cocTaBiisieT He Oosee 2 pabouux JHEH cO JHS MOITY4YEHUs
AKCIEPTHBIM YUPEKICHUEM BO3BPALIEHHOTO 3aKIIOYEHUSI.
DKCIIEpTHOE YYpeXJeHUE B TEUYEHUE YKa3aHHOro B ab3ale NepBOM
HACTOSILErO IMyHKTAa CPOKa HAIMPABISET B Pa3pellMTEIbHBIN Oprad A0padOTaHHOE



3aKJIF0YEHHEe, COOTBETCTBYIOIIEE 3aJaHUI0 HA MPOBEJICHUE SKCIEPTU3bl KaueCcTBa,
3¢hHEeKTUBHOCTH M 0€30MACHOCTH HE3apETUCTPUPOBAHHBIX MEIUIIMHCKUX W3CITUN
JUTST IMArHOCTHUKH 1n Vitro.

33. DOkcmeprtuiza kKadecTBa, 3PPEKTUBHOCTH M OE30MACHOCTH

HE3apEruCTPUPOBAHHOTO MEIUIIMHCKOTO U3JENHS JUIsl JMArHOCTUKH 1n Vitro,

odbopmIleHHE 3aKJIIOUYEHHUs IO pe3yjbTaTaM »JKCHEpPTU3bl KauecTBa,

3 PEeKTUBHOCTH U OE30MACHOCTH HE3aPETHUCTPUPOBAHHOTO MEAUITUHCKOIO

W3enus JUIs IMAarHOCTHKU In VItro M HampaBJICHUE 3TOTO 3aKIIOUYCHUS B

pPa3pelIMTENBHBIA OpraH NIPOBOAWUTCS B CpPOK, He mpeBplmaromumi 30

pabounx mHEW Cco MAHS TONMy4deHHUS 3aJaHus B CiIydae pPacCMOTPCHHUS

3asBJICHUS O MPEIOCTABICHUN Pa3pEUICHUs CO AHS MOJYYEHUSI HKCIIEPTHBIM

YUPEKICHUEM OT Pa3pelIUTEIbHOTO OpraHa COOTBETCTBYIOILIEIO 3aJaHUs U

CIENYIOIIMNX IOKYMEHTOB:

1) 3asBieHHE O MPETOCTABICHUU HA MPUMEHEHUE HE3aPErUCTPUPOBAHHOTO
MEIMUIIMHCKOTO W3AEIUs JJig JUAarHOCTHUKHM 1n Vvitro 0e3 TocydapCTBEHHOU
perucTpanuu;

2) peKOMEeHJOBaHHAs HKCMNEPTHBIM COBETOM U YTBEpXKJICHHAas
PYKOBOJMTENEM MEIUIMHCKON OpraHu3alMd TEeXHUYECKas JTOKyMEHTalus
U3TOTOBUTEIS;

3) pexoMeHIOBaHHAas OJKCHEPTHHBIM COBETOM U YTBEpPXKJACHHAN
PYKOBOIUTEIEM MEIUIMHCKOW OpraHu3allMi SKCIUTyaTallMOHHAs JIOKYMEHTalus
U3TOTOBUTES;

4) cBeleHUS, MOATBEPXJAKIUE BO3MOXHOCTh NPUMEHEHHUS
HE3apErUCTPUPOBAHHOTO MEAUIIMHCKOTO M3ACNIUS sl AUATHOCTUKH 1n Vitro st
JTMATHOCTHUKY 3a00J7€BaHUN B COOTBETCTBUU C DKCIUTYaTaIl[MOHHON TOKyMEHTAIUen
M3TOTOBUTES:

a) IJIs peareHToB, HAOOPOB ISl ONIPEACIICHNUS AHAIUTOB ISl IMATHOCTUKH 1n
vitro:

CBEJICHMS, TMOATBEPKIAIOIINE COOTBETCTBUE XapPAKTEPUCTUK (CBOMCTB)
HE3apErUCTPUPOBAHHOTO MEIUIIMHCKOTO HW3AENusl Jisi JAMArHOCTUKH In  VItro
TPeOOBAHUAM TEXHUYECKON U DKCILTYyaTallMOHHOM IOKYMEHTAIIUU N3TOTOBUTEIS;

CBEJICHUS, TMOJIyUEHHbIE H3TOTOBUTEJIEM HE3apEerUCTPUPOBAHHOIO
MEIUITMHCKOTO W3IENHs ISl AUATHOCTUKHM In Vvitro W (WiH) OmyOJuKOBaHHBIC B
pPELIEH3UPYEMBIX HAyYHBIX W3/IaHUSX, I[OJTBEPKIAOIINE BO3MOXHOCTH €ro
NPUMEHEHUS 1O HAa3HAYEHHUID B COOTBETCTBHHU C HKCIJIYyaTallMOHHOM
JOKYMEHTAIIMEN M3rOTOBUTENSA, B TOM YKCIE MMOATBEPXKIAIOUIME KIMHUYECKYIO
3G (HEKTUBHOCTH U 0€30MaCHOCTh HE3APETUCTPUPOBAHHOTO MEIUIIMHCKOTO U3IETHUs
JUIS. JUAarHOCTHKH 1n Vitro;

0) /sl peareHTOB OOIIEIa00paTOPHBIX [JIsi JAMArHOCTHKM 1n Vitro, cpen
MUTATEIbHBIX U IMATHOCTUKU In Vitro, 0011e1adopaTopHOro 000pya0BaHUs ISt
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JUArHOCTHKM In Vitro, eMKocTel (KOHTEHHEPOB) [uisl Tpo0 M 0011enadopaTOpHBIX
PACXOIHBIX MAaTEPHUAIIOB JUIsl TUATHOCTUKH in Vitro:

CBEJICHUS, TOATBEPXKIAIOIINE COOTBETCTBUE XapaKTEPUCTUK (CBOMCTB)
HE3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3AENUs I JUArHOCTUKH 1IN VItro
TpeOOBAHUSIM TEXHUYECKOM M IKCILTyaTallMOHHOMN JTOKYMEHTAIlUU N3TOTOBUTEJIS;

CBEJCHUS, MOJYUYEHHbIE HM3TOTOBUTEIEM HE3apErucTPUPOBAHHOTO
MEIUINHCKOTO W3JeNus I AWArHOCTHKHU In Vitro, MOATBEpXIAIOIINE
BO3MOXXHOCTh €r0 NPUMEHEHHsS IO Ha3HAYEHUI0O B COOTBETCTBUU C
AKCIUTYaTAllMOHHOW IOKYMEHTAIMEW N3rOTOBUTEIIS,

B) JUISI aHAJIM3ATOPOB JJIsl IMATHOCTUKH 1n Vitro:

CBEJICHMS, TMOATBEPKIAIOIINE COOTBETCTBUE XaPAKTEPUCTUK (CBOMCTB)
HE3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3MAENUs I JUArHOCTUKH 1IN VItro
TpeOOBAHUSIM TEXHUYECKOM M IKCILTyaTallMOHHOMN JTOKYMEHTAIlUU N3TOTOBUTEJIS;

CBEJCHUS, MOJYUYEHHbIE HM3TOTOBUTEIEM HE3apErucTPUPOBAHHOTO
MEIUINHCKOTO W3JIeNus I AWArHOCTHKHU In Vitro, MOATBEpXKAAIOIINE
BO3MOXHOCTh €r0 TNPUMEHEHHsS [0 HAa3HAYCHUIO B COOTBETCTBUU C
PKCMIyaTallMOHHON JOKYMEHTalMel H3TOTOBUTENS, B TOM 4YHUCIE
NOATBEPXKIAKOMUEe KINHUYECKYI0 JPPEeKTUBHOCTH U 0€30MaCHOCTH
HE3apErUCTPUPOBAHHOTO MEIUIIMHCKOTO U3EIHS ISl JUATHOCTUKH 1N ViItro;

5) o6ocHOBaHHE HEBO3MOXHOCTU YCTAHOBJEHUS CTATHUCTUUYECKU
JIOCTOBEPHON AMAarHOCTUYECKOM YYBCTBUTEIBHOCTH U (WMJIM) JUATHOCTUYECKOU
cnenuUIHOCTH METoJa AMArHOCTUKH C MPUMEHEHHEM HE3aperucTpUpOBAHHOTO
MEIHUIIMHCKOTO W3AeNusl I JUAarHOCTHKH in Vitro, MOATOTOBJIEHHOE B
COOTBETCTBUH C MpaBUJIaMU TOATOTOBKH OOOCHOBaHUS HEBO3MOXXHOCTHU
YCTAHOBJICHHS CTATUCTUYECKU IOCTOBEPHON TUArHOCTUYECKOW YyBCTBUTEIHLHOCTH
1 (MJIK) TUAarHOCTUYECKOW CHEU(MUIHOCTH METOAA JUATHOCTUKU C TPUMEHEHUEM
HE3apEeTrUCTPUPOBAHHOTO MEAUIIMHCKOTO W3MAENUs I AUArHOCTUKH 1n Vitro, u
(unn) OOOCHOBAaHHME HEIEIECOOOPA3HOCTH OCYIIECTBICHUSI TOCYIapCTBEHHOM
perucTpanuu MEIUIMHCKOrO H3JeNusl, OCHOBAaHHOE Ha COIMOCTaBJIECHUU
(MHAHCOBBIX 3aTpaT Ha TaKyl PErUCTPAlMI0O U CYIIECTBYIOIIEH MOTPeOHOCTH B
NPOBEACHUN TUATHOCTUYECKOTO MCCIIEOBAHMS, TOATOTOBIEHHOE B COOTBETCTBUH
C TMpaBWJIaMHU TOATOTOBKM OOOCHOBaHUS HEILEIECOOOPa3HOCTH OCYIIECTBICHUS
TOCYIapCTBEHHOUW PErUCTPAIMH MEIUIIMHCKOTO U3ENHsI i1l AMArHOCTUKH in Vitro;

6) KOIUsl COCTaBa KCIEPTHOTO COBETA C YKAa3aHMEM YYEHBIX CTEIIEHEH ero
YJICHOB, YTBEPKICHHOTO PYKOBOAUTEIIEM MEIUITMHCKON OpraHu3allnu;

7) KOmWHM TMPOTOKOJOB 3aCEIaHMM HKCIEPTHOTO COBETa, Ha KOTOPHIX
PEKOMEHIOBAaHbl TEXHUYECKAsI TOKYMEHTAllMsS U3TOTOBUTEIS U AKCILTyaTallMOHHAs
JOKYMEHTAIIMsI M3TOTOBHUTENS HAa HE3aperUCTPUPOBAHHOE MEAMIIMHCKOE W3ZeNne
JUIS. JUAarHOCTHKH 1n Vitro;

8) MOKYMEHTBHI, MOATBEPXKIAIOIINE COOTBETCTBUE TpeOoBaHUIM K
W3TOTOBJICHHUIO, XPAHCHUIO, MPUMEHCHHWIO, YTUIN3AIMA WU YHHUYTOXKEHUIO
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HE3apEeruCTPUPOBAHHBIX MEAMIIMHCKUX M3JENUI Il JIMarHOCTUKHM 1n  Vitro,
YCTaHOBJICHHBIM MuHuCTEpCTBOM 3apaBooxpaHeHuss Poccuiickon denepanuu B
OTHOULIEHUHU HE3apErUCTPUPOBAHHBIX MEIULMHCKUX WU3IEIUN i1 TUAarHOCTUKHU In
Vitro;

9) onrch TOKYMEHTOB.

34. DOxcneprtusa kadyecTBa, 3Q(PEKTUBHOCTU M 0€30HMaCHOCTHU

HE3apEeTrUCTPUPOBAHHOIO METUIIMHCKOTO U3JENHs JUIsl AMAarHOCTUKH 1n Vitro,

odhopmIieHHE 3aKIIOUYEHHUs IO pe3yJbTaTaM »JKCHEpPTU3bl KauecTBa,

3(¢(HEeKTUBHOCTH M 0O€30MACHOCTH HE3apErHCTPUPOBAHHOIO MEAUIIMHCKOTO

U3JeNus A7 TUArHOCTUKU In Vitro W HalpaBlIEHHE STOTO 3aKJIIOUEHUs B

pa3pelINTENbHBI OpraH MPOBOJAUTCS B CPOK, He mpeBbimaromuid 10

pabounx JHEH B clydyae pacCMOTPEHHUSI 3asBICHUS O TMOATBEPKACHUU

paspemeHuss €O JHs MOJYYEHUS DSKCHEPTHBIM YUPEXIECHHUEM OT
pPa3pelINTEIbHOIO OpraHa COOTBETCTBYIOLIErO 3aJaHus U CIEHYHOLIUX

JOKYMEHTOB:

1) 3asBiIEeHUME O MOATBEPKAECHUM pa3pelIeHHs Ha NPUMEHEHHE
HE3apEruCTPUPOBAHHOTO MEAUIIMHCKOTO M3/ENus sl JUAarHOCTHKHM In vitro 0e3
rOCyIapCTBEHHOM PETUCTPALINH;

2) cBeaeHUs O MPUMEHEHMHM HE3apErHCTPUPOBAHHOIO MEIHUIIMHCKOIO
U37eNus sl TMarHOCTUKHU 1n Vitro B TeYEeHUE cpoKa JEHCTBUS MPEI0CTaBICHHOIO
WM TOATBEPKAECHHOIO Pa3pelIeHUs], IOATBEPKAAIOIIUE BO3MOXHOCTh €0
IPUMEHEHHUS 10 HAa3HAYEHUI B COOTBETCTBHU C IKCIUIyaTallMOHHOMU
JOKYMEHTAIIel M3roTOBUTENS, B TOM YHCIE MOATBEPKIAIOLINE KIMHUYECKYIO
3¢ (HEeKTUBHOCTD U 0€30M1aCHOCTh HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO U3/IE€TUs
JUISL JUATHOCTHKH 1n Vitro;

3) o0ocHOBaHHME HEBO3MOXHOCTH YCTAHOBJIEHHS CTATUCTUYECKU
JIOCTOBEPHON JAMArHOCTUYECKOM YYBCTBUTEIBHOCTH W (WJIM) AUMArHOCTUYECKOU
CHELM(PUUHOCTH METO/a AUATHOCTUKU C MPUMEHEHUEM HE3apEerUCTPUPOBAHHOIO
MEIMIMHCKOTO W3AeNus [JJsd AUArHOCTHKM In Vitro, HNOATOTOBJIEHHOE B
COOTBETCTBUM C MpPaBUJIaMU MOATOTOBKM OOOCHOBaHHUS HEBO3MOXKHOCTH
YCTaHOBJICHUS CTATUCTUYECKHU TOCTOBEPHOM NTUArHOCTUYECKOW YyBCTBUTEIBLHOCTH
U (WIM) TUAarHOCTHYECKOM CHEeU(pUIHOCTH METO/Ia JUATHOCTUKH C IPUMEHEHUEM
HE3apEruCTPUPOBAHHOTO MEAUIIMHCKOTO HM3AETHUS A JUArHOCTHKHU in Vvitro, u
(un) OOOCHOBAaHHWE HEIEIeCOOOPA3HOCTH OCYIIECTBICHUS TOCYIapCTBEHHOM
perucTpanuu MEIULUMHCKOrO H3J€JIUsl, OCHOBAaHHOE HAa COIOCTaBIEHUHU
(MHAHCOBBIX 3aTpaT Ha TaKyl PEruCTPALMIO M CYLIECTBYIOLIEH MOTPeOHOCTH B
IIPOBEJICHUN TMAarHOCTUYECKOIO MCCIIENOBAHUS, MTOATOTOBICHHOE B COOTBETCTBUU
C MpaBWJIaMU NOJATOTOBKM OOOCHOBAHHUSI HEIEIeCOOOPa3HOCTH OCYIIECTBICHHUS
roCyJapCTBEHHOM PErucTpali MEIULIUHCKOTO U3ENUs 11l AMArHOCTUKH in Vitro;

4) onuch JOKYMEHTOB.

35. OcHOBaHUSMHM [JJs1 BBIHECEHHUS DJKCIEPTHBIM YUYPEKIECHUEM
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3aKJTIOYCHUS O HEBO3MOKHOCTH TIPEIOCTABIICHHSI WU TTOATBEPIKICHUS

paspenieHuss Ha TPUMCHEHHE HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO

W3MIETNS [UI JUATHOCTHKH 1N VItro sIBISIOTCS:

1) HemontBepxkaeHue KadecTBa, W (win) SPGEKTUBHOCTH, U (WIIM)
0€30MacHOCTH HE3aPETrUCTPUPOBAHHOTO MEIUITMHCKOTO U3JENHS IS JUArHOCTUKH
n Vitro Mojay4YeHHBIMH TaHHBIMHU;

2) IaHHBIE, CBUACTEIBCTBYIONIME O TOM, YTO PHUCK TPHYMHCHHUS Bpeaa
3I0POBBI0 TPAXKJIAH W MEAMIIMHCKUX PAOOTHHUKOB BCIEJACTBHE IPUMCHCHUS
HE3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3ACTHUS IS JUArHOCTUKH In  Vitro
npeBbImaeT 3G (HEKTUBHOCTH €ro TPUMEHEHUS;

3) HECOOTBETCTBHE HE3aPETUCTPUPOBAHHOTO MEIUITMHCKOTO W3ACIUS IS
JUATHOCTUKHU In Vitro TPeOOBaHMSIM TEXHUYECKOW M (WJIHM) DKCIUTyaTalldOHHOW
JIOKYMEHTAIIH U3TOTOBUTEIIS;

4) HECOOTBETCTBHE HE3aPETHMCTPUPOBAHHOTO MEIUIIMHCKOTO W3JETUs IS
JUArHOCTUKU 1n Vitro TpeOOBaHUSAM, YTBEpPKIECHHBIM IOCTAHOBIEHUEM
[IpaButensctBa Poccuiickoii ®enepanuu «0O0 yTBepxaeHuu Ilopsiaka
PeIOCTaBICHUs, TepeoPOPMIICHUS, TTOATBEPKICHUSI U OTMEHBI pa3pericHus Ha
MPUMEHEHNE HE3apErUCTPUPOBAHHOTO MEIUIIMHCKOTO HM3ACIUS ISl TUATHOCTHKU
in vitroy;

5) HECOOTBETCTBHUE MEAUIIMHCKOW OpraHu3aluu TpeOOBaHUSAM K
OpraHu3alusIM, OCYIIECTBISIONIMM MEIUIUHCKYIO JeATEIbHOCTh, B KOTOPBIX
U3rOTABJIMBAIOTCA W TPUMEHSIOTCS HE3aperucTPUPOBAHHbIE MEIUIMHCKUE
U3eIusl JUIA JUArHOCTHKH in Vitro, YTBEpPXJICHHBIM IOCTAaHOBJICHHEM
[IpaButensctBa Poccuiickoii ®enepanuu «0O0 yTBepxaeHuu Ilopsiaka
MPEeIOCTaBICHUS, epeoOPMIICHUS, TTOATBEPKIACHUS U OTMEHBI pa3pericHus Ha
MPUMEHEHNE HE3apErUCTPUPOBAHHOTO MEIUIIMHCKOTO HM3ACIUS ISl TUATHOCTHKU
in vitroy;

6) MOCTYIUICHHE B JKCIEPTHOE YUYPEKJICHHE MHUCHMEHHOTO YBEIOMIICHUS
pa3penInTeIbHOrO OpraHa 0 TOM, YTO M0 Pe3yIbTaTaM rocylapCTBEHHOTO KOHTPOJIA
3a oOpallleHHeM MEAUIIMHCKUX U3/IeTTUN BBISIBICEHO HECOOTBETCTBUE CBEICHUN 00
3(pheKTUBHOCTH H 0E€30MaCHOCTH HE3apeTrHCTPUPOBAHHOTO MEIUIITHHCKOTO
W3JeNnusl JUIS JUArHOCTUKH In Vitro JaHHBIM O HE3aperuCTPUPOBAHHOM
MEIUITUHCKOM U3JIETHUH ISl TUATHOCTHUKY in Vitro, Comep KammumMcs B JOKYMEHTAX,
yKa3aHHbIX B Hacrosem [lopsake.



[Ipunoxenne Ne 2
k [lopsiaky mpenocTaBieHus,
nepeoGopMITCHHS, TTOATBEPKICHUS
Y OTMEHBI pa3pelieHus Ha IPUMEHEHUE
HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO
W3NS UI1 JUAarHOCTHKHU 1N Vitro

IHosno:xkeHne 00 IKCIIEPTHOM COBeTE
10 BOIIPOCAM He3aperucTPUMPOBAHHBIX MeIMIUHCKHUX U31eJIMH 1151
AMATHOCTHKH in vitro, CO3AaHHBIM NPU MeAUUUHCKON OpraHu3annu, BKJI0Yast
TpeOOBAHUSA K €ro 4ieHaM

1.OKCnepTHBIN COBET MO BOMPOCAM HE3apErUCTPUPOBAHHBIX MEIUIIMHCKHUX
U3JeJIMU sl AUArHOCTHUKHM 1n Vitro co3JaeTcs NpU OpTraHU3AlHH,
OCYIIECTBIAIOMIEN MEAUIIMHCKYIO JESITEIbHOCTh, B KOTOPOM IUTAHUPYETCA
W3rOTaBJIMBaTh U MPUMEHATh MEIUIIMHCKOE W3JEeNNe, MpPeIHa3HAYCHHOE st
JMarTHOCTUKHM 3a00J€BaHUM IyTeM TMPOBEIECHUS HWCCIEAOBaHUN 00pa3IoB
OMOJIOTUYECKOTO MaTepuaa 4YeJoBeKa BHE €ro opraHusma (galee
COOTBETCTBEHHO — DJKCIEPTHBIM COBET, MEIUIMHCKAas OpraHU3alUf,
HE3apEeruCTPUPOBAHHOE MEAUIIMHCKOE U3/IeTUe AJI1 JUAarHOCTHKY 1n VItro).

2.OCHOBHOM 3aJadeil HKCIEPTHOTO COBETA SBISIETCS PACCMOTPEHUE U
BbIpa0OTKa PEKOMEHJALUM M0 TEXHUYECKOW JOKYMEHTAIIMU HW3rOTOBUTEIS Ha
HE3apEeTUCTPUPOBAHHOE MEIUIIMHCKOE U3JIENHE ISl TMarHOCTUKY in vitro (masee
— TEeXHUYecKas JOKYMEHTAalus) M HKCIUIyaTalluOHHOW JTOKyMEHTAalluu
U3TOTOBUTENSI Ha HE3apErucTpUPOBAHHOE MEIUIMHCKOE H3AeIHne JJis
JUArHOCTHKH 1n Vitro (1anee — dKCIuTyaTalluOHHAs TOKYMEHTAITHS ).

3.CocTaB 3KCIEPTHOTO COBETA YTBEPKAACTCSA PyKOBOJUTEIEM MEAUIUHCKON
opranuzanuu. s BKIIOYEHUS JHIa B COCTaB AKCIIEPTHOTO COBETAa HEOOXOAMMO
€ro MUCbMEHHOE COIIacue.

4B cocTaB 3KCHEPTHOTO COBETAa BXOAAT TMpEACEAaTeib, 3aMECTUTEIIb
npejcenareiass M CeKpeTaphb, ABISIONIMECS pPaOdOTHUKAMU MEIUIIMHCKOU
OpraHu3aluy, OpU KOTOPOM CO3JaH HKCHEPTHBIM COBET, W HUHbBIC YJIEHBI
DKCIEPTHOTO COBETA. PyKOBOAMTENh MEOUIIMHCKOM OpPraHU3aluv, NPU KOTOPOU
CO3J1aH DKCIIEPTHBIA COBET, HE MOXKET SIBJISATHCS YJIEHOM HKCIIEPTHOIO COBETA.
OO0miee 4uCcIO YJIEHOB DKCIEPTHOIO COBETAa HE MOXKET COCTaBisATh MeHee 10 u
oonee 19 uneHos.

5.B cocraB 3KcnepTHOrO coBe€Ta MOIYT BKIIOYATHCS MPEACTABUTEIU
HAYYHBIX OpraHu3aluii, 00pa3oBaTelibHbIX OpraHU3alli BHICIIETO OOPa30BaHUs U
(WIKM) MEIUIMHCKUX OpTraHU3alldid, HE SBIAIONMECS paOOTHUKAMU MEAUIIMHCKON



2

OpraHu3alyu, MpU KOTOPOM CO3/IaH IKCIEPTHBIM COBET. UHMCIIO TAKHUX YJIEHOB
HKCIEPTHOTO COBETa HE MOXKET COCTaBIATh 0ojiee MOJOBHHBI OT €ro OOIIei
YUCJIEHHOCTH.
6.UneHbl 3KCIEPTHOIO COBETA, 3a MCKIIOYEHUEM CEKpeTaps 3KCIEPTHOIO
COBETa, JOJKHbI UMETh YUYEHYIO CTEIEHb JIOKTOpa WM KaHaujaara Hayk. [lpu
3TOM:
1) He MeHee TpETH 4YJIEHOB SKCIEPTHOTO COBETA JIOJKHBI COCTaBIATH
JOKTOpa HayK;

2) HEe MEHEee TPETU YJIEHOB SKCIEPTHOIO COBETA JOKHBI MMETh YUEHYIO
CTENEHb, IPUCYKICHHYIO 110 MEAUIIMHCKAM HayKaMm;

3) He MeHee TPETH WICHOB 3KCHEPTHOIO COBETa JIOJKHBI MMETh YUYEHYIO
CTENEHb, IPUCYKIECHHYIO 110 OMOJIOTHYECKUM HayKaM.

7.UneHbl 3KCIIEPTHOIO COBETA, 3a HCKIIOYEHUEM CEKpeTaps 3KCIEPTHOIO
COBETa, JIOJDKHBI 00JlajjaTh CHENMAIbHBIMUA 3HAHUSMH M HaBBIKAMH B cdepe
pa3pabOTKH, M3TOTOBJICHUS W (MJIM) NPUMEHEHUS MEIUUMHCKUX H3ACTUN IS
JUArHOCTUKH 1n Vvitro (J1ajiee — crelyalibHble HAaBBIKM U 3HAHMS), TEXHUUYECKas
JOKYMEHTAIIUsI M3rOTOBUTENSI M SKCIUTyaTallMOHHAsI TOKyYMEHTalus Ha KOTOpbIE
paccMaTpHUBAETCs IKCIEPTHBIM COBETOM.

8. Kpurepuem obnananus cnenuaibHbIMU HAaBBIKAMHA M 3HAHMUSIMH SIBIISETCS
HaJIM4YME Yy 4WICHAa DHKCIEPTHOIO COBETa 3a S5 JIeT, MNPEALIECTBYIOIIUX €ro
BKJIFOUEHHIO B COCTaB JKCIIEPTHOTO COBETA, HE MEHee MATH NyOnuKanui B
Hay4YHBIX M3JaHMSIX, MHACKCUpyeMbIX B 0Oa3ax manHHbix Web of Science win
Scopus, u (w1M) mateHTOB Ha H300peTeHue W (WiIM) MAaTEeHTOB Ha MOJE3HYIO
MOjieNib U (WMJIM) ATEHTOB Ha MPOMBIIIJIEHHBIA 00pa3ell U (Uiu) CBUIETEIbCTB O
rOCyIapCTBEHHOW perucTpauuu mporpamm st OBM u 6a3 maHHbIX B cdepe
npuMeHeHHus (pa3pabOTKU, HM3TOTOBJIEHHA) HE3apEeTrHCTPUPOBAHHBIX
MEIULMHCKUX WU3JEIUH JJ TUAarHOCTUKM 1n Vitro, TeXHWYecKas TOKyMEHTalus
M3TOTOBUTEJS M AKCILTyaTallMOHHAs IOKYMEHTAIMs Ha KOTOPbIE pacCMaTpUBAETCS
AKCIIEPTHBIM COBETOM.

9.CocTaB AKCIEPTHOIO COBETA MOJIEKUT IMEPECMOTPY HE PEKE OAHOTO pasa
B 5 JeT.

10.0cHoBHOI (hopmoii pabOThl SKCIEPTHOIO COBETA SIBISIETCS 3aceJaHue.
JlommyckaeTcsi IpOBENEHUE 3acCelaHus SKCIEPTHOIO COBETa C HMCIOJIb30BaHHUEM
CPEICTB TEIEKOMMYHHKAIIMH B PEKUME BUICOKOH(EPEHIINH.

11.3acenanus 3KCIEPTHOTO COBETA MPOBOMATCS IO MEpe HEOOXOMUMOCTH TIO
PEIIEHUIO PYKOBOAUTENS MEIULUMWHCKOW oOpraHuizanuu. TexHUUeckas
NOKYMEHTALMsI M OKCIJyaTalMOHHAs JOKYMEHTAaUMs I pPacCMOTPEHUS
AKCIIEPTHBIM COBETOM HAIPaBJISETCd B DJKCHEPTHBIA COBET PYKOBOAMUTEIEM
MEAUIIMHCKOM OpraHu3aliy WK ero 3aMmecturenieM. PaccMoTpenue TexHu4eckon
JOKYMEHTAIlUU M DKCIUIyaTallMOHHOW JOKYMEHTAIlUU OCYIIECTBISETCA



JKCIIEPTHBIM COBETOM B CPOK, HE IpeBblaromui 30 KaJeHIapHbIX THEU CO THA
WX TIOCTYTUJICHUS B SKCIIEPTHBIN COBET.

12.IToaroToBKy 3acemnaHus 3KCIIEPTHOTO COBETA OCYILECTBIIET CEKPETaph
HKCIIEPTHOTO COBETA, KOTOPBII HampaBisieT MaTepuaibl I PaCCMOTPEHUS Ha
3acelaHuM HKCIIEPTHOTO COBETA €ro WieHaM U MHPOPMHUPYET O JaTe MPOBEICHUS
3acelaHusl B CPOK, COCTAaBISIIOIIMNA HE MeHee 5 pabouyux AHEH N0 yKa3aHHOMU
JIaThI.

13.3aceqanue cuuTaercs MPaBOMOUYHBIM, €CJIM HAa HEM MPHUCYTCTBYET OoJiee
JIByX TpPETEeH OT OOIIET0 YMCia YJICHOB SKCIEPTHOTO COBeTa. UEHbI SKCIEPTHOIO
COBETa YyYacTBYIOT B €ro paboTe JWYHO, JEJICTHUPOBAHUE ITOJITHOMOYUN HE
JIOTTY CKaeTCsl.

14.K paboTe SKCIIEpTHOTO coBeTa Ha OE3BO3ME3THON OCHOBE M C IPaBOM
COBEIIATEILHOIO TOJ0CAa MOTYT MPUBIEKATHCS CHEHHUATUCTBI (IKCIEPTHI),
oOnanamonye CrnelralbHbIMA 3HAHUSIMU W HaBbIKAMU B 00JIACTU Pa3pabOTKH,
W3TOTOBJICHUS U (WJIM) IPUMEHEHUS] MEAUIIMHCKUX U3ACJIUM JIJIs1 AUArHOCTUKH 1in
vitro, TeXHUYECKas JOKyMEHTAlMsi M DKCIUTyaTallMOHHAsi JIOKyMEHTAlusi Ha
KOTOPBIE pacCMaTpPUBAETCSl HA 3aCEaHUU IKCIEPTHOTO COBETA, HE SIBIISIOIIUECS
YJIeHaMU SKCIEPTHOTO COBETA (J1ajiee — MPUITIAIICHHBIE JIUIIA).

15.3acenanue MNpPOBOJAUT TpeJceaareib JKCIEPTHOTO COBETa, a B €ro
OTCYTCTBHUE — 3aMECTUTEIb MPEACENATENS SIKCIIEPTHOTO COBETA.

16.UneHsl SKCIEPTHOTO coBeTa 00JanaloT pPaBHBIMHU IMpaBaMU TMpH
00CYXXJIeHUH paccMaTpUBAEMbIX Ha 3aCEJaHUU BOIPOCOB U MPH TOJIOCOBAHMH, 32
HCKJIFOUCHUEM CEKpETapsl SKCIEPTHOIO COBETA, KOTOPBIM MMEET COBEIIATEIbHbBIN
roJoc.

1'7.YneHbl 3KCIIEpTHOTO COBETA UMEIOT IIPaBO:

1) BHOCHUTH mpemIoXKeHUs MO0 (OPMUPOBAHUIO TOBECTKH 3aceIaHUi
AKCIIEPTHOTO COBETA;

2) npenjararb KaHIWIaTypbl IPUIIAIIEHHBIX JIUL VISl y4acTHUS B 3aCE€NaHUAX
AKCIIEPTHOTO COBETA;

3) y4acTBOBaTh B MOArOTOBKE MATEPUAJIOB [0 PACCMaTPUBAEMbIM BOIIPOCAM;

4) wuznaratrb B MNUCHBMEHHOM BHJE 0c000€ MHEHHE IO BOIPOCY,
paccMaTpuBaeMOMY Ha 3aCEIaHUU AKCIIEPTHOIO COBETa, KOTOPOE MpHIIaraeTcs K
MIPOTOKOITY 3aceaHusl SKCIEPTHOTO COBETA.

18.Ipu paccCMOTpEHMH TEXHUYECKON JOKYMEHTALIMM W AKCIUTyaTal[MOHHOU
JOKYMEHTAILINU YWICHAMU KCIIEPTHOTO COBETA OLIEHUBAETCA:

1) cooTBeTCTBME TEXHUYECKON JMOKYMEHTAIMU YCTAHOBIECHHBIM
TpeOOBaHUSIM K COJEPKAHMIO TEXHUYECKOM JOKYMEHTAllUd W3TOTOBUTENS Ha
HE3apEeruCTPUPOBAHHOE MEAUITMHCKOE U3/IeNIUE JIJIsl TUArHOCTUKH 1n Vitro;

2) I0CTaTOYHOCTh TMOJOXKEHUUW TEXHUUYECKOM MOKYMEHTAlUuu JJisi
o0ecrieueHus COBOKYIMHOCTH CBOMCTB M XapaKTEPUCTHK HE3aPErUCTPUPOBAHHOTO
MEIUITMHCKOTO W3MIETUsS JIs JUATHOCTUKH in Vitro, BIUSIONINX HAa BO3MOXXHOCTH
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€ro NPUMEHEHHUS 10 HA3HAYCHUIO MPU YCJIOBUU COOTBETCTBUSI TPEOOBAHUSIM
TEXHUYECKOM JOKYMEHTAlMHU (KaueCTBa HE3apPErMCTPUPOBAHHOTO MEIUIIMHCKOTO
W3S T TUArHOCTHKY 1n Vitro);

3) COOTBETCTBUE JHKCIUIyaTallMOHHON JTOKYMEHTAIMU YCTAHOBJIEHHBIM
TPeOOBAHUSIM K COACPIKAHUIO IKCIUTYaTAIIMOHHON TOKYMEHTAIIMU U3TOTOBUTENS Ha
HEe3apEeruCTPUPOBAHHOE MEAUITMHCKOE U3/ICNIUE JIJIsl TUArHOCTUKH 1n Vitro;

4) BO3MOXXHOCTh TPUMEHEHHUS HE3apPErUCTPUPOBAHHOTO MEIUIIMHCKOTO
U3eIud JIg JOUArHOCTUKM 1n VItro i JOIUarHoCTUKH 3a0o0jeBaHUUA B
COOTBETCTBUHM C IKCILUTYaTAlIMOHHOM JTOKYMEHTAIIUEH.

19.ITo pe3ynpraTamM pacCMOTPEHUS TEXHUYECKOW ITOKYMEHTAllUU U

HKCILTyaTal[MOHHON JOKYMEHTALlMM SKCHEPTHBIM COBET MNPUHUMAET OJHO U3
CICIYIOIIUX PEIICHUM:
1) pexoMeHJOBaTh TEXHUYECKYH) JAOKYMEHTALUHUIO M SKCIUTYyaTallHOHHYIO
JTOKYMEHTALIMIO K YTBEPKJICHUIO PYKOBOAUTEIEM MEIUIIMHCKON OpraHu3allii;
2) pEeKOMEHJ0BaTh TEXHUYECKYI0 JOKYMEHTAIMI0O K YTBEPKICHUIO
PYKOBOJUTEIEM MEIMUIIMHCKOM OpraHu3alii W HalpPaBUTh HKCILTyaTalldOHHYIO
JIOKyMEHTAIINIO Ha JOpabOTKY;
3) pEKOMEHJI0BaTh SKCIUTYyaTallMOHHYIO JOKYMEHTALMI0 K YTBEPKICHUIO
PYKOBOJMTEIEM MEAUIMHCKOW OpraHu3alud M HanmpaBUTh TEXHUUYECKYIO
JIOKyMEHTAIINIO Ha JJOpabOTKY;
4) HanmpaBUTh TEXHUYECKYIO [TOKYMEHTALUHIO M SKCIJIyaTalluOHHYIO
JIOKyMEHTAIIMIO Ha JOpaboTKY.
20.PeiieHrie SKCHEPTHOIO COBETA CYUTAETCSl TMPUHSITBIM, €CJIM 3a HEro
pOrojiocoBasio 0osiee TMOJOBHMHBI MNPUCYTCTBYIOIIMX Ha 3aCEIaHUU YJICHOB
AKCIIEPTHOTO coBeTa. [Ipum paBeHCTBE TOJIOCOB PEIIAIOIIUM SIBISETCS TOJIOC
IpeCcCeAaTeNIbCTBYIONIErO HA 3aCeaHUU AKCIIEPTHOTO COBETA.

21.Pemennie SKCMEPTHOTO cOBETa OQOPMIISIETCS TMPOTOKOJIOM, KOTOPBIi
MOJINKCHIBAETCA BCEMU YJIEHAMH 3KCIEPTHOTO COBETA, MPUCYTCTBOBABIIMMHU Ha
3aceJaHuM, B TOM YHCJIE€ NPUHUMAIOUIMMHU ydYacTHE€ B 3aCE€JaHUU C
HCIIOJIb30BAaHUEM CPEJICTB TEJICKOMMYHUKAIIMU B PEKUME BUIACOKOH(PEPEHIIUU, U
YTBEPXKIAETCS MPECeaTeIbLCTBYIONIUM Ha 3aCEIaHUH YKCIIEPTHOTO COBETA.

22.B ciyyae NpUHATHS PELICHMS, IPEAYCMOTPEHHOIO MOANYHKTAMU «O» -
«m» myHKTa 19 HacTOAIIEero MoJIOKEeHUS, K MPOTOKOIY 3aCeNaHUsl SKCIEPTHOIrO
COBETa mMpuUIaraeTcsi MOTHUBUPOBAHHOE OOOCHOBAaHUE NPUHATHSA
COOTBETCTBYIOIIETO PEUICHUS C YKa3aHHEM KOHKPETHBIX MPUYMH, MOCITYKUBIIUX
OCHOBAHUEM JJI MPHUHATHUS OJHOTO U3 YKa3aHHBIX PELICHUI, a TaKke
PEKOMEHAAIUM TI0 YCTPAHECHUIO BBISIBICHHBIX HEJOCTATKOB.

23.I1poTokoi 3acelanusi SKCIIEPTHOTO COBETA HAMPABISAETCS PYKOBOIUTEIIO
MEIULIMHCKOW OpraHU3aI1u.



[Tpunoxenne Ne 3
k [lopsiaky mpenocTaBieHus,
nepeoGopMITCHHS, TTOATBEPKICHUS
Y OTMEHBI pa3pelieHus Ha IPUMEHEHUE
HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO
W3NS UI1 JUAarHOCTHKHU 1N Vitro

Ilepeyennb cBeneHu i,
BKJIKOYA€MbIX B TEXHUYECKYI0 JOKYMEHTALMIO U3rOTOBUTEJIS
HA HE3aPEerUCTPUPOBAHHOE MeINIIUHCKOE U3/1eJIne JJIsl IMATHOCTUKH in Vitro

1. HanmenoBaHue He3aperucTpUPOBAHHOTO MEAUITMHCKOTO U3JIETUs s
MUArHOCTHUKU 1N Vitro.
2. [TonHoe u (B cilyyae, €ClIM MMEETCSA) COKpalleHHOE HAauMEHOBAHUE

MEJMIIMHCKOM OpraHu3aiuyd, B TOM 4YHCJI€ (QUPMEHHOE HaUMEHOBAHUE,
OpTaHU3aIllMOHHO-TIpaBoBass (GopMa MEIUIMHCKOW OpraHu3aiuw,
UJICHTU(UKAIIMOHHBIN HOMEpP HAaJOTOoIUIaTeNbIINKa, ajJpec MecTa ee
HAXOXKJIEHUs, a TAaK)Ke HoMepa TeedOHOB U (B cilydae, €CJIM UMEETCs) aJipec
ANEKTPOHHOU IOYTHI.

3. MecTO H3rOoTOBIEHHS HE3apETMCTPUPOBAHHOTO MEIULMHCKOIO
W3JIEINS U1 JUATHOCTHUKH 1n ViItro.
4. Bua MeauumHCKOro H3Aenuss B COOTBETCTBUUM C HOMEHKJIATYPHOM

KJIacCU(pUKAIUEN METUITUHCKUX U3IEIHii!.

3. HaznaueHne He3aperucTpupOBAHHOTO MEAWLIMHCKOTO W3JIEIHS IS

JUATHOCTHUKHU 1N Vitro, BKIIOYas:

1) 3aboneBanue, coctossHuE (Trpynmy 3a0o0JieBaHUM, COCTOSHHI) WU
(dakTOpel pUCKAa MUX HACTYIUICHUA, JIsi OOHApy>XeHHUs, OINpENeICHUS WIH
nuddepeHIUPOBAHUS KOTOPBIX NpEHA3HAYEHO HE3apEeruCcTPUPOBAHHOE
MEIUIIMHCKOE M3JeJINe IS JUAarHOCTHKH 1n Vitro;

2) ¢GyHKUMOHAJILHOE Ha3HaYeHUe (JUArHOCTHKA, MOHUTOPHUHT WU
BCIIOMOTaTEeIbHOE CPEICTBO B IMATHOCTHUKE);

! [Ipukaz MunuctepcTBa 3apaBooxpanenus Poccuniickoit @eneparuu ot 6 utonsa 2012 . Ne 41
«O0 yTBepXJIE€HUU HOMEHKIATYPHOW KIacCUPUKAUUU MEIULUUHCKUX
u3nenuit» (3apeructpupoBad B Munucrepctse roctunnu Poccuiickoit denepanuu 9 utons 2012
., peructpanuoHHbiii Ne 24852) ¢ W3MEHEHUSMH, BHECCHHBIMH NpHKa3aMH MUHHUCTEPCTBA
3apaBooxpanenus: Poccuiickoit @eneparun ot 25 centaops 2014 r.Ne 5571 (3apeructpupoBaH B
MunucrtepctBe toctunmu Poccuiickoit @enepanuu 17 aexadbpst 2014 1., perucTpamvoHHBIN
Ne 35201) u or 7 wmrona 2020 . Ne 686H (3apeructpupoBaH B MMHHCTEPCTBE IOCTULIUU
Poccutiickoit @eneparuu 10 aBrycra 2020 r., peructpanoHHbiii Ne 59225).
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3) onmucaHue ILEJNEeBbIX aHAJIUTOB, CBEJAEHUS 00 HMX Hay4dyHOU
000CHOBaHHOCTH, YKa3aHHWE HAa KaueCTBEHHBIM, MOJYKOIMYECTBEHHBIN WU
KOJIMYE€CTBEHHBIN BUJI aHAJINTA;

4) TUTI aHATTU3UPYEMOTO 00pasia

6. I[loka3aHud MU NPOTUBOINOKA3aHUA K HNPUMCEHEHHUI
HE3aperucTPUPOBAHHOIO MEAULIMHCKOTO U3/IENNS Ul JUATHOCTUKY 1n Vitro.
7. IlepeyeHp pPHUCKOB NpU NPUMEHEHUU HE3apPETUCTPUPOBAHHOTO

MEIUIMHCKOTO U3/eNUs Il JUAarHOCTHUKY 1N Vitro, MAeHTU(ULIUPOBAHHBIX B
MpOLIECCe aHaji3a PHUCKOB, M OIMCAaHHE CHOCOOOB YIPABIEHUS 3TUMH
pUCKaMU B LIENIAX CHUXKEHHS UX JI0 JOIMYCTUMOTO YPOBHSI (MU HAJIUYUH).
8. Onucanue OCHOBHBIX (YHKIMOHAJIBHBIX JJIE€MEHTOB
HE3apEruCTPUPOBAHHOTO METUIIMHCKOTO M3JENUS sl JUAarHOCTUKY in Vitro,
KOTOPOE€ MOXET COMPOBOXIAThCs cxemMaMmu, ¢GoTorpapuyecKuMu
U300paKEHUSIMU, PUCYHKaMU, TUarpaMMaMi U UHBIMH MTOSICHEHUSIMH.
9. Onucanue OTAEIbHBIX KOMIOHEHTOB (COCTaBHBIX 4YacTel)
HE3apEeTrUCTPUPOBAHHOIO MEAMIIMHCKOTO M3JEIUS I JUArHOCTUKH 1n Vitro
(TIpu HAJTUYKHN)
10. Omnwucanue NpUHLIUIIA AaHAJIUTUUYECKOTO METOJa WM MPUHIUIIA
NEUCTBUSI HE3apEruCTPUPOBAHHOTO MEIHMIMHCKOTO H3JAEIUs s
AUATHOCTHUKHU In Vitro, Ui aHAJHUTHYECKOTO OOOpyIOBaHUSA —
COOTBETCTBYIOIINE TEXHUUECKNE XapaKTEPUCTUKHU.
11. Onucanue TpUHAAIEKHOCTEH, MEAUIIMHCKUX WU3CTUN WU U3IETUH,
HE SBJISIOIINUXCS MEAUIIMHCKUMHU, HO TIPEyCMOTPEHHBIX JJIs1 UCIIOJIB30BAHMUS
B KOMOMHALIMM C HE3apETrMCTPUPOBAHHBIM MEAUIMHCKUM H3AEIUEM IS
JTUATHOCTHKHY 1N Vitro (Mpy HAJTWMYHN )
12. Wuadopmamusa o Bamuganuu NOPOTPAMMHOTO oOecrmedyeHwus,
HCITOJIb3YEMOI'O B TOTOBOM HE3apETrMCTPUPOBAHHOM MEIULMHCKOM H3IEIHU
JUIsl TUATHOCTHKHU 1n vitro (B cilydae Halu4yusi B HE3aperuCTPUPOBAHHOM
MEIULIUHCKOM W3AENUU ISl JUArHOCTUKU In VItro MNporpaMMHOTO
oOecrieyeHusi, 00ECIEUNBAIOIIETO €ro MPaBUIbHYIO SKCIUTyaTaluo U (WJIn)
MPUMEHEHHUE IO Ha3HAYEHHUIO).
13. TexHuUYyecKHE XapaKTEPUCTUKH (TTapaMeTpbl) HE3aPETUCTPUPOBAHHOIO
MEIULUHCKOTO W3JAeNus sl JUArHOCTUKU 1n Vitro, OMpenesroniue
BO3MOXHOCTh NPUMEHEHUsS HE3apErHCTPUPOBAHHOIO MEIUIHUHCKOTO
U3JIeUsT NI JAMArHOCTUKHM In Vitro MO Ha3HAYeHWI0 M €ro KadecTBo,
BKJIIOYAsi CBEICHUSI 00 aHAIIMTUYECKON YyBCTBUTEIBHOCTH, aHATUTHYECKOU
cnenuUIHOCTH, TUarHOCTUYECKONW YyBCTBUTEIIBHOCTUA U TUArHOCTUYECKOU
Crenu(PpUIHOCTH.
B cnyuyae Hanuuus 00OOCHOBAHMS HEBO3MOXXHOCTHU YCTAHOBJIEHUS
CTaTUCTUYECKU JIOCTOBEPHOW JMArHOCTUYECKON YYBCTBUTENBHOCTH M (WJIN)
AUATHOCTHYECKOW CHEHU(PUIYHOCTH METOAa JUATHOCTHUKH C MPUMEHEHHEM
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HE3apPETUCTPUPOBAHHOTO MEIUIIMHCKOTO W3JENUsl JJIsi JUAarHOCTUKU 1n  Vitro,
IpeayCMOTpEeHHOro mnoAnyHkrom 4 mnyHkra 9 Ilopsaaka npenocrasiieHus,
nepeoopmMIICHUS, TOATBEPXKACHUS M OTMEHBI pa3pelieHHUs] Ha MPUMEHEHUE
HE3apEeTUCTPUPOBAHHOTO MEAMIIMHCKOTO W3AENUs I JUArHOCTUKH 1n  Vitro,
NPUBOMTCS yKa3aHUE Ha HEBO3MOXKHOCTh UX YCTAaHOBJICHUSI.

14. IlepeueHp MarepualioB (ChIpbs, pEarecHTOB, KOMIIOHEHTOB),

WCIIOIB3YEMBIX TIPU U3TOTOBJICHUU HE3aPETUCTPUPOBAHHOTO MEAUITUHCKOTO

W3JIeNUs 11 TUarHOCTUKY 1n Vitro, ¢ ykazaHUEM:

1) TeXHUUECKHX XapaKTEpUCTUK MaTEpUaJOB (ChIPbSI, PEAreHTOB,
KOMIIOHEHTOB), CYIIE€CTBEHHBIX [JJ5 H3TOTOBJEHHUS KAaYECTBEHHOTO
HE3aperUCTPUPOBAHHOTO MEIUIIMHCKOTO U3/IETHUS /TSl TUarHOCTUKH in Vitro (manee
— TpeboBaHUA K MaTepuaiaM), JJIg KOTOPBIX OCYIIECTBISECTCS TOATBEPKICHUE
COOTBETCTBHSI UM MaTepualioB (ChIPhs, PEareHTOB, KOMIIOHEHTOB), UCIIOIb3YyEMbIX
IpU H3TOTOBJICHUHM HE3aPETUCTPUPOBAHHOIO MEIUIHUHCKOTO HW3IEHUS IS
JMMATrHOCTHKH 1N Vitro;

2) KOJIMYECTBA MAaTepUaiOB (CHIPhs, PEareHTOB, KOMIIOHEHTOB), TPEOyeMOro
JUIST U3TOTOBJICHHUSI HE3apPETUCTPUPOBAHHOTO MEJAUIIMHCKOTO W3JEIUs IS
JMArHOCTHKY in Vitro (ero cepuu, MapTun);

3) s MarepualoB >KUBOTHOTO M (MJIM) YEJIOBEYECKOTO MPOUCXOXKICHHS
(mpu HaIW4YMU) — CBEACHUNA 00 HX OMOJOTUUYECKOW COBMECTUMOCTH H
0e30MacHOCTH, O BBIOOpPE HMCTOYHHMKOB (JJOHOPOB), B3SITUM TPOO, 0OpaboTKe,
XpaHEHUH U OOpaIlleHUH C JAHHBIMU MaTepHaIaMH.

15. Omnwucanue MeToA0B (CmOCOOOB) MOATBEPKIAECHUS COOTBETCTBUS

MatepuaiaoB (ChIpbsi, pPEarcHTOB, KOMIIOHEHTOB) TpeOOBaHUSIM K

MarepuaiaM, YyCTAaHOBJIEHHBIM COMIIACHO a03ally BTOpOMYy myHKTa 14

HACTOSIIETO MEePEYHsl, C OMMCAHUEM CTAHIAPTHBIX OMEPAIIMOHHBIX MPOLEAYP

[0 TPOBEICHUIO YKA3aHHOIO IMOATBEPKACHUS, TOCTATOYHBIM [J HUX

BOCIIPOM3BEACHUSA, & TAKXKE C YKa3aHHMEM BO3MOYKHOCTH (HEBO3MOXHOCTH)

NOJATBEPXKJACHUS COOTBETCTBUS MaTepuanoB (ChIpbsi, pEarcHTOB,

KOMIIOHEHTOB) TpeOOBaHUSIM K MaTrepuaiaM, YCTAaHOBJICHHBIM COTJIACHO

a03amy BTOpoOMYy MNyHKTa 14 HacTosIIero MepedyHss Ha OCHOBaHUU

MpPEIOCTABISIEMOTO MPOU3BOAUTENIEM MaTepuana (Cblpbsi, peareHTam,

KOMIIOHEHTa) JOKYMEHTaJIbHOIO MOATBEPKJICHHUS €ro COOTBETCTBHUS

3asBJISIEMbIM XapaKTEPUCTUKAM.

16. Onucanue MeTpPOJOTHUECKON NPOCIEKUBAEMOCTH 3HAYECHUU

KanTuOopaTopoB W KOHTPOJBbHBIX MAaTEpPHAIIOB, BXOISIIMX B COCTaB

HE3apEerucTPUPOBAHHOTO MEIUIIMHCKOTO M3IENUS JIJIsl AUATHOCTUKH 1IN Vitro

WU KCIOJIb3YyeMbIX MPU €ro M3rOTOBJIEHHWM, B TOM YHCJIE O0OOCHOBaHHUE

KOHTPOJIbHBIX MaTEPHUAasOB.
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17.  OOumee onucaHue MpoUECCa M3TOTOBICHUSI HE3apETUCTPUPOBAHHOIO
MEIUITMHCKOTO W3METUsl JJIs JUArHOCTUKH In Vitro, COAEp KaIiee dSTaIlbl
(cTamum) €ero U3roTOBJICHHUS.

18. Ilepedenp oOopymoBaHUS, YCTPOUCTB M MHBIX TEXHUYECKHUX CPEICTB,
UCIIOJIB3YEMBIX IIPU HU3TOTOBJIICHUU HE3aPETrUCTPUPOBAHHOIO MEAUIMHCKOIO
U3Jlenus sl TUAarHOCTHKUA In Vitro, ¢ yKa3aHUEeM HUX TEXHHYECKHUX
XapaKTEePUCTUK, CYIIECTBEHHBIX [UJII H3TOTOBJIEHUS KadeCTBEHHOTO
HE3apEruCTPUPOBAHHOTO MEAUIIMHCKOTO U3/ACJIHS I TUarHOCTHUKY 1n Vitro.
19. Onucanue craHAapTHBIX OINEPALMOHHBIX MPOLEAYP OCYIIECTBICHHUS
Ka)XJOr0 3Tana W3rOTOBJIEHUS HE3aPETUCTPUPOBAHHOTO MEIUIIMHCKOTO
U3JIEUS JIJIsl TUarHOCTUKHU 1n Vitro, 10CTaTOYHOE JUIsl UX BOCTIPOU3BEICHUS,
a Takke (B ciaydae HEOOXOAMMOCTH) OIMCAHHE METOJOB (CIOCOOOB)
KOHTPOJISI BHIIIOJTHEHUS CTAaHAAPTHBIX ONEPAITMOHHBIX MPOLEAYP.

20. IlpenynpexnaeHus U (UMJIU) MEpbl NMPEJOCTOPOKHOCTH,
npeanpuHuMaeMble paOOTHUKAMH MEIUIIMHCKOM OpTraHu3alluu IMpuU
M3TrOTOBJIICHUU HE3apPETUCTPUPOBAHHOTO MEJUIIMHCKOTO U3AEIUs s
JUArHOCTUKU 1n VItro, COJAEpXKallero JEeKapCTBEHHOE CPEeICTBO s
MEJIUIMHCKOTO NPHUMEHEHHUS], MAaTOTE€HHbIE OWOJIOTUYECKHE areHTHI,
Marepuaj >KUBOTHOTO U (MJIM) YEJIOBEUYECKOTO MPOUCXOKACHUS, MAaTEPUAIbL,
KOTOpBIE SIBIIIFOTCS KAHLEPOI€HHBIMU, MYTAar€éHHbBIMU WJIM TOKCUYHBIMH,
BO3MOXXHO€ BBIJICJICHUE WM BBIMBIBAHUE KOTOPBIX MNPUBOAUT K
CEHCUOWIM3AIMHY, aJUIEPrUYecKOM peaklMyd WKW OTPUIATeNIbHO BIUSET HA
PENPOYKTUBHYIO (DYHKITHIO.

21. Omnucanue MeTOJIa CTEPUIM3AIMU, CBEACHHUS O METOAAX BaJlWJIalluU B
OTHOIIEHUHU IMpoliecca CcTepuiu3zanuu (BKJIOYass HCOBITAHUS Ha
OMOJIOTHYECKYI0 Harpy3Ky, HaJW4ue THUPOTCHHBIX BEIECTB, HAJIU4YWE
OCTaTOYHOTO KOJIMYECTBA CTEPHIM3YIOLIETO BEIIECTBA) M O BAIMAALNHU
npolecca ymnakoBbiBaHUs (B Cllydyae, €CJIM HE3aperucTPpUPOBAHHOE
MEAUIIMHCKOE H3JeNIUe Il JUArHOCTHKHU In VItro WM €ro KOMIOHEHTHI
(cocTaBHBIE YACTH) MPUMEHSIOTCS B CTEPUILHOM BHJIE).

22. Omnucanue MeTOoAO0B (CmOCOOOB) KOHTPOJS COOTBETCTBHS
HE3apErUCTPUPOBAHHOTO MEAUIIMHCKOTO U3JENUs JIJIsi JUArHOCTUKH 1n Vitro
TEXHUYECKUM XapaKTepUCTUKaM (mapameTpaM), YCTAaHOBJICHHBIM COIIACHO
NOAMYHKTY 13 HacTosmmx TpeOOBaHUM, C OMHCAHUEM CTaHJAPTHBIX
OMEPAalMOHHBIX MPOUEAYpP IO MPOBEACHHUIO YKA3aHHOTO KOHTPOJ,
JIOCTaTOYHBIM ISl ©X BOCIIPOM3BEICHHSI.

23. Csexpenuss 00 YCIOBHUSX XpPaHEHUS HE3apETUCTPUPOBAHHOTO
MEUIIMHCKOTO W3JIeNUs JJIS JUArHOCTUKH In Vitro U (WJIM) €ro OTAEJIbHBIX
KOMITOHEHTOB, COCTaBHBIX YacTel (MpU HAJTUUHH).

24. Cgegenuss o ¢daxkTopax, ONpPEACHSIOMMUX CPOK TOJHOCTHU
(’KcIuTyaTtanuMu) HE3apEeTUCTPUPOBAHHOTO MEAUIMHCKOTO U3ACIUS JJis
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JMArHOCTUKHU 1n Vitro (7manee — CpPOK TOAHOCTH u3Jenus) U (WUu) ero
KOMIIOHEHTOB (COCTAaBHBIX YacTeH), YYUTBIBAEMBIX B TEXHOJIOTUYECKOM
periiaMeHTe Ha HU3TOTOBJIEHUE WM YTHUIM3AIHUI0 HIU YHUUTOXKECHUE
HE3apETUCTPUPOBAHHOTO MEAUITMHCKOTO M3JICINS JIJIs1 JUArHOCTHUKH in Vitro
IpYU YCTAHOBJICHUHU TMOPSJIKA OINPENCIICHUs CPOKa TOJHOCTH W3JENus, a
TaKXe€ O BO3MOXXHOCTH 3aMEHBI OTJEIbHBIX KOMIIOHEHTOB (COCTaBHBIX
yacTel) He3aperuCTPUPOBAHHOTO METUIIMHCKOTO M3JIeNUs ISl TUarHOCTUKHU
in Vitro ¢ MCTEKAIOIUM CPOKOM TOJHOCTH U M3MEHEHHS CpOKa TOAHOCTH
W3J1eIusl.

25. TpeOoBaHHUS MO YTHUIAU3AUHUHU UIU YHUUYTOXEHHUIO
HE3apETUCTPUPOBAHHOTO MEIUIIMHCKOTO HW3JIETUs JHArHOCTHUKH in Vitro, B
TOM 4YHCJIE TpeOOBaHUSA IO COOJNIOACHHUIO MEp IPEIOCTOPOKHOCTH,
NPpEANPUHUMAEMBIX NPHU YTUJIU3AUUMU HIU YHUUYTOXCHHUHU
HE3apPEeTUCTPUPOBAHHOTO METUIIMHCKOTO U3JIEeNUs JJIS JUATHOCTUKH 1n Vitro,
BKJIIOYAsi CBEJICHUSI O €ro MH(PEKIIMOHHOM, MUKPOOHOM, KOJIOTUUECKOU WU
(bu3nYecKol OMacHOCTH.



[Ipunoxenne Ne 4
k [lopsiaky mpenocTaBieHus,
nepeoGopMITCHHS, TTOATBEPKICHUS
Y OTMEHBI pa3pelieHus Ha IPUMEHEHUE
HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO
W3NS UI1 JUAarHOCTHKHU 1N Vitro

Ilepeyennb cBeneHu i,
BKJIKOYA€MbIX B TEXHUYECKYI0 JOKYMEHTALMIO U3rOTOBUTEJIS
HA HE3aPEerUCTPUPOBAHHOE MeINIIUHCKOE U3/1eJIne JJIsl IMATHOCTUKH in Vitro

1. HanmenoBaHue He3aperucTpUPOBAHHOTO MEAUITMHCKOTO U3JIETUs s
MUArHOCTHUKU 1N Vitro.
2. [TonHoe u (B cilyyae, €ClIM MMEETCSA) COKpalleHHOE HAauMEHOBAHUE

MEJMIIMHCKOM OpraHu3aiuyd, B TOM 4YHCJI€ (QUPMEHHOE HaUMEHOBAHUE,
OpTaHU3aIllMOHHO-TIpaBoBass (GopMa MEIUIMHCKOW OpraHu3aiuw,
UJICHTU(UKAIIMOHHBIN HOMEpP HAaJOTOoIUIaTeNbIINKa, ajJpec MecTa ee
HAXOXKJIEHUs, a TAaK)Ke HoMepa TeedOHOB U (B cilydae, €CJIM UMEETCs) aJipec
ANEKTPOHHOU IOYTHI.

3. MecTO M3roTOBJIEHUS HE3apETUCTPUPOBAHHOTO MEIUIIMHCKOTO
W3JIEINS U1 JUATHOCTHUKH 1n ViItro.

4. Bua MeauumHCKOro H3Aenuss B COOTBETCTBUUM C HOMEHKJIATYPHOM
KJIacCU(pUKAIUEN METUITUHCKUX U3IETHit!.

3. HaznaueHne He3aperucTpupOBAHHOTO MEAWLIMHCKOTO W3JIEIHS IS
MUArHOCTHUKU 1n Vitro.

6. TexHUUYECKHE XapaKTEpPUCTUKHU HE3apEruCTPUPOBAHHOTIO
MEIULUHCKOTO U3/IENNs Ul JUArHOCTUKY 1n Vitro.

7. QOyHKINOHAJIBHBIE XapPaKTECPUCTHUKU HE3aPETHCTPUPOBAHHOTO

MEUITUHCKOTO M3ACIUS ISl TUarHOCTUKH in Vitro, BKITFOYas:

1) onucaHue 1e€BOT0 aHaluTa (AaHAJUTOB) C YKa3aHMEM Kauye€CTBEHHOTO,
MOJTYKOJTUYECTBEHHOTO WJIM KOJIMYECTBEHHOTO BHJIA;

2) 3abomeBaHue, cocTosiHUE (Tpymmy 3a00JeBaHUi, COCTOSHUN) WIH
dbakTopel pHUCKAa WX HACTYIUICHUS, s OOHApYKEHUS, OINPENCIICHUS WIH
nuddepeHIUPOBAHUS KOTOPHIX NpPEIHA3HAYEHO HE3apEeTrUCTPUPOBAHHOE
MEIUIIMHCKOE U3/IENHE IS TUarHOCTUKY in Vitro;

3) THI aHAJIM3UPYEMOro o0pasiia.

8. Iloxa3aHWs M NMPOTHUBOMOKA3aHHSA K NMPHMEHCHHUIO

HE3apeTUCTPUPOBAHHOTO MEAUITMHCKOTO U3ICHUS U1 TUAarHOCTUKH in Vitro.
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9. Nudopmanus o npegHa3HauY€HUM JIS KIMHUYECKOW J1abopaTopHOM
JTUArHOCTHKH.

10. TpeOoBaHHSA K NOMELIEHHUSAM, B KOTOPBIX MpPEANOJaraercs
JKCIJIyaTalysl HE3aperuCTPUPOBAHHOTO MEIMIMHCKOIO W3AEIUS UL
JMArHOCTUKH 1N Vitro, €ro KOMIOHEHTOB (COCTaBHBIX YacTEH).

1. OnucaHue OCHOBHBIX (PYHKIUMOHAJIBbHBIX DIEMEHTOB
HE3apEeTUCTPUPOBAHHOIO MEAMIIMHCKOTO M3JEIUS A AUArHOCTUKH 1n Vitro
U €r0 OTAEJIbHBIX KOMIIOHEHTOB (COCTAaBHBIX YacTeil) (IpU HATMYUN).

12 UudbopmManus o XapakKTepuUCTHKaX CTaAaOUIBHOCTH
HE3apETUCTPUPOBAHHOTO METUIIMHCKOTO M3JENUS AJs JUArHOCTHKY in Vitro,
€ro KOMIIOHEHTOB (COCTaBHBIX YacTeil) (IpW HAJIW4YMH), BKIIOYas CPOK
TOJIHOCTH IOCJIE BCKPBITHS IEPBUYHOMN YIIAKOBKHU.

13.  HWudopmauus o HaJIWYMM B HE3APETUCTPUPOBAHHOM MEIAMUILIMHCKOM
U3JIeJINU U1 JUAarHOCTUKU 1In VItro JEKapCTBEHHOTO CpeAcTBa s
MEJAMIMHCKOTO MNPUMEHEHHS], MaTepuailoB >KUBOTHOTO WU (UIM)
YeJIOBEYECKOr0 MPOUCXOKIACHUS, MAaTOT€HHBIX OMOJIOrMYECKUX areHTOB.

14. Wudopmanuro i JUL, MNPUMEHSIOMIMX HE3apEruCTPUPOBAHHOIO
MEAUIMHCKOE HU3JeJHe IS AUAarHOCTHUKHU 1n Vitro, o mepax
IIPENOCTOPOKHOCTH U (WIM) Mepax, NPEANPUHHMAEMBIX B OTHOILICHHH
NOTEHLMAJbHO HMH(QEKUMOHHOIO MaTepuaja, COJAepKallerocs B
HE3aperucTpUPOBAHHOM MEIULIMHCKOM U3/ENINU JJIsl AMATHOCTHUKH in Vitro.
15. Wuadopmauus niag aul, OPUMEHSIONIMX HE3apEerUCTPUPOBAHHOE
MEIUIMHCKOE u3Aeaue JJisi JUAarHOCTUKU In Vitro, cojepikaiiee
JIEKapCTBEHHOE CPEACTBO JUJIi MEIUUMHCKOTO MPUMEHEHUs, IaTOT€HHBIE
OMONIOrMYeCcKHe AareHThl, MaTrephall >KUBOTHOTO M (WJIM) YEJIOBEUYECKOTO
MPOUCXOXKAEHUS, MaTepHualibl, KOTOpPbIE SBISIOTCS KaHIEPOIE€HHBIMU,
MYyTareHHbIMA WJIM TOKCUYHBIMH, BO3MOYKHOE BBIJICJICHUE WM BBIMBIBAHHE
KOTOpPBIX HPHUBOAMT K CEHCHOMJIM3ALMU, aNIEPrUYecKod peakuuu WM
OTPUIIATENILHO BIMUSIET Ha PENPOAYKTHUBHYIO (QYHKIHIO, O Mepax
PEeIOCTOPOKHOCTHU U (WIIM) Mepax, MPEANPUHUMAEMbIX B UX OTHOLIECHUHU.
16. Wudbopmanus o npeaHa3HAaYEeHUU HE3aPETrUCTPUPOBAHHOTO
MEIULMUHCKOTO H3AENUS AJs JIUAarHOCTUKH 1In Vitro TOJIBKO MAJs
OJTHOKPAaTHOI'O IPUMEHEHUS IO HA3HAYECHHUIO.

17. Wudopmaruss 0 CTEpUILHOM COCTOSHHH HE3apEeTUCTPUPOBAHHOTO
MEIMIMHCKOTO M3JEIHs A AUArHOCTHKHU in VItro WM €ro KOMIIOHEHTOB
(cocTaBHBIX YacTeil), METOJIE €ro CTEPWIIM3AIMU U O TIOPAJKE JCHCTBUN B
cllyyae HapylIeHHUS CTEPHJIBHOW YHAKOBKU (€CIIM He3aperucTPUPOBAHHOIO
MEIUIMHCKOE W3JeNHe I JIMarHOCTUKU In VItr0 WJIM €ro KOMIIOHEHTHI
(cocTaBHBIE YacTH) MPEAINONaralT HMCHOJIb30BAHHE B CTEPUIILHOM BHJIE)
WM, €CJIM HEe3aperucTPUPOBAHHOTO MEJIUIMHCKOE W3JIeJIue s
JUArHOCTHUKH In Vitro MUIM €ro KOMIIOHEHTHI (COCTaBHBIC YAaCTH) COITIACHO
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TpeOOBaHUSIM HKCILTyaTallMOHHON JOKYMEHTAllMM TPEeOyIOT CTepUiM3aluu
nepen UCIOJIb30BaHNEM, YKa3aHUe Ha HEOOXOIUMOCTh CTEPHIN3AINH TTepPe]
HCIIOIb30BAHUEM.

18. HWndopmamus o mopsake oOpabOTKM HE3aperucTPUPOBAHHOTO
MEAUIIMHCKOTO M3AENUs ISl JUArHOCTUKHU In Vitro Wiu €ro KOMIIOHEHTOB
(cocTaBHBIX 4YacTeil) Uil €ro IMOBTOPHOIO MCIIOIb30BaHUs, BKJIIOYas
OYHUCTKY, Ne3UH(EKIINI0, yITAaKOBKY U MPU HEOOXOAUMOCTH METO/ TOBTOPHOM
CTEepWIM3alMK (€ClIM HEe3aperuCTPUPOBAHHOE MEIUIIMHCKOE H3JACIIHE IS
JMArHOCTUKH 1n Vitro mpeJHa3Ha4eHo JJisi MHOTOPa30BOr0 MPUMEHEHHUS IO
Ha3HAUCHMIO), a TAK)KE KPUTEPUU HEMPUTOAHOCTH HE3aPETUCTPUPOBAHHOIO
MEUITUHCKOTO U3ACIHUS JUIsl IUarHOCTUKH 1n Vitro Jyisi IPUMEHEHHS.

19. Onwucanue NpuHAIICKHOCTENH, METUIMHCKUX U3IACIUNA WU U3IETUH,
HE SBJISIONINXCS MEIUIIMHCKUMU, HO MPEIYCMOTPEHHBIX JJISI UCTIONh30BaHUS
B KOMOWHAllUU C HE3aPETUCTPUPOBAHHBIM MEAMIIMHCKAM HU3JIEIUEM s
JIUArHOCTUKH 1n vitro (Ipu HAJIUYHUN).

20. Hudopmanus o0 yclioBHsX, HEOOXOIUMBIX AJisi cOopa, oOpaboTKU U
MOJrOTOBKK 0O0pa3loB, JaHHBIE MO CTAaOUJIBHOCTH AaHAJU3UPYEMBIX
00pasIioB, B TOM YHCJIC YCIOBUS U NIUTEIHLHOCTh UX XPAHCHHUS, YCIOBUS UX
TPAaHCTIOPTUPOBKHU, OTPAHUYCHHS TI0 IUKJIAM 3aMOPO3KH (pa3MOpakKMBaHU).
21. MHWudopmanuss o0 TOATOTOBKE K NPUMEHEHHIO 1O Ha3HAYECHUIO,
AKCITyaTallud HEe3aperuCTPUPOBAHHOTO MEAUIIMHCKOTO W3JEIUS IS
AUArHOCTUKU 1n Vitro, BKJIIOYasi COOTBETCTBYIOIIME CTaHAApTHHIE
oTiepaIlMOHHBIE MPOLIETYPhl COCTABISAIONINE YKa3aHHYIO MTOJITOTOBKY.

22. Omnucanue MOOpsAKAa BBITOJIHEHHUS HCCIENOBAaHUS C TMPUMEHEHUEM
HE3apEeTUCTPUPOBAHHOTO MEIUITMHCKOTO M3EHS JUIsl JUATHOCTUKH in Vitro,
OMHMCAaHUE PEareHTOB, KaTuOPAaTOPOB M KOHTPOIHHBIX MATEPUAIOB, BKITFOUAs
HHOpMAIMIO O MPOCIEKHUBAEMOCTH 3HAYCHWUU, 3aJaHHBIX [
KaTuOpaTopoB WJIM KOHTPOJBHBIX MarepuajioB, KOTOpash oOecredyruBaeTCs
MOCPEJICTBOM JIOCTYIHBIX PePEPEHTHBIX METOAMK (METOAOB) M3MEPEHHUS U
(V1K) ATAJIOHOB.

23. OnucaHve NOpoUEAYypbl HCCIEIOBAHUSA, BKJIOYAs PACUETHl H
UHTEPIpPETAIUN PE3YyJIbTAaTOB MPOBEJCHHOIO HCCIEIOBAHUA U, MpPHU
HE0OXOAMMOCTH, HHGOpPMAIUMIO O IeJIeCO00pPa3HOCTH MPOBEICHUS
MOATBEPKIAIOIIUX UCCIEIOBAHUM.

24, XapaKTEepHUCTUKH aHAIUTHUYECKON HPOPPEKTUBHOCTH
(4yBCTBUTENBHOCTh, CHEIMU(DUIHOCTH, MPABUIBHOCTh, MOBTOPSEMOCTb,
BOCIPOU3BOJMMOCTh, TMpenesn OOHapyXeHus (JeTeKUHu) U JAuana3oH
M3MEpPEeHUs, BKIIIOUasi MHPOpMaIIMIO O BIUSHUM W3BECTHBIX MHTEPHEPEHTOB,
00 oOrpaHWYEHUSIX METO/Ia M HCIOJIB30BAaHUU JIOCTYIHBIX pPedEpEeHTHBIX
MaTepuagoB U METO/IOB aHAIN3A).
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25. XapaKTepUCTHKU KIMHUYECKOU 3PGEKTUBHOCTH (AMArHOCTUYECKAs

JyBCTBUTEIHHOCTh M TUATHOCTHYECKAS CIIEIIU(DHUIHOCTS ).

B cnyuae Hanuuus 000OCHOBAHWS HEBO3MOXXHOCTH YyCTAaHOBJICHUS
CTaTUCTUYECKU JIOCTOBEPHOW JHATHOCTHUYECKON YYBCTBUTEIHHOCTH H (WJIN)
JIMarHOCTUYECKOW CHNEeU(PUUYHOCTA METOJa JAHUArHOCTUKU C MPUMEHEHUEM
HE3apEerUCTPUPOBAHHOTO MEAMIIMHCKOTO W3AENUs I JAUArHOCTUKH In  Vitro,
npeaycMOTpeHHOTO ToAnyHKTOM 4 mnyHkTta 9 Ilopsimka mpegocTaBiieHUS,
nepeoGopMIICHHS, TOATBEPXKIACHUS KM OTMCHBI pa3peIICHHUs Ha TPUMCHCHHE
HE3apEeTUCTPUPOBAHHOTO MEAMIIMHCKOTO W3ACIUs I JUArHOCTHKH in  Vitro,
MPUBOIUTCA YKa3aHUE HA HEBO3MOXKHOCTh UX YCTAHOBJICHHUS.

26. buonormyeckuili pedepeHTHBI HHTEpPBAl NPUMEHEHHUS

HE3apEeTUCTPUPOBAHHOTO MEAUITMHCKOTO U3IETUS I TMarHOCTUKY In Vitro.

27. WNudopmarnus 06 uHTepdEepUpyOMMX BEIIECTBAX WU OIPAHUYCHUSX,

CBSI3aHHBIX € MpOOON, KOTOpPbIE MOTYT MOBJIHUSATH Ha pe3yJbTar

UCCJIeI0BaHUA.

28. HWudopmanus o mpupoge, THIE, a Takxke (MpU HEOOXOAMMOCTH) 00

WHTCHCUBHOCTU U pacOpelieIeHud U3JIydeHHus (IIEKTPOMArHuTHOE,

HMOHM3HUPYIOIIEE, WHOE) HE3aperuCTPUPOBAHHOTO MEIUIIMHCKOTO H3AETHUs

JUIS. JUATHOCTHUKHM In Vitro W crmoco0axX 3amluThl JIUIl, IPUMEHSIOMINX

YKa3aHHO€ MEIMIIMHCKOE H3/eNhe, OT HENpeIHAMEPEHHOTO H3JIy4YeHUs B

npolecce AKCIUTyaTallid HEe3aperuCTPUPOBAHHOTO MEIUIIMHCKOTO W3/EIHus

JUIsE JUArHOCTUKHU 1n Vitro (€ciu He3aperucTpupoBaHHOE MEIUIIMHCKOE

u3JeNre JUIs TUAarHOCTUKH in Vitro co37aeT OmacHBIA WM TOTEHIIMAIBHO

OITACHBIN YPOBEHb M3IIYUCHUS TIPH UCIIONH30BAHUH 10 HA3HAYCHUIO).

29. MHudopmarus o Mepax NPEeIOCTOPOKHOCTH, MPEANPUHUMAECMBIX B

ciryyJae:

a) HEWCIPABHOCTU HE3aPETUCTPUPOBAHHOTO METUIIMHCKOTO W3ICTUS s
JMArHOCTHUKY 1n Vitro, c0os B ero paboTe MM OTKIOHEHUH B (PYHKIIMOHUPOBAHUH,
KOTOpPbIE MOTYT BIIMATH Ha 0€30MaCHOCTh HE3apErUCTPUPOBAHHOTO METUIIMHCKOTO
U3JIENHs JUIsl JUArHOCTUKHU In VItro, B TOM YHUCJE ONPEICISIEMbIX MO BHEIIHUM
pU3HAKaM;

0) Bo3aeiicTBUA Ha (QPYHKUMOHUPOBAHHE HE3APETUCTPUPOBAHHOIO
MEIUITMHCKOTO M3ACNUS JIJISl AMATHOCTUKH 1N Vitro BHENTHUX (PaKTOPOB, CBI3aHHBIX
C €ro NMpUMEHEHHWEM B KOMOWHAIIMHM C JIPYTUMU MEIUIIMHCKUMH W3ICIUSIMU U
(un) oOOpyHOBaHHWEM, WM TaKUX MpencKa3yeMblX (PAKTOpOB, KaK BHEIIHHE
AIIEKTPOMATHUTHBIE TOJS, JJIEKTPOCTATHUYECKUE pas3psabl, HU3TYyUYEHHUE
(97€KTpOMarHuTHOE, HOHU3UpYIOIIee, WHOE), arMochepHOe MaBICHHE U €ro
nepenajpl, BIaKHOCTh U TEMIIEpaTypa BO3IyXa;

B) PUCKa 3JICKTPOMAarHUTHBIX IMTOMEX, CO3/I1aBaMbIX HE3apeTrHCTPUPOBAHHOTO
MEAWIIMHCKAM HW3JICJTUEM JJIs JWUArHOCTUKH in Vitro JIsg APYTHX MEAUIMHCKUAX
W3MIeNi, 000PYIOBaHUS U CPEACTB CBSI3M IIPH MPOBEICHUH U OIEHKE PE3yIbTaTOB



5

JTMATHOCTHUKH, JICUCHUS WM TIPU €r0 MPUMEHEHHWH 10 Ha3HAYeHHWIo (Hampumep,
AIIEKTPOMArHUTHOE W3ITyYCHHE HE3apETUCTPUPOBAHHOTO MEIUIIMHCKOTO W3JICITHUS
JUTSI MAaTHOCTHUKH 1N Vitro, OKa3bIBaIoIee BIUSHUE Ha IPYroe 000pyJ0BaHHE).
30. Hudopmanmsi o0 YCIOBUSIX XpaHEHUS HE3aPETHUCTPUPOBAHHOTO
MEAUIIMHCKOTO M3/ENUs I TUarHOCTUKU 1n Vitro U (WM) €ro OTIeIbHBIX
KOMITOHEHTOB, COCTABHBIX YacTel (IIpu HAIUYUN).
31. CBeageHus O BO3MOXHOCTH 3aMEHBI OTJEJIbLHBIX KOMIIOHEHTOB
(COCTaBHBIX YacTei) He3aperuCTPUPOBAHHOTO MEAMITMHCKOTO W3S IS
JUATHOCTHKH in VItro ¢ HCTEKAIOIUM CPOKOM TOJHOCTH U U3MEHEHHUS CPOKa
TOTHOCTHU W3ICTTHSI.
32.  VYcrmoBusA yTHIM3AIMU WM YHUUYTOXKEHUS HE3apEruCTPUPOBAHHOTO
MEJUITMHCKOTO W3MENUs Ui TUArHOCTHKU In VItro W TMOPSAOK JIeWCTBHIMA
CTPYKTYPHBIX TOJpa3/ieJeHU MEIUIMHCKOW OpraHu3aluu,
OCYIIECTBISIOIUX MPUMEHEHUE U (WJIM) XpaHEHUE He3aperuCTPUPOBAHHOTO
MEIUITUHCKOTO M3CIHS IS TUAarHOCTUKH in Vitro B cIydae HeOOXOAMMOCTH
€r0 YTUJIU3AINH W YHHYTOKEHUS.



[Tpunoxenne Ne 5
k [lopsiaky mpenocTaBieHus,
nepeoGopMITCHHS, TTOATBEPKICHUS
Y OTMEHBI pa3pelieHus Ha IPUMEHEHUE
HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO
W3NS UI1 JUAarHOCTHKHU 1N Vitro

IIpaBuyia 000CHOBaHMSI HEBO3MOKHOCTH YCTAHOBJICHUS CTATUCTHYECCKH
AOCTOBEPHOM IMATHOCTUYECKOM YYBCTBUTEJIbHOCTH U (WJIN)
AMATHOCTUYECKOM crieM(pUUYHOCTH MEeTOAa AMATHOCTUKH ¢ IPUMEHEHHEM
HE3aPeruCTPUPOBAHHOIO MEIMIIUHCKOTO U3AeJIMsl JJIsl JUATHOCTUKH in Vitro

1. Hacrosimue mnpaBuia yCTaHaBIMBAIOT MOPSIIOK OOOCHOBaHHSA
HEBO3MOXKHOCTH YCTAHOBJICHUSI CTAaTUCTUYECKU JIOCTOBEPHOU JMArHOCTHUYECKON
YYBCTBUTEJIBHOCTH M (WJIM) JMAarHOCTHUYECKON chnenuduuHOCTH MeToja
JIMAarHOCTUKU C MPUMEHEHHEM MEIUIMHCKOTO HW3JeNusl, MPeIHAa3HAUeHHOTO JIJIsi
JUArHOCTUKM 3a00J€BaHUN NyTEM MPOBEJACHUS HCCIEJOBaHUN 00pa3ioB
OMOJIOTUYECKOTO MaTepualia 4YeJIOBeKa BHE €ro OpraHuW3Ma, H3TOTOBICHHOE B
OpraHU3alUU, OCYUECTBISIOMEN MEAUUHUHCKYI JAEATEABHOCTb, U
IPUMEHSIOLIErOCs B MEQUUMHCKOW OpraHu3aluy, €ro W3roTOBHBLIEH (nasee
COOTBETCTBEHHO — OOOCHOBaHHUE, MEJAUIMHCKAs OpraHu3anui,
HE3apEerUCTPUPOBAHHOE METUIIMHCKOE U3/EIUe JUIsl TUarHOCTUKH 1n Vitro) B LeJsx
COCTAaBJICHUS JJIsI €r0 HalpaBjiCHUS B COCTaBE JOKYMEHTOB, MPEAOCTaBIISIEMbIX
MEIUIMHCKON OpraHu3anuer s NpeJOoCTaBICHUS WU MOATBEPXKICHUS
pa3pellieHusl Ha MPUMEHEHUS] HE3apErUCTPUPOBAHHOIO MEAUIMHCKOTO HU3JIENus
JUTST TMArHOCTHUKH 1n Vitro.

2. OGocHOBaHUE OCYIIECTBISCTCS MEIUIIMHCKON OpraHU3alue Uiu WHOU
OpraHu3alueil, NpUBIEKAEMON IJIsi NPOBEACHHUS OLEHKU MEIULUHCKOHN
OopraHu3aliei Ha JOrOBOPHOI OCHOBE (Jjajiee — OLICHIIHUK).

3. B nensx 060CHOBaHUS MPOBOJUTCS OLICHKA BO3MOXKHOCTU OIPEACIICHUS
CTaTUCTUYECKU JOCTOBEPHOU JHUArHOCTUYECKOW UYBCTBUTEIBHOCTH U (WJIN)
JTMATHOCTHYECKON CTIEM(PUIHOCTH (J1ajiee — OIEHKA) I He3apETUCTPUPOBAHHBIX
MEAUIIMHCKUX W3ACIUNA JUIsi JUATHOCTHKU 1n Vitro, SIBISIOIIUXCS peareHTaMH,
HabopaMu ISt OTNIpeieNICHUs] aHAJTUTOB JIJIsl JUATHOCTUKH 1N ViItro.

4. Jlns mpoBEIE€HUS OIEHKU B OTHOIMIEHUM JUATHOCTUUYECKOU
YyBCTBHUTEJIBHOCTH OL[CHUIUK:

1) mpoBOOUT pacyeT MHUHUMAIBHOTO YHUCIa O0pa3loB OHOJIOTHYECKOTO
Marepuanga YeJOoBeKa, KOTOpble HEOOXOAMMO HCCIeNoBaTh C MPUMEHEHUEM
HE3apErUCTPUPOBAHHOTO MEAUIIMHCKOTO M3ACNUS sl AUATHOCTUKH 1n Vitro st
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CTAaTUCTHUYECKU JIOCTOBEPHOIO OIpPEACIICHUs] 3HAYEHUs €ro AUarHoCTUYECKON
YyBCTBUTEJIbHOCTU, COMNOCTABUMON CO 3HAYEHUSIMH JMArHOCTHUYECKOU
YYBCTBUTEIBHOCTH UMEIOIIUX PETUCTPALMOHHOE YIOCTOBEPEHHE U Pa3pElIEHHBIX
IJIsl TpUMEHEeHus: Ha Tteppuropun Poccuiickon @Penepauuum MeIUIUHCKUAX
U3JIETINI2, UMEIOIINX CXOJHO€ HAa3HAUYCHHE B YACTU LEJIEBOIO aHAJUTa, €ro BUIA
(Ka4ueCTBEHHOTO, MNOJYKOJHYECTBEHHOT0, KOJMYECTBEHHOTrO), THUIA
aHaIu3upyeMoro obpasna (rajsee — MUHUMAJIbHOE YHCIO OOpa3loB IS
ONPEENICHHS TUATHOCTUYECKON UyBCTBUTEILHOCTH);

2) Ha OCHOBAaHHMM JIAHHBIX CTATUCTUUYECKUX HAOMIONECHUM U (MJIM) HAyUHBIX
WCCJIEIOBaHUN OIpeAesieT MaKCUMAaJbHOE YHUCIO O0pa3suoB OHMOJIOTHYECKOIO
MaTtepuaia 4YeJoBeKa ISl ONMPEAENICHHS JTUarHOCTHYECKOW YYBCTBHUTEIBHOCTH,
KOTOPO€ BO3MOXHO IOJYYNUTh B TEUCHHE KAJEHIAAPHOIO rofa OT JIUL, ISl KOTOPBIX
ycTaHOBIIeH (akT Hanuyusi 3a0o0JieBaHMsA, IS JAUArHOCTHUKUA KOTOPOTO
IpeHa3HauYeHO HEe3aperucTpUpPOBAHHOE MEAMIIMHCKOE M3/eNe JUIsl AUArHOCTUKH
in vitro (gajee — MakCMMaJbHO BO3MOXKHO€ YHCJIO OOpasloB ISl ONpPEACIICHUS
JUArHOCTHYECKON 4yBCTBUTEIBHOCTH).

5. BBIBOZ O HEBO3MOXXHOCTH yCTAaHOBJICHUSI CTATUCTUYECKH TOCTOBEPHOM
JUArHOCTHYECKOM YYBCTBUTEIBHOCTH JENAETCAd B CIIy4ae €CId MUHHUMAJIbHOE
4yCcJIO O00pasluoB I OINPENENEHUs AUAarHOCTUYECKOW YYBCTBUTEIbHOCTHU
COCTaBIIeT OoJjiee TPETH MAKCMMAJIbHO BO3MOKHOTO 4YHCIa 00pas3loB is
OTIPEJICIICHHS TUATHOCTUYECKON YyBCTBUTEILHOCTH.

6. Jlns npoBeneHHS OIEHKM B OTHOWIEHUU JUATHOCTUYECKOU
cnenuGUIHOCTH OLICHIIUK:

1) mpoBOAMT pacyeT MUHUMAJIBHOIO 4YHUCia O0pa3LoB OHOJIOTMYECKOTO
Marepuajia 4YeJOBEKa, KOTOpble HEOOXOAMMO HCCIIENI0BATh C HNPUMEHEHUEM
HE3apEruCTPUPOBAHHOTO MEAMIIMHCKOTO M3JEIHs JJs AUAarHOCTHKH in Vitro ass
CTaTUCTUYECKU JIOCTOBEPHOIO OIPEACIICHUs] 3HAYEHUS €ro JAUarHOCTUYECKON
cnenupUIHOCTH, CONMOCTABUMON CO 3HAYEHUSMHU JUATHOCTUYECKOM
YYBCTBUTEIHHOCTH MUMEIOLIUX PETUCTPAIMOHHOE YIOCTOBEPEHHUE U pa3pelICHHBIX
1. TpUMEHeHHsT Ha TeppuTopuu Poccuiickoii denepanuu MeIUIIMHCKUAX
U3JIENH!, UMEIOIUX CXOIHOE Ha3HAYeHHE B YAacTH LIEJIEBOT0 aHajuTa, ero BUJIa
(Ka4ueCTBEHHOTO, MNOJYKOJHMYECTBEHHOI0, KOJMYECTBEHHOIrO), THUIA
aHanmu3upyeMoro oOpasna (manee — MHHUMalIbHOE YHMCIO OOpas3loB s
OTIpeNIeNICHUs] TMarHOCTUYECKON CEIIM(PUIHOCTH);

2) Ha OCHOBAaHWH JAHHBIX CTATUCTHYECKUX HAOMIONEHUN U (UITM) HAYyYHBIX
UCCJICIOBAaHUN ONpeNeNsieT MaKCUMaJIbHOE YHCIO O00pa3loB OHOJOTHYECKOTO
MaTepualia 4eloBeKa JUIsl OMNpEeNeieHUs JUArHOCTHYECKOW YYBCTBUTEIBHOCTH,
KOTOpPO€ BO3MOXHO IMOJYYUTh B TEUYEHUE KaJEHIApHOro Toja OT JHUI]

2 Yactp 4 crateu 38 denepanbHoro 3akoHa oT 21 HosOps 2011 . N 323-03 «O6 ocHOBax
OXpaHBl 370pOBbs Tpaxnan B Poccuiickoit ®enepamuuy (CoOpaHue 3aKOHOAATEIBCTBA
Poccuiickoit @eneparuu, 2011, Ne 48, ct. 6724; 2021, Ne 18, ct. 3072).
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3a00sieBaHUSAMU (COCTOSIHUAMH, OCOOCHHOCTSIMH), HAJIMYUE KOTOPBIX MOXKET MpHU
MPUMEHEHUN HE3apEeTUCTPUPOBAHHOTO MEAMIIMHCKOTO W3ZENUs JJs TUArHOCTUKU
in vitro IpUBOAUTH K JIO)KHOMY yCTAaHOBJICHHIO (pakTa Hamuuus 3a00jeBaHus, IS
JMArHOCTUKU KOTOPOTO TMPEIHA3HAYEHO HEe3aperucCTPUPOBAHHOE METUIIMHCKOE
u3enue A JAUAarHOCTUKM In Vitro (Jajee — MakCHMajbHO BO3MOXHOE YHCIIO
00pa31oB Il ONpeesieHUs TUarHOCTUUYECKON Crielu(pUIHOCTH).

7. BpiBOL O HEBO3MOXXHOCTHU YCTAaHOBJICHUSI CTaTUCTUYECKU JOCTOBEPHOU
JIMArHOCTHYECKOH Crenn(UIHOCTH AENAeTCs B Clydae €Clidi MUHUMAIIbHOE YHCIIO
00pa31oB JJisl ONPEICTCHUS JUATHOCTUYECKON CeU(PUIHOCTH COCTaBIsIeT Oosee
TPETH MAKCUMAJIbHO BO3MOXHOTO 4YHCIa 00pa3uoB AJiA OMNpeaeeHUs
JIMAarHOCTHUYECKOM crienn(UIHOCTH.

8. B o00ocHOBaHUE BKIIIOYAIOTCSL:

1) BBIBOZIBI O HEBO3MOXHOCTH YCTAHOBJIEHUSI CTATUCTUYECKU JJOCTOBEPHOM
JMArHOCTUYECKON UyBCTBUTEIBHOCTH U (MJIM) TUATHOCTHYECKON Crielu(PUUHOCTH;

2) cBedeHus, NPEAYyCMOTpeHHble NyHKTaMu 4 W (uiau) 6 HaCTOSAUIUX
IpaBWJI, BKJIIOUAS:

UCTIOIB30BAHHBIC ISl PACUETOB METO/BI ¢ 000OCHOBAHHUEM MX 00eCTIeUeHUs
CTaTUCTUYECKON JOCTOBEPHOCTH MOIYYECHHBIX PE3YyIbTaTOB;

000CHOBaHME BBIOOpAa MEIULUMHCKUX HU3ACIUN, HMEIOIINX CXOAHOE
Ha3HauCHUE;

UCTOYHUKH JIaHHBIX JUISl OINpPENEICHUs] MAKCUMaJIbHO BO3MOXKHOIO 4YHCIIa
00pa31oB JyIsl ONpeAesIeHUs TUarHOCTHUYECKON YyBCTBUTEIBHOCTH;

UCTOYHUKH JAaHHBIX ISl ONpENelIeHUs MAaKCHMAalbHO BO3MOKHOTO YHCIIA
00pa31oB I ONpeAesIeHNs JMarHOCTUYECKON ClIeUn(pUIHOCTH;

o0ocHOBaHME BBIOOpa 3a0o0JieBaHMA (COCTOSHUI), TPynn 3a00JIeBaHUM,
COCTOSIHHM, HaMYMe KOTOPBIX MOXET MpPU MPUMEHEHUH HE3apPETUCTPUPOBAHHOTO
MEIULMHCKOTO HW3JeNusl A AUArHOCTHKU In VItr0 NPUBOIUTH K JIOKHOMY
yCTaHOBJEHUIO (aKkTa Hanuuus 3a0oyieBaHUs, I JIUATHOCTUKU KOTOPOTO
peHa3HauYeHO HEe3aperucTpUpPOBAHHOE MEAMIIMHCKOE M3/eNue JUIsl AUArHOCTUKH
in vitro.



[Ipunoxenne Ne 6
k [lopsiaky mpenocTaBieHus,
nepeoGopMITCHHS, TTOATBEPKICHUS
Y OTMEHBI pa3pelieHus Ha IPUMEHEHUE
HE3apETUCTPUPOBAHHOTO MEIUITMHCKOTO
W3NS UI1 JUAarHOCTHKHU 1N Vitro

IIpaBu/1a MOATOTOBKH 000CHOBAHUSA HeleJIeCO00Pa3HOCTH
OCYIIIeCTBJIEHUS TOCYIAPCTBEHHOM PerucTpanuy MeIMINHCKOT0 U3/1eTus
JJIS1 AMATHOCTHUKM in vitro

1. Hacrtosmmue mnpaBuia yCTaHABJIMBAKT MOPSIJAOK MOATOTOBKHU
000CHOBaHUS HEIEIeCO00Pa3HOCTH OCYIIECTBICHUS TOCYIapCTBEHHOM
pPErUCTpallMi METUIIMHCKOTO U3/IENuUs I JUArHOCTHKH 1n Vitro, OCHOBaHHOTO Ha
COIMOCTABJICHUH (PUHAHCOBBIX 3aTpaT Ha TAKyI0 PErHCTPALMIO M CYIIECTBYIOIICH
NOTPEOHOCTU B MPOBEACHUM JAUATHOCTUYECKOTO MCCIEAOBAHUS C YUYETOM
(MHAHCOBBIX 3aTpaT Ha €ro NpoBeJeHue (anee — 000OCHOBAHKE) B LEAX JUISL €r0
HalpaBJI€HUS B COCTaBE€ JIOKYMEHTOB, MPEIOCTABISIEMBbIX MEIUIMHCKOU
opraHu3anueid sl TpPeJOCTaBICHUS WM MOATBEPXKIACHUS pa3peliecHus Ha
NPUMEHEHUS] MEAUIMHCKOTO W3IEeius, NPEAHA3HAYEHHOIO ISl JIHarHOCTUKHU
3a00JICBAaHUM ITyTeM TPOBEJACHUS HCCIEAOBaHU 00pa3oB OHOJIOTHYECKOTO
MaTepualia 4eJoBeKa BHE €ro OpraHu3Ma, H3TOTOBJIEHHOTO B OpraHM3alluH,
MEIUIIMHCKOW OpraHu3aliy, €ro HW3rOTOBHBILIEH (71ajiee COOTBETCTBEHHO —
MEJUIIMHCKAs OpraHu3allvs, HE3aperUCTPUPOBAHHOE MEIUIIMHCKOE W3ACIHE s
JTMarHOCTHKH 1N Vitro).

2. IloaroroBka 0OOCHOBAaHUSA OCYIIECTBISAETCA MEIULUUHCKOMU
OpraHuv3alyed WM HWHOW OpraHu3alueu, MNPUBJICKAEMOMW JJIsI IOATOTOBKH
000CHOBaHUS MEIUIIMHCKONW OpraHu3aldeldl Ha JIOTOBOPHOH OCHOBe (manee —
000CHOBBIBAIOIIAs] OPTaHU3AIIHS).

3. JIng moArotoBKH OOOCHOBAaHUS Ui HE3apErucTPUPOBAHHBIX
MEIUIMHCKUX W3JEIUN ISl TUarHOCTHKU In Vitro, SIBJISIONIMXCS peareHTamu,
Ha0opaMu [Jig ONpPEACNICHUS] aHAJUTOB IS JUMarHOCTUKHU in Vitro, peareHTamu
00111e51a00paTOPHBIMU JJIsI IUATHOCTUKH in Vitro, CpelaMu MUTaTEIbHBIMU JIJIs
IUATHOCTHKH 1in Vitro, eMKOCTAMH (KOHTeWHepaMmu) aJIs mpod u
0011e1a00paTOPHBIMU  PACXOIHBIMH MaTepHaliaMu Il JUarHOCTHKH In  Vitro
(mamee — uzaenus, IBJSIONIMECS peareHTaMu, Habopamu, MUTATeIbHBIMU CPEIaMH,
PacXoHBIMU MaTepragaMu) 000CHOBBIBAIOIIASI OpPTaHU3AIIHS:

1) ucxoas W3 Ha3HAYEHUS W3JIETUs, SBISAIONIETOCS PEareHToM, HabopoM,
IMMTATEIbHOU CpEeIOU, PACXOAHBIM MATEPUAIIOM, PACHPOCTPAHEHHOCTH
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3a00sIeBaHMs, COCTOSHUA (TPYIIIbI 3a00JI€BaHUI, COCTOSIHUI) WU (DAKTOPOB PHUCKa
WX HACTYIUICHUS, Ui OOHApyXKeHus, omnpeaeieHus win auddepeHnnpoBaHus
KOTOPBIX MPEIHA3HAYCHO YKA3aHHOE M3/IeJIUE, YaCTOThl BCTPEYAEMOCTH NTOKa3aHUM
K €ro NPUMEHEHHIO, OCHOBAHHBIX B TOM YHUCJIE€ Ha JIaHHBIX CTAaTUCTUYECKUX
HaAOIOACHUI U (MJIM) HAyYHBIX MCCIIEIOBAHUMN, ONPEACNIIeT MPOTrHO3HYIO TOIOBYIO
NOTPEOHOCTh B PACXOAHBIX MaTepualiax B €IUHULAX HU3IEIUs, SBISIOIIErOCs
peareHToM, HaOOpPOM, NMUTATENBHOW CpeloH, pacXOAHBIM MaTepHUalioM (Jajee —
rojioBast MOTPEOHOCTD);

2) omnpenensieT HOMUHAJIbHYIO CE0€CTOMMOCTb E€IUHUILI U3JEeIus,
SBJISIONIETOCA peareHToM, HAa0OpOM, MNUTATEIBHOW Cpeaoil, pPacxXoqHBIM
MaTepuaaoM, Kak CyMMY CTOMMOCTH MaTepualioB (ChIpbs, PEarceHTOB,
KOMIOHEHTOB), MCIOJb3YEMBIX [JsI HW3TOTOBJIECHUS EIWHUIBI U3AENUs,
ABIISIIONIETOCS peareHToM, HaO0OpOM, NUTATEIBLHOW CpEeoi, pacXOoIHBIM
MaTepuaioM (Jajgee — HOMUHaIbHas Ce0eCTOUMOCTb);

3) ompenenseT MPOTHO3HYIO CTOMMOCTH BBIMOJHEHHS pabOT (OKa3zaHUs
yCIIyT) MO MPOBEJAEHUIO OLIEHKH COOTBETCTBUS U3/IENUS, SABIISIOIIETOCS PEareHTOM,
HAa0OpOM, MUTATEIILHOW CPeoi, pacXOAHBIM MaTepuajioM, B (opMe TEXHUUECKUX
WCTBITAHUI B IEJSIX TOCYIApPCTBEHHON PETUCTpPAllMM MEAUIIMHCKOTO W3eIus
(namee — TEXHUYECKUE UCHBITAHUS) IOCPEACTBOM 3ampoca MpPeAIoKeHUI
CTOMMOCTH BBITMIOJTHEHUSI YKa3aHHBIX paboOT (OKa3aHMsl YKa3aHHBIX YCIyT) B
cooTBeTCTBHM ¢ llopsiikoM NpOBENEHUS OLEHKH COOTBETCTBUS MEIULIMHCKUX
u3zenuii B popmMe TEXHUUECKUX MCIBITAHUM, TOKCUKOJIOTMUECKUX UCCIEIOBAaHUMH,
KJIMHUYECKUX UCTIBITAHUN B IESAX TOCYJAPCTBEHHOM PETUCTPAIMU METUIIMHCKUX
U3JICNINI3 C YKa3aHUEM IMEPEYHs] OTIACIbHBIX UCIBITAHUA W KOJIMYECTBA €IUHUIL
W3JIETHS, SIBISIONIETOCS PEareHToM, HabOpOM, MUTATEIIBHONW CPENoi, pPacXOIHBIM
MaTepuajgoM, HEOOXOAMMOTO [JIi WX TPOBEACHHS, Yy HE MEHEee YeM Tpex
UCIIBITATENIbHBIX OPTraHU3aliid, OCYUIECTBISIONIMX MPOBEIACHUE TEXHUYECKUX
UCHIBITAHUH, C yYeTOM O0JIACTU WX aKKPEIUTAIMU C MOCIEAYIONINM YCPEIHCHHEM
NPEeMJIOKEHU YKa3aHHBIX OpraHu3anuil (Jajsee — CTOMMOCTh TEXHUYECKUX
UCIIBITAHHM );

4) ompenenseT MPOTHO3HYK) CTOMMOCTBH BBITIOJIHEHUS padboT (oKazaHus
yCIIyT) MO MPOBEJAEHUIO OLIEHKH COOTBETCTBUS U3MIENUS, SBIISIOLIETOCS PEareHTOM,
Ha0OpOM, MUTATETHLHON CPEOH, PACXOTHBIM MaTepuaaoM, B (opmMe KIMHUISCKHUX
UCIIBITAHUM B 1EJISIX TOCYIapCTBEHHON pErucTpalvy MEIUIIMHCKOTO W3AeIus

3 IIpuka3 MunucrepcerBa 3apaBooxpanenust Poccuiickoit @enepaunn ot 9 suBaps 2014 . Ne 2H
«O0 ytBepxknenun I[lopsaka mpoBeneHHS OICHKHM COOTBETCTBHSI MEIUIMHCKUX W3JEIHM B
dbopMe TEXHMYECKMX MCHBITAHUH, TOKCHUKOJIOTHYECKHUX HCCIEAOBAHUN, KIMHUYECKUX
UCIBITAHUN B LIEJISIX TOCYJAPCTBEHHOM perucTpanuy MEIUIUHCKUX U3y (3aperucTpupoBaH
B MunucrepctBe toctuuuu Poccuiickoin ®enepaunn 3 anpens 2014 r., peructpanvoOHHBIN
Ne 31813) ¢ wu3MeHEHHWSIMH, BHECEHHBIMH MPHUKA30M MHHUCTEPCTBA 3IPAaBOOXPaHCHUS
Poccuiickoit ®@epepauun ot 22 anpens 2019 r. Ne 239u (3apeructpupoBan B MUHHCTEpPCTBE
roctunuu Poccuiickoit @enepamuu 25 utons 2019 1., peructparmonssiii Ne 55026).
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(manee — KIMHUYECKHUE HCIBITAHUS) MOCPEACTBOM 3ampoca MNpeasioKEHUM
CTOMMOCTH BBINIOJIHEHUSI YKa3aHHBIX padoT (OKa3aHWsl YKa3aHHBIX YCIyT) B
cooTBeTCTBUM ¢ [lopsiikoM NpOBENEHUS OLEHKH COOTBETCTBUS MEIUIIMHCKUX
u3zienuidi B (hopMe TEXHUUYECKUX HCIBITAHUH, TOKCUKOJIOIMYSCKUX HCCIICIOBaHUH,
KJIMHUYECKUX HCTIBITAHUN B LENSAX TOCYJAPCTBEHHOM PETUCTPALIMN MEIULIMHCKUX
u3zenuii! ¢ ykazaHUEM MepedHsl OTNEIbHBIX HCHBITAHUM W KOJIMYECTBA EAMHUI]
U3JIENNS, SIBISIFOIIETOCS PeareHToM, HabopoM, MUTATENbHOM CPenoi, pacXoIHbIM
MaTepuaiioM, HEOOXOIUMOTO Jis HX NPOBEJAEHUS, Y HE MEHee YeM Tpex
opraHu3aluii, OCYIIECTBJIAIIIUX MNPOBEACHUE KIMHUKO-JIaOOPaTOPHBIX
WCIIBITAHUM, C YYETOM OOJIACTH MX AKKPEIUTAIMU C MOCIEAYIOIIUM yCPEIHECHUEM
NPEAJIOKEHUN YKAa3aHHBIX OpraHu3aluil (Jajiee — CTOMMOCTh KIMHUYECKUX
UCIIBITaHH);

5) ompenensieT KOJIMYECTBO EAMHUI] H3CIHUS, SBISIOIIETOCS PEareéHTOM,
HAOOpOM, MHUTATENBHOW Cpelod, pPacXOAHBIM MaTepualioM, HEOOXOAMMOE JUIs
MPOBEACHUSI TEXHUUYECKUX MCIBITAHUA M KIMHUYECKUX HCIBITaHUN (mganee —
NOTPEOHOCTH JJIsl MPOBEICHUS UCTIBITAHUN);

6) omnpezenser CTOMMOCTh HAOOPOB PEareHToOB, KaIHMOPaTopoB, PEAKTUBOB,
TECT-CUCTEM, KOHTPOJbHBIX MaTepuajioB U (MIHU) MNUTATEIBHBIX CpPEIBbI,
HEOOXOMMMBIX ISl TPUMEHEHUS MEIUIIMHCKOTO U3JENHs [0 Ha3HAYCHUIO,
TpeOyeMbIX JJs TPOBEICHHUS TEXHUUYECKUX HCIBITAHUA W KIMHHUYECKUX
UCIIBITAaHUH (J1aJiee — CTOMMOCTh MaTeprasoB JIJisi TPOBEICHUS UCTIBITAHUN).

4. Jlns TOATOTOBKM OOOCHOBAHUS JAJsI HE3aperUCTPUPOBAHHBIX
MEUIIUHCKUX U3JEIUN JJIsl TUarHOCTHKU In Vitro, SIBJISIONIUXCS aHAJIU3aToOpamMu
JUISl AIMArHOCTUKH 1n vitro, o0uienadboparopHbIM 000PYI0BaHUEM JJIsl TUArHOCTUKHU
in vitro (mamee — wu3ENHs, SIBISIIONTUECS OOOPYIOBaHHEM) OOOCHOBBIBAIOIIAS
OpraHu3aLHus:

1) onpenensier CTOMMOCTh TEXHUYECKUX UCIBITAHUN MOCPEICTBOM 3aIpoca
NPEJIOKEHU CTOMMOCTH BBINOJIHEHUS paboT (OKazaHus yCIYyr) MO HX
IIPOBEJICHUIO B COOTBETCTBUU C [lopsiakoM NpoBeAEHUS OLUEHKH COOTBETCTBHS
MEAUIIMHCKUX U3JeIUi B (OpME TEXHUYECKHUX HCIBITAaHUH, TOKCUKOJIOTHYECKUX
UCCIeOBaHUM, KIMHUYECKUX UCIIBITAHUMN B IEJISIX TOCYIapPCTBEHHOM pErucTpaliuu
MEIUIIMHCKUX W3JeNuil! ¢ yKazaHMeM MepedyHs OTJCIbHBIX HWCHBITAHUNH U
KOJIMYECTB HAOOpPOB pPEAreHTOB, KalHOpPaTOpOB, PEAKTHBOB, TECT-CHCTEM,
KOHTPOJIbHBIE MaTepHalioB W (WIW) MUTATEIBHBIX Cpel, HEOOXOIUMBIX JIs
NPUMEHEHHUS MEIUIMHCKOTO WU3JeNus 10 Ha3HAauYeHUI0, TPeOyeMbIX IS
POBEACHUSI TEXHUUYECKUX HCIBITAHUM, Y HE MEHEE YEM TPEX HCHBITATEeNIbHBIX
OpraHu3alllii, OCYIIECTBISIIOIINX MPOBEACHNE TEXHUYECKUX UCTIBITAHUHN, C YUETOM
o0NacTM HX AakKKpeOuTalMd C TMOCIEAYIOIUM YCPEAHEHUEM MPEAIOKEHUM
YKa3aHHBIX OpraHU3alui;

2) omnpeaensieT CTOUMOCTh KIMHHUYECKUX WCIBITAHUNA TOCPEICTBOM
3amnpoca MPeAIOKEHUH CTOMMOCTU BBIMOJHEHUS] pabOT (OKa3aHUs YCIOyT) MO HUX
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MPOBEJICHUIO B COOTBETCTBHM C [lOpsAIKOM TpPOBEICHUS OLIEHKHM COOTBETCTBUSA
MEJUIMHCKUX U3AeUi B (OpME TEXHUUYECKUX HUCIBITAHUM, TOKCHUKOJIOTHYECKUX
WCCIIEIOBAHUN, KIIMHUYECKNUX UCIIBITAHUM B LEJISIX TOCYAAPCTBEHHOM PETrUCTpalvn
MEIUIUHCKUX W3Jeauii! C yKa3aHHEM MepedyHs] OTACJIIbHBIX HWCHBITAHUU U
KOJIWYECTB HAOOpOB pEareHTOB, KaJuOPaTOpPOB, PEAKTHBOB, TECT-CHUCTEM,
KOHTPOJIbHBIC MaTepuasioB W (WIM) MHUTATEIBHBIX Cpell, HEOOXOAMMBIX IS
NpUMEHEeHUS MEJUIMHCKOTO HW3JAeNUs 10 Ha3HAaueHHUI0, TpeOyeMbIX [Jis
MPOBEJICHUSI TEXHUYECKUX HCIBITAHWW, y HE MEHEEe 4YeM TpeX OpraHu3alui,
OCYIIECTBISIIONINX TPOBEACHUE KIMHUKO-IA00OPAaTOPHBIX HMCIHBITAHUNM, C y4ETOM
00JIaCTU HUX AaKKpEeAUTAlUH C TMOCHEAYIONIUM YCPEIHEHHEM TMPEeIJIOKESHUN
YKa3aHHBIX OpraHU3alui;

3) omnpenenseT CTOMMOCTh MaTepUaioB sl POBEICHUS UCTILITAHUIA.

5. OcyuiecTBi€HUE TOCYAApCTBEHHOW pErucTpanud MEIUIUHCKOTO
U3JIeTUS JIJIs1 JUArHOCTUKH 1n Vitro MpuU3HaeTCs HelleIecoo0pa3Ho:

1) nns w3nenuil, SBISIONMIMXCA peareHTaMH, HaOopamMu, NUTaTeIbHBIMU
cpelamu, pacxoJHbIMM MaTepuajaMyd — B CIlydae €CJId T0/I0oBasi MOTPEOHOCT,
YMHOXEHHAs HAa HOMHUHAJIBHYIO CTOMMOCTb, COCTAaBIISIET MEHEE OJHOM TpPETH
CTOMMOCTH €r0 UCIBITAaHUW, ONMPEACTIEMON KaK CyMMa CTOMMOCTH TEXHUYECKHX
UCIIBITAHUM, CTOMMOCTH KJIMHUYECKUX HCIBITAHWM, CTOMMOCTH MAaTE€pHaIoB s
NPOBEJCHUS HWCIBITAHUNH W TPOU3BEACHHUSA IOTPEOHOCTH [UJISI TMPOBEICHUS
HUCIBITAaHUN 1 HOMUHAJbHOW CTOMMOCTH;

2) s U3NeNuH, SBISIONIUXCS OOOpyIOBaHHMEM — B cllyyae €ciu
NepBOHAYaJIbHAs CTOUMOCTD M3EIHS, SBIISIOIIETOCsS 000pyI0BaHHEM, OTpaXkaemast
B OyXxrajirepckom OaljlaHCe, COCTABJISIET MEHEE OJHOM MSITOW CTOMMOCTU €ro
WCOBITAHUM, OMNPEACISIEMOM KaK CyMMa CTOMMOCTHM TE€XHHYECKUX HCIBITAHUM,
CTOMMOCTH KJIMHUYECKUX UCIBITAHUNA U CTOMMOCTH MAaTE€pUAJIOB ISl POBEICHUSA
HUCIIBITaHUM.

6. B 000cHOBaHHE BKIHOYAIOTCS:

1) BBIBOA O MNpPU3HAHUHU HEIEIEeCO00pa3HOCTU TOCYAapCTBEHHOM
perucTpanui MEIUIIMHCKOTO U3EIUs IJI1 JUArHOCTUKH 1IN VItro B COOTBETCTBUH C
MNOAMYHKTOM «a» WIM TOJIMYHKTOM «O0» TyHKTa 5 HACTOSIIUX TMpaBUI C
MIPUBEJACHNUEM COOTBETCTBYIOIIUX PACUETOB;

2) 1Sl M3IENHS, SIBJISIIOLIErocs peareHToM, HaOOpOM, MUTATEIBHOM Cpeoi,
PaCcXOJIHBIM MaTe€pHajoM, - CBEJICHUS, MPEAYCMOTPEHHBIX MyHKTOM 3 HACTOSIIIUX
IIpaBuJI, BKJIFOYAS:

000CHOBaHUE OMpe/IEICHUS TOI0BOI MOTPEOHOCTH;

pacyeT HOMUHAJIBLHON Ce0eCTOUMMOCTH;

pacdyeT CTOMMOCTH TEXHUYECKUX MWCIBITAHUM C YKa3aHUEM IMEPEUHs
HCIIBITAHUN U UX CTOUMOCTBIO;

pacuer CTOMMOCTH KIMHUYECKHX HWCIBITAHUNA C YKA3aHUEM MEPEUHs
HUCIBITAHUN U UX CTOUMOCTBIO;
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pacdyer MOTpPeOHOCTH JUIsl MPOBEACHUS MCHBITAHUN, OCHOBAHHBIA Ha
NOTPEOHOCTAX B M3ACIUU, SBISIOLUIETOCS pEareHToM, Ha0OpOM, MHUTAaTEIbHOU
Cpemoii, pacXoAHBIM MaTePUaNIOM, JJIA TPOBEICHUS TEXHUUYCCKUX WCTIBITAHUA U
KIIMHUYECKHUX UCTIBITAaHUM;

pacdeT CTOMMOCTH MaTepuasoB JJisi IPOBEICHUS UCTIBITAHUN;

3) ans wu3aenus, SABASOIMIETocs OO0OpyIOBaHUEM, - CBEJICHHS,
IIPETyCMOTPEHHBIX ITYHKTOM 4 HACTOSIIIUX TIPABHUII, BKITFOYAS:

NEPBOHAYAIBHYIO CTOMMOCTb W3JCNHUS, SIBISIIOUIErOCS O0OpYAOBAHHEM,
OTpaXKaeMylo B OyXrajiTepckoM OaslaHce;

pacyeT HOMUHAIbHOU ce0eCTOMMOCTH;

pacyeT CTOMMOCTH TEXHHUYECKHX UCIBITAHUNA C YKa3aHUEM IMepedHs
UCTIIBITAHUI ¥ UX CTOUMOCTHIO;

pacdyeT CTOMMOCTH KJIMHUYECKMX HCHBITAHUN C YyKa3aHUEM IepeyHs
UCIIBITAHUI M UX CTOUMOCTHIO;

pacdyer MOTpPeOHOCTH JUIsl MPOBEACHUS MCHBITAHUN, OCHOBAHHBIA Ha
NOTPEOHOCTSIX B M3JENIHM, SBISIOIIETOCS peareHTOM, HAa0OpOM, MHUTaTeIbHON
Cpeoii, pacXOAHBIM MaTepuajoM, U MPOBEACHUS TEXHUYECKUX HCTBITAaHUN U
KIIMHUYECKUX UCTIBITAHUN;

pacdeT CTOMMOCTH MaTE€pPUaIOB JIJIsl IPOBEICHUS UCTIBITAHUM.

7. K 000CHOBaHMIO MPUIIATAIOTCS KOMHMH MPEAJIOKEHUNM OpraHu3aIluii, Ha
OCHOBaHUHM KOTOPBIX OIPEACISIIUCh CTOUMOCTh TEXHHUYECKUX WCIBITAHUNA W
CTOUMOCTb KIIMHUYECKUX UCTIBITAHUN.

Hnsa usznenusi, sABIAOMErocs o00pydoBaHHMEM, K OOOCHOBaHUIO
npujiaraeTcsi 3aBEpEeHHas PYKOBOJAMUTEJEM OpraHU3alLUEed HIH JHUILOM,
HCITOJIHAIOIINM €r0 00sS3aHHOCTH, U INIAaBHBIM OyXrajaTepOM OpPraHHM3aluy CIpaBKa
O IMEPBOHAYAJIBHOM CTOMMOCTH H3JENUs, SBISIOLIErocs 00OpPYyIOBaHHUEM,
OTpakaeMoil B OyXraiaTepckom OanaHce.



Y TBepKIEHbI
nocraHoBieHueM lIpaBurenbcTBa
Poccniickoit denepannu
oT« » 2021 n Ne

TpedoBanus
K OPraHu3anusM, OCyleCTBIAKIINM MeIUINHCKYIO 1eATeJIbHOCTD,
B KOTOPBIX M3rOTABJUBAIOTCS ¥ IPUMEHSIIOTCSI He3aperuCTPUPOBAHHbIE
MeIUIHHCKHE N3eJus AJ5 JHATHOCTHKH in vitro

| .Hanuuue nuOEH3MM Ha MEIULIHUHCKYIO JEATEIbHOCTb, BKIIIOYAOLIYIO
nepeyeHb pador (yClyr), COCTaBIAIONIMX MEIUWLUUHCKYIO AESTENbHOCTb, MpPHU
BBINNOJHEHUU (OKa3aHUM) KOTOPBIX MpEJHAa3HAYEHO [JIi NPUMEHEHUs
HE3apEeruCTPUPOBAHHOE MEAUIIMHCKOE U3/ICNINE JIJIsi TUAarHOCTUKH 1n Vitro.

2.Hanuume peKOMEHAOBAaHHOW OHKCIEPTHBIM COBETOM, CO3JAHHBIM IIPH
OpraHu3anMu, OCYIIECTBISIOMEN MEJUUHHCKYIO NEITEIbHOCTh (Hmaliee
COOTBETCTBEHHO — MEJIMIMHCKAas OpraHu3alus, 3KCIEPTHbIH COBET), U
YTBEPKIACHHOU PYKOBOJMUTEIEM MEIULMHCKOW OpraHu3aluyd TEXHUYECKOU
JOKYMEHTAIIMM M3rOTOBUTENSI HA HE3APErUCTPUPOBAHHOE MEAULMHCKOE U3ZCIINE
JUIST TMAarHOCTHUKH 1n Vitro.

3.Hanmnune pexkoOMEHAOBAaHHOM JKCIIEPTHBIM COBETOM M YTBEPKIACHHOU
PYKOBOIUTEIEM MEIUIMHCKON OpraHU3alyy IKCIUTYyaTalMOHHOW JOKYMEHTALMH
U3rOTOBUTENSI HAa HE3apErHCTPUPOBAHHOE MEIMLMHCKOE H3AENue JUIs
NUArHOCTHUKH 1n Vitro.



Y TBepKIAEHbI
noctaHoBieHreM lIpaBurenbcTBa
Poccutickoit denepanun
OT « » 2021 Ne

TpeOoBanus
K He3aperucTPUPOBAHHBIM METUIIUHCKUAM U3/1eJIUSIM
IJIS TMArHOCTHKM in vitro

l. MemuuuHCKOE H3AEnne SABIACTCA MEIULUMUHCKUM U3JCIUEM s
JIUATHOCTHUKU 1n Vitro.

2. ]I MenuuMHCKOro w3fenus Ha tepputopun Poccuiickont @epepanuun
OTCYTCTBYET B OOpalleHHU B3aMMO3aMEHSEMOE MEIMIMHCKOE U3Jeiue,
3apPETUCTPUPOBAHHOE B YCTAHOBJIEHHOM IOPSIAKE.

3.MenuurHCKOE U3/IeI1e U3rOTaBINBAETCS B MEAUIIMHCKOW OpraHU3aluy U
IIPUMEHSIETCS B U3TOTOBUBIIIEN €I0 MEJULIMHCKOW OPTaHU3aLUH.

4 JI1s1 MEOULMHCKOTO H3JAEJHS OTCYTCTBYET 11€J1eCOO0pa3HOCTh €ro
TrOCYapCTBEHHON PErucTpalvi B YCTAHOBJIICHHOM IIOPSAJKE, OCHOBAaHHAs Ha
COMOCTaBJIeHMU (UHAHCOBBIX 3aTpaT Ha YKa3aHHYI pErucTpaluio Hu
CYILLECTBYIOLIEH NOTPEOHOCTH B MPOBEACHUHU TUATHOCTUYECKOTO UCCIEAOBAHUS
C NPUMEHEHUEM MEAMIMHCKOTO M3AENHs C Y4eTOM (PUHAHCOBBIX 3aTpar Ha
IPOBEJICHNE YKA3aHHOI'O MCCIIEIOBaHUsA, U (WIU) U1l MEIULMHCKOTO W3JENHs,
OTHOCAIIETOCs] K peareHTaMm, HaOopam [Uisl ONpENeeHHUs aHaJUTOB JUIs
JUArHOCTHKYU 1n Vitro, HEBO3MOXHO YCTAHOBUTbH CTaTUCTUYECKU JIOCTOBEPHYIO
YyBCTBUTEJIBHOCTh M (WMJIM) CHEHUPUUHOCTh METOAA JHMArHOCTUKHU C
IPUMEHEHUEM YKa3aHHOTO MEIUIMHCKOIO H3JENHs C y4eTOM IMOTPEeOHOCTH B
UCIIOJIb30BAHUM TAaKOTO METOAA JHATHOCTUKA B COOTBETCTBUM C YacCTOTOM
BCTpEUaeMOCTH 3a00JieBaHUsA (COCTOSIHMS), MPHU KOTOPBIX MPHUMEHSETCS
MEIULIUHCKOE U3/EIHE.



