CnpaBouHast ”H(OpMALIUA K BONPOCY

IIpoexr

«O npoekTax (pegepaabHbIX 3aKOHOB, 3AKOHOATEJbHBIX HHUIHMATHBAX U o0pameHusx cyobekToB Poccniickoii @enepanmum»

(C mpoextamu (enepanbHBIX 3aKOHOB, BHECEHHBIX B 'ocynmapctBenHyio Jymy ®PenepansHoro Cobpanus Poccuiickoit @enepanyy JONOIHUTENHHO MOXKHO O3HAKOMHUTBCSA Ha CaliTe ABTOMAaTU3MPOBAHHOU
crcTeMbl obecnieueHust 3akoHoaarenbHol nesrenbroct I'JJOC PO http://asozd2.duma.gov.ru)

Ne
/I HanmenoBanue Kpatkoe copeprkanue nosiCHUTEIbHOMN 3aIIMCKH Wuunmarop Pemenue
KOMUTCTA
IIpoekTsl deaepanbHbIX 3aK0HOB, NPpUHATHIE [/IOCP® B nepBoM YTeHUH, NOCTYMBIIME JJIs1 IOATOTOBKHM NONPABOK
1. | Ne 366368-6 «O BHECEeHUM M3MEHEHUS 3aKOHOMPOEKTOM Ipe/IaraeTcd BBECTH HOPMY, HE AOIYCKAIOIIYIO JienyTaTaMH [IpuHATH K CBeAEHNIO,
B denepalibHbIN 3aKOH «O | mpuHATHE pereHus 0 peopraHu3aliy WIH JUKBUAANNA MYHHIHMIIAIsHOH | [ocymapctBeHHON JIymbl HanpaBUTh B ApXUB
OubnroTeuHoM Jene» (B 4acTH ydera | o0IieoOpa3oBaTeNbHONM OpraHHW3allMH, PaclONOKEHHOH B  CEIBCKOM P.X.Harxo,
MHEHUS 00I1eCTBEHHOCTH NpU | IOCENIeHNH, 0e3 yueTa MHEHHS JKUTeNeH. NN .TunemytnunoBseiM | Ilompasku o 24 mapta
NPUHATHN PELICHUS! O PEeOpraHU3aluu (Bcero 13 genoBek)
UMW  JUKBUJAUUM ~ MYHUIUIAIbHOU ITocTtanoBieHue Ho nmpunsitus B 1
OubnHoTEKE). I'IOCP® ot 24.02.2015 YTCHUHU TPUHAT K
Bx. 01 03.03.2015 Ne 1118 Ne 6171-6 T']] CBEJIEHUIO
2. | Ne 671750-6 «O BHeceHUU U3MEHEHUH 3aKOHONPOEKTOM MPEIyCMAaTPUBAIOTCS MEPbl IO  HU3MEHEHUIO IIpaBuTEaBLCTBO [IpuHATE K CBEAEHUIO,
B ®3 «O Hayke M TOCYIApCTBEHHOW | MOAXOJ0B K ()MHAHCHMPOBAHMIO HAyUYHBIX MCCJICIOBaHMI Ha OCHOBe | Poccuiickoii ®enepanmu HAIIPaBUTh B apXUB
HAayYHO-TEXHUYECKOH TIOJIUTHKE» B | BCECTOPOHHETO pa3BUTHUA CUCTEMBI roCy/AapCTBEHHBIX u [ToctanoBnenue
4acTH COBEPIIIEHCTBOBAHMS | HETOCYIapPCTBEHHBIX (DOHIIOB MOIACPKKH HAydyHOU, HayuyHO-TexHudeckoi, | [JIDCP® ot 18.02.2015 | IlompaBku mo 18 mapra
(hMHAHCOBBIX WHCTPYMEHTOB Y | UHHOBAllUOHHOW  JICSITEIBHOCTH, CO3/1aBa€MbIX B COOTBETCTBHUU C No 6104-6 T'[T
MEXaHHU3MOB TOJIEPKKH HaydyHOH u | PenepanbHbIM 3akoHOM OT 23 aBrycra 1996 r. Ne 127-O®enepanbHblit Jo npunsartus B 1
HaYYHO-TEXHHUYECKON NesTeTbHOCTU B | 3aKOH «O HayKe M roCyJapCTBEHHON HAy4YHO-TEXHUYECKOH MOTUTHKE YTEHUH MPUHSAT K
Poccuiickoit @enepanumy. X CBEICHUIO
Bx. 01 03.03.2015 Ne 1111
3. | Ne 708784-6 «O BHEeceHMH U3MEHEHUN 3aKOHOIPOEKTOM npearaercs BHECTH M3MEHEHUH, [IpaButenscTBO [IpuHATE K CBeAEHNUIO,
B crathio 10 DenepaspHOro 3aKoHa | MPELYCMAaTPHBAIOLIME HCKIIOYEHHE MHUKPO(QHUHAHCOBBIX opraHm3anuil u3 | Poccuiickoit denepanun HaIpaBHUTb B apXUB
«O JOMOJTHUTENBHBIX Mepax | 4uciia  OpraHu3aluii, KOTOPBIM MOIYT HAIpaBIATBCS  CPEACTBA ITocranoBnenue
rOCYJIapCTBEHHOM TOAJICPIKKU CEMEH, | MAaTEPUHCKOro (CEMEHHOro) kamurtaiga Juls morameHust o0s3atensetB no | [JIDCP® ot 18.02.2015 |IlonpaBku 10 23 dheBpais
UMEIOIIUX AETEN. 3aliMaM, BBIJIaHHBIM JIJaHHBIMH OpTaHM3alUAMHA Ha TPHOOpPETEHHE Ne 6111-6 T[T
Bx. o1 03.03.2015 Ne 1107 (CTpOMTENBECTBO) JKHJIOTO TIOMEMICHHUS, a TakKe YCTaHOBHUTH, YTO Ho nmpunsitus B 1
JIeATeNIbHOCTh KPEIUTHBIX TMOTPEOUTENBCKUX KOOMEPaTHBOB, KOTOPHIM YTEHUHU He MOCTYMal.
HaNpaBIIIOTCS CPEICTBA MATEPHUHCKOTO (CEMEWHOro) KamuTaua i
MOTalleHns] TAaKUX 0053aTeNbCTB, JOPKHA OCYLIECTBISATECS HE MEHEe TPeX
JIET C MOMEHTA WX T'OCYAAPCTBEHHOH perucTpanuy.
4. | Ne 485637-6 «O BHECceHUH M3MEHEHUS 3aKOHONPOEKTOM  IpelycMaTpuBaeTcs  00s3aTh  OpPraHH3aluH, Hemyrat [IpuHATH K CBEACHUIO,

B cTaThio 34.3 denepanbHOro 3aKoHa
«O ¢usnyueckoit KyIbType U CIIOPTY B
Poccuiickoit @enepanum».
Bx. ot 03.03.2015 Ne 1105

OCYILECTBIISIIOLIME CIOPTUBHYIO MOATOTOBKY, HE MEHEEe YeM OJMH pa3 B
Tpu Toma oOecmedrBaTh MOBBIIICHWE KBATU(UKAIUU TPEHEPOB, IOJ
PYKOBOJCTBOM KOTOPBIX CHOPTCMEHBI IMTPOXOJAT TaKylO OATOTOBKY.

Tl'ocynapcrBennont JlyMbl

Oenepanpaoro Cobpanus

Poccuiickoit ®enepanuu
N.N. I'unbMyTAMHOB

HAIllpaBUTbh B apXUB

ITonpasku no 24 mapta




ITocraHoBiEeHHE o npunsartus B 1
I'’IOCPD ot 24.02.2015 YTEHUU MO KaH.
Ne 6184-6 T'[]

Ne 677890-6 «O BHeceHMH U3MEHEHHN [Ipennaraemple  3aKOHONPOEKTOM HM3MEHEHHS HANpaBlIeHbl Ha [IpaBuTenscTBO [IpuHATH K CBEAEHNIO,
B OT/AETbHBIE 3aKOHOJATENbHBIE aKThl | COBEpPIICHCTBOBAaHME  3aKOHOJATENbCTBA B 4acTW  mpaBoBoro | Poccuiickoit @enepannu HaIpaBHUTh B apXUB
Poccuiickoii @enepanmu B LENAX | PEryJHPOBAaHUS, MPEXIE BCEro, BBIC3AHOTO TypU3Ma, B TOM YHUCIE Ha [TocranoBnenue
YCUJICHUS OTBETCTBEHHOCTH | TOBBIICHUE 3alllUTHI HWHTEpPECOB moTpedureneit Ttypucrckux yceuayr u | [HADPCP® ot 25.02.2015 | INompaBku g0 25 mapTa
YYaCTHUKOB TYPHUCTCKOTO pBIHKA H | KayecTBa MPEJOCTaBIsIeMBIX YCIyr, Ha CO3JaHHE MPO3PAaYHOTO M Ne 6193-6 I'/1

MOBBIILICHUS YPOBHSI MPaBOBOMU
3aIUTHl TYPUCTOB, BBIEIKAOIIMX 3a
npenensl  Tepputopun  Poccuiickoit
denepauun»

Bx. ot 04.03.2015 Ne 1137

KOHTPOJIUPYEMOI'O  TYPUCTCKOTO
OTBETCTBEHHOCTH TYpPOIIEPaTOPOB.
WN3MeHeHns BHOCSTCS B YaCTH:

1. B wacTu mpaBoBOrO peryJupoBaHus JOrOBOpa O peaju3auuu B chepe
BBIC3THOTO TYpU3Ma TYPUCTCKOIO MPOIYKTa U 3alIUTHI IpaB TYPUCTA;

2. B wactu ¢opmupoBanus GOHAOB IS GUHAHCHPOBAHUS PACXO0OB HA
OKa3aHHe SKCTPEHHOM MOMOIIHN TypUCTaM,

3.B wactu ¢pmHAHCOBOTO OOECIIEYEHNS OTBETCTBEHHOCTH TYPOIIEPaTOPOB

4. B yactu peryaupoBaHUsA TypOINEpPaTOPCKON AESATEIHHOCTH, B TOM
qucye AeITeIbHOCTH TypOoIepaTopoB B chepe BBIC3HOTO TypH3Ma,

5. B wactu ycTaHoBIeHHs TPeOOBaHUH K TypareHTaMm,

6. B yactu aJIMUHUCTPATUBHOW OTBETCTBEHHOCTH TYpOIEPaTOPOB B
cepe BBIC3THOIO TypHU3Ma.

PBIHKA, a TaKXKE€ Ha YCUJICHHUC

Mo npunsitus B 1
YTEHUH IPUHST K
CBEJICHHUIO.

IIpoekThl eaepanbHbIX 3aKOHOB, BHeceHHbIE B ' /I®@CP®, nocTtynuBiiue JJif MOATOTOBKH OT3b

1B, 3aMeYaHM M NPe10KeHUI

Ne 717040-6 «O OMOMEIUIIMHCKHAX
KJICTOYHBIX MPOAYKTAX>
Bx. ot 02.03.2015 Ne 1060

3aKOHOIIPOEKT  HANpaBlI€H Ha  PEryjJupoBaHHE  OTHOILICHMH,
BO3HHMKAIOIIMX B  CBS3M C  pa3paboOTKOH,  JMOKIMHHUYECKHMHU
UCCIICIOBAHUSMH,  OKCHEPTH30H, TOCYNapCTBEHHOW  pETHCTpaLUei,
KIMHUYECKUMHU HCCIICIOBAHUSIMH, IIPOU3BOJCTBOM, IIpoaxeH,

XpaHEHUEM, TPAHCIIOPTUPOBKOW, MPUMEHEHUEM, YHUUTOXEHUEM, BBO3OM
B Poccuiickyro @enepauuto, BbiBo30M u3 Pocculickoit ®enepauun

IIpaBuTeanCcTBO
Pocculickoit @enepanuu
Brimuicka u3 nporokona

3acenanns CoBera
rJoCPo
0T 26.02.2015 Ne 225 (28)

OT13bIB 10 28 MapTa

3anpoIeHo MHEHHE
KOMHCCHS T10

OMOMEIULIMHCKUX  KJIETOYHBIX  NPOAYKTOB AN NPO(UIaKTUKH, Komuter o oxpane 3IpaBOOXPaHEHHUIO.
TUATHOCTUKM W JiedeHWs 3a0oyieBaHUIl  (COCTOSHMIA)  TAalMeHTa, 3/10POBbsI
COXpaHEeHUs! OEPEMEHHOCTH W MEAMLUHCKON peaOMiIuTaluM TalueHTa, a 3anpoiieHo MHEHHE
TaKXe C JOHOPCTBOM OHMOJIOTMYECKOr0 MaTeprasa B LENAX MPOU3BOICTBA ATO.
OMOMEIMIIMHCKUX KJIETOYHBIX IPOIYKTOB.
Ne 648317-6 «O BHeceHHH U3MEHEHHUN Llenpio HacTOAIIETO 3aKOHOMPOEKTa SBISETCS MPEAOCTaBICHUE JeTyTaThl PexomennoBats [lyme
B @enepanpHblii 3akoH  «O0 | KaxKIOMY npaBa Ha OJIHOKPaTHOE MIOJTy4YeHUe cpennero | I'ocynapcrBenHON JlyMbl noaJepXxarb
oOpa3oBaHUA B Poccwiickoii | mpodeccrnoHampHOTO 00pa3oBaHusl W Ha KOHKYPCHOW OCHOBE BBICIIIErO O.H.Cmomnums,
Denepanun» (B gacTd | oOpa3oBaHUs MO MporpaMMmaM OakaiaBpHaTa WM CIIEHUANIUTeTa 3a CYET N.N.MenbHUKOB, OT3BIB 710 5 ampens
NPEIOCTABICHUS npasa Ha | CpeACTB OMOKETOB OO/PKETHOW crucTeMbl Poccuiickoit denepanuu BHE b.C.Kamus,
OJHOKpaTHOE IOJyyeHHue OeCIUIaTHO | 3aBUCUMOCTH OT TOTO, MOJYYHIIO JIM JIMIO PaHee BhICIIee 00pa3oBaHUeE MO H.B.Pa3BopoTtHes, Komuccus no
CpEeIHETO IpOo(eCCHOHANBHOTO | YKa3aHHBIM IIPOrpaMMaM 3a CUeT COOCTBEHHBIX CPEICTB, 3a CUET CPEICTB H.1.Bacunbes 00pa3oBaHUIO
00pa3oBaHHs U HA KOHKYPCHOW OCHOBE | IpYTruX (DPM3MYECKUX WM IOPHIMYECKHX JIMI] 10 JIOTOBOpaM 00 oka3zaHuM | BeImmcka u3 npoTokosa MOJIIePKUBAET.




BBICIIIETO o0Opa3oBaHHUU o
mporpaMmaM  OakanaBpuata WU
CITCITHATNTETA)

Bx. 01 24.02..2015 Ne 844

TUTaTHBIX 00Pa30BaTENbHBIX YCIYT.

3aKOHONPOEKT HAIIPABIICH Ha 00eCIIeYeHne PaBeHCTBA BO3MOKHOCTEH
rpaXaaH B MOJNYYCHHH MPOGECCHOHATEHOTO 00pa3oBaHusI, oOecIeueHus
OoJiblIeld BO3MOXKHOCTH CMEHBI Tpodeccuii W chelHuanbHOCTEeH, YTO
TpeOyeTcss YpPOBHEM U  XapakTepOM COBPEMEHHOI'O  COLHMAaIbHO-
SKOHOMHYECKOTO Pa3BUTHSL.

3aceganug CoseTa
I AdCPD
ot 16.02.2015 Ne 215
(147)
KomuTet o o6pa3oBanuto

OT13b61B ATO He
nocTtyman (Ha
paccMOTpeHuH
0TpacieBbIX
JeTIapTaMeHTOB)

Ne 688424-6 «O BHeceHNH U3MEHEHUSI
B crareio 100 CemeliHOro Kkojaekca

Poccuiickoit denepauun» (o
TMPUBEICHNN B  COOTBETCTBHE  C
JIEUCTBYIOILIEN penaxkuuen

I'paxxganckoro koaekca PO)
Bx. ot 24.02.2015 Ne 856

3aKOHOTIPOEKTOM TIpeajiaraeTcsi MpHUBECTH TMonokeHus: CeMeilHoro
kogekca Poccuiickoit @enepaunu B COOTBETCTBUE C JACUCTBYIOLIEH
penakuumeii I'paxknanckoro koxekca Poccuiickoit denepanuu (FOpUARKO-
TEXHUYECKas IIPaBKa).

A6zarr 1 nmynkra 1 cratem 100 CemeitHoro kopaexkca Poccuiickoit
Oenepanuu (nanee — CK P®D) ycranaBnuBaer, 4To coriamieHue o0 yriare
ATMMEHTOB  3aKIII0YaeTcs B MUCBMEHHOH (opMe ©  TOJJICKHT
HOTapHUaTHLHOMY YJOCTOBEPEHHUIO.

B abzame 2 nynkra 1 crareu 100 CK P® rosopurcs, drto
HECOOJFO/IEHUE YCTAaHOBIICHHON 3aKOHOM (hOPMBI COTJAIICHHs 00 yruiaTe
AIIMMEHTOB BJIEUYET 32 COOOW TMOCIENCTBHS, IPEyCMOTPEHHBIE MyHKTOM |
cratbu 165 I'paxkpanckoro koaekca Poccuiickoit @enepannu (mamee — 'K
P®). Jlannas HOpMa maeT ccbulky Ha OyHKT 1 crtateu 165 I'K PO,
KOTOphIii B paHee jneWctBytomed penakiuu ['K PO ycranaBnuBai
MOCJIC/ICTBUSL HECOOIOICHUST HOTAPHAILHON (DOPMBI CIIENKH, B YACTHOCTH,
YTO HECOOJNIIOJICHNE HOTApUANBHOM  (OPMBI  CACIKM  BJICUET ¢
HEJCHCTBUTENBHOCTh U TaKasl CHEJIKAa CUUTACTCS HUYTOXKHOU. OQHAKO B
COOTBETCTBUU C BHECEHHbIMH DejiepalibHbIM 3aK0HOM OT 7 Mas 2013 rona
Nel00-®3 wu3MeHeHHSIMH, TOCIEACTBUS HECOONIOJCHUS HOTapHUaIbHON
(opMBI cHenku Tereph cojepxarci B myHkre 3 crateu 163 'K PO,
KOTOpasl yCTaHABJIMBAET, YTO €CJIM HOTAPUAIBHOE YAOCTOBEPEHHUE CHECIKHU
B CHJIy 3aKOHa WJIM COTJIAllIeHUsl CTOpoH (myHKT 2 ctatbu 163 I'K PO)
SIBIIIETCS 0053aTENbHBIM, HECOOIIOCHUE HOTAPHAIBLHOU (DOPMBI CIEIKU
BJIEYET €€ HHUYTOXKHOCTh; u3 TnyHkra 1 cratbu 165 TK P®
COOTBETCTBYIOIINE IOJIOKECHUS OBUIM H3BATHL. B HWTOTe B HElicTByrOmIEH
penakumu nynkra 1 crateu 165 'K P® Gonee He ycraHaBiMBaeTcs
HUKaKUX TIOCIEICTBUIA HECOONIOIEHUS] HOTapUANBbHON (OPMBI CIHENKH,
pe3yabTaTOM 4ero craja HENpaBUJIbHAS CChUIKA HA JaHHBIA MYHKT B
a03are 2 nynkra 1 crateu 100 CK P®. Takum 00pa3oM, B COOTBETCTBHH C
neiictBytomeit pepaknuert 'K PO B a6zarne 2 mynkra 1 craten 100 CK PO
cleayeT nenath ccbUlky Ha MyHKT 3 crathu 163 T'K PO, a He Ha myHKT 1
crateu 165 'K PO,

JETyTaThl
T'ocynapcreenHoi JlyMbl
P.1I1.Xaiipos,
N.b.borycnaBckuii,
B.B.I'yrenes,
E.H.Cenaropoga,
3.4.PaxmaryiirHa
Brinucka U3 mpotokoJia
3acenanus Copera
Ir’1oCro
o1 16.02.2015 Ne 221 (131
KomuTteT o Bonpocam
CEMbH, KEHILUH U JeTel

[TpuHATH K CBEAEHUIO,
HAIIpaBUTL B apXUB

OT1361B 710 23 MapTa
Ot3biB ATO

TOJIOKUTEITbHBIHN (No
1253 or 11.03.2015)

Ne 709268-6 «O BHeceHUU U3MECHCHUM
B cratbio 20 denepanbHOro 3aKoHA
«O0 ocHOBax OXpaHBl  3/IOPOBbSA
rpaxzaad B P®» (0 MeauIMHCKOM

3aKOHOMPOEKT MpeiaraeT yYCTaHOBHTb, 4YTO HH()OPMHPOBAHHOE
I0OpOBOJIBHOE COTJIacHe OT OJHOTO M3 POIUTENEH WJIM MHOTO 3aKOHHOTO
IPEICTaBUTENs] B  OTHOIIEHHMM  HECOBEPIIEHHOJIETHErO0  OOJIBHOTO
HapKOMaHHUeEH NpH OKa3aHWU €My HApPKOJIOTHYECKOW MOMOIIU TpebyeTcs

nenytat ['ocynapcTBeHHON
Hymer U.A . YupkoBa
Brinucka U3 mpotokoJia

3aceganusg Cosera

[IpuHATE K CBEAEHUIO,
HaIpaBUTh B apXUB




OCBHJICTEIbCTBOBAHUU monvKo Ha MEIUIIMHCKOE BMEIIATEIbCTBO. I'’AOCPD OT3bIB 70 28 MapTa
HECOBEPILIEHHOIETHUX B HessxX B mHactosmee Bpemsi noOpoBoibHOE cornacue Tpedyercs u mpu | oT 26.02..2015 Ne 225 (29)
YCTaHOBJICHHS COCTOSIHMS | MEIVIIMHCKOM OCBHJETEILCTBOBAHUN HECOBEPIICHHOJIETHETO B IEIAX Komwurer o oxpane Ot3b1B ATO HE
HapKOTHYECKOT O 19031 WHOTO | YCTaHOBJIEHUSI COCTOSHUS HApKOTHYECKOTO JMOO HMHOTO TOKCHYECKOIO 310pOBBS MOCTyTal
TOKCHYECKOTO OIbSIHEHUSI) OTIbSIHEHUS.
Bx. 01 02.03.2015 Ne 1066 [IpennaraeTcst JOMOTHUTL HOBOM YacThiO, B COOTBETCTBUU C KOTOPOU

JIOOpPOBOJILHOTO COTJIACHsl HECOBEpIEHHOJIETHEro (ctapmie 15 yet), ero

ponuTeneil WM MHBIX 3aKOHHBIX IMPEJICTaBUTENEH Ha MEIUIMHCKOE

OCBUIICTENLCTBOBAaHHE He TpeOyercs. HecoBeplneHHOJETHHH, a Takke

OIIMH W3 €ro poauTeNiell (3aKOHHBIX TPEICTABUTENCH) 68 00513amenbHOM

nopsoke unpopmupyemcs 0 [IPOBEJICHUN MEAUIUHCKOTO

OCBHJICTENIECTBOBAHHUS B LIETSIX YCTAHOBJIEHUS COCTOSIHUS HAPKOTUYIECKOTO

71100 MHOTO TOKCHUUYECKOT'O OIbSHEHUSI HECOBEPILIEHHOJIETHET O, UMEIOIIEr0

BUIMMBIE  TPHU3HAKK  TaKOro  ONbSHEHHWS.  MaHUIYyJIUpOBaHUE

pe3yJipTaTaMHd  aHadu3a MCKIIOYEHO, IIOCKOJBKY IOCIEAHUNH HOCHUT

AHOHUMHBIN XapakTep.

10. | Ne 722937-6 «O BHeceHUN M3MEHEHUH 3aKOHOMPOEKT TpeaycMaTpUBaeT yCTAaHOBIEHHE OCOOCHHOCTEH IIpaBuTenLCTBO [TpuHATH K CBEACHUIO,
B denepanbHbIid 3aKOH «O | ydacTusi CIOpPTCMEHOB, HE MMEIOLINX IpaBa BBICTYNATh 3a CIOpTUBHBEIE | Poccuiickoii @enepannu HAIIPaBUTh B apXUB
¢u3nueckoll KymnbType H crmopTe B | cOopHble KoMaHnmel Poccuiickoit @enepanmu, B MEKAYHapoAHBIX | Bpimmcka u3 mpoTokona
P®» u OepepanpHbiii 3akoH «O | CHOPTUBHBIX COPEBHOBAHWSAX M (MJIH) BCEPOCCHUCKHX CIIOPTHBHBIX 3acenanus CoBeTa
IIPaBOBOM IIOJIOKEHUM HWHOCTPAHHBIX | COPEBHOBAaHUAX II0 KOMAHIHBIM MIPOBBIM BHIAaM CIIOpTa IIyTEM I'’1oCPo OT3bIB 110 27 MapTa
rpaxgan B P®» (B yacTu | yCTaHOBJCHUS OrpaHMYCHMH Ha HX YyYacTHE B MEXAyHapoIHbIX | oT 26.02.2015 Ne 225 (27)
peryaupoBaHus OCOOCHHOCTEW | CHOPTHBHBIX COPEBHOBAaHHMSX U (WJIHM) BCEPOCCHHMCKHX CHOPTHBHBIX | Komuter mo dpusmueckoit O13b1B ATO He
y4acTusl CIIOPTCMEHOB, HE HMMEIOIIUX | COPEBHOBAHMSIX. KyJIbType, CIIOPTY H JellaM oCTynan
IpaBa BBICTYNATh 3a CIOPTUBHBIC B cooTBercTBHM €  3aKOHONMPOEKTOM  (enepanbHBId  OpraH MOJIOJIEKH
cOOpHBIE KOMaH/1bl PO, B | UCIIOJHUTEJILHOW BIAacTH B 00MacTH (U3MYECKOM KyJIBTYpPBl M CIIOpTa
MEXTyHAPOTHBIX CIIOPTUBHBIX | HAJEISETCS TMOJHOMOYMAMH IO YTBEPXKICHHUIO IOPSIKA yCTaHOBIIECHUS
COpPEBHOBAHMSX u (unn) | orpaHMYEHUI Ha ydyacTHe CIIOPTCMEHOB, HE MMEIOIIMX IpaBa BBICTYIIATh
BCEPOCCUICKUX CHOPTUBHBIX | 3a CIIOPTHBHBIE cOOpHBIE KOMaHAbl Poccuiickoit denepanum.

COpPEBHOBAHMAX IO KOMaH/IHBIM BHAAM
cropTa)
Bx. o1 02.03.2015 Ne 1063

11. | Ne 706899-6 «O BHECEHUU 3aKOHOMPOEKTOM IMpeAjaraeTcsi BHECTU U3MEHEHHUs B cTaThio 43 | memytaT ['ocynapcrBeHHoM| IIpuHSTH K CBeAeHMUIO,
monojHeHUH B crath 43, 48 | «O0s3aHHOCTH W OTBETCTBEHHOCTH OOYYAIOIIMXCS», B COOTBETCTBUHU C Hywmbr B.B.bopTko HanpaBUTh B apXUB
DenepaabHOTO 3aKOHa «O0 | KOTOpPBIMH TIpeJyIaraeTcst oOpamarbcss K JpyruM oOydarommMcss W | Beimmcka u3 npotokona
o0OpazoBaHUU B Poccuiickoii | paboTHHUKaM ~ OpraHu3alMd,  OCYLICCTBISIOMIEH  0Opa3oBaTeNbHYIO 3acenanus Copera OT3BIB 110 27 anpens
Oenepanmn» (00  WCIONB30BaHUU | AEATENBHOCTH, UCHIONB3Ys popmanbHOE oOpameHre «Boo». rfoCpro
¢dopmanbHOro  oOpamieHus — «Bbi» [IpennaraeTcst BHeCTH M3MEHeHUs B craThio 48 «OO0s3anHOCTH M | OT 26.02.2015 Ne 225 (31) Komuccus no
o0OyyaromuMucss M IeAarorndecKiMH | OTBETCTBEHHOCTh IMEAarornyeckux padOTHHKOBY 3akpenuB QopmanbHoe | KomuTer mo oOpa3zoBanuio 00pa3oBaHHIO
paboTHHKAMH) obpamenue «Bb K 00ydJaronmMucs. HE TIO/IeP>KUBaET.

Bx. ot 02.03.2015 Ne 1067

O13e1B ATO HEe




noctynan

12. | Ne 706554-6 «O BHEceHUU U3MEHEHUS 3aKOHOMIPOEKTOM HIpeaIaracTcst BKJIFOUHTH HauMeHoBaHue | nenytar ['ocynapcreeHHol| IIpuHSATE K CBENEHUIO,
B ®enepanprblii 3ak0H «O BeTepaHax» | Tepputopuii  Poccmiickoit ®Denepanuu, mnpuierarommx kK Yedenckoit | Jymer A.C.CtapoBoiTOB HanpaBUTh B ApXUB
(o mpemocTaBieHnH cTaTyca BeTepaHa | PecmyOmnmke, Te Mo JaHHBIM, MOJYYCHHBIM U3 ['eHepanpHOro mraba | Beimmcka w3 mpoTOKOIIa
00€eBBIX JNeUCTBUI muiaM, | MunoGoponsl Poccun, B mepuop ¢ nekadps 1994 roma mo nexadps 1996 3aceganug CoseTa OT1361B 10 30 MapTa
BEITIONHSIBIIAM B TEPHOA C JeKaOps | ToAa BOSHHOCTYXAIHUe U COTPYIHHUKH CHIIOBBIX MHHHUCTEPCTB U BEJJOMCTB rioCpro
1994 . mo mexabpr 1996 r. 3amaum B | BRIMONHAUIM OOCBBIC 3aladd B IEJSIX MPEIOCTaBICHHUS cTaryca BerepaHa | oT 26.01.2015 Ne 218 (70) OTtpunarenbHoe
YCIIOBHSIX BOOPYKEHHOTO KOH(MIHMKTa | OOEBBIX NEHCTBUIL JIMIIaM, BBHITIONHSBIIMM B TIepuo] ¢ aekadps 1994 r. mo Kowmurer no tpyny, 3aKJIH0YCHHE
Ha mnpwieratonmx K  YeueHckol | nexaOpb 1996 r. 3amaun B yCIOBUAX BOOPYKEHHOTO KOH(IUKTA. conuanbHoi nonutuke u | IlpaButenscra POD.
PecnyOnmke TEPPUTOPUSIX JIeaM BETEPaHOB
Poccuiickoit ®eneparun). Ot3p1B ATO He
Bx. ot 24.02.2015 Ne 862 noctynan

13. | Ne 714104-6 «O BHeceHUU U3MEHEHUS [Ipoekt (enepanpHOTO 3aKOHA IIOATOTOBIEH B COOTBETCTBHU C IIpaBuTEaBLCTBO PexomennoBats yme
B MMYHKT 2 ITocranosnenus | nopyuenuem IlpaButennsctBa Poccuiickoit denepanuu ot 24 urons 2014 r. | Poccuiickoit denepanun MOJIJIEPKATH
Bepxosnoro Coera  Poccwuiickoit | NeOI'-114-5589 B nensx ucnonuenus [locranosnennss KoHCTUTYIIMOHHOTO | BhIMucKa U3 MpoTOKOIa
O®enepauun «O  pacnpoctpanenun | Cyna Poccuiickoir ®enepamuu ot 1 urons 2014 r. Ne 20-I1 B wvactu 3acenanusg CoBerta OT13b1B 10 30 MapTa
neiicteuss  3akoHa PCOCP  «O | npuBenenus B cooTBeTcTBHEe ¢ Konctmrymumeint Poccuiickoit demepartiu rIoCPo
COIMATTEHOM 3aIuTe rpaxaaH, | MOpsJKa YCTAaHOBJCHHS TpakJaHaMm W3 MOApasJelieHuil ocoboro pucka, | ot 26.01.2015 Ne 218 (70) Ot3p1B ATO
MOABEPTIINXCS BO3JICHCTBUIO | CTaBIIMM HHBAJIMIAMU, IpaBa Ha BO3MEILCHHUE Bpeaa, MPUUYUHEHHOTO Komurer no tpyay, MIOJIOKHUTEIbHBIN.
paauanuu BCIEACTBHE KaTacTPO(bl Ha | 3I0POBBIO B CBSI3U C PaJMAIMOHHBIM BO3IEUCTBUEM, HA PABHBIX YCIOBUSX | COIUAIBLHOW MOJUTHKE H
UepHoOsuibckoit ADCy Ha rpakaaH U3 | ¢ APYTHUMH TpaKIaHAMU W3 YUCJIa BOCHHOCIYKAIIUX, TOJYYUBIIUX TPU JIeIaM BEeTePaHOB
nojpasieicHuii  0co0oro pucka» (O | UCTIOTHEHUU O00S3aHHOCTEH BOCHHOW CIIYKOBbI MOBPEKICHUE 310POBbS B
peanuzanuu MOCTAHOBJICHUS | CBSI3U C PaJWalMOHHBIM BO3ACUCTBUEM U BCIEACTBUE 3TOTO MPU3HAHHBIX
Koncrurymmonnoro Cyna Poccuiickoit | mHBaImmIaMH.
Oeneparuu ot 1 mromst 2014 1. Ne 20-
IT)
Bx. or 27.02.2015 Ne 1035

14. | Ne 713531-6 «O BHeceHUN M3MEHEHUH 3aKOHOMIPOCKTOM BHOCSITCS M3MEHEHUS B PSJT 3aKOHOJATEIIBEHBIX aKTOB IIpaBuTeaLCTBO [TpuHATH K CBEACHUIO,
B OTJACJIbHBIE 3aKOHOAATENbHBbIE aKkThl | Poccuiickoii @enepauuu B LENAX MPUBEACHUS HX MNoJokeHUuHM B | Poccuiickoil @enepaunun HaIpaBUTh B apXUB
P® B cBa3m ¢  mpudiaTHEM | cooTBeTcTBUE ¢ HopMmamu DenepanbHoro 3akoHa «O Poccuiickoil | Beimucka u3 mpoTokona
®denepanbHOro 3aKOHa «O | akageMuH HayK, PEOpPTaHU3aIMH TOCYAAPCTBEHHBIX aKaJeMHi HayK H 3acenanns CoBera OT361B 110 23 MapTa
Poccuiickoit aKaJleMuu HayK, | BHECEHUM U3MEHEHUI B OTAEJIbHBIE 3aKOHOAATENIbHbIE aKThl Poccuiickoil rJoCpPo
peopranu3anuu roCyIapcTBEHHBIX | Denepaum. ot 19.02.2015 Ne 223 (66) O13b1B ATO He
aKazeMHi HayK U  BHECEHUH Komurer o Hayke u MOCTYTAJ
M3MECHEHUI B OTIIETILHBIC HAayKOEMKUM TEXHOJIOTHSIM
3aKOHOAATENbHbIE aKThl Poccuiickoi
denepauun»
Bx. or 02.03.2015 Ne 1052

15. | Ne 708778-6 «O BHeceHUH U3MEHEHUI wien CoBera @enepanuu | [IpUHSTH K CBEACHHUIO,

B @enepanbHbiii 3ak0oH «O0 oxpaHe
37I0pOBbSl TpaXkJaH OT BO3JIEUCTBUSA
OKpY’KaloImero Ta0ayHoro npiMa |

3aKOHOIIPOEKTOM MPEAIaraeTcsi HEMOCPEACTBEHHO y BXOAOB B 3/1aHUS
U Ha TEPPUTOPUU OOBEKTOB, IIe KypeHHE 3alpelleHo, pacIpOoCTPaHUTh
3ampeT Ha MOoTpebieHre Tabaka Takke Ha MATHAAIaTUMETPOBYIO 30HY OT
BXOJIOB Ha Takue 00BEKTHI (IIOMEUICHUS] M TEPPUTOPUH, ITPEIHA3HAUCHHBIC

N.H.Yepnsbimes
Brinucka U3 mpotokoJia

3aceganusg Cosera

HaIllpaBUTh B apXUB

OT38IB 110 23 MapTa




MOCIICACTBUHN MOTpeOieHU Tabaka» U
OTHENbHBIE 3aKOHONATEILHBIE aKTHI
Poccutickoit ®Denmeparun» (B 4acTH
paciupeHus MepeyHs MECT,
3alpeIeHHbBIX IS KYPCHHUS)

Bx. or 02.03.2015 Ne 1046

JUTSE  OKa3aHWS  MEIUIIMHCKHX, pPeaOWIUTAIlMOHHBIX, CaHATOPHO-
KYPOPTHBIX, 00pa30BaTeNbHBIX YCIYT H Ap.).

3aKOHOIPOEKTOM BBOJWTCA 3alpeT KypeHHsS Ha TEePPUTOPHH
PEKPCAlIMOHHBIX 30H, B MNOA3CMHBLIX W HaJA3CMHBIX JMCHICXOAHBIX
MepexojiaXx, Ha OCTAHOBOYHBIX IMYyHKTaX OOIIECTBEHHOI'O TOPOJICKOTO H
MIPUTOPOJTHOTO TPAHCIIOPTA, TAK KaK HAa CETOHSIIHUIN ICHb OHU SBISTFOTCS
OCHOBHBIM MECTOM, I'le Tpa)KJaHe PETyIAPHO ITOABEPraroTCs MaCCUBHOMY
KYPEHHIO.

Jus o0o3HaYeHHs BCEX HEKYpPANIMX 30H W YCHIJICHHS MEXaHH3MOB
0OIIIeCTBEHHOTO KOHTPOJIA TpeayCMaTpUBaeTCsl pa3MelleHne He TOJIBKO
3HAaKOB, HO HW [IUIAKaTOB, COJACpXKAIIUX KpPATKUC HU3BJICYCHUA U3
®denepanpHOro 3aKkoHa «O0 OXpaHe 3I0OPOBBS HACEIECHUS OT BO3ICHCTBUS
OKPYIKaIoIEero TabayHoro JbIMa W TOCJIEACTBHA TOTpeOiieHns Tabakay,
Apyrux HOPMAaTUBHBIX IIPaBOBLIX aKTOB, YCTaHaBJIMBAIOUINX
OTBETCTBEHHOCTh 3a €r0 HapylIeHUs, TeleOHHBII HOMEp «ropsie
JUHUM» W AJIEKTPOHHBIA MOYTOBBIA ajpec mpuema cooOmieHnid o (akrax
HapyIIEHUH.

BaxxHpIM acmekToM SBIAETCA JalibHEHIEe COKpaIleHHe YHclia
MTyHKTOB PO3HUYHON TOPTOBIM Ta0a4HOW MPOAYKIMEH, HAXOISAIIMXCS B
[IaroBOM JOCTYNMHOCTH. B 3TOM CBsI3M 3aKOHOIPOEKT PaclpoCTpaHseT
MPsIMOM 3allpeT Ha TOPTOBIIO Ha OCTAHOBOYHBIC ITyHKTHI OOIIIECTBEHHOTO
TOPOJCKOTO U MPUTOPOJHOTO TPAHCIOPTA, PEKPEALIMIOHHOTO HAa3HAYCHHS,
HaJ3eMHBIE W TIOJ3€MHBIE TICNMIEXOJHbIE MEPEXOabl, a pPaBHO M Ha
CTOMETPOBYIO 30HY HE TOJBKO OT 3JaHHUH, TNPEAHAZHAYCHHBIX IS
OKa3aHUs O0O0pa30BaTENbHBIX YCIYr, HO W OT TaKUX OOBEKTOB, Kak
YVUPEXKICHHUST KYJIBTYpPbl, YUYPEXKICHUS OPraHoB IO JellaM MOJIOICKH,
YUpeKIeHHUs, OKa3bIBAIONINE MEIUIMHCKHE, pPEeaOMINTAIlMOHHBIE U
CaHaTOPHO-KYPOPTHBIE YCIYTH, YCIYyTH B 00JacTh (PU3NIECKON KYJIbTYPhI
U CIIOpPTa, a TaK)Ke Ha MATHIECSITUMETPOBYIO 30HY OT JETCKUX IUIOMIAJIOK,
KEJIE3HOIOPOKHBIX BOK3aJIOB, AaBTOBOK3aJOB, a’pOIOPTOB, MOPCKHUX
IIOpPTOB, PCEYHBLIX IIOPTOB, CTaHHI/Iﬁ METPOIIOJIMTEHOB, HAA3C€MHBIX u
MOJI3EMHBIX TEIICXOHBIX MEePEX0JI0B, OOBEKTOB, MPEAHAZHAYCHHBIX IS
MPEIOCTABICHNUS JKWIHIHBIX YCIYr, TOCTUHUYHBIX YCIyT, YCIyT IO
BPEMCHHOMY  pa3MeEUIeHHI0 W (WiM) OOECIEUYCHUI0 BPEMEHHOTO
MIPOXKUBAHMUSI, OBITOBBIX YCITYT.

Kpome Toro, anmsi ycuieHHWs Mep NPOTHBOACHCTBUS KOPPYIIIIUU
3aKOHOTIPOEKTOM BBOJISITCS TIOJIOKEHUS, JeNarolie 0oJee Mpo3padHbIM
B3aUMOJICHCTBHE IIPEICTABUTENICH NOCYIapCTBEHHBIX OPraHOB U OPraHOB
MECTHOTO CaMOYTIpaBJIEHUs C J0OOHCTAaMHU Ta0auyHBIX KOMITaHUH. B cBs3m
C YYaCTHBIIMMHCS TIOTIBITKAMH TIPOJIBIKEHHS WMHTEPECOB TabadHBIX
KOMIIAaHW B MEIUIIMHCKOW, 00pa30BaTeNbHON M T.M. cdepax 3TH Ke
MOJIOKEHHUST  3aKOHOIMPOEKTa TMpeJjiaraercs pacmpocTpaHUTh W Ha

rfoCrPo
ot 19.02.2015 Ne 223 (68)
KomuTter 1o oxpane
310pOBBS

OT13e1B ATO HE
rmocTyman (Ha
paccMOTpeHUHU
OTpacleBhIX
JIEapTaMEHTOB)




COOTBETCTBYIOIIME OpPraHU3allH, €CIH HUX YUPEAUTEISIMH SIBISIOTCS
OpraHbl TOCYIapPCTBEHHOM BIIACTH M OPTaHbl MECTHOTO CAMOYTIPABIICHHS.

3aKOHOIIPOEKTOM BBOAUTCA M DA MEXaHW3MOB OOIIECTBEHHOTO
KOHTpOJIs 3a cobmroneHneM DenepanbHoro 3akoHa «O0 oxpaHe 370pOBbs
HaceJeHUs OT BO3JACHCTBUS OKpY)KalOIIero Ta0ayHOro JAblMa U
TIOCJIC/ICTBUI MOTpeOIeHus TabaKay.

16. | Ne 624310-6 «O BHeceHUH M3MEHEHUH 3aKOHOMPOEKT TpearaeT BKIIOYATE B  Hamoromerii  Komekc JIeTTy TaThI [TpuHATH K CBEAEHUIO,
B 4acTh BTOpyro Hasorosoro xoxekca | Poccuiickoit ®enepanuu HOPMBI, CTUMYJIMpYIOIME MpuBiedeHue K | locynmapcrBeHHON J[ymbl HAIIPaBUTh B apPXUB
PO B CBsI3U c MPUHATUEM | MELEHATCKON JEeATENbHOCTU TPaKJaH U IOPUAMYECKUX JHUL B BUIC M.I1.MaxkcakoBa-
DenepanbHOro 3aKOHA «O | mpenocraBieHus AbIOT 0 HAJOTY HA A0XO0.b! (PU3NUECKUX JIUL], HAJIOTY Ha Urenbepre, Ot3bIB 0 20 MapTa
MELIEHATCKON JEeSATEIILHOCTI MpUOBLIL M HAJIOTY Ha UMYIIECTBO OpraHU3alUM. C.C.I'oBopyxuH (Bcero 14
Bx. ot 02.03.2015 Ne 1050 JIeMyTaToB) OtpunarensHoe
Beimmicka u3 nporokoina 3aKJIIOUEHHE
3acenanust CoBeTa [IpaBurensctBa PO
Ir’1oCrPo
o1 19.02.2015 Ne 223 (58) Ot3p1B ATO He
Komurer o 6romxery u oCTyman
HaJoram
17. | Ne 714809-6 «O BHeceHMM U3MEHEHUN 3aKOHONPOEKT HaIpaBIeH Ha COBEPLICHCTBOBAHHE TOCYIapPCTBEHHOTO IIpaBuTEnBLCTBO ITpunHATE K CBEAEHUIO,

B OT/ETbHBIE 3aKOHOJATEIILHBIE aKTHI
Poccuiickoii ®epepauun B 4acTH
COBEpILEHCTBOBAHUS
rOCy/IapCTBEHHOTO DETYJIUPOBAaHUS B
obmactu TeHHO-WHXEHEPHOH
JESITEITBHOCTIY.

Bx. or 27.02.2015 Ne 1029

peryiaupoBaHusi B 00JacTH T'€HHO-MHXCHEPHOHW NESTENbHOCTH ITyTeM
YCTaHOBJICHUA KOHTPOJIS 3a BBIIYCKOM TeHHO-HHXEHEPHO-
MOIU(QHULIUPOBAHHBIX OPraHU3MOB B OKPY)KAIOLIYIO CpEAy W BBEACHUS
MOHHMTOpPHHIA BO3JEHCTBUSA Ha UEJIOBEKAa M OKPYIKAIOIIYI0 CPeNy T'eHHO-
HMH)XE€HEPHO-MOAN(HUIIMPOBAHHBIX OPTaHU3MOB U NIPOAYKLUH, NOTyIEHHON
C IpUMEHEHHEM TaKUX OPTraHU3MOB WM CoJieprKalllell TaKue OpraHU3MBl.

3aKOHONPOEKTOM YCTaHaBJIMBAETCS 3alpeT Ha BbIpAIllUBAHHUE U
pasBefieHHEe  T€HHO-WHXXECHEPHO-MOOU(DUIUPOBAHHBIX  PACTEHUH U
JKUBOTHBIX Ha Tepputopuu Poccuiickoil denepann, 3a UCKIOYEHUEM UX
HCIOJB30BaHUA JUTST MIPOBEJICHUS 9KCIEPTHU3 u Hay4YHO-
HCCIIeIOBATEIBCKUX PA0OT.

3aKOHOIPOEKT IPEeayCMaTPUBAET PACIPOCTPAHEHHWE HAa HMMIIOPTEPOB
COOTBETCTBYIOIIMX OPraHM3MOB M  MPOAYKUUH OOS3aHHOCTH  II0
MPOXOKACHUIO HEOOXOIMMBIX PErHCTPALMOHHBIX NPOLEAYp, a TaKkKe
Hanenser IlpaBurenbctBo Poccuiickoit denepannu mpaBoM 3ampeiiarhb
BBO3 B Poccuiickyto @denepanuio ykasaHHbIX OPraHU3MOB U IIPOAYKIIUH 110
pe3ysbTaTaM MOHUTOPUHTA.

Kpome TOTO, 3aKOHOIPOEKTOM IpeIyCcMaTpHUBaeTCs
aJMUHUCTPAaTUBHAsT ~ OTBETCTBEHHOCTh 3a  HCIOJNB30BAHHWE TEHHO-
WH)KEHEPHO-MOAN(DUIIMPOBAHHBIX OpraHU3MOB c HapylLIeHHEM
pa3peleHHOrO BUJAa W YCIOBHM HCIONb30BaHMWA. PaccMoTpenue nen o
HapyLICHUAX  3aKOHOJATENbCTBA B OOJIACTM  T'CHHO-HIOKEHEPHOMH
JISSITEIPHOCTH  3aKOHONIPOEKTOM OTHECEHO K KOMIIETEHIIMHM OpTaHOB,

Poccuiickoit ®enepanuu
Brinucka U3 mpoTokoJia
3acemanus CoBeTa
I'1oCPD
o1 19.02.2015 Ne 223 (67)
Komurer 1o Hayke u
HayKOEMKHUM TEXHOJIOTUIM

HAIllpaBUTb B apXUB

OT13bIB 10 23 MapTa

Ot3eiB ATO
MOJI0KUTEILHBIN.




MOJIHOMOYHBIX OCYIIECTBIISATH KOHTPOJb 32 BBIITYCKOM I€HHO-MHIKEHEPHO-
MOJIM(QHULINPOBAHHBIX OPTraHU3MOB B OKPY’KaIOILYIO CPELy.

18. | Ne 699890-6 «O BHeceHNN M3MEHEHUH 3aKOHOMIPOCKTOM TIpeaiaraeTcsl BHeCTH M3MeHeHus B cratb 9 m 10 | CaxamuHckas oOmactHas | [IpuHATE K CBEIEHUIO,
B ctathll 9 u 10 ®@enepanpHoro 3akoHa | PenepanpHoro 3akoHa “O morpebeHHH M MOXOPOHHOM Jene” (nanee - Hdyma HaIpaBUTh B apXUB
«O morpebeHnn U MOXOpOHHOM fejie» | PenepanbHbId  3aKOH), MNpeIycCMaTpHBAIOLINE CHATHE OrpaHWyeHus | Brimncka u3 mpoTokona
(00 oTMEHe OrpaHMYEHHs Pa3MEpoOB | Pa3MEPOB COLMANBHOIO TOCOOMA Ha TorpeOeHHEe M BO3MELICHUS 3acenanus CoBera Ot3bIB 10 17 MapTa
COITMATBHOTO TTOCOOWS Ha MOTPeOCHNE | CTOMMOCTH  YCIYT, TPEIOCTABIIEMBIX COMIACHO TapaHTHPOBAHHOMY Ir’JoCPo
W BO3MEIIEHWS CTOMMOCTH YCIYT, | IEPEUYHIO YCIYT MO MOrpeOeHHO. ot 19.02.2015 Ne 223 (67) OTtpunatensHoe
MPEIOCTaBISIEMBIX COTJIACHO Komuret o tpyny, 3aKIII0YEeHHUE
rapaHTUPOBAHHOMY TIEPEYHIO YCIyT COIMAJILHOM MOJIUTUKE U IIpaButensctBa PO.
MO OTrpeOeHHI0) JieriaM BETepaHOB
Bx. ot 24.02.2015 Ne 864
19. | No 708686-6 «O BHECEHUU U3MEHEHUS 3aKOHOMPOEKT pa3paboTaH B IENAX YCTAaHOBJICHHUS JOMOTHHUTEIbHBIX | uieHbl CoBera Oenepanuu| [IpuHATH K CBelEeHUIO,
B crathio 7 ®DeaepanbHOro 3akoHa «O | TapaHTHl  peanu3alud  TpaBa MAaJIOYHCICHHBIX HApOIOB W  JIHII, A.K.AkumoB, HaNpaBUTh B apXUB
rapaHTHIX mpas KOPEHHBIX | OTHOCSIIUXCA K MaJOYHMCICHHBIM HAapoJiaM, Y4acTBOBaTh B JIEATEIbHOCTH A.M.Epmaxos, B.B.
MaJIOYUCIEHHBIX HapoaoB Poccuiickoil | COBETOB MpelncTaBUTENCH MaJOYMCICHHBIX HapoloB mpu opraHax | MuTtiomkuH, A.J.Otke, OT13bIB 10 18 MapTa
Oeneparum (B 9aCTH MOTHOMOYHS IO | MECTHOTO caMOyIIpaBJICHHUS], BKJIIOYas MpaBo JIeTIeTUPOBaTh N.K.YepHblieHKO,
00pa30BaHUIO npu [JIaBax | YIOJHOMOUYEHHBIX  TpeACTaBUTENel  MallOUYMCIEeHHBIX HapoxoB B | B.A.IITsIpoB, nemyTatsl OT13p1B ATO
MYHHIMIAIbHBIX 00pa3oBaHWi | yKa3aHHbIC COBETHI B LENAX 3aIlIUTHl UX HCKOHHOH cpeabl obutaHus, | [ocymapctBeHHO# J{ymbr MOJIO’KUTENBHBIM.
COBETOB INPEACTaBUTENEH KOPEHHBIX | TPAAMLMOHHBIX 00pa3a )KU3HHU, XO3IHCTBOBAHUS U IIPOMBICIIOB. b.b.Xamuues,
MaJIOYMCICHHBIX HAPOIOB) P.M.Xynsxkos,
Bx. ot 24.02.2015 Ne 846 C.H.Cupotkus,
I' K.Cadapanues,
M.E.CrapmuHoB,
W.B.Bensix, M.M.Cadun
Brinucka u3 npoTtokona
3acenanus CoBera
I'’1oCPo
ot 16.02.2015 Ne 221(146)
Komurert o nenam
HallMOHAIBHOCTEN
20. | Ne 708771-6 «O  BHeceHUH 3aKOHONPOEKTOM BHOCSITCSI U3MEHEHHs B 4acTh BTopyio Hamorosoro [IpaBuTenscTBO [IpuHATH K CBEAEHNIO,

u3MeHeHuii B HanoroBeri Kojaekc
Poccuiickoit ®enepaniuu B CBSI3U C
MpPUHATHEM  (elepabHBIX  3aKOHOB
«O cTpaxoBeix meHcuax» u  «O
HaKOIUTEIbHOM TIeHCHM» (B YacTH
YTOYHEHHUS BHUJIOB JIOXOJOB, Pacxoj0B
(usnIecKux JIMII, TOCHOIIINH,
HAaJIOTOBBIX BEIYETOB)

Bx. ot 24.02.2015 Ne 884

kogekca Pocculickoit @enepanuu.

o mpunasaTusA denepanbHbIX 3aKOHOB «O CTpaxoBBIX MEHCHUAX» U «O
HAKOMHUTEIHHON MEHCHM» OCHOBHBIM (hefiepalbHbIM 3aKOHOM B 00JAcTH
NEeHCHOHHOrO obecneueHus Ob1 PenepanbHblii 3akoH «O  TPYIOBBIX
HEHCUIX B Poccuiickoit denepauuny. COOTBETCTBEHHO, B
3aKOHOJIATENIbHBIX aKTaX CYIIECTBYIOT HOPMBI, PETYIUPYIOIINE OTEIbHbIE
BOIIPOCHI, CBSI3aHHBIC C TIEHCHOHHBIM O0ECTIEYeHHEM, a TAaKKE OTCHUIKH K
OenepanbHoMy 3akoHy «O TpyooBeIX mHeHcusix B Poccuiickoit
denepanum.

3aKOHONPOEKT MPEAINoNaraeT ynopsA04uTh HOPMAaTHBHYIO MPaBOBYIO

Pocculickoit @enepanuu
Brinucka U3 mpotokoJia
3acenanus CoBera
rJoCpo
o1 19.02.2015 Ne 231(63)
Komuret 1o OromKkeTy 1
HaJioraMm

HanpaBHUTh B apXUB
OT3e1B 110 20 MapTa

O13e1B ATO
MOI0KUTEIBHBIN.




6a3y B CBA3U C IPUHATUEM @e]:[epaJ'ILHLIX 3aKOHOB.
H3MmeHeHNsT B OCHOBHOM HOCST TEXHHYECCKHI XapakTep (HaanMep,
npeaara€Tcsa CjloBa «TPYHAOBBIE TIICHCUN), «HAKOIHUTEIbHAsA 4YacTb

TPYIOBOM  TEHCHM» 3aMEHHTh CJIOBAMH  «CTPAaxOBBIE  IEHCHW»,
«HaKONUTEJbHAs MEHCU» U T.1.).

21. | Ne 684803-6 «O BHeceHUU U3MEHEHUH 3aKOHOMPOEKT HAIMpaBJIIEH Ha pelleHHe MpoOIeMbl, KOTopas JEImyTaThl [IpuHATE K CBEAEHUIO,
B crathio 83 demepasbHOrO 3aKOHA | HEOTHOKPATHO 00CYkIajach M 03By4YMBaiach, B TOM YHCIE Ha 3acefdaHuul | [ocymapctBeHHOU Jlymbl HampaBUTh B apXUB
«O6 obpazoBanun B Poccwuiickoit | CoBera mnpu Ilpesunente Poccuiickoit denepanuu 1Mo KyJabType H M.I1.MaxkcakoBa-

Oenepanmn» (B YacTH W3MEHEHHUsS | UCKyccTBY 2 okTs0ps 2013 roma, — mpobiembl oOecriedeHus Urenbepre, OT13bIB 10 17 MapTa
CPOKOB HadJasa peanm3anuy | BO3MOXHOCTH Hadaja pealln3alliil WHTETpUpPOBaHHBIX obOpaszoBarenbHBIX | C.C.I'oBopyxuH (Bcero 8
WHTETPUPOBAHHBIX 00Pa30BATENBHBIX | MPOrpaMM B OO0JIACTM HEKOTOPBIX BHUJIOB HCKYCCTB (B TOM YHCIE YeNI0BeK) OT13p1B ATO
nporpaMM B O0JIaCTH  HEKOTOPBIX | MY3BIKaJbHOTO HCKYCCTBA) HE C mATOro (To ecTh, Ha 0a3e HavaibHOro | BpImmcka u3 mpoTokona MOJIO’KUTENBHBIN.
BUJIOB HCKYCCTB) o0riero oopa3oBaHusl), a HEIOCPEACTBEHHO € TIEPBOTO KJ1acca. 3acemanus CoBera
Bx. ot 24.02.2015 Ne 857 I'’1oCPo

ot 16.02.2015 Ne 221(130)

Komuret o o0pazoBanuio

22. | Ne 649573-6 «O BHeceHUN M3MEHEHUH 3aKOHOIIPOCKT IOATOTOBICH C IIEIBI0 JOMONHECHHS ICHCTBYIOIIETO JIeTTy TaThl [IpuHATH K CBEACHUIO,
B denepanbHbIl 3aKOH «O0 | 3aKOHOAATENHCTBA B OOJACTH JOTOBOPOB «O MPAaKTUYECKOW MOATOTOBKe», | l'ocymapcTBeHHOM [lymbl HAIIPAaBUTh B apPXUB
o0pazoBaHUU B Pocculickoll | 3akiro4aeMblX ~ MEXIy  TOCYNapCTBEHHOM WM MYHUIUIAIBHOU A.JL.bypxos,

Oenepanun» (o6 yTOYHEHHH | 00pa30BaTeIbHOMN opraHuzauuen u roCcyJJapCTBEHHOU W B.E.lllyneros, OTt3b1B 16 MapTa
OCHOBaHMI WCIIOJIB30BaHUS | MyHUITUTIAIBHOW MEIWIIMHCKOW OpraHm3aiueil (MHOW opraHu3anuei, 0O.K.KpacunsaukoBa
UMYILECTBa MEAWIMHCKUX | OCYIIECTBISIOMIEH JesTenbHOCTs B cdepe oOxpaHbl 340poBbi). Ha (Bcero 14 yenoBek) Komuccus no
OpraHu3alMii Ui TPaKTHYECKOH | CErOAHSIIHUI AEHb TAaKOW JOTOBOD sBIIsETCS O€3BO3ME3AHBIM, TO €CTh He | BpImmcka u3 npoTokosa 3PaBOOXPAHEHUIO HE
MTOATOTOBKHU 00yJarOIIIIXCH) rmoapasyMeBaeT  B3WUMaHUS  MEIWIWHCKOW — opraHu3anuedl  (WHOU 3acenanus CoBeTa roIepKana.
Bx. or 23.01.2015 Ne 222 opraHusamnmell) IIaTel ¢ 00pa3oBaTeNBLHOM — OpraHM3auy  3a rJoCpPo
MPEIOCTABIICHHUS YCIOBUH Il OpraHU3aluy MPaKTHYECKOH MOATOTOBKH, B | oT 16.02.2015 Ne 221(130) Komuccus no
TOM 4YHCJ€ 3a MOJIb30BaHUE MMyInecTBoM. OTaenbHble MyHuIMNaibHele | KoMmuTer o o6pa3zoBaHuto 00pa3oBaHHIO
ABTOHOMHEBIE YUPEKACHUS 3/paBOOXpPAaHEHHs HACTAaHMBAIOT Ha BKIIOYCHUU noJiepIKana.
B JIOTOBOP «o MIPAKTHYECKON MOJITOTOBKEY yCIIOBH,
NpedyCMaTpUBAIOIIMX  O0S3aTeNbCTBO — yHHMBEpPCHUTETa IO  OIIaTe Ot3b1B ATO B nenom
KOMMYHAJIbHBIX ITIATE€XKEH 32 3aHUMaeMble IOMEIEHHS. MOJIOKUTEIIbHBIH C
[pennaraercas BHectn wu3MeHeHus DenepanbHbelii  3akoH  «OO0 3amevyanuamu (Ne 1199
obpazoBannu B Poccuiickoit deneparuiy JOMOTHUB €ro CIOBaMHU «.. 0e3 ot 10.03.2015)
B3MMAaHM IJIaThl 32 KOMMYHAJbHbBIE YCIYTH U HHbBIE 3KCIUIyaTallMOHHBIC
pacxonp».
23. | Ne 692856-6 «O BHeceHHMN U3MEHEHUH 3aKOHONPOEKT BBOAWUT HEOOXOAMMBIC ONpENCICHHSI M yTOUYHSET [IpaButenscTBO [IpuHATE K CBeAEHNUIO,

B DenepanbHblil 3akoH «O Mys3eiiHOM
¢donme Poccuiickoit Denmeparun  u
My3esx B Poccuiickoit @eaepanum»
Bx. ot 30.01.2015 Ne 414

JeHCTBYIOIIee 3aKOHOAATENBCTBO B chepe My3eiHHOro ziena.

B mensx KOHKpeTH3aluM MOpPsAKAa BKIIOYECHUS My3€HHBIX MPEAMETOB
U My3eHHBIX KOJUIEKUMH B cocTaB MyseitHoro ¢onaa Poccuiickoit
@enepauny  mpennaraeTcss  AONOJHUTh — NOHATUHHBIA  ammapar
OenepanpHoro 3akoHa «O MyseiiHoM (orae Poccuiickoit denmeparnu
My3esix B Poccuiickoit ®epeparum» MNOHATHAMHU ‘“‘coOpaHue myses’,

Poccuiickoit ®enepanuu
Brinucka U3 mpoTokoJia
3acemanus CoBeTa
I AdCPD
ot 16.02.2015 Ne 221(130)
KomuTet 1o o0pa3zoBaHuio

HAINpaBUTh B aPXUB
OT3p1B 13 MapTa

Ot3e1B ATO

MOJIOKUTENbHBIN (Ne




“yyeTHas JOKyMEHTauus My3es”’, “TJIaBHas MHBEHTapHas KHUra (KHUTra
MOCTYTUIEHHUH )", ‘“OKCIIepTH3a My3eHHBIX PEAMETOB” .
CornacHO  3aKOHONPOEKTY  YIPOILAETCS MOPSAIOK  BKIIOUCHHSA

MY3EHHBIX IPEIMETOB U MY3eHHBIX KOJUIeKINi B My3eliHblil hoH.

1200 ot 10.03.2015))

24. | Ne 390232-6 «O BHeceHUHN U3MEHEHUH 3aKOHOMNPOEKTOM IperycMaTpUBaeTcss NOMONHUTE CeMeHbIN KoaeKc Jleny TaTaMu ITpunHATE K CBEAEHUIO,
B Cemelinbii komekc Poccuiickoil | Poccuiickoit @enpepanueil MoNOXKEeHHEM O TOM, 4YTO Ipu Hanuuud | [ocymapcrBeHHON Iymbl HaIpaBUTh B apXUB
denepanu B YacTH YCTAaHOBJICHMS | HECKOJBKHX JIUII, JKEJNAIOIIMX YCHIHOBUTH OJHOIO U TOTO e peOeHKa, O.A.Hunossim,

HPUOPUTETHOTO MOpsJIKa | MPEUMYIIECTBEHHOE MPAaBO MPEJOCTABISCTCS IeAyIKaM U 0adyirkaM Kak 0O.JI.MuxeeBbiM, OT381B 110 27 deBpans
YCBHIHOBJICHUS POICTBEHHHKAMH | CO CTOPOHBI OTLA, TAK U CO CTOPOHBI MaTepd peOeHKa, IsIsIM M TeTAM A.A .My3bIKaeBbIM
JeTel-CupoT» peOeHKa, MOJTHOPOAHBIMU M HENOJIHOPOIHBIMHU (MMEOIMMH 00muX oTna | Beimucka u3 npotokosa Komuccust mo
Bx. or 30.01.2015 Ne 427 WJIM MaTh) OpaThsIMHU M CECTpaMH peOCHKa. 3acenanus CoBeta BOIIPOCaM CEMbU He
rfoCpro MO AECP/KUBAET.
o1 26.01.2015 Ne 218(80)
Komurer no Bonpocam OT13p1B ATO
CEMbH, KEHILUH U JeTel MOJIO’KUTENBHBIN €
3amevanusamu (Ne 1006
ot 27.02.2015)

25. | Ne 648226-6 «O BHeceHNHM U3MEHEHHN 3aKOHONPOEKT  MpeAyCMaTpUBAaeT  BHECEHHWE  W3MEHEHHWH, B JeTyTaThl [IpunATH K CBEAEHNIO,
B cTtarbio 17 PenepasbHOro 3aKOHA | COOTBETCTBMM ¢ KoTopbiMM IlpaBurensctBoM Poccuiickoit ®enepanyu | I'ocygapcTBeHHOM Jymbl HAaIpPaBUTh B apXUB
«O counanpHON 3alIMTE MHBAJIHMIOB B | ONPENCIISIOTCS OCHOBaHMSA M TMOPSAOK NpPU3HAHMS >KWioro nomeuieHus | A.B.JlomakuH-PymsHues,

Poccuiickoit ®eneparum» 1 cTaTtbio 51 | HEMPUTOAHBIM [JIsl IPOKUBAHUS WHBAJIHMIOB M CeMeEil, NMEIOIMX JIeTeil- A.JL.bypxos OT38IB 710 26 (eBpans
KunuurHoro  xoxmekca  Poccuiickod | MHBaNMIOB, €CIM 3T MHBAJIWABI U A€TU-UHBAJIUABI CTPAAAIOT TSKENbIMU | BpImncka u3 mpoTokosia

®denepaunn» (B wacTH HazeneHus | GopMaMu XPOHMYECKHX 3a00JIEBaHHMH, NMPEIYCMOTPEHHBIX IIEpEYHEM B 3acenanus CoBera

[IpaBuTenscTBa Poccwutickoii | cootBercTBrm ¢ DemepanbHBIM 3aKOHOM «(O  COIMANBHON 3allnTe rIoCpPo Ot3p1B ATO
denepanun HOJHOMOYHEM no | uuBanuAoB B Poccuiickoit denepaiumy. ot 19.01.2015 Ne 216(63) MHOJIOKUTEIBHBIN C
OIPENEICHUI0 OCHOBaHUSA U IOPsAKa Kowmurer no tpyny, 3ameuanusiMu (Ne 1021
MpU3HAHUA  JKUJIOTO  TOMENIEHUSA COIMAJILHOM MOJIUTUKE U ot 27.02.2015)
HENPUTOAHBIM  JIS  TPOKUBAHUSA JiesiaM BETepaHOB

MHBAJINMJOB U ceMeH, UMEIOINX AeTei-

HMHBAJIUOB)

Bx. or 23.01.2015 Ne 215

26. | Ne -6 «O BHeceHMHM H3MEHEHHH B 3aKOHONPOEKTOM  MPEAJIOKEHBI  JIOTIONHUTENbHbIE  IPABOBBIC JeTyTaThl [IpuHATH K CBEAEHNIO,
@enepanpHblii 3ak0H «O0 00BEKTaX | MEXaHM3MBI 3allIMTHl MPEJMETOB OXpaHbl HCTOpUYECKOro moceieHusi | ['ocymapcTBeHHOM dymbl HaIpaBHUTh B apXUB
KyJIBTYpHOTO Hacienus: (IaMsATHHUKAx | MyT€M YTBEP)KACHUS YIOJIHOMOYCHHBIMH OpraHaMH OXpPaHbl OOBEKTOB E.I'".Ipanexo,

UCTOPHUM M KYyJBTYphl) HApOAOB | KyJbTypHOTO HacleIus TpeOOBaHUN K TPaJOCTPOUTEIHHBIM perjaMeHTaM H.B.JIeBuues, OT3bIB 110 8 MapTa
Poccuiickoit denepannn U | B €ro IpaHuIax, a Takke 3a ero IpeiesaMHu B LEIIX COXpaHEHHsS TaKUX E.M.Ky3pmuuena,
OTIENbHbIE 3aKOHOJATENbHBIE AaKThl | IPEAMETOB OXpaHbl KaK HCTOPUYECKHE IAHOPAaMBbl, YCTaHOBJICHHE E.H.Cenaroposa, Pemenre xomuccuu o

Poccutickoit ®Denmeparum» (B 4acTH
COBEPIICHCTBOBAHHS  PETYJIMPOBAHUS
JIESITENTBHOCTH B rpaHuIax
HCTOPUIECKOTO TTOCEIICHHS )
Bx. ot 28.01.2015 No 365

MEXaHW3MOB pEryJHpPOBAaHUS CTPOWUTENBHON MAESITEIHbHOCTH B CIydasx
OCYIICCTBICHHUS  CTPOUTEIbCTBA W PEKOHCTPYKIMH  OOBEKTOB
KalUTATBHOTO  CTPOUTENbCTBA, B TOM YHCIE HWHAWBHIYaIHLHOTO
KHUITUIIHOTO CTPOUTEIHCTBA B HCTOPUIECKHIX MOCETCHHSIX, YCTAaHOBIICHHE
OTBETCTBEHHOCTH 32 HAPYIICHHUE TPaTOCTPOUTEILHBIX PETJIAMEHTOB B €T0

3.4 .PaxmartyiniuHa,
B.I1.Bogonamkuii,
M.T.I"'amxueB, 4aeH
Cosera Oeneparnuu
C.E.PribakoB

KyJbTyp€ IPUHATH K
CBEJICHUIO.

Ot13p1B ATO
oTpHUIaTenbHbIN (Ne




TpaHUIIAX.

[Ipennaraercst momonaHWTh crathio 60 DexepanbHOr0 3akoHa 00
00BeKTaxX KyJNbTYPHOTO HACIEOUA TIOJOKCHHEM O HEOOXOIMMOCTH
COTJIaCOBAHUSI APXUTEKTYPHBIX pEIICHUH MPOCKTOB CTPOUTEIBCTBA U
PEKOHCTPYKIIMM B TPAaHUIAX MCTOPHUYECKUX TMOCEJICHUM C LEJbIo

OTIpefieNIeHUsI WX COOTBETCTBUS TPEIAMETY OXpaHbl HCTOPUYECKOTO
MoceNieHns, a Takxke cTraTeio 51 ['pagocTpouTensHOrO  KOJeKca
Poccuiickoit Oenepanuu MIOJIOKEHUEM, MIpeAyCMaTPUBAIOLIUM
JIOTIOJTHEHUE  COCTaBa  JOKYMEHTOB, HEOOXOIWMBIX JUIsI  BBLIAYU
paspemieHus Ha CTPOHWTEIBCTBO, 3aKIIOYEHHEM  YIIOJHOMOYEHHOTO

TOCYJapCTBEHHOTO OpraHa OXpaHbl OOBEKTOB KYJIbTYpPHOTO HACIEIUS O
COOTBETCTBUH CTPOUTENBHBIX pa0OT TpeOOBaHUSAM 3aKOHOIATEIhCTBA 00
oxXpaHe 00BEKTOB KyJIBTypHOTO HACTEAWS - B CIy4dae WX OCYIIECTBICHHS
IFPAaHULIAX TEPPUTOPUM HCTOPUYECKUX ITOCEJICHHM, a TaKKe B I'PAHMLIAX
30H OXpaHbl 00BEKTOB KYJIbTYPHOTO HACIICINS.

Taxke 3aKOHOIIPOEKTOM IPEIyCMAaTPUBACTCS BHECEHUE M3MEHEHHUU B
Konexe P® 06 amMUHUCTPATUBHBIX MPABOHAPYIICHUSX.

Brinucka us IMPOTOKOJIa
3aCcedaHus CoBeTta
T JIOCPD
01 22.01.2015 Ne 217(41)
Komurer no kynsType

1293 ot 13.03.2015)

27. | Ne 682357-6 «O BHECEHHN W3MEHEHUMN 3aKOHOMPOEKTOM TIpeaaraeTcs AomoHUTh DenepanbHblil 3akoH «O0 Ty TaThl [IpuHATE K CBEICHUIO,
B ®enepanbHbiiil 3ak0H «O0 00BEKTax | 0OBEKTaxX KyJIbTYpPHOTO Hacienusi (MaMsATHUKaX MCTOPHHM W KynabTypbl) | [ocymapctBenHO# Jlymbr HaIpaBHUTh B apXUB
KyJBTYpHOTO Haciemus (maMsaTHHKAaxX | HaponoB Poccuiickoir ®enepanum» HOPMOH, COTJIACHO KOTOPOH TIpH E.I".Ipanexo,

UCTOPHUM ¥  KYyJbTYphl) HApOAOB | IPUHATHUU pEIIEHUS O BKIIOYEHHH OOBEKTa KYJIbTypHOTO Hacleaus B H.B.JIeBuues, OT3bIB 110 8 MapTa
Poccuiickoii ®enepanym» (B YacTH | €OUHBIA TOCYIOapCTBEHHBIH peecTp OOBEKTOB KyJIBTYPHOTO HACIIEAUs E.M.Ky3pmuuena,
BBEJIEHHS YIIPOIICHHBIX MEXaHW3MOB | aBTOMAaTHYECKH YCTaHABIMBACTCS €ro 3alllUTHAas 30Ha 0 Pa3paboOTKu U E.H.Cenaroposga, Pemenue xomuccuu no
YCTaHOBJIEHUS 30H OXPaHbl OOBEKTOB | YTBEPXKACHUS B YCTAHOBJIEHHOM MOPSAKE 30H OXpaHBI JaHHOTO OOBEKTa 3.4.PaxmaTysuinHa, KYJbTyp€ IPUHSITH K
KyJbTYPHOTO HacJleus) KyJbTYPHOTO HacJeausl. B.I1.Bononankwii, CBEJICHUIO.
Bx. or 28.01.2015 Ne 366 M.T.I'amxueB, 4aeH
Cosera Oeneparnuu Ot3p1B ATO
C.E.PpibaxoB MOJIOKUTEIIbHBIMN.
Brimuicka U3 nporokosna
3acenanus CoBeta
I’ 1oCPo
o1 22.01.2015 Ne 217(42)
Komurer no KyneType
3akoHoaaTeJbHbIe HHUIHMATHBEI, o0pameHust cyobexkToB Poccuiickoiit ®denepannn

28. | «O BHeceHMU MU3MEHEHHMH B CTaThbu 15 3aKOHOMPOEKT YCTaHaBIUBAET 3agBUTEIbHBII TIOPSAZIOK 3aKOHO/ATENbHOE PexomennoBate [lyme
n 22 OenepanpHOoro 3akoHa «OO | OCYIIECTBICHUS COIUMAIBHOTO COMPOBOXACHUS, YTO OyAeT SBIATHCA coOpanue Pecrryonuku MOAJIEP>KATh
OCHOBaxX COLIMAIILHOTO OOCTYXKMBaHU | TapaHTHEH COONIOACHUS MpPUHOHNA JOOPOBOJBHOCTH M HCKIIOYUT Kapenus 3aKOHOJIaTENIbHY IO
rpaxnaad B Poccuiickoil @enepanuu». | BO3MOKHOCTh BMEIIATENbCTBA TOCYIapCTBA B YACTHYIO KU3Hb CEMBH. MHUIMATUBY

Bx. Ne 428 ot 02.02.2015

Heompenenennbie  GOPMYJMPOBKH B TOyHKTe 5  (Hamuuue
BHYTPHCEMEHHOr0 KOH(MIWKTA), a TaKXe B MyHKTe & (HATUYHE WHBIX
00CTOSITETIHCTB, KOTOPble HOPMATHBHBIMH TNPABOBBIMH aKTaMH CyOBEKTa

(mocTaHOBJIEHUE OT
29.01.2015 Ne 1507-V 3C)

ATO nogmepxuBacT
(Ne 840 ot 24.02.2015)




Poccuiickolii @enepany NpU3HAHBI YXYALIAIOUIAMU WIH CIIOCOOHBIMHU
YXYAIIUTH YCIOBUS JKU3HENEATENLHOCTH TpaxknaH) dactu 1 cratem 15
OenepanpHOro 3akoHa ot 28 nexadps 2013 roga Ne 442-D3 «O6 ocHOBax
COITMAIBHOTO OOCITyXUBaHUs rpaknaH B Poccuiickoit @enepannum» maroT
IIPOCTOP IS IMIPEBBIILIEHUS TOJTHOMOYHH JTOJDKHOCTHBIMU JTMLaMu. TOIBKO
ciydan (U3MYECKOT0 W (WITM) CEKCYalbHOTO HACHIUS B CeMbe, KOria
KHM3HU, 3JJ0POBBI0 W HPAaBCTBEHHOMY COCTOSHHIO KOTO-MOO M3 WJICHOB
ceMbU (B3pOCIIOrO0 MM pebeHKa) YrpoKaeT OMacHOCTb, HA Halll B3TJIAL
JIOJKHBI SIBJISITBCS. MOBOAOM [IJIsl BMEIIATENbCTBA BO BHYTPHUCEMEHUHYIO
YKU3HbB.

VYTHOJITHOMOYEHHBIN 1O
npaBaM pebernka B TO
MOICP>KUBAET.

Komuccusg mo
BOIIPOCAaM CEMbHU
MO ISP KUBAET.

29. | «O BHECCHUHU U3MEHEHU I B 3aKOHONPOEKTOM MpPEAJIAraeTcsl pelIuTh MPodJIeMy HEXBATKH MECT B 3aKoHO/ATENbHOE IIpuHATE K CBEAEHUIO
DenepanbHbIN 3aKOH «O | meTckux cagax, MpeJOoCTaBUB BO3MOXHOCTh pPAacXOJOBaHHUA CpEACTB cobpanne AMypcKoit 3aKOHOJIaTENIbHYIO
JOTOJTHUTENIBHBIX Mepax | MaTepUHCKOro (CeMEeHHOro) KamuTana Ha OIUIaTy JOLIKOJBHOTO | obJyactu WHULHATUBY
TOCyIapCTBEHHOM TOAMEPKKU CeMe, | JOMOTHUTEIFHOr0 00pa3oBaHus, a TAKXKe YCIIYT MO MPUCMOTPY M YXOIy 3a
HUMEIOIINX JIeTei». JIETbMH, OCBaWBAIOLUIMMH 00pa30BaTENbHBIE MPOTrPaMMBl JOIMIKOJIBHOTO (mocraHoBnEeHUE OT ATO noanep>XuBaer ¢
Bx. Ne 390 ot 29.01.2015 o0pa3oBaHMs B OpraHM3aLUsAX, OCYLIECTBILIIOIMX 00pa30BaTEIbHYIO 25.12.2014 Ne 46/643) 3ameuanusiMu (Ne 840

JIeSITENIbHOCTh, @ TaK)K€ YCTAHOBUTh CPOKU PACIIOPSIKEHUSI CPeACTBaAMU o1 24.02.2015).
MaTepUHCKOTO (ceMeifHoro) kamuTana (B ciydyae HEoOXOAMMOCTH) Ha

OIJIaTy YCJIYTI MO TIPUCMOTPY M YXOIy 3a JE€TbMH IO HCTEYEHHMH MABYX Komuccus no
MECAIIEB CO JHS POXICHHS (YCHIHOBIICHHS) BTOPOTO, TPETHETO peOcHKa BOIIPOCAaM CEMBH
WM MOCTIEAYIOMINX JIETeH. He TOJIeP’KUBaET.

30. | O6 oOparieHnH benropoackoit HemytaTel oOpamialoTcsi ¢ Ipock0O OTIOXKWTH BCTyIUIeHHE B cuily | benropoackas obnactHas | [IpuHATE K CBEICHUIO
obnactroit lymel k ['ocynmapcTBenHol | ab3ama S mynkra 11 u ab3ana 5 myskra 12 craten 1 @eaepanbHOro 3aKoHa Hyma oOpareHme
Hyme  ®enepamsnoro  Cobpanus | ot 22 oktsi6ps 2014 roma «O BHeceHnn n3MeHeHnid B denepanbHbIi 3aK0H
Poccuiickoit ®eneparuu no Bornpocy o | «O0 00BeKTax KyJIbTYpHOTO Hacienus (IaMsITHUKaxX WUCTOPUHM U (mocraHoBIEHHE OT ATO

MPUOCTAHOBJICHUN BCTYIUICHUS B CHITY
a63ara 5 mynkra 11 u ab3ama 5 myHKTa
12 crateu 1®enepanbHOTO 3aKOHA OT
22 oktsi6psa 2014 roma Ne 315-®3 "O
BHECEHUU M3MeHeHUU B DenepanbHblil
3ak0H "OO 00BeKTax KyJIbTYpHOTO
Hacienusi (MaMATHUKaX WCTOPUU U
KyJbTypbl)  HapoioB  Poccwuiickoit
Oeneparnuu” 1 OTACTBHEBIE
3aKOHOJATENBHbIE aKThl PoCCHIICKOM
@Denepauun" go 2020 roga.

Bx. Ne 24 ot 13.01.2015

KyJabTypbl) HaponoB  Poccuiickoit ~ denepamum» U OTHENbHBIE
3aKoHOJaTeNbHble akThl Poccuiickoit @eaeparuu» 1o 2020 roa.

Peanmu3anus nosoxenuit nanHoro denepallbHOrO 3aKoHa IOBJIEYET
HEOOXOOMMOCTh CO3/aHMsI HOBOI'O OpraHa WCIOJHUTENbHOW BIAcTH
o0nacTv, yHOJHOMOYEHHOTO B OOJAaCTH COXPaHEHWs, HCIOJIb30BaHUS,
MOTYJISIPU3allii, TOCYApPCTBEHHOW OXpaHbl OOBEKTOB KYJIBTYpHOTO
Haclenusi W PETMOHAIBHOIO TOCYNAapCTBEHHOTO Haa3opa B 00JacTu
OXpaHbl 00BEKTOB KYJIbTYPHOTO HACIeAWs, HE HAJCICHHOTO (hyHKIUSIMH,
He TmpexycMoTpeHHBIME DenepanbHbiM  3akoHOM «OO0  00BeKTax
KyJIbTYpHOTO Hacienus (MaMATHUKAaX HMCTOPUU M KYJIbTYpBI) HapOJOB
Poccuiickoit @enepanuu». ITO OpUBEAET K YBEIUYCHUIO UYUCICHHOCTHU
pabOTHHKOB OPraHOB BIACTH M YBEIHMYEHHUIO PAcXOJOB Ha COJEpIKaHUE
annapara perHoHaJIbHOIO rOCYJapCTBEHHOIO OPraHa.

18.12.2014 Ne I1/41-25-5)

HC NIOAACPIKUBACT
(Ne1243 ot 11.03.2015)

[TpoekThl (heepanbHbIX 3aKOHOB, 3aKOHOAATEIbHbIE HHUIIMATHBEI, OOPAIIICHUSI, TI0 KOTOPBIM MPHHST MOJIOKUTEIBHBINA MM OTPHIIATETbHBIHN
OT3bIB BHECTH B YCTAHOBJICHHOM TOPSJIKE JIJIsl paCCMOTpeHUs Ha coOpanuu 3akoHoaarenbHoit Jlymer Tomckoit o6mactu.




: I'OCYIAAPCTBEHHAA [TYMA
DEJIEPAJIBHOTO COBPAHUSA POCCHICKON CDE)IEPAI_[HI/I
HIECTOI'O CO3BIBA

BBIITACKA 13 IPOTOKOJIA ot 26.02.2015 No 225
3ACEJAHUSI COBETA T'OCYIAPCTBEHHOI JIYMBEI

"26" deppaa 2015,

28. O npoekre PegepansHoro 3axkoHa Ne 717040-6 "O OGnoMeaMIHHCKUX
KJIeTOYHBIX npoaykrax’’ - BHOCHT llpaButenncrBo Poccuiickoii ®enepaunn

IIpunsTO peunienne:

1. HanpaBuTh ykazaHHBIH IpoeKT (enepanbHoro 3akoHa Ilpesunenty Poccwmii-
ckoil Pemepaunn, B KOMUTETHI, KOMHCCHIO 1 'ocynapcTBenHoi JlyMbl, ¢pakimu B I'ocy-
napcteenHoii Jlyme, Coser @enepaunu Oenepansaoro Cobpanus Poccuiickoii ®ene-
panun, [IpaputensctBo Poccuiickoit ®eneparmu, CueTHyro nanary Poccuiickoil Depe-
pamen, O6mecTBenHy0 nanary Poccuiickoii @enepanuy, 3axoHogartenbubie (npeacra~
BHTEINIbHEIE) M BEICIIAE HCIIONHUTENbHEIE OpTraHsl IocyapCcTBEHHOM BIAcTH CyOBEKTOB
Poccuiickoit ®enmepanuy 0714 NOATOTOBKY OT3BIBOB, IPEANOXEHUHH M 3aMeyaHWi, a
TaKkKe Ha 3axmodeHue B [IpaBoBoe ynpasinenue Annapara ['ocygapcTBenHoM J[yMbL.

Hasnaunts OTBEeTCTBEHHBIM B pabore Hax npoekToM denepansHoro 3akoHa Ko-
muTeT [ocynapcrBeHHOl dyMBl o oxpaHe 3/10poBbi, coucnonHuTeneM - Komurer [ o-
CyAapcTBEeHHOM JIyMEBI 110 HayKe ¥ HAyKOEMKHM TEXHOIOTHAM.

_Ot3E1BEL, IpeioXkeHus K 3aMedanus HanpasuTk B Komurer ['ocyaapcTBeHHOM

JYMEI 110 0XpaHe 3J0pOBhs_ 10 ,2_8 Mapta 2015 roga.

2. Komurery [NocynapcteerHoM [yMBI IO OXpaHe 34OPOBBA C YIETOM IIOCTY-
IUBIIYMX OT3BIBOB, IPENIONKEHNH 1 3aMe4aHuil IOATOTOBATh YKa3aHHBIH IIPOEKT (eme-
PaTBHOTO 3aK0Ha K paccMOTpeHHIo I ocynapcTBenHoi JJyMoi.

3. BKIFOUMTH YKa3aHHBIA HPOEKT deiepalIbHOrO 3aKOHA B IIPUMEPHYIO IIPOrpaM-
MY 3aKOHOIMpOekTHo# paboTel ['ocynmapcTBeHHo# JlymBI B IiepHOZ BeceHHEH CeCCHu
2015 roga (anpens).

IlepBEIii 3aMECTHTEND
ITpeacenarens I 'ocyaapcTBEHHO
®epepansaoro Cobpanus

Poccwuiickoit eneparmu .1 . MencHuKOB

3akouongatensHas Jyma
ToMekoi o6nacTa
Hara: 02.03.2015 Bpems 16:10
Ne 1060/0212-15




Buocurcs IIpaBurenscTBom
Poccutickon denepannu

IIpoext

®EJEPAJIBHBIN 3AKOH

O OMoMeTUIMHCKHUX KJIETOYHbIX NnpoayKTax

I'maBa 1. OO01mme moJI0KeHu s

Crarest 1.  IlpeaMert peryjmnpoBaHusi HacTosimero MexepaabLHOrO
3aKOHA

1. Hacrossmuii  depepanpHblid  3aKOH  PETYyJIUMPYET  OTHOLICHUS,
BO3HMKAIOIIME B CBSI3U C pa3paOOTKOM, NOKIMHUYECKUMHU HCCIIEIOBAHUSIMU,
JKCIIEPTU30M, rOCyJIapCTBEHHOMN pETUCTpaLUEN, KIMHUYECKUMU
HCCIIEJOBAHUSIMH, MIPOU3BOJICTBOM, MpOJAKEN, XPaHECHUEM,
TPAHCIIOPTUPOBKOM, NPUMEHEHUEM, YHHUUTOXKEHUEM, BBO30OM B POCCHICKYIO
®deneparnuio, BbIBO3oM U3 Poccuiickoit ®enepanuu  OMOMEIUITMHCKUX
KJIETOYHBIX TPOAYKTOB JUisi TPOGUIAKTUKH, JAUATHOCTUKH U JICUCHUS
3a0o0neBaHul  (COCTOSIHMI) MallMEHTa, COXpPaHEHHUS] OEPEeMEHHOCTU U
METUIIMHCKON peaduiuTaluyd TalMeHTa, a TaKKe B CBSI3U C JIOHOPCTBOM
OMOJIOTHYECKOT0 MaTepuaia B IEIIX MPOU3BOACTBA OMOMEIUIIMHCKUX

KJIICTOYHBIX IIPOJAYKTOB.
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2. JleiictBue Hacrosmero denepasbHOro 3aKOHAa HE PACIpPOCTPAHAECTCS
Ha OTHOIICHUS, BO3HUKAIOIIME TMpU pa3pabOTKE U  MPOU3BOJICTBE
JIEKApCTBEHHBIX CPEACTB WM  MEOULUMHCKUX  M3JCNUN, JOHOPCTBE U
TpaHCIUIAaHTAaIuK (Tepecajke) oOpraHoB (WX YacTeil), TKaHeW U KJIETOK
YEJIO0BEKA, IOHOPCTBE KPOBU M €€ KOMIIOHEHTOB, OTHOIIEHUS, BO3ZHUKAIOIIUE
pu 3a00pe ¥ UCIIOIH30BAHUU IIEIHHOM MYTIOBUHHOM KPOBH YEJIOBEKA, & TAKXKe
Ha OTHOIICHMS, BO3HUKAIOIIME MPU OOpaIllCHHH KJIETOK M TKaHEW 4YesIOBEeKa
B HAYUYHBIX U 00pa30BaTEIbHbBIX IETISX.

Cratpst 2. 3akoHoaatenbcTBO Poccuiickoin @egepanuu

00 oOpameHny OMOMEIUIIMHCKNX KJIETOYHBIX
NMPOAYKTOB

1. 3akoHonmarenbcTBO  Poccuiickoit  ®@enmepannu 00  oOpaiieHUU
OMOMEUIIMHCKUX KJIETOYHBIX MPOJYKTOB OCHOBBIBaeTcsi Ha KoHcTuTyiuu
Poccuiickoii ®denepannun, denepanibHoM 3akoHe oT 21 HosOps 2011 roma
Ne 323-®3 "OO ocHOBax oOXxpaHbl 370pOBbs TpaxaaH B Poccuiickoi
@enepanuu" u coctouT H3 Hacrosmero denepalbHOro 3aKOHA, APYTUX
denepalibHBIX 3aKOHOB M MHBIX HOPMATHBHBIX MPaBOBBIX akTOB Poccuiickoii
denepanum.

2. Ecom  MexayHapoaHbIM — jgoroBopoM  Poccuiickoit ®Denepanuu
YCTAHOBJICHBI MHBIE IpaBUia, YEM T€, KOTOPBIE MPETYCMOTPEHBI HACTOSIIIUM
denepalibHBIM 3aKOHOM, MPUMEHSIOTCS TpaBUjia MEKIYHAPOIHOTO JOroBOpa

Poccuiickont denepanuu.
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Cratest 3. (OCHOBHBIE OHATHS, HCIOJIb3yeMble B HACTOSLIEM
DenepajibHOM 3aKOHE

B Hactosmem @enepasibHOM 3aKOHE HCHOJIB3YKOTCS — CIEIYIOLIUE
OCHOBHBIE ITOHSATHSA:

1) OMOMEeIUITMHCKUN KIJIETOYHBIA MPOAYKT - KOMIUIEKC, COCTOSIIUN U3
KJICTOYHOM JMHUU (KJIETOYHBIX JIMHHUM) U BCHOMOTATENIbHBIX BEIIECTB JIMOO
COCTOSIIIMN M3 KJIETOYHOW JMHUU (KJIETOYHBIX JIMHHUM) W BCIOMOTaTEIbHBIX
BEIIECTB B COUYETAHUM C 3aPETMCTPUPOBAHHBIMU B YCTAHOBJIIEHHOM IOPSJIKE
JEKapCTBEHHBIMM MpenapataMd W (WIM) MEAUIMHCKUMH  U3JETUSIMU,
MPOU3BEJCHHBIN W TPUMEHSIEMbIA [JI1 TPOPUIAKTUKH, JIHUATHOCTUKU W
JedeHus: 3a00yieBaHUM (COCTOSHUN) TMaIlMeHTa, COXpaHEHUs OEPeMEHHOCTH, a
TaKXKe JIJIS1 MEUIIMHCKON peaduInTalnm;

2) oOparieHre OMOMEIUIIMHCKUX KJIETOYHBIX MPOJIYKTOB - pa3paboTka,
NOKJIIMHUYECKHE HCCIENOBAHUSA, SKCIEPTU3a, FOCYJAPCTBEHHAS PErUCTpaLus,
KIIMHUYECKHE  HCCIEAOBAHUSA,  IPOM3BOJCTBO,  MpOJaKka, XpaHCHUE,
TPaHCIIOPTUPOBKA, IPUMEHEHUE, YHUYTOXXKEHHE, BBO3 B  PoccHiicKyto
denepanuto, BHIBO3 U3 Poccuiickoit deaepanuy OMOMETUIIMHCKUX KJIETOYHBIX
MIPOAYKTOB;

3) ayTOJOTUYHBIA ~ OMOMEOUIIMHCKUN  KIETOYHBIM  MOPOAYKT -

OMOMEUITMHCKUMA MTPOAYKT, COJIEPKAIIUA B CBOEM COCTaBE KJIETKHU KJIETOUHOU
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JIMHUM OTIPEJICICHHOTO YeJIOBEKAa W MpeAHa3HAYCHHBIN ISl TPUMEHEHUS STUM
K€ YEJIOBEKOM;

4) ajyIOreHHbIN OMOMETUIIMHCKUN KJIETOYHBIN MPOAYKT -
OMOMEIUIIMHCKUN TTPOIYKT, COJAEPKAIIUM B CBOEM COCTaBE KIIETKU KJIETOYHOM
JUHUM ONPEJECICHHOIO YeJOBEKa W TMPEJHA3HAYEHHBIA ISl MPUMEHEHUS
IPYTUMH JIFOJbMH;

5) KOMOMHUPOBAHHBIM  OMOMEAUIIMHCKUNA  KJIETOYHBIM  TPOAYKT -
OMOMEUIIMHCKUM KJIETOYHBIA MPOJYKT, COJEpXKAIIUA B CBOEM COCTaBe
ayTOJIOTUYHBIE U aJUIOTEHHBIE KJIIETOYHBIE JIUHUU;

6) obpaszerr OMOMETUITMHCKOTO KJIETOYHOTO IPOyKTa -
OMOMEIUIIMHCKUN KIJIETOYHBIA MPOAYKT, MOJYYEHHBIM C LEIbI0 H3yUYCHUS
CBOMCTB Takoro OMOMEIUIIMHCKOTO KJIETOYHOrO MPOJYyKTa, B TOM YUCIIE IS
OLIEHKM METOJIaMH KOHTPOJsi 0€30MaCHOCTH OMOMEIUIIMHCKOTO KIJIETOYHOTO
npoaykTa, ero  3(PQGEeKTUBHOCTH HW  COOTBETCTBUA  CrHenH(pUKaIIUN
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

7) npuMeHeHue  OMOMEIUIIMHCKOTO  KJIETOYHOIo  NpOJIyKTa -
MCIIOJb30BAaHUE OMOMEIUIIMHCKUX KJIETOUHBIX MPOJYKTOB JIJIsi TPO(PUIAKTHKH,
JUArHOCTUKM M JiedeHHs  3a0o0ieBaHUsl  (COCTOSIHUA),  COXpPaHEHUS
OEepeMEeHHOCTH, METULIHHCKON peadmIUTaNK nanueHTa yTEM
BOCCTAHOBJICHUS CTPYKTYp U (GYHKIMA TKaHEH U OpraHoB 4YeJOBeEKa,

3aMCIICHUA KIICTOK TKaHEH Hu OpraHoB 4YCJIOBCKaA, dKTHBALIMM COOCTBEHHBIX
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BOCCTAHOBUTEIBHBIX IPOIIECCOB OpraHW3Ma 4YeloBeKa (pereHepaTHBHAs
Tepamus), CO3JMaHUS TKAaHEW W OpPraHoB OWOWHKEHEPHBIMA METOJaMu
(TKaHeBas WHXEHEpHSs), aJAPECHOM MOCTaBKH JICKAPCTBEHHBIX MPEMapaToB B
OpraHW3M 4YeJOBEeKa, a TaKKe IyTeM KOPPEKIMH HWMMYHHBIX pEeaKIUi
Pa3TUYHOTO THUIIA;

8) kJleTo4Hasi JIMHUS - CTaHJapTU3yeMas TMOMYJISIIUS OJHOPOIHBIX
KJIETOK C BOCIPOM3BOJAMMBIM KJIETOYHBIM COCTABOM, IIOJIYYCHHAs MyTeM
U3BATHS U3 OpPraHru3Ma 4eoBeKa OMOJIOrHYeCKOro MaTepuata ¢ MocCiIe y oM
€ KyJIbTUBHPOBAHWEM BHE OpraHm3Ma W TpeTHA3HAYCHHAS IS
UCTIOJIb30BaHUSI ~ TIpU  pa3paboTKe,  JOKIMHUYECKUX  HCCIETOBAHUSAX,
IIPOU3BOJICTBE OMOMETUITMHCKOTO KJIETOUYHOTO MPOIYKTA;

9) mpUTOTOBJICHNE KJIECTOYHBIX JTUHUN - MPOIIECC, BKIIOYAIOIINNA U3BSITHE
U3 OpraHu3Ma 4YelioBeKa OMOJIOTMYEeCKOro maTepuaia, €ro HCCIeOBaHHEe Ha
0€30macHOCTh JJIS 370POBbsI YEJIOBEKa U OKPYKAIOIICH Cpenbl, BBIJCICHHE
KJIETOK, WX KyJIbTHBUPOBAaHWE BHE OpraHW3Ma uYEJOBEKa, IMOJIyYCHHE
CTaHAAPTU3yeMOW TOMYJISAINA OJHOPOJHBIX KJIETOK M OIICHKY COOTBETCTBHSI
MOMYJIAIIMA ~ OJHOPOJIHBIX  KJIETOK  CHenuuKaruu  OHOMEIUITMHCKOTO
KJIETOYHOTO MPOIYKTa;

10) mudpdepenninpoBka KIETOK - TMpOIECC MNPUOOPETEHUS KIETKaMHU

CBOMCTB U XapaKTEPUCTUK (PYHKIIMOHAIBHO 3PEJbIX KJIETOK, OTHOCSIIMNXCS K
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CHENUAIM3UPOBAHHOMY KJIIETOUHOMY THUIy M oOOecneuyuBaromux ¢GyHKIUU
OPTraHOB U TKaHEW OpraHu3Ma;

11) BcnomorarenbHble BEMIECTBA - BEIIECTBA HEOPraHUYECKOrO WU
OPTraHUYECKOT0 TMPOUCXOXKICHUSI, UCIOIb3yeMble B IIpoIlecce pa3paboOTKu U
MPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

12) akcriepuMeHTalnbHass MOJENb - MOJIETUPOBAHUE MATOJIOTUYECKOTO
nporecca u (WIM) COCTOSHUSI 4YeJIOBeKa B OpPraHM3Me€ >KMBOTHBIX JHMOO BHE
J)KUBOTO OpraHu3Ma MpHU JOKIMHUYECKOM MCCIIEAOBAaHUU OUOMETUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa;

13) Guonornueckuii Martepwan - OWOJOTHYECKHE >KHJIKOCTH, TKaHH,
KJIETKH,  CEKpPeThl U  NPOJAYKThI  J>KU3HEACATEILHOCTH  YEJIOBEKa,
(hU3MOIOTUYECKUE M TAaTOJOTHUYECKUE BBIJEICHUS, Ma3Kh, COCKOOBI, CMBIBBI,
OMONCUNHBIA MaTepUa, MOJyYEHHbIE OT JOHOPA OMOJIOTUYECKOTO MaTepHaa;

14) IOHOPCTBO OHMOJIOTUYECKOTO MaTepualia - MPOIEeCC MOCMEPTHOTO
MpeoCTaBIeHUsT  OMOJIOTMYECKOro  MaTepuaia g [POU3BOJCTBA
OMOMEUIIMHCKOTO KJIETOYHOTO MpOAyKTa (Jayiee - MOCMEPTHOE JIOHOPCTBO
OMOJIOTUYECKOTO MaTepuana) Wi [PUKU3HEHHOTO MPEOCTABICHUS
OWomoruyeckoro  marepuaia Il MPOU3BOACTBA  OMOMEIUITMHCKOTO
KJICTOYHOT'O TIPOAYKTa (J1ajiee - MPUKU3HEHHOE JOHOPCTBO OHMOJOTHYECKOIO

Marepuana);
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15) noHOp OMOJIOrMYECKOT0 MaTepualia - YeJIOBEK )KUBOW WIJIM YEJIOBEK, B
OTHOIIIEHUU KOTOPOTO KOHCTaTUPOBAaHA CMEPTh, SIBISIONIUNCS HCTOUYHHUKOM
OWOIOTUYECKOro  MaTepuayiia Il  MPOU3BOACTBA  OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOIYKTa;

16) penunueHT - MaMeHT, HyXAAIOIIUICS B JICYEHUU OMOMETUIIMHCKUM
KJIETOYHBIM MPOAYKTOM JINOO MOTYyUYHUBIINI TaKOE JICUCHHUE;

17) HopMaThBHAsT JTOKyYMEHTalMsi Ha OWOMEIUIMHCKUN KJIETOYHBIHI
MPOAYKT - TOKYMEHT, COJIEpKallliid MepeueHb ONpeeIsIeMbIX M0 pe3yibTaTaM
COOTBETCTBYIOIIMX SKCIEPTU3 TMOKazaTeled KayecTBa OUOMEIUIIUMHCKOTO
KJIETOYHOT'O MPOJYKTa, METOJIOB KOHTPOJISI €r0 Ka4eCTBA, YCTAHOBJIEHHBIN €ro
IPOU3BOUTENEM;

18) kauecTBO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTAa - COOTBETCTBUE
OMOMEUIIMHCKOTO  KJIETOYHOTO MPOAYKTa TpeOOBAaHUSIM HOPMATUBHOMU
JOKYMEHTAIIMW Ha OMOMEIUIIMHCKUM KIETOYHBIN MPOIYKT;

19) 6e3omacHOCT, ~ OMOMEAMIIMHCKOTO  KJIETOYHOrO  MPOAYKTa -
XapaKTepUCTHUKAa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJyKTa, OCHOBaHHAas Ha
CpPaBHUTEJIBLHOM aHanu3e ero 3(Q(PEeKTUBHOCTU U pUCKA MNPUYMHEHUS Bpela
KU3HU U 3[I0POBBIO YEJIOBEKA MPH €r0 MIPUMEHEHUU;

20) apdekTuBHOCT,  OMOMETUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa -
XapaKTepUCTUKA CTENEHU IMOJOXKHUTEIBHOIO BIMUSHUS OHMOMEIUIIMHCKOTO

KIICTOYHOI'O IPOAYKTAa Ha TCUCHHUC, IIPOAOJIZKUTCIBHOCTD 3a00JIEBaHUS
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(cocTostHUsI) WM €ro NpeJoTBpallleHue, COXpaHEHHEe OepeMEHHOCTH,
METUIIMHCKYIO PeabMINTAIUIO TTAIUEHTa;

21) cnenudukanus  OMOMETUIIMHCKOTO  KJIETOYHOTO  MPOIyKTa -
JOKYMEHT, COJEPKAIUNA CBEJIEHHUs] 0 OMOMEIUIIMHCKOM KJIETOYHOM MPOIYKTE,
MIPOIIEIIEM JOKIMHUYECKNE NCCIEIOBAHUS;

22) IpOTOKOJ  KIMHUYECKOTO  MCCIENOBaHUA  OMOMETUIIMHCKOTO
KJIETOYHOTO TPOJYKTa - JOKYMEHT, B KOTOPOM OIPEACNSIIOTCS 1eNd, (POpPMBI
OpraHW3allii W METOJOJIOTHS TIPOBEACHHUS KIMHUYECKOTO WCCIICIOBaHMS,
CTaTHUCTUYECKHUE METOJIbI 0OpabOTKH pe3yNbTaTOB TAKOTO HCCIEAOBAHUS U
Mephl MO oOO0ecreueHn0 0e30MacHOCTU (PU3UYECKUX JIMI], YYaCTBYIOUIUX B
KJIIMHUYECKOM MCCIIEIOBAHUU OMOMEIUIIMHCKOTO KJIETOUYHOIO MPOIYKTa;

23) Opourtopa HcchneAoBaTeNsl - CBOJHOE U3JIOKEHUE PE3YIbTaTOB
TOKIMHUYECKOTO WCCIICIOBAHUS OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYyKTa U
KJIIMHUYECKOTO MCCIIeIOBaHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

24) perucTpalioOHHOE YJIOCTOBEPEHHE OHMOMEIUIIMHCKOTO KJIETOYHOTO
NpoayKTa -  JOKYMEHT, TOJTBEpXKIAIOmuid  (PakT TocyaapCTBEHHOM
perucTpanuu ONOMETUITMHCKOTO KJIETOYHOTO MPOAYKTA;

25) pa3paboTuynk  OMOMEIMIIMHCKOTO  KJIETOYHOTO  TPOJyKTa -
opraHuzanus, oOJjajarouiasi TMpaBaMH Ha pe3yJbTaThl JAOKIMHHUYECKUX

UCCIICIOBAHUN  OMOMEIMITMHCKOTO KJIETOYHOTO TMPOJYKTa, KIMHUYECKUX
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UCCIIEIOBAHUN  OMOMEIMITMHCKOTO KJIETOYHOTO TpoJayKTa U (WiIM) Ha
TEXHOJIOTHIO TTPOU3BOICTBA OMOMEIUITMHCKOTO KIETOYHOTO MIPOTYKTA;

26) MPOU3BOACTBO  OMOMEIMIIMHCKUX  KJIETOYHBIX  IPOJYKTOB -
JESATEeIbHOCTh I10 TIPOM3BOJICTBY OHOMEIUIIMHCKUX KJIETOYHBIX IPOIYKTOB
MPOU3BOAUTEISIMU  OMOMEIUIIMHCKUX ~KJIETOYHBIX TPOAYKTOB Ha OJHOM
CTaJ1H1, HECKOJIBKUX WIJIM BCEX CTAAMAX TEXHOJOTHYECKOTO IMPOIecca, a TaKkkKe
M0 XPaHCHHUIO W peAM3allMM MPOU3BEICHHBIX OMOMEIUIIMHCKUX KIJIETOYHBIX
MIPOTYKTOB;

27) npou3BOAUTEIhL  OMOMEAUIIMHCKOTO  KJIETOYHOTO  IPOAYyKTa -
OpraHM3alns, OCYIIECCTBIAIONIAs MPOU3BOJACTBO OMOMETUIIMHCKUX KICTOYHBIX
MPOJYKTOB B COOTBETCTBUU C JIUIICH3WEH HA OCYIIECTBICHUE JIESITEIHHOCTH 10
MIPOU3BOICTBY OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB;

28) noOOYHOE JIEUCTBHE - peakiids OpraHu3Ma 4eJIOBeKa, CBSI3aHHas C
MPUMEHEHUEM OHMOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTa TPU HaJJIeKaIeM
WCIIOJTHEHUH MHCTPYKIIMH 110 €T0 MPUMEHEHUIO;

29) cepbe3Hasl HEXeJaTelibHAasi peaklus - HeXenaTelbHas peakius
OpraHm3Ma 4YejoBeKa, CBsA3aHHAas C TMPUMEHECHHEM OHOMEIHIIMHCKOTO
KJICTOYHOT'O TPOJIYyKTa TPH HAJJIEkKaIeM HCIOJIHEHUW HWHCTPYKIUH TI0 €ro
MPUMEHEHHUIO, TPUBEIINAs] K CMEPTH, BPOXJICHHBIM aHOMAIHUSIM WJIU

BPOKJICHHBIM MTOPOKaM PAa3BUTHS WIH MPEACTAaBISAIONIAs COO0M yrpo3y *KU3HU
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4yeJioBeKa, TpeOyrolasi TrocnuTaliu3alud Ju00 MpuBeaias K BpPEMEHHOU
yTpaTe TPYI0CIOCOOHOCTH WU K UHBAJIUIHOCTH;

30) HenpeaBUACHHAS HEeXXelaTelIbHasl peaKIus - HeKeaTelIbHas peakius
OpraHu3mMa d4ejioBeka (B TOM 4YHUCJI€ CBS3aHHasg C [PUMEHEHUEM
OMOMEUIIMHCKOTO KJIETOYHOTO MPOJYKTa MPU HAJJIEKAIIEM HCIOJIHEHUU
HHCTPYKLIIMU TI0 €ro NPUMEHEHMIO), CYIIHOCTh W TSOXKECTh KOTOPOH HeE
COOTBETCTBYIOT HH(MOpMaMu O OHOMEIUIIMHCKOM KJICTOYHOM TMPOIYKTE,
COJIEpIKaIleCsl B MHCTPYKIIUU 10 €T0 TPUMEHEHHUIO;

31) panscudunupoBaHHbIi  OMOMEIUIMHCKUAN KJIETOYHBIM TPOAYKT -
OMOMEIUIIMHCKANA  KJIETOYHBIM  MPOAYKT,  COMNPOBOXKIAEMBIA  JIOKHOM
nHpopmarmen o ero cocrare 1 (MIn) IPOU3BOIUTEIIE;

32) HemoOPOKAYECTBEHHBIN OMOMEIUIIMHCKUI KJIETOYHBIM MPOAYKT -
OMOMEUIIMHCKUM KIJIETOYHBIN MPOAYKT, HE COOTBETCTBYIOIIUN TpPeOOBaHUSIM
HOPMATHUBHOM JOKYMEHTAIIUU HA OMOMEIUIIMHCKUAN KIETOYHBIN MPOIYKT;

33) koHTpadakTHBI ~ OMOMEIUIIMHCKHN  KJIETOUYHBIA  TPOIYKT -
OMOMEIUIIMHCKUAN  KJIETOYHBIH MPOAYKT, OOOPOT KOTOPOr0 HapylIaeT
HCKJIIOYUTEIBHOE IIPaBO €ro pa3padoTynKa WM HHOTO MpaBooOIagaTes;

34) TOKTMHUYECKOE HCCIEIOBAaHUE OMOMEIUIIMHCKOTO  KJIETOYHOTO
MpOAyKTa - OHOJIOTUYECKHEe, MHKPOOHMOJIOTHYECKHE, HMMYHOJOTHYECKUE,
TOKCUKOJIOTHUECKUEe, (apMmakojgoruueckue, (uU3nueckue, XUMHUYECKHE U

APYTHUC UCCIICAOBAHHA 6I/IOMGI[I/II_[I/IHCKOFO KIICTOYHOI'O IIPOAYKTA, B TOM 4YHUCIIC
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HCCJICAOBaHUS TI0 OHKOTE€HHOCTH, MyTEeM IPUMEHEHHMs HAyYHBIX METOOB
OIICHKH, TIPEANISCTBYIONINE KIMHNYECKOMY HCCIEIOBAHUIO OMOMEIUITNHCKOTO
KJIETOYHOT'O MPOIYKTa;

35) KIMHUYECKOE  HCCIEOBaHWE  OWOMEIMIIMHCKOTO  KIIETOYHOTO
MPOIyKTa - W3Y4YEHUE JUAarHOCTHUYECKUX, JEUYEOHBIX, MPO(PHIAKTUICCKUX,
(bapMaKoJIOTUYECKIX CBOWCTB OHMOMEAMIIMHCKOTO KIJIETOYHOTO MPOAYKTa B
IpoIlecce ero MPUMEHEHUS B OTHOIIEHUU YEJIOBEKa, B TOM YHCIIE MPOIIECCOB
BCACBIBaHMS, PACTIPECICHUS, U3MEHEHUS W BBIBEJACHUS, ITyTEM MPUMEHCHHUSI
HAyYHBIX METOJIOB OIEHKH B IIEJISIX MOJTYYCHHUS T0KA3aTEIhCTB OE30MaCHOCTH,
KauectBa W A(PGEKTUBHOCTH OUOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTAa,
JaHHBIX O TOOOYHBIX JEHCTBUSIX M HEXKENATEIbHBIX PEAKIMSIX OpraHu3Ma
YelIoBeKa Ha TPUMEHEHHUE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M 00
ahdexTe ero B3aUMOACUCTBUSA C APYTUMHU OMOMEIUIIMHCKAMHU KJICTOYHBIMU
NPOIyKTaMH, JICKAPCTBEHHBIMH  TMpenapaTaMd ©  (WIM)  MOHUIIEBBIMH
IPOYKTaMHU;

36) MHOTOILIGHTPOBOE KJIMHUYECKOE HCCIEI0BaHNE OUOMEAUIIMHCKOTO
KJIIETOYHOTO TIPOAYKTa - KIMHUYECKOE HCCIEAOBaHUE OHOMEIUITMHCKOTO
KJIETOYHOTO TMPOAYKTa, MPOBOJUMOE pPa3pabOTYUKOM OHOMEIUIIMHCKOTO
KJIETOYHOTO TMPOJIYyKTAa B JBYX M 0OoJjiee MEIUIIMHCKHX OpTaHMU3aIHsIX II0
CANHOMY TPOTOKOJY KIMHHUYECKOTO HCCIEIOBAaHUS OHOMEIUITMHCKOTO

KJICTOYHOTI'O IIPOAYKTA,
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37) MeXIyHapOJAHOE MHOTOLIEHTPOBOE KJIMHUYECKOE UCCIEI0BAHUE
OMOMEUIIMHCKOTO KJIETOYHOIO TPOAYKTa - KIMHUYECKOE HCCIEe0BaHUE
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJYKTa, IPOBOJMMOE pa3padOTUUKOM
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa B PA3IMYHBIX CTPaHAX IO €IUHOMY

IMPOTOKOJIY KIMHHUYCCKOIO MCCIICIOBAHUA 6I/IOMGI[HHI/IHCKOFO KJICTOYHOI'O

MPOJIYKTA,
38) mocTperucTpalmoHHOe KJIIMHUYECKOE ucciae0BaHue
OMOMEUIIMHCKOTO KJIETOYHOI'O TPOAYKTa - KIMHUYECKOE WCCIeI0BaHue

OMOMEUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, MNPOBOJUMOE MPOU3BOAUTEIEM
OMOMEIUITMHCKOTO KJIETOYHOTO TMPOAYKTA, TPaKIAHCKHN 000pPOT KOTOPOro B
Poccuiickont ~ @enepauuu  OCYWIECTBISIETCA  IIOCJIE  TOCYJIApCTBEHHOMN
perucTpaiuu, B HeasX JOMOJHUTEIHLHOTO cOOpa JaHHBIX O €ro 0€30MacHOCTH U
3(hEeKTUBHOCTH, PpaCHIMPEHUs  IOKa3aHWM K  IPUMEHEHHIO  TaKoro
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAyKTa, a  TakKe  BBIABJICHUSA
HEKeJIaTEIbHBIX PEAKINI OpraHrW3Ma YeJIOBEKa Ha €ro JCUCTBHUE;

39) cyObekThl OOpaleHus OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB -
¢uznyeckue U@, B TOM YHCIE€ WHIAUMBUAYaJbHbIC MPEANPUHUMATEINH,
IOpUIMYECKHE JIMIA, OCYIICCTBISAIONINE JEITEILHOCTh B cdepe oOpalieHus

6I/IOMGI[I/II_[I/IHCKI/IX KJICTOYHBIX IIPOAYKTOB.
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Craress 4. IIpUMHIHUIIBI OCYLIECTBJICHUA IeATEILHOCTH B cepe
oOpameHuss OMOMEINIIUHCKNX KJIETOYHBIX MPOIYKTOB

[IpuHiMnaMu OCYIIECTBICHHUS JIEATEILHOCTH B cdepe oOpamieHus
OMOMEIUITMHCKUX KJIETOYHBIX MPOJTYKTOB SIBIISIOTCS

1) cobmroienne mpaB TpaxiaH B cdepe oOpaileHus: OMOMETUITMHCKUX
KJIETOYHBIX TTPOTYKTOB;

2) 1oOpOBOJILHOCTh YYaCTHUS MAIMEHTOB B KIMHUYECKUX MCCIEIOBAHUAX
OMOMETUITMTHCKUX KJIETOYHBIX MPOIYKTOB;

3) 10OPOBOJILHOCT, U OE3BO3ME3JTHOCTH IMPEJOCTABICHUS JIOHOPOM
OMOJIOTUYECKOT0 MaTepralia CBOeTr0 OMOJIOTHYECKOTO MaTeprara;

4) cobmoeHne BpaueOHOW U MHOM OXpaHsSIeMOM 3aKOHOM TalHBI;

5) abdexkTuBHOCTP M 0€30MacCHOCTh OMOMETUIIMHCKMX  KJIETOUHBIX
MIPOTYKTOB;

6) HEOTYCTUMOCTh  KYIUTU-TIPOJIaXH  OMOJIOTHUYECKOr0  Marepuarna,
MOJIYYEHHOTO OT IOHOpPa OHMOJIOTHYECKOTO MaTepuaa;

7) HEIONIYCTUMOCTh ~ CO3/IaHWsl  AMOpHMOHA  YeJloBeKa B IIEJAX
MIPOU3BOICTBA OMOMEAUITMHCKHUX KJIETOYHBIX MTPOTYKTOB;

8) HEeJOMYCTUMOCTh HMCIIOJIb30BaHMS NIl Pa3pabOTKH, MPOU3BOJCTBA U
NPUMECHEHHs] OMOMEIUIIMHCKUX KJICTOYHBIX MPOAYKTOB OHOJIOTHYECKOTrO
Marepuana, IOJYYEHHOTO ¢ TIPEepbIBAaHWEM WM HapylIeHHEM IpoIecca

pPa3BUTHUS SMOPHOHA WM TUI0JIa YETIOBEKa;
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9) nocToitHOE OTHOIIEHUE K TEJIy YMEPIIEro YeJIOBEKa;

10) cobmonenre TpeOoBaHUM OHMOJOTMYECKOM 0€30MacHOCTH C IIEJIbIO
3aIIUTHI 37I0POBBS JIOHOPOB OHOJOTHYECKOTO MaTepuajia, IPOMBIILICHHO-
MIPOM3BOJICTBEHHOTO TEPCOHAIa, MEIUIIMHCKUX PAOOTHUKOB, MAIMEHTOB H
OKPY’KarOIEU CPeIbl;

11) 0OBEKTUBHOCTh, BCECTOPOHHOCTH W TOJHOTa HWCCIEIOBaHUMH,
OTBETCTBEHHOCTH (he/IepaIbHOI0 TOCYJAPCTBEHHOTO OIOHKETHOTO YUPESKACHUS
U OKCIIEPTOB 3a NPOBEJAEHHE M KA4eCTBO OMOMEIMUIIMHCKON HSKCIEPTU3BI
OMOMEUIIMHCKUX KJIETOUYHBIX TPOIYKTOB.

Crates 5. KuleTkM JJ11 NPUTOTOBJIEHUS KJIETOUYHbIX JIUHMI,

NpeaHA3HAYEHHBIX /IJIsl IPOU3BO/CTBA OMOMETHUIMHCKNX
KJIETOYHBIX IPOAYKTOB

1. Inss TpUroTOBJICHUS KJIETOYHBIX JIMHUM, TpeaHA3HAYEHHBIX IS
MPOU3BOJICTBA OMOMEIUIIMHCKUX KJIETOUYHBIX IPOJYKTOB, MCIOIB3YIOTCS
HCKJIIOYUTEIBHO KJIETKH YeJIOBEKa >KMBOIO WJIM YEJIOBEKa, B OTHOLICHUH
KOTOPOTO KOHCTAaTUPOBAaHA CMEpPTh, BKIIOYAs KJIETKHM O0O0OJI0YEK TLI0JIa
YeJIOBEKa, BBIJACJIICHHBIE W3 IUIAIEHTHI, BApTOHHMEBA CTYJHS NYNOBUHBI U
MyIMOBUHHOW KPOBU 4YEJOBEKa MOCJE€ POJAOB, B COOTBETCTBUU C HACTOSIIUM
denepanbHBIM 3aKOHOM.

2. cnoJsib30BaHUE UHBIX KJIETOK, IOMUMO KJIETOK, YKa3aHHBIX B 4acTH |

HaCTOHHleﬁ CcTaTbu, B TOM UYHCIEC KICTOK XHUBOTHBIX, paCTeHI/Iﬁ JJIA

IIPUTOTOBJICHUA KIICTOYHBIX HHHHﬁ, NpCAHA3HAYCHHBIX IOJIA IIPOMU3BOACTBA
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OMOMEUIIMHCKUX KJIETOUHBIX MPOJYKTOB, HE JIOMYCKAETCA U BJIEUET 3a COOOM
OTBETCTBEHHOCTh, IMPEAYCMOTPEHHYI0  3aKOHOAATEIbCTBOM  Poccuiickon
denepanum.
Cratps 6. 3anpenieHue MoJy4YeHHs: M UCMOJIb30BAHUSA 1JIA
NPOM3BOICTBA OMOMEIMIMHCKUX KJIeTOYHBIX MPOAYKTOB
OMOJIOTMYeCKOr0 MaTepHaJia HeYCTAHOBJICHHBIX JINII,
KOTOpPbIE 10 COCTOSHUIO 3I0POBbS, BO3PACTY HJIM HHBIM
NMPUYMHAM HE MOIJIM COOOIIUTH JaHHBIE 0 CBOCH
JINYHOCTH, B OTHOIIEHUHN KOTOPBIX BIOCJIEACTBHU
KOHCTATHPOBAHA CMEPTh M HA MOMEHT MOJyYeHUs
0MO0JIOTMYECKOr0 MaTepUaJia JaHHbIE 0 JIHYHOCTHU He
YCTaHOBJIEHbI
l. 3ampemaercss NOJlydeHWE W HWCIIOJIB30BAaHHWE [UII IPOM3BOJCTBA
OMOMEIUIIMHCKUX  KJIETOYHBIX TPOIYKTOB OHOJIOTMYECKOTO Marepuaia
HEYCTAHOBJICHHBIX JIMI, KOTOPBIE MO COCTOSIHUIO 3I0pPOBbS, BO3PACTY WIIA
WHBIM TIPUYMHAM HE MOIJM COOOUIUTHh JaHHbIE O CBOEH JIMYHOCTH,
B OTHOIIEHHHW KOTOPBIX BIIOCJICICTBHUM KOHCTATUPOBAHA CMEPTh U HA MOMEHT
MOJIy4EHUsI OMOJIOTMYECKOTO MaTepHuaia JaHHbIe O INYHOCTH HE YCTAHOBIICHHI.
2. llonydyeHne W HMCHONB30BaHUE ISl MPOU3BOJACTBA OMOMEIUIIMHCKUX
KJIETOYHBIX MPOJIYKTOB OHUOJOTHMYECKOI0 MaTepuaia HEYyCTaHOBJIEHHBIX JIHII,
YKa3aHHbIX B 4YacTu | HacToslIed CcTaTbH, BIEYET 3a COOOW YTOJOBHYIO

OTBETCTBEHHOCTL B COOTBETCTBHUH C 3aKOHONATEILCTBOM Poccuickon

denepanum.
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['maBa 2. I'ocynapcTBeHHBI KOHTPOJIb B c(hepe oOpameHust
OMOMEIMUIMHCKUX KJIETOYHBIX IPOAYKTOB

Crarest 7. TocynapcTBeHHBbIH KOHTPOJIb B cepe oOpamieHus
OMOMeTUIIMHCKHUX KJIETOYHBIX MPOAYKTOB U
rocyJapCcTBeHHbIl KOHTPOJIb 32 AeSITeJIbHOCTBIO B chepe
oOpameHust OMOMeTUIIMHCKHUX KJIETOYHBIX MPOAYKTOB

1. 'ocynapcTBeHHBIN KOHTPOJIb B cdepe oOpalneHus OMOMEIUITMHCKUX
KJIIETOYHBIX  TPOAYKTOB  OCYIIECTBISETCS  (efepaibHBIM  OpraHOM
WCIIOJTHUTEIbHOM BJIACTH, OCYIIECTBISIONIUM (PYHKIIMU TI0 KOHTPOJIIO H
HaJ30py B cpepe 3/[paBOOXpaHEHUSI, U BKIIIOYAET B CEOS:

1) TUIIEH3MOHHBIM KOHTPOJb IIPU OCYIIECTBICHUM JIUIICH3UPOBAHUS
MIPOU3BOJICTBA OHMOMEIUIIMHCKUX KJICTOYHBIX IIPOJAYKTOB B COOTBETCTBUU
¢ ®enepanbHbiM 3ak0HOM OT 4 mas 2011 romga Ne 99-®3 "O nuueH3upoBaHUU
OTACJILHBIX BHUJIOB J€ATEIbHOCTH ",

2) rocy1apCTBEHHBIM KOHTPOJb 32 JEATEIbHOCTHIO B cepe oOpaineHus
OMOMEIUITMHCKUX KJIETOYHBIX ITPOTYKTOB.

2. T'ocygapCcTBEHHBIM KOHTPOJb 3a JICSITEIBLHOCTRIO B cpepe oOparieHus
OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTOB OCYIIECTBIISIETCS B TOPSJKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickont ®Denepanyn, ¥ BKIHOYACT
B ce0st:

1) opranuzamnuio W MpPOBEACHUE MPOBEPOK COOIIONCHUS CYyObEKTaMHU

O6paHleHI/I$I 6I/IOMGI[I/H_II/IHCKI/IX KIICTOYHBIX IIPOAYKTOB  YCTAHOBJICHHBIX

HAaCTOAIIUM (DeﬂepaﬂbeIM 3aKOHOM H INIPUHATBIMH B COOTBCTCTBHH C HHUM
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VHBIMU HOPMATUBHBIMU [paBOBbIMU akTamu Poccuiickoii Penepauuu
TpeOOBaHMUI K JTOKJIMHUYECKUM UCCIICIOBAHUSIM, KIIMHUYECKUM
UCCIIETIOBAHUSIM, TPOJAXKEe, XPAHEHHUIO, TPAHCIIOPTUPOBKE, YHUUYTOXKEHUIO,
NpUMEHEHNI0, BBO3Y B Poccuiickyro ®Dexnepanuto, BbIBO3y U3 Poccuiickoi
denepanu OUOMEIUITUHCKUX KIIETOYHBIX MPOTYKTOB;

2) opraHu3aliuo 51 IIPOBEJICHUE TIPOBEPOK COOTBETCTBUS
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, HAXOASAIIMXCS B OOpalleHHH,
YCTaHOBJICHHBIM 00s13aT€JIbHBIM TPEOOBAHUSM K UX KaUECTRBY;

3) npuMeHeHue B TMOPAJIKE, YCTAHOBJIEHHOM 3aKOHOJATE€IbCTBOM
Poccuiickon ®epepaunu, Mep MO IPECEUEHUIO BBISBICHHBIX HAPYLICHUN
o0s13aTeNbHBIX TpeOOBaHWUN U (WJIM) YCTPAHEHUIO TIOCIEACTBUNA  TaKHUX
HapyIIeHUN, BbIAa4y MPEANUCAHUN 00 yCTpaHEHWH BBISIBJICHHBIX HAPYIICHUM
00s13aTeNIbHBIX TPEOOBAHMUN U NPUBJICYEHHUE K OTBETCTBEHHOCTH JIUII,
COBEPIIUBIINX TAKUE HAPYIICHUS.

3. K oTHOIIEHUsIM, CBA3aHHBIM C OCYILIECTBICHUEM TOCYAApPCTBEHHOTO
KOHTpPOJISL 3a JICATEIBbHOCTbIO B cdepe oOpamieHus OUOMETUIIMHCKUX
KJIETOYHBIX MPOJYKTOB, OpraHU3alliel U MpPOBEJACHUEM IMPOBEPOK CYOHEKTOB
oOparieHus: OMOMEIUIIMHCKUX  KJIETOYHBIX MPOIYKTOB, TMPUMEHSIOTCS
nonoxxkeHus: degepanbHOro 3akoHa oT 26 nexadbps 2008 roga Ne 294-03

"O 3ammTe nmpaB HOPUINYECKUX JIMI] U UHIWBUIYAJIbHBIX MpEANpUHAMATEICH
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IpU  OCYIIECTBICEHUM  TOCYJApCTBEHHOTO  KOHTpoJisa  (Haa3opa) W
MYHHUIUIIAIBHOTO KOHTPOJIA .

4. Jlo;mkHOCTHBIE JuIa (penepaabHOTO OpraHa MCIOJHUTEIFHON BIIACTH,
OCYIIECTBIISIIONIETO KOHTPOJIb U Ha/I30p B cdepe 3[paBOOXpaHEHNs, B TIOPAJIKE,
YCTaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu, UMET PABO:

1) moyyaTh Ha OCHOBAaHUM MOTHUBUPOBAHHBIX MUCHbMEHHBIX 3alPOCOB OT
CyOBEKTOB OOpalieHusi OMOMEIUIIMHCKUX KIETOYHBIX MPOIYKTOB CBEJICHHS,
HEOOXOAUMBIC [IJI1 TPHHATHS PEIICHWH 110 BOMpPOCaM, OTHECEHHBIM K
KOMITETCHIINH OpraHa ToCyAapCTBEHHOTO KOHTPOJIS;

2) GecrpensATCTBEHHO MO MPEAbSIBICHUU CIY)KEOHOTO yJAOCTOBEPEHUS U
KONUU TMpuKaza (pacrmopspKeHus) O Ha3HAUYEHMM TPOBEPKH IOCEIIATh
UCITOJTB3yEMBIC IOPUTUIECKUMHU JUIIAMH, WHIUBUTy ATbHBIMH
pEeANPUHAMATEISIMH, SIBJISTFOLITAMUCST cyOBeKkTamu oOpareHus
OMOMEIUIIMHCKUX KJIETOYHBIX TMPOAYKTOB, TIPH OCYIIECTBIEHHUU CBOEH
AESTEILHOCTH TEPPUTOPUU, 3JaHUS, TMOMEUICHUS M COOPYKEHHUS B LEIAX
MIPOBEACHUS MEPOTPUITHI MO KOHTPOJTIO;

3) npoBoAuTh  OTOOp  00pa3loB  OMOMEIUIIMHCKHUX  KJIETOYHBIX
MPOYKTOB, MPEIHA3HAYCHHBIX JJIs peai3alliid U pPeain3yeMbIX CyOheKTaMu
oOparieHus: OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, IJII TPOBEPKH UX
KauecTBa, TMPOBEJACHUS WCCIASAOBAaHUN, WCHBITAHUN B COOTBETCTBHHU C

npaBWiaMu OTOOpa 00pa3loB, YCTAHOBJIEHHBIMHU (PeaepaibHBIM OpPraHOM
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UCIIOJTHUTEIbHOW BIJIACTH, OCYIIECTBIAIONIMM (YHKIUA TI0 BBIPAOOTKE H
peanu3alui  rOCyJapCTBEHHOM TOJUTUKM W HOPMATHUBHO-IIPABOBOMY
peryJIupoBaHuio B cdepe 3apaBOOXpaHEHUS (fajgee - YHIOJIHOMOYCHHBIN
dbenepanbHBIA OpraH UCIIOTHUTEILHON BIIACTH);

4) BpIIaBaTh CyOBEKTaM oOpaiieHuss OHOMEIUIIMHCKUX KJIETOYHBIX
MPOAYKTOB TIPEANUACAHUS O TPEKPAICHUH HapyIIeHUH 00sS3aTeIbHBIX
TpeOOBaHMM M 00 YCTpAaHEHUHW BBISBICHHBIX HAPYIICHUH 005S3aTEIbHBIX
TpeOOBaHMUIA;

5) HampaByATh B YNOJHOMOYEHHBIE OpPraHbl MaTepualibl, CBSI3aHHBIE C
HapyILICHUSIMH 3aKoHonatenscTBa Poccuiickoit demepanuun 006 oOparieHUU
OMOMEUIIMHCKUX  KJIETOYHBIX  MPOJAYKTOB, [JIi  PEIICHUS  BOIPOCOB
0 BO30YKJICHUHU YTOJIOBHBIX JIEJ MO MPU3HAKAM MPECTYIUICHUA.

I'maBa 3. Pa3zpaboTka u JOKJIMHUYECKHE UCCIIeI0BAHUS
OMOMEIMIIUHCKUX KJIETOYHbIX MPOAYKTOB

Crarbst §. Pa3padoTka OMOMeIUIMHCKHUX KJIETOYHbIX MPOIYKTOB

1. PazpaboTka OMOMEAUITMHCKUX KJIETOYHBIX MPOJYKTOB MPEJCTABISAET
co0Ol  mpolecc CO3JaHUsl COCTaBa M TEXHOJOTHM  MPOU3BOJCTBA
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

2. ®uHaHCcOBOE obecreyeHne pa3paboTKU OMOMETUIIMHCKUX KIIETOYHBIX
MPOJTYKTOB MOXET OCYIIECTBIIATHCS 3a CUET:

1) cpenctB denepanbHOro OHOIKETA;
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2) cpenctB O010KeTOB cyOBekTOB Poccuiickoit denepainuy;

3) cpencTB pazpabOTUNKOB OMOMEIUITMHCKUX KJIETOYHBIX MPOIYKTOB;

4) cpenCcTB MPOU3BOJUTENICH OMOMEIUIIMHCKUX KIIETOYHBIX IMPOIYKTOB,
B TOM UYHCJIE TIPH BBHINOJHEHUU HAYYHO-HCCIIEAOBATEILCKUX pabdoOT 1o
JIOTOBOPY MEXK]y pa3paOOTUYMKOM OMOMEIUIIMHCKUX KJIETOUHBIX MPOAYKTOB U
MIPOU3BOAUTEIEM OMOMETUIIMHCKUX KIECTOYHBIX MTPOAYKTOB;

5) cpeacTB MHBIX HE 3allpelieHHBIX 3aKOHOJaTelbCTBOM Poccuiickoit
denepaunvi ICTOYHUKOB.

3. IlpaBa pa3paboTuvka OHWOMEAUIIMHCKUX KIJIETOYHBIX MPOJYKTOB
OXPaHSIOTCA B COOTBETCTBUM C TPAKIAHCKUM 3aKOHOAATEIILCTBOM Poccuiickomn
denepanuum.

Cratps1 9. JIOKJIMHHYECKOE HCCJIeJ0BAHME OMOMEANIIMHCKOIO
KJIETOYHOI'0 MPOAYKTA

1. [JokTuHUYECKOe  HCCIeIOBaHWE  OWOMETUIIMHCKOTO  KJIIETOYHOTO
MPOJAYKTa MPOBOJUTCS IyTEM MPUMEHEHNS HayIHBIX METOJ0B OIICHOK B IEJISIX
BBISIBIICHUS ~ CIIEIM(PUISCKOTO MeXaHW3Ma JEHCTBHS TaKOoro MPOAYKTa,
MOJIydEHUsST JIOKAa3aTeIhCTB €ro 0Oe30MacHOCTH ¢ KadecTBa, a TaKkKe
3 PEKTUBHOCTH.

2. JIokmuHUYECKOe  HCCIICIOBAaHHE  OMOMEIUIIMHCKOTO  KJIETOYHOTO
NpOIyKTa TPOBOJWUTCS B  HAYYHO-HCCIIEIOBATEIHLCKUX  OpPTaHM3aIlUsiX,

O6pa3OBaTeJ'IBHBIX OopraHm3alusiax BbICHICTO O6p330BaHI/I$[, HNHBIX OpraHu3alnusiax,
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UMEIOIUX HEOOXOJUMYI0 MaTepUaIbHO-TEXHUUECKYI0 0a3y M CHEIUAIUCTOB,
00JIaIatoIUX COOTBETCTBYIONIEH KBanu(UKALUEH B OMNpenesieHHOW 001acTu
HCCJIEIOBAHUS.

3. JloknuHMYECKOe  UCCIEOBaHHE  OWOMEIMIIMHCKOTO  KJIETOYHOTO
MPOAYKTa TPOBOJUTCS B COOTBETCTBHUM C TMpPaBWIIAMU  HAJICKAIIEH
7a00paTOpHOM TPAKTHKA U TMpaBUJIaMH JOKIMHUYECKUX HCCICIOBAHUM
OMOMEUITMHCKUX KJIETOUHBIX MTPOJTYKTOB, YTBEPKIAEMBIMH YITOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCIIOJIHUTEIBHON BJIACTH.

4. JIOKIMHUYECKOE  HCCIIeIoOBaHUE  OMOMEIUIIMHCKOTO  KJIETOYHOIO
MPOJIYKTa MPOBOJUTCA HA SKCIEPUMEHTAIBHBIX MOAEAX TEX MATOJOTHYECKUX
MPOIECCOB U (WJIM) COCTOSIHUM, MPH KOTOPBIX IPEIoaracTcss MpUMEHSTh
pa3pabaTbiBaeMbIii OMOMETUIIMHCKUIN KJIE€TOYHBIN MTPOTYKT.

5. IlpoBeneHnne  TPOBEPOK  COONIOJICHWS ~ TpaBUI  HaJJIexKarei
71a00paTOPHON MPAKTUKH W MPABOBBIX HOPM MCIIOJIH30BAHUS JKMBOTHBIX TPH
MPOBEJICHUM JOKJIUHUYECKOTO HCCIEAOBAHUS OMOMETUIIMHCKOTO KJIETOYHOTO
MPOAYKTa OCYIIECTBIISIETCS (heliepalibHbIM OPTraHOM HCIIOJHUTEIBHOM BIIACTH,
OCYIIECTBISIOMMM  (QYHKIIMM 1O KOHTPOJIO U  Haa3opy B cdepe
3APaBOOXPAHCHMUS.

6.Ilo wToraM MOPOBEACHHOTO  JOKIMHUYECKOTO  HCCIEHOBAHUS
OMOMEUIIMHCKOTO  KJIETOYHOTO MPOJyKTa OpraHu3alus, MpOBOASIIAs

JOKJIIMHHUYCCKOC HCCICO0OBAHUC, COCTaBJIACT OTYCT 0) IIPOBCACHHOM
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JTOKJIMHUYECKOM HMCCJICOBAaHUU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
COAEp kAU ONMUCAHUE, PE3YJbTAThl U CTATUCTUYECKUN AaHAIU3 PE3yJIbTATOB
TAKOTO JIOKJIMHUYECKOTO UCCIICIOBAHUA.

7. B Poccuiickoii @enepaui B COOTBETCTBUHM C MEXKIYHAPOIHBIMU
noropopamu  Poccuiickon  @enmepaumu, a B Cllydae  OTCYTCTBUSA
MEXIyHapoaHoro aorosopa Poccuiickorn deneparnuu - Ha OCHOBE IPUHIIMIIA
B3aMMHOCTH TPU3HAIOTCS  PE3YyJbTaThbl JOKIMHUYECKHUX  HCCIIEAOBAHUN
OMOMEUIIMHCKUX KJIETOYHBIX MPOJIYKTOB, MPOBEJACHHBIX 3a IpejeraaMu
Poccuiickont denepanuu.

Crarps 10. Cneunduxanusi 0MoMeIMIIUHCKOT0 KJIETOYHOTO
NMPOAYKTA JIJIfl €r0 roCy1apCcTBEHHON perucTpaunu

1. Ha xaxxnplii pazpaboTaHHBI OMOMEIUITMHCKUM KJICTOUYHBIM MPOIYKT,
MPOMIEAIINAN JOKIMHUYECKOE HWCCIEA0BAHUE, I €ro TOCYJapCTBEHHOU
perucTpaIyy pa3padoTYNKOM COCTABIAECTCS crieupUKaius OHOMETUIIMHCKOTO
KJIETOYHOT'O MPOAYKTA.

2. Cnenuduxanus OMOMETUIIMHCKOTO KJIETOYHOIO MPOJIyKTa BKIIIOYAET B
ceOsi cBeleHUS O OMOMEIUIIMHCKOM KJIETOYHOM MPOJYKTE, MPOLIEIIIEM
JTOKJIMHUYECKHWE ucclenoBanus. @dopma cnenudukanuy W IepedeHb
BKJIIOYAEMbIX B TIEPEUCHb CBEJACHHUM YTBEPKAAIOTCS YIIOJHOMOYECHHBIM

dbenepaabHBIM OPraHOM UCIIOJIHUTEIBHON BJIACTH.
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['maBa 4. OcyuiecTBiieHHE TOCYAAPCTBEHHOM perucTpanuu
OMOMeINIMHCKHUX KJIETOYHbIX IPOAYKTOB

Crares 11. T'ocynapcTBeHHasi peructpanus OMOMeTUIIMHCKHUX
KJIETOYHBIX POAYKTOB

1.B  Poccuiickoii  @eneparud  MOTYyT  OPUMEHSTBCS  TOJIBKO
3apEerUCTPUPOBAHHBIC YIOJTHOMOYEHHBIM dbenepaabHbBIM OpraHoM
WCIIOJTHUTENIbHON BJIACTU OMOMETUITMHCKUE KIIETOUYHBIE TTPOTYKTHI.

2.3aperucTpupoBaHHbI ~ OMOMEIUIMHCKUN  KJIETOYHBIH  MPOAYKT
OTPE/ICIICHHOTO THUMA (ayTOJOTUYHBIN, aJUIOTEHHbIM, KOMOWHUPOBAHHBIN )
MOXET TMPOU3BOJAUTHCS BIAJETBIEM PETUCTPAIMOHHOIO YJIOCTOBEPEHUSI C
WCIIOJb30BAHUEM KIIETOYHBIX JIMHUM, OJYYEHHBIX OT PAa3JIUYHbIX JTOHOPOB. B
ATOM clly4ae ero MOBTOPHAsl perucTpalus He Tpedyercs.

3.TocynapcTBeHHasi  perucTpaius  OHOMEIUIIMHCKUX  KJIETOUYHBIX
MPOJYKTOB OCYIIECTBIISIETCS MO PE3yIbTaTaM:

1) OMOMETUIIMHCKOM  JKCHEPTU3bl  OMOMEIUIIMHCKUX  KIETOYHBIX
MPOJYKTOB;

2) PTUYECKOU SKCIEPTHU3bl BO3MOXKHOCTU MPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAHUSI OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa (Jlajiee - 3ThYecKas
AKCIIEPTU3A);

3) KIMHUYECKUX  HCCIEOBAaHUM  OMOMEAMIIMHCKUX  KJIETOYHBIX

IIPOIYKTOB.
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4.TocynapcTBeHHass ~ perucrpanuss  OUOMEIMIIMHCKUX  KJIETOYHBIX
MPOAYKTOB OCYLIECTBIISIETCS YMOJHOMOYEHHBbIM (heliepalibHbIM OpPTraHOM
WCIIOJTHUTENIbHOW BJIACTH B CPOK, HE MPEBBIMIAIONINN CTa MATHACCITH Padounx
JHEW CO JHSA [OPUHATUSA 3asBIIEHUS O TOCYJAPCTBEHHOW perucrpanuu
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOJAYKTa, JTUOO B CPOK, HE MPEBBIMIAIOIIUAN
IBYXCOT TMATUIECATH padouMX JHEW CO [JHSA TPUHATHS 3aIBICHUS O
roCyJapCTBEHHON pEerucTpanuv OMOMEIMIIMHCKOIO KJIETOYHOIO MPOJYKTa, B
cllydae MPUHSTUS YIIOJTHOMOYEHHBIM (PefiepaibHBIM OPTraHOM UCIIOJTHUTEILHOM
BJIACTH PEIICHUS O MOBTOPHOM MPOBEJACHUH OMOMEIUIIMHCKON SKCIEPTU3BI
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WJIM) ITUYECKON SKCIEPTHU3bI B
COOTBETCTBUM €O cTarbeil 22 Hactosimero ®denepanbHoro 3akoHa. Cpok
roCyJIapCTBEHHON perucTpanuu OWOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa
UCUYUCIIACTCS CO JIHS TPUHITUS YHNOJHOMOYEHHBIM (eJepaibHbIM OpPraHOM
VCIOJIHUTEIIBHOM BJIACTH 3asBIIEHUA O TOCYJAPCTBEHHOW pPErucTpauu
OMOMEIUIIMHCKOTO KIIETOYHOTO TPOJYKTAa C MPHIOKEHUEM HEOO0XOIUMBIX
JOKYMEHTOB  JO JHS  BBIJJAYM  PETUCTPALIMOHHOTO  yJIOCTOBEPEHMS
OMOMEUIIMHCKOTO KJIETOYHOTO MPOJIyKTa. Bpemsi nmpoBeneHus: KIMHUYECKOTO
UCCIIeA0BaHUsI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa HE YUYUTHIBACTCA TIPU
UCYUCIICHUH CpOKa TOCYIAapCTBEHHOM perucTpanu  OUOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA.

5. He nonyckaercs rocyiapCTBEHHasi pErMCTPaLIUs:
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1) pa3nuyHbIX ~ OMOMEIUIIMHCKUX  KJIETOYHBIX  MIPOJYKTOB MO
OJIMHAKOBBIM TOPTrOBbIM HANMEHOBAHHUEM;

2) ogHOTO OMOMEIUUMHCKOIO KIJIETOYHOTO MPOAYKTa, BBITYCKAEMOIO
MPOU3BOJMUTENEM TMOJ Pa3TUYHBIMU TOPrOBBIMM HAWMEHOBAHUAMHU H
IPEACTABICHHOIO Ha TOCYAApCTBEHHYIO PETHCTPALMIO B BHUJIE ABYX M Oolee
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB.

6. YIOTHOMOUYEHHBIM (peiepaabHbIM OPraHOM UCIOJIHUTENILHON BIIACTU B
YCTAaHOBJIEHHOM UM TMOpSAKE MO  3ampocy cyObekra  oOpamieHus
OMOMEUIIUHCKUX KJIETOYHBIX MPOJYKTOB (B MUCHbMEHHOW WJIM 3JIEKTPOHHOU
dbopme) narTCcs Pa3bACHEHUs] TOJOKEHUN JOKYMEHTAIlUU, CBA3aHHON C
rOCyJJapCTBEHHOM  pPETHCTpAIlMEld, a TakkKe C JOKIMHUYECKUMH U
KIIMHUYECKUMU UCCIICIOBAHUSIMU OMOMEIUITMHCKUX KJIETOYHBIX MPOTYyKTOB.

Cratps 12. Ilogaya u paccMOTpeHMe 3asiBJICHUN O TOCYIapCTBEHHOM

perucrpanuu OMOMeIMIMHCKOI0 KJIETOYHOI0 MPOAYKTAa
U NpeacTaBJ/IieHHe HE00X0AUMBbIX IOKYMEHTOB

1. Insi rocy1apCTBEHHOW pEerucTpalvd OMOMEIUIIMHCKOTO KIIETOYHOTO
OpOJyKTa pa3pabOTYMK OMOMEIUIIMHCKOTO KJIETOYHOrO0 MPOAYKTa WJIU
YIOJIHOMOYEHHOE WM JPYroe MOpHAWYECKOE JMLOo (Jajee - 3asBUTENb)
MPEACTABISIET B YIOJHOMOYEHHBIN (eaepanbHblii OpraH MCHOTHUTEIHHOM
BJIACTU 3asBJICHUE O TOCYAAPCTBEHHOW perucTpanu OUOMETUIIMHCKOTO

KJICTOYHOTI'O ITPOAYKTA, a TAKIKC B IIOPAAKE, YCTAHOBJIICHHOM YIIOJIHOMOYCHHBIM

dbenepabHBIM OPraHOM HCIOJHUTEIBHON BIIACTH, IMOATAIHO HEOOXOJIUMBIC
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JOKYMEHTBI, W3 KOTOPBHIX (QOopMHUpPYyeTCs PETHCTpAIlMOHHOE JOChe Ha
OMOMEUITMHCKUN KJIETOYHBIN MPOYKT (J1ajiee - PErUCTPAIMOHHOE JJOChE).

2. B 3agBieHHH O TOCYAapCTBEHHOW pErucTparud OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTa YKa3bIBAIOTCH:

1) HauMeHOBaHUE U aJApec MECTOHAXOXJEHUS 3asBUTENS H (WJIN)
MPOU3BOAUTENST OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, aJapec MecTa
OCYIIECTBIIEHHUS MPOU3BOJICTBA OMOMETUIIMHCKOTO KJIETOUYHOIO MPOAYKTA;

2) HaMMEHOBaHUE OMOMEIUITUHCKOTO KJIIETOUYHOIO MPOYKTa;

3) nokaszaHus K IPUMEHEHUIO OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTa;

4) peKBU3UTHI  JOKYMEHTa,  MOATBepXkAaroniero  ¢GakT  yIuiaThl
roCyJapCTBEHHON TOLUIMHBI 32 TPOBEACHHE OSKCHEPTU3bl 0E€30MacHOCTH
OMOMEUIIMHCKOTO KJIETOYHOTO TPOJYKTa, HKCHEPTU3bl JTIOKYMEHTOB JIJisi
MOJYUYCHHUS] Pa3pelieHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIIEeI0OBaHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M ATHYECKOM OKCHEPTU3BI TPH
oOpalieHMu 3a  TOCYJAapCTBEHHOM  perucrpainuet  OuoMeAUIIMHCKOIO
KJIETOYHOT'O MPOJYKTA;

5) peKBU3UTHI  JOKYMEHTa,  MOJTBEpXKJIamomero  (Gakr  yrjaaThl
roCyJapCTBEHHON TIONIIMHBI 3a MPOBEJACHUE OHKCIEePTU3bl dPPEKTUBHOCTH
OpUMEHEHHUS OMOMEIMIIMHCKOTO KJIETOYHOIO TMPOAYKTa M  SKCHEPTHU3BI
OTHOIIICHUSI OXXKHUJIA€MOM TMOJB3bl K BO3MOXHOMY PHCKY IPUMEHEHUS

6I/IOM€I[I/II_[I/IHCKOFO KIICTOYHOI'O IIPOAYKTA, B OTHOIICHHNH KOTOPOI'O IIPOBCACHBI
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MEXKIyHApOJAHbIE MHOTOIIEHTPOBBIE KIMHUYECKHUE HCCIIEAOBAHUS, YacTh U3
KOTOPBIX ITpoBeAcHa B Poccutickoit denepannu;

6) pEeKBU3UTHl JIMIIEH3UM HA OCYUIECTBIICHUE JEATEIIbBHOCTH 0
MPOU3BOCTBY OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

3. Peructpanuonnoe qocke (popMupyercst U3 CIeayomnX J0KyMEHTOB:

1) cnerudukarus 6MOMEAUITTHCKOTO KIETOYHOTO MPOYKTa;

2) IOKYMEHT, COJEpXalluil CBEJEHUS O I[IOKa3aTelsiX KadecTBa
JIEKQpCTBEHHOTO TIpernapaTa U BCIIOMOTaTEIbHbBIX BEIIECTB, UCIOIb3YEMbIX MPU
MIPOU3BOJICTBE OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB;

3) OpOeKThl ~ MAKETOB  IEPBUYHOM  yNAKOBKM W  BTOPUYHOH
(MOTpeOUTENHCKOM) YITAKOBKH OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

4) otuer 0 MIPOBEJICHHOM JTOKJIMHUYECKOM UCCIIeIOBAHUU
OMOMEUIIMHCKOTO  KJIETOYHOrO  MPOJYKTa,  COAEpXKAllUuil  ONHCaHue,
pe3yJIbTaThl U CTATUCTHUYECKUW aHAINA3 PE3yJIbTATOB 3TOT0 JTOKIMHUYECKOTrO
UCCJIEI0BAHMUS;

5) NpoeKT MpOTOKOJIa KIMHUYECKOTO0 HCCIAETOBAHUS OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJYKTA;

6) IPOEKT perjiaMeHTa MPOU3BOJICTBA OHMOMEAUIIMHCKOTO KIIETOYHOTO

MPOJIYKTA;
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7) uHGOPMAIMOHHBIA JIUCTOK MaIlMeHTa - JOKYMEHT, COJEp Kalluil B
JOCTYIHOUN (popMe MHPOpMaIMIO, KACAIOIIYIOCS MTPOBOJAUMOTO KIMHUYECKOTO
HCCIIeIOBAaHUST OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa, €ro IeNH, IJIaHa W
BO3MOXXHBIX PHUCKOB MCCJIEJOBAHUS, COCTaBa OMOMEIMITMHCKOTO KJIETOYHOTO
MPOAYKTa, a TaKXKe COJepkKalluidi B MUCbMEHHON (Qopme UHPOPMUPOBAHHOE
100pOBOJILHOE COTJIACHE IMAIlMEHTa HA YYacTHE B KIMHUYECKOM HCCIIEIOBAaHUN
MOCJ€ O3HAKOMJIGHHSI C OCOOCHHOCTSAMH €ro IIPOBEJCHUS, HMEIOIIUMU
3HAYEHHUE JJIS1 BBIPAKEHUS TAKOTO COTJIACHUS;

8) uadopMaIs O CTPaxOBBIX BbIIIATAX IMAIlMEHTaM, MPUBJICUYCHHBIM K
MPOBEJICHUIO KIMHUYECKOTO HCCICIOBaHUS OMOMEIUIIMHCKOTO KIIETOYHOTO
MPOAYKTA;

9)oTtyeT 0  pe3yiabTaraX  MEXKIYHApOIAHBIX  MHOTOIIEHTPOBBIX
KJIIMHUYECKUX UCCIICIOBAaHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, YacTh
13 KOTOPBIX ITpoBeaieHa B Poccutickont denepannu;

10) mpoekT  WHCTPYKIMH IO  NPUMEHEHUIO  OWOMEIMIIMHCKOTO
KJIETOYHOTO MPOJIYKTA, COACPIKAIIEH CIETYIONINE CBEACHHUS:

a) HAMMEHOBaHKE OMOMEIUITMHCKOTO KJIETOYHOTO MPOYKTa;

0) TM OWOMEIUIIMHCKOTO KJIETOYHOTO MPOAyKTa (ayTOJIOTHYHBIN,

aJUIOT€HHBIA, KOMOMHUPOBAHHBIN );
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B) HAMUMEHOBAHUSI U KOJIMYECTBEHHOE CoJiepKaHue (hapMarleBTUUECKUX
CcyOCTaHIIU, JIEKAPCTBEHHBIX CPEJACTB U BCLIOMOTATENIbHBIX BEIIECTB B COCTaBE
OMOMETUITMHCKOTO KJIETOYHOTO IIPOIYKTa;

I') HAUMEHOBAHUS MEIUIIMHCKUX M3JICIIUM B COCTaBEe OMOMEIUIIMHCKOIO
KJIETOYHOI'O MPOJYKTa;

1) TOKa3aHUsl K MPUMEHEHUIO;

€) MPOTUBOTIOKA3aHUsI K MPUMEHEHUIO;

K) pSKUM M CIIOCOO TIPUMEHEHUS OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA, TPOIOTAKUTEILHOCTD JICUCHHUS;

3) MEPBl TPEJAOCTOPOKHOCTH TMPH TPUMECHEHUHU OHOMEIUITMHCKOTO
KJIETOYHOT'O MPOJYKTa;

1) yKa3aHue npu HEOOXOIUMOCTH 0COOEHHOCTEN JIENCTBUA
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa IIPU MEPBOM €T0 TPUMEHEHUU;

K) BO3MOYKHBIE 1MOOOYHEBIE e CTBUS npu MIPUMEHECHU U
OMOMEUITMHCKOTO KJIETOYHOTO TIPOIYKTa;

J) COYETaeMOCTh ¢ MHBIMHU BHUJAMH JICUSHMS, BKJIIOYAS COYETAEMOCTDH C
JIEKapCTBEHHBIMU TIpernapaTaMu, APYTMMU OHOMEIUIIMHCKUMH KJIETOYHBIMU
MPOAYyKTaMH, a TAaK)KE MUILEBBIMUA MPOIYKTAMM;

M) CPOK  TOJAHOCTM M  yKa3aHHE€ Ha  3alpeT  MNPUMEHCHHS

6I/IOM€I[I/II_[I/IHCKOFO KJICTOYHOTI'O IIPOAYKTA IO UCTCUCHUH CPOKa 'OAHOCTH,
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H) OCOOCHHOCTH TIPUMEHEHHsSI JUIs JeTed, OEpEeMEHHBIX JKEHIIUH U
JKCHIIIMH B IEPUOJI JTaKTallUH;

0) JaHHBIE O CTA0MILHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

1) YCIIOBUS XpaHEHUs OMOMEAUIIMHCKOTO KIETOYHOTO MPOIYyKTa;

11) nokyMeHTBI, TpEACTaBIsIEMbIE B COOTBETCTBHMM €O CTaTbeil 21
Hactosiuero PenepabHOrO 3aKOHA.

4. 3agBuTeNb BIpaBe IO COOCTBEHHON WHHUIIMATUBE MPEICTABUTH
JOKYMEHT, TOATBEPX AN (PakT yruiaThl TOCYJIapCTBEHHON MOILIWHBI 3a
MPOBEJICHUE SKCHEPTU3bl OE30MACHOCTH OMOMEAUIIMHCKOTO KIJIETOYHOIO
MPOAYKTA, DOKCIEPTU3bl JOKYMEHTOB [UIA I[IOJYYEHHS pa3pelICHUs Ha
MPOBEJCHUE KIMHUYECKOTO HCCIEAOBaHUS OWOMETUIIMHCKOTO KIJIETOYHOTO
MPOAYKTAa U ITUYECKOM SKCHEPTHU3BI, JOKYMEHT, MOATBEPKIAOIINN YILIATY
roCyJIapCTBEHHOM TMOUUIMHBI 3a MPOBEJAEHUE SKCHepTu3bl 3(HPEKTUBHOCTU
NpUMEHEHNUS OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTa M  OKCHEPTHU3BI
OTHOILLIEHUS OXKHUIAEMOM TMOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
OMOMEUITUHCKOTO KJIETOYHOTO MPOJYyKTa, B OTHOIIIEHUH KOTOPOTO MPOBEICHBI
MEXIYHApPOJAHBIE MHOTOIEHTPOBBIE KIMHUYECKUE HCCICIOBAHUS, YacThb W3
KOTOpBIX TpoBefieHa B Poccuiickoit @eaepanuu, Tpu oOpalieHud 3a
roCyJapCTBEHHON perucrpanueidl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.
B cnydae wHenpeacTaBieHUs YKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIN

denepanbHblid OpraH UCIOJHUTENIBHOW BJIACTH MpoOBepsAeT (aKT YIUIaThl
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roCyJapCTBEHHOW TONUIMHBI HAa OCHOBAaHWM TMPEJCTABICHHBIX 3asiBUTEIEM
PEKBU3UTOB JOKYMEHTOB, MOJATBEPKIAONIUX €€ YIUIaTy, C HCHOJIb30BAHUEM
nHpopmaruu 00 yIIaTe TOCYJApCTBEHHOW TONUIMHBI, COACp)KAIIeHcs B
['ocynapctBeHHON HMHGOPMAIIMOHHOM CHCTEME O TOCYJAapCTBEHHBIX W
MYHUILMITATBHBIX IJIaTEXKAaX.

5. He pomyckaroTcsi mMOJMy4YEHHE, pa3rjalleHue, WCIOJIb30BaHUE B
KOMMEpPUYECKHX LEJIsIX © B ILEIIX TOCYAapCTBEHHOW  PErucTpaiuu
OMOMEUIIMHCKUX KJIETOUHBIX MPOAYKTOB HHQpOpMaIMu O pe3ysbTarax
JTOKJIWHUYECKNX M KIMHUYCCKUX HCCICIOBAHNN OMOMEIUITMHCKUX KJICTOUYHBIX
MPOJIYKTOB, MIPEICTABJIECHHON 3aABUTEJIEM JJISl TOCYJAapCTBEHHOW PErUCTpalliu
OMOMEUITMHCKUX KJIIETOYHBIX MPOJYKTOB, O€3 corjiacus 3asBUTENSA B TEUCHUE
IIECTA JIET CO JHS TOCYJapCTBEHHOW perucrpanud OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA.

B Poccuiickoit denepannun 3aMpenacTcs HCIIOJIb30BaHUEC
OMOMEIUIIMHCKUX  KJIETOUHBIX  IPOAYKTOB,  3apETUCTPUPOBAHHBIX  C
HapyIlIeHueM TpeOOBaHUM, YCTAHOBJICHHBIX HACTOSIIIECH YacThIO.

Hecobmoienue 3amnpera, yCTaHOBJIIEHHOT'O HACTOSIIEH YacThlo, BJICUET 3a
co00lf OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOHATEILCTBOM Poccuiickoit

denepanum.

3 3AKOHOITPOEKT Ne 717040-6



32
Crares 13. IlpuHsiTHe pelIeHHUs 0 BbIAa4e IKCIEPTHOMY
YUYPeKIEHUIO M COBETY IO ITHKeE 3aIaHUd HA MIPOBe/IeHNE
IKCNMEPTHU3 OMOMEINIIUHCKOT0 KJIETOYHOI0 NMPOXYKTAa

1.B Tedenwe mnATH pabouMx MOHEH CO JHS TPUHATHS 3asSBICHUS
O TOCYJAapCTBEHHOM PETUCTPAIIMU OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
YIIOJTHOMOYEHHBIN (he/iepalbHbld OpraH HCIOJHUTEIBHOW BIACTU MPOBOJIUT
MPOBEPKY TMOJHOTBI M JIOCTOBEPHOCTH CBEACHUW, COAEpXKaIIUXCS B
MPEJICTABICHHBIX 3asSBUTEJIEM JIOKYMEHTaX, U MIPUHUMAET PELICHUE O BblJaue
3a/1aHus Ha MIPOBE/ICHUE:

1) OMOMEeIUIIMHCKOM ~ AKCHEePTU3bl  OMOMEIUIMHCKUX  KJIETOYHBIX
OPOIYKTOB B  YacTH  DKCIEPTU3bl  0€30MacHOCTH  OMOMEIUIIMHCKOTO
KJICTOYHOT'O MPOJyKTa, BKIIOYAs HKCHEPTHU3Y COCTaBa OOpas3IOB U METOJIOB
KOHTPOJIS KadyecTBa OWOMEIUIIMHCKUX KJIETOYHBIX MPOIAYKTOB, SKCIEPTHU3BI
JOKYMEHTOB JJIsl TIOJIyYEHHUs] pa3pelieHUs] Ha TMPOBEJCHHE KIMHUYECKOIO
UCCJIEOBaHUS OWOMEIUIIMHCKOTO KJIETOYHOTO TPOAYyKTa ¢ ITHUYECKOU
SKCIIEPTU3bl HA OCHOBAHWU JOKYMEHTOB, YKa3aHHbIX B mNyHKTax 1, 3-8, 10
yactu 3 ctatbu 12 HacTosiero denepaibHOro 3aK0HA;

2) OMOMEIUITUHCKOM ~ AKCIEPTU3bl  OMOMEIUIIMHCKUX  KJIETOYHBIX
OPOJYKTOB B YacTU  OJKCHEpPTU3bl  3PPEKTUBHOCTH  MPUMEHEHHS
OMOMEUIIMHCKOTO  KJIETOYHOTO TMPOJAYKTa U  OIKCHEPTU3Bl  OTHOIICHUS

OKHUJIa€MOM TOJIb3bl K BO3MOXHOMY PHUCKY MPUMEHEHUS OMOMEIUIIMHCKOTO

KJICTOYHOI'O IIPOAYKTA, B OTHOIICHHWHU KOTOPOTO HPOBCACHBI MCKAYHAPOIHLIC
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MHOTOIIEHTPOBbIE KIIMHUYECKUE HCCIEIOBAHUS, YACTh U3 KOTOPHIX IPOBEJICHA
B Poccuiickoii ®enepanun, Ha OCHOBAHMM JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1 - 5,9 u 10 yactu 3 cratbu 12 Hacrosmero deaepaibHOro 3aKOHa.

2. YIOJIHOMOYEHHBIH (pefepasibHbIM OpraH HCIOJHUTEIbHOM BJIACTH
YBEIOMJIIET B MNHUCBMEHHON ¢opme 3asiBUTENISI O NPUHATOM PEUICHUH,
a B CIIy4ae OTKa3a - C yKa3aHUEM MPUYUH TAKOTO OTKa3a.

3. OcHOBaHMEM [UJIs1 OTKa3a B OpPraHW3alld SKCIEPTU3, YKa3aHHBIX
B 4aCTH | HacCTOAIIEH CTaThU, SIBJISETCS:

1) npencraBieHue B HEMOJHOM OO0bEME JIOKYMEHTOB, Ha OCHOBAaHUU
KOTOPHIX B COOTBETCTBMHU C YacThiO | HACTOSIIEN CTaTbu MPOBOMASTCS
AKCHEPTU3BI, MU JOKYMEHTOB, COJIEPKAIIUX HEIOCTOBEPHBIE CBEIACHNS;

2) orcyrctBUe  MH(pOpMaALMK, TNOATBEpXKIAKOIMIEH  (pakT  yruiaThbl
roCyJIapCTBEHHOM TMONUIMHBI 33 MPOBEJACHUE SKCIEPTU3bl 0€30MaCHOCTU
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, SKCHEPTU3bl JOKYMEHTOB IS
MOJYYEHHS] Pa3pelIeHUs] Ha MNPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUS
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOAYKTAa M 3TUUYECKON IKCIEePTU3BI, a TaKkKe
roCyJIapCTBEHHOM TMOUUIMHBI 3a MPOBEJAEHUE SKCIepTu3bl 3(QPEKTUBHOCTU
NpUMEHEHNUS OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTa M  OKCHEPTU3BI
OTHOLIEHUS OXKHUIAEMOM TMOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
OMOMEUITUHCKOTO KJIETOYHOTO MPOJYyKTa, B OTHOIIIEHUH KOTOPOTO MPOBEICHbI

MCKAYHAPOAHBIC MHOTI'OLCHTPOBLIC KIMHHUYCCKUC HCCICAOBAHUA, 4YaCTb U3
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KOTOpBIX TIpoBeneHa B Poccuiickoit dDeneparnuu, 0pu  oOpalieHUUd 3a
rocyJIapCTBEHHOM perucrpanuein OMOMeAUIIMHCKOTO KJIETOYHOTO NPOIyKTa.
Cratbs 14. DenepajibHOE rocyJapcTBEHHOE OIOMKETHOE
yUYpesKIeHue M0 NMPoBeJIeHNI0 0MOMeTULIMHCKOMN
JIKCNEPTHU3bI OMOMEINIIUHCKUX KJIETOYHBIX IPOIYKTOB
1. bBuoMenunuHCckass ~ 3KCHepTU3a  OMOMETUIMHCKUX  KJIETOYHBIX
MPOJAYKTOB TMPOBOJAUTCS  elepadbHBIM TOCYAapPCTBEHHBIM  OIOJKETHBIM
YUpEKICHUEM, HAXOJAIMMMCS B BEACHHUU YIOJHOMOYEHHOTO (eepaabHOro
OpraHa UCIOJHUTEILHOW BJIACTH, CO3JaHHBIM B COOTBETCTBUU CO CTaTheu 15
®enepanbHoro 3akoHa ot 12 ampens 2010 roma Ne 61-d3 "O6 obOparieHun
JIEKapPCTBEHHBIX CPEJCTB", MIsI 00ECIeUeHUs] UCIIOTHEHHS TMOJTHOMOYHUN 3TOTO
dbeneparbHOr0 OpraHa Io BbIJIaue pa3penieHu Ha MPOBEJCHHE KIMHUYECKUX
UCCIICIOBAaHUN OMOMEJUIIMHCKUX KJIETOYHBIX MPOAYKTOB H (WJIU) MO
roCyJIapCTBEHHOM pErucTpaluv OMOMEIUIIMHCKUX KJIETOUYHBIX MPOIYKTOB
(manee - SKCIEPTHOE YUPEKICHUE).
2. @opMUpOBaHUE TOCYJAPCTBEHHOTO 3aJaHusl MO  IMPOBEIACHUIO
OMOMEUIIMHCKON HJKCIEePTU3bl OUOMEIUIIMHCKUX KIJIETOYHBIX IMPOJAYKTOB
AKCHEPTHOMY YUPEKJCHHI0 M (DMHAHCOBOE OOECIEUECHHE BBIMOJHEHHS 3TOTO

3alaHHA OCYIICCTBIIAKOTCA B IMOPAAKEC, YCTAHOBJICHHOM 3aKOHOAATCIbCTBOM

Poccuiickon denepanuu.
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Crates 15. Opranusanusi npoBeaeHuss OMOMeINIIUHCKOI
IKCNEPTU3bI OMOMEINIIUHCKUX KJIETOYHBIX IPOYKTOB
B LeJIAAX UX IOCYyIapPCTBEHHOM perncrpanuu

1. buomeumHcKas AKCIIEPTH3A OMOMEIUIIMHCKUX KJI€TOYHBIX
MPOAYKTOB MPOBOAUTCS KOMHCCHUEW SKCIEPTOB SKCIEPTHOTO YUPEKICHHUS,
HA3HAYCHHOM PYKOBOJHUTEIEM 3JKCHEPTHOTO YUYPEKICHUS, HAa OCHOBAHUU
3aIaHUsI Ha TIPOBEJICHUE OMOMEIUIIMHCKON HKCHEPTU3Bl OHOMEIUIIMHCKHUX
KJICTOYHBIX TIPOJIYKTOB, BBIJAHHOT'O YIIOJHOMOYEHHBIM (DeiepaibHbIM OpraHOM
WCTOJIHUTEIIbHON  BJAacTU. PYKOBOJIUTENb  3KCHEPTHOIO  YUPEKICHUS
obOecrieunBaeT HaJIexkallee IMpoBEACHUE OHOMEIUIIMHCKON AKCIEpPTU3bI
OMOMEIUIIMHCKUX KJIETOYHBIX IPOJAYKTOB B COOTBETCTBHHM C 3aJIaHUEM,
BBIJJAaHHBIM ~ YIIOJTHOMOUYEHHBIM  (pe/iepaibHbIM OpPraHOM HCIOJHUTEIbHOU
BJIACTH, W OPraHU3yeT IMOJrOTOBKY CBOJHOIO 3aKIIOYEHHUS KOMHUCCUU
AKCIIEPTOB AKCIIEPTHOTO YUPEKJICHUA. B COCTaB TaKOM KOMUCCUU MO PEUICHUIO
PYKOBOJIUTEIISI SKCIIEPTHOTO YUPEKISHHUSI MOTYT OBITh BKJIFOUEHBI B KAUECTBE
AKCIEPTOB JIMIIA, HE PA0OTAIOIINE B 3TOM DKCHEPTHOM YUPEKICHUH, €CIIU HX
CIeIMAIbHBIE 3HAHUS HEOOXOIAUMBI IS MPOBEICHUS DKCIEPTU3bI U TaKUE
AKCIIEPTHI OTCYTCTBYIOT B 3TOM 3KCIIEPTHOM YUPEKICHUU.

2. Ilpu mpoBeneHUH OMOMEIUIIMHCKONW SKCIEPTHU3bI OMOMETUITMHCKUX
KJICTOYHBIX TPOJAYKTOB JKCHEPT HE BIPABE CAMOCTOSITEILHO HCTPEOOBATH

y 3asBUTENS JIOKYMEHTHI (Marepuayibl), HEOOXOAUMBIE [Jii IIPOBEICHUS

OKCIICPTHUILI. B clIydac HCAOCTATOYHOCTH IPCAOCTABJIICHHBIX JKCIICPTY
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JOKYMEHTOB (MaTepHualioB) JJIsl Jauu 3aKJIIOUEHUsS SKCIIEPT BIpaBe MOCTABUTH
BOIPOC O TMPEJOCTABICHUM HUX €My IMepell PYKOBOJMUTEIEM SKCIEPTHOTO
YUIPEKICHUS, KOTOPBIM oOpamiaercsi ¢ mpochb00i 00 3TOM B YIOJHOMOYCHHBIN
dbenepaibHBIA  OpraH UCIMOJHUTENIBHOW BIACTH, BBIJABIIMK 3aaHUE Ha
MPOBEJICHHE OUOMEIUIIMHCKON SKCIEPTU3bl OUOMEIMIIMHCKUX KIETOYHBIX
MPOYKTOB. YTIOJTHOMOYEHHBIN (eepaibHbId OpPraH UCTIOJHUTEIHHON BIACTH
B TEUEHHWE MATH pabouyuMx JHEW  HampaBisIeT  3asgBUTENIO  3ampoc
O TIPEJAOCTABJICHUMN JIOMOJHUTEIIBHBIX JIOKYMEHTOB (MarepuaiaoB) U (WIM)
HEOOXOJAMMBIX JAHHBIX B JJIEKTPOHHOM WM MNUCbMEHHOW (dopme ¢
YBEIOMJIEHHUEM O €T0 MOJy4YeHUHU. 3asiBUTENb 0053aH B CPOK, HE MIPEBBIIIAIOIINAN
HIECTUJIECATH PaOOYUX JHEW CO JHS TOMYyUEHHs 3arpoca YHOJIHOMOYEHHOTO
dbenepayibHOTO OpraHa MCIOJHUTEILHON BJIACTH, MPEIOCTABUTH 3aIIPOIICHHBIC
JOKYMEHTHI (MaTepuayibl) U (UJIM) HEOOXOJUMBIE JaHHbIE JTMOO 00OCHOBATH
HEBO3MOXKHOCTh MX MpeocTaBiIeHus. Bpems co qHs oTIpaBieHus 3ampoca 1 10
MOJIyYeHUST  YTIOJTHOMOYEHHBIM  (peiepaibHbIM OPraHOM — HCIIOJHUTENBHOM
BJIACTH OTBETA 3asBUTEJIA HA 3allpOC HE YUYMUTHIBACTCS MPU UCUYUCICHUHM CPOKa
roCyJJapCTBEHHOM perucTpanuyu OMOMEAUITMHCKUX KJIETOYHBIX MTPOTYKTOB.

3. Pesynbrarel  OMOMEIUIIMHCKOM  JKCHEPTU3bl  OMOMEIUIIMHCKUX
KJIETOYHBIX MPOIYKTOB OMOPMIISIOTCS 3aKIIOUEHHEM KOMUCCHHM JKCIIEPTOB
AKCTIEPTHOTO YUPEKJICHUS. B 3aKIIFOUYEHUH KOMUCCUU DKCIIEPTOB SKCIEPTHOTO

VUPEXKJICHUST YKa3bIBAIOTCS NEpPEUYEHb MCCIEI0BaHUNA, O0BEM MPOBEJACHHBIX
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KaXJIbIM DKCIIEPTOM HCCIICIOBAHUMN, YCTAHOBJICHHBIE KaXbIM U3 HUX (DAKTHI U
CIEJaHHbIE B PE3yJIbTaTe MCCIEIOBAHUIN BBIBOJIbI. DKCIEPT, MHEHHUE KOTOPOTO
HE COBMNAJAET C PEUICHUEM KOMMCCHUHU 3KCIEPTOB SKCIEPTHOIO YUPEKICHUS,
BIIPAaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHON (hopMe, KOTOPOE MPUOOIAETCs
K 3aKJIFOUCHHIO KOMHUCCHH 3KCIIEPTOB.

4. DKcrnepThl, BXOASIIUME B COCTAB KOMHUCCHUHM SKCIEPTOB SKCHEPTHOTO
YUpPEKIEHUSA, MPEAYNPEkKIAIOTCI 00 OTBETCTBEHHOCTHU B COOTBETCTBUHU C
3akoHomarenbCcTBOM  Poccuiickoi  @Penepanuu  3a  Jady  3aKJIKOYEHUS,
COJIEpIKAIETO0 HEOOOCHOBAaHHBIE WM (HaTbCU(UIIMPOBAHHBIE BBIBOJBI, O YEM
OHM JAIOT MOJIIKCKY.

5. Onpenenenrie ypoBHsS NPO(PecCHOHATBHON MOJATOTOBKH 3KCIEPTOB U
aTTecTalMsi HUX Ha TPaBO TMPOBEACHUS OUOMEIUIIMHCKON SKCIEPTU3BI
OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTOB OCYIIECTBISIOTCA 3KCIEPTHO-
KBAUTU(UKAIIMOHHBIMA ~ KOMHUCCHUAMH B TOPSJKE, YCTAHOBIICHHOM
YIOJIHOMOYEHHBIM (heJiepaibHbIM OPraHOM HCIIOTHUTENBHOM BIACTH. Y POBEHB
npoheCCUOHAIbHON ~ MOJATOTOBKM  DKCHEPTOB  MOJJICKUT  MEPECMOTPY
YKa3aHHBIMU KOMHCCHUSIMHU HE PEXKE YEM OJIMH Pa3 B MSATH JIET.

6. [IpaBuiia MIPOBEICHUSA OMOMETUITMHCKOU AKCTIIEPTU3BI
OMOMEIUIIMHCKUX KIJIETOYHBIX MPOAYKTOB M (opMa 3aKIIOUYEHHUS] KOMUCCHU
AKCIEPTOB SKCIEPTHOIO YUPEKJEHUSI YCTAHABJIMBAIOTCSA YIOJIHOMOYEHHBIM

(dhenepabHBIM OpPraHOM UCIIOJHUTEILHON BIACTH.
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Crares 16. TpeOoBanus, npeabsB/sieMble K IKCIIEPTAM NIPH
NpoBeJAeHNH OMOMETUIIMHCKOMH IKCIIEPTH3bI
OMOMEIUIIMHCKHUX KJIETOYHBIX POAYKTOB, IPaBa
U 00S13aHHOCTH IKCIIEPTOB

1. OkcriepToM MO  MPOBEACHUIO  OMOMEIUIIMHCKOW  AKCIEPTHU3BI
OMOMEUIIMHCKUX KJIETOUYHBIX MPOAYKTOB SIBJISICTCS aTTECTOBAHHBIN PaOOTHUK
AKCHEPTHOTO  YUYPEXKJCHUS, KOTOPbIA HMMEET BBICIIEE MEIUIIMHCKOE,
dbapmaleBTHUEeCKOe, BETEpUHAPHOE, OMOJOTUYECKOEe WM  XUMHYECKOE
oOpa3zoBaHue, o0JafgaeT HEOOXOAMMBIMHU 3HAHUSIMHU U OMNBITOM U TMPOBOAUT
OMOMEUITUHCKYI0 JKCHEPTU3Y OMOMEIUIIMHCKUX KIJIETOYHBIX MPOJYKTOB B
MOPSJIKE UCTIOJTHEHUS] CBOMX JIOJKHOCTHBIX 00sI3aHHOCTEH.

2. Ilpu mpoBeneHUN OUMOMEAMITMHCKOW SKCHEPTH3bl OMOMEIUIIMHCKUX
KJIETOYHBIX TPOAYKTOB SKCHEPT HE MOXKET HAXOIUThCSI B KaKOU-IHOO
3aBUCUMOCTH OT JIMIla, HA3HAYMBIIETO ATy JKCHEPTU3Y, WIM APYTUX JIHII,
3aMHTEPECOBAHHBIX B pe3yJbTaraXx  OUMOMEIUIMHCKOW  AKCHEPTHU3bI
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB.

3.0kcnepT  NpuU  NOPOBEACHUU  OMOMEIUIIMHCKOM  DKCIEPTHU3bI
OMOMEUIIMHCKUX KJIETOUHBIX MTPOJTYKTOB 00s13aH:

1) mpoBecTH TMOJHOE WCCIEIOBAHUE TMPEICTABICHHBIX €My OOBEKTOB,
MaTepuaioB, METOJOB KOHTpPOJs O€30MacHOCTH, JaTh OOOCHOBAaHHOE W

OOBEKTUBHOE 3aK/IIOUECHHE II0 ITOCTABJICHHBIM nepea HUM BOIIpOCaM HIIN

MOTHUBHPOBAHHOC 3aKJIFOUYCHUC 0) HCBO3MOKHOCTH IIPOBCACHUA UM
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OMOMEUITUHCKON SKCIIEPTU3bl OMOMETUIIMHCKUX KJIETOYHBIX MTPOIYKTOB, €CIU
MOCTABJICHHBIE BOMIPOCHI BBIXOJIAT 3a MPEJIEIbl CIIEHHATIBHBIX 3HAHHUI IKCTEPTa,
O0OBEKTHI HCCIICIOBAHUN M MaTepHaibl HEMPUTOAHBI WM HEJIOCTATOYHBI IS
MPOBEICHUS UCCIEOBAHUM M Ja4M 3aKIIOUEHUS JTMOO COBPEMEHHBINH YPOBEHb
Pa3BUTHUSI HAYKU HE MO3BOJISIET OTBETUTH HA MOCTABJIECHHBIE BOMPOCHI;

2) He pasriamaTh CBEIIEHUS, KOTOPhIE CTaJIM €My H3BECTHBI B CBS3HU C
MPOBEJICHUEM OHMOMEIUIIMHCKOM JKCIEPTU3bl OMOMEIUIIMHCKUX KJIETOYHBIX
MPOAYKTOB, a TaKXKe CBEJCHUS, COCTAaBISIONIME TOCYJIapCTBEHHYIO,
KOMMEPUYECKYIO WM UHYIO OXPaHSIEMYI0 3aKOHOM TaiHY;

3) obecreunTh COXPAaHHOCTh MPEJICTABICHHBIX OOBEKTOB HCCIIEIOBAHHI
¥ MaTepUaJIOB.

4. DxcnepT He BIpaBe:

1) npoBOUTh ~ OMOMEAUIIMHCKYIO  JKCIEPTU3Y  OMOMEIUIIMHCKUX
KJIETOYHBIX TMPOAYKTOB IO OOpAIlEHUIO HEMOCPEACTBEHHO K HEMY
IOPUIMYECKUX WU (DU3NUECKUX JIHIL;

2) caMOCTOSITEILHO ~ cOOMpaTb  MaTepuajibl s IPOBEACHUS
OMOMETUITMHCKOM IKCIIEPTU3Hl OMOMETUITMHCKUX KIETOYHBIX TPOIYKTOB;

3) mpoBOAUTh  OMOMEAUIIMHCKYIO  JKCIEPTHU3y  OMOMEIUIIMHCKUX
KJICTOYHBIX TIPOJIYKTOB B KQ4ECTBE HETOCYaPCTBEHHOTO IKCIIEPTa;

4) IpoBOIUTH ~ KOHCYJbTAllMM B oOjactu  npodeccuoHaaIbHOU

ACATCIIBHOCTH BHC CJ'Iy}Ke6HOI‘O 3aJaHHs.
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5. B ciayyae HEoOXOAMMOCTH HKCIEPT BIpaBe XOJATalCTBOBATH IEpen
PYKOBOJMTENIEM JKCIIEPTHOTO YUYPEXKICHHS O IPHUBICYEHUHU K MPOBEICHHIO
OMOMEIUIIMHCKON 3KCHepTU3bl OMOMEIMIMHCKUX KIETOYHBIX MPOAYKTOB
APYTUX OHKCIEPTOB, €CIM UX CHEHHATbHbIE 3HAHUS HEOOXOIUMBI Jif
IPOBEACHUS OMOMEIUIIMHCKOM JKCIEPTU3bl OMOMEIMIIMHCKUX KIETOYHBIX
IIPOJTYKTOB.

6. Kaxaplii  sKkcmepr, BXOIALIIMH B COCTaB KOMHMCCHM 3KCIIEPTOB
AKCIIEPTHOTO YUPEKIEHUS, KOTOPOW MOPYUYEHO MPOBEACHHE OMOMEIULIUMHCKOM
JKCIEPTU3bl OMOMEIMIIMHCKAX KJIETOYHBIX MPOAYKTOB, HE3aBUCUMO U
CaMOCTOSTENIBHO ~ NPOBOJAUT  HCCIEAOBAaHUS, OLIEHWBAET  pE3yJIbTaThl,
NOJIyYE€HHbIE MM JIMYHO U JPYIMMH 3KCHepTaMu, U (OPMYJIHPYET BBIBOJBI
OTHOCUTEJIbHO ITOCTaBJIEHHBIX BOMNPOCOB B IMIpeleNiax CBOUX CIEUUATbHBIX
3HAHUU.

Crarpst 17. JTHYecKasi IKCIIEPTU3A

1. DTuueckas dKcnepTU3a MPOBOJUTCS B LIENSAX BbIIAYU 3aKIIOUEHHUS 00
TUYECKOM OOOCHOBAHHOCTH BO3MOXKHOCTH TMPOBEIECHHS KIMHUYECKOTO
UCCIIe0BaHUsl OMOMEIUIMHCKOTO KJIETOYHOTO MPOJIYyKTa COBETOM IO 3THKE,
CO3/IaHHBIM B TMOPSJIKE, YCTAaHOBJIECHHOM YIOJIHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIOJIHUTENbHON BIACTH.

2. DKkcriepTaMd  COBETa IO HJTHKE MOTYT OBIThb MpeACTaBUTEIU

MEJIUIIMHCKUX, HAy4YHbIX OpraHu3aiui, oO0pa3oBaTEIbHBIX OpraHu3alun
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BBICIIIETO 00pa30BaHMs, & TAKKE MPEJICTABUTENN OOIECTBEHHBIX OpraHU3allnii,
PEIUTHO3HBIX OpraHU3alui U CPEJICTB MACCOBOM MHGPOPMAILIUUA. DTU SKCIEPTHI
HE JOJKHBI HaXOJUThCS B KaKo-110o 3aBUCHMOCTH
OT 3asBUTENS W JIPYTHX JUIL, 3aMHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYECKOU
AKCHEPTHU3BL.

3. Omnara yciayr OSKCIEPTOB COBETa II0 JTHKE OCYIIECTBIACTCS Ha
OCHOBAaHHUH JOTOBOPA, 3aKIIOUYEHHOI0 MEKY YIIOJTHOMOYEHHBIM (heslepaibHbIM
OpraHoOM HCIIOJIHUTEJIbHOW BJIACTH, KOTOPBIM CO37aH COBET IO JTHKE, U
DKCIEPTOM COBETAa 1O ATUKE, 3a CYET OIO/PKETHBIX ACCUTHOBAHUM,
PEYCMOTPEHHBIX YIOJHOMOYEHHOMY beneparbHOMY oprany
UCIIOJIHUTENIbHOW BJIACTH, CO3JaBIIEMY COBET IO 3THKE, B (deaepaibHOM
Or0/KETe Ha COOTBETCTBYIONIIMI Troj Ha oOecledYeHUue €ro JAesITeIbHOCTH,
U B pa3Mepax, yctaHoBieHHbIX [IpaBurensctBom Poccutickon denepanuu.

4. DKcnepThl COBETA MO ATUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU
¢ 3akoHOHarenbCcTBOM Poccuiickon Denepanuu.

5. CocTaB coBeTa MO 3TUKE, MOJIOKEHHE 00 ATOM COBETE, MOPSJIO0K €ro
JEATEeNIbHOCTH, TPEOOBAHUS K KBATU(PUKAIIMU U OMBITY pabOTHI MO 3KCIEPTHOU
OLIEHKE HAyYHBbIX, MEAUIMUHCKUX W OSTHYECKUX AaCHEKTOB KIMHHUYECKUX
ucciae0BaHUN OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MPEAbSIBISEMbIE K
AKCIIEPTaM COBETA IO ATUKE, MOPSAJIOK OpraHU3aliy U MPOBEICHUS dTUYECKON

SKCHEPTU3bl, (opMa 3aKIIOUEHUsT COBETa MO HTUKE YCTAaHABJIMBAIOTCS
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YIOJIHOMOYEHHBIM (pesiepaibHbIM OPraHOM HUCIOJHHUTENIbHOW BiacTu. Yucio
IIPEACTABUTENEN MEIMIIMHCKUX W HAYYHBIX OpPraHM3allMii HE MOXKET
IPEBBIIATH MOJOBUHY OOIIEro YKciia IKCIEPTOB COBETA MO ATHKE.

6. Undpopmanusi 0 coctaBe coBeTa MO JTHKE, MJIAHAX €ro paboThl U
TEKyLlEed  JNEITENIbHOCTH  pa3Melaercs Ha  OQUIMAJIBHOM  CalTe
YIOJHOMOYEHHOTO  (peiepaibHOrO0 OpraHa MCIOJHUTENbHOM BJIacTH B
nH(pOpMaITMOHHO-TEIEKOMMYHUKAIMOHHON ceTtn "WHTepHer" (manee - ceTb
"MHTepHeT") B YCTaHOBJIEHHOM UM MOPSIJIKE.

7. DTH4ecKas 3KCHepTU3a, COCTABICHUE COBETOM IO ATHUKE 3aKJIFHOUYCHUM
O BO3MOXXHOCTM MM  HEBO3MOXHOCTHM  IIPOBEIACHUsS  KIMHUYECKOTO
UCCie0BaHUsl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M HAMPABICHUE dTUX
3aKJIIOYEHUN B YIOJHOMOYEHHBIM (penepanabHblii OpraH HCHOJHUTEIbHON
BJIACTU OCYIIECTBIISIFOTCS B CPOK, HE IPEBBILIAIOIINI CTa padOYUX JAHEHN CO IHS
MOJIyY€HUS COBETOM IO 3THUKE 3aJaHusl YNOJIHOMOYEHHOIro (QeaepanbHOro
opraHa MCHOJHUTEILHON BIACTH C MPHIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB,
yKazaHHbIX B TnyHKTax I, 3-8, 10 wyactm3 crarem 12 Hacrosmero
PenepanbHOTO 3aKOHA.

8. JIOKyMEHTBI, COJAEpXkaIhuecs B  PETUCTPALMOHHOM  JOChE H
IIOCTYIIUBIIKUE B COBET 110 3TUKE ISl OCYLIECTBICHUS ITUYECKON JKCIIEPTU3HI B

OCIAX IMOJIYUYCHHUSA Pa3pCHICHHA Ha IMPOBCACHUC KIIMHHUYCCKOI'O HCCICAOBAHHA
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OMOMEIUITMHCKOTO  KJIETOYHOTO  MPOAYKTa, TMOJAJIeXaT  BO3BpaTy B
YHOJTHOMOYEHHBIN (heepanbHbIi OpraH UCMOIHUTEIHHON BIACTH.
Crarps 18. Ilopsaok npoBeeHUs IKCHEPTH3HI 0€30MACHOCTH

OMOMEIUIIMHCKOT0 KJI€TOYHOI0 MPOAYKTA H IKCIEPTU3bI
JOKYMEHTOB /IJIsl IOJIy4YeHUsl pa3pelieHus Ha
NpoBe/ieHUe KIUHUYECKOT0 HCCJIeI0BAHUS
OMOMEMIMHCKOI0 KJIETOYHOI0 MPOAYKTA

1. buomenumuHckass ~ sKcnepTh3a  OMOMEIULMHCKUX  KJIETOYHBIX
IPOJYKTOB IPOBOJUTCS MO3TAITHO CIEAYIOIIUM 00pa3oM:

1) Ha mepBoM JTame - JKclepTr3a OE30MaCHOCTH OMOMEIUIMHCKOTO
KJIETOYHOTO MPOYKTa U IKCIEPTU3a TOKYMEHTOB JJIsl MOTYUYEHHUS pa3pelieHus
Ha MPOBEICHUE KIMHUYECKOIO HCCIEIOBaHMUs OMOMEIUIIMHCKOTO KJIETOYHOIO
OpOAYyKTa, 3a MCKIOYEHHUEM OMOMEIUIMHCKUX KIETOYHBIX IPOIYKTOB,
B OTHOLICHWH KOTOPBIX MIPOBEIEHBI MEXKIYHAPOJHBIE MHOTOIICHTPOBBIC
KJIMHUYECKUE HCCIEIOBAaHUs, YacTh M3 KOTOpHIX MpoBeneHa B Poccuiickoii
denepannu;

2) Ha BTOpPOM D3Tane - O3Kcneptu3a 3PQPEKTUBHOCTU IMPUMEHEHUS
OMOMEIUITMHCKOTO  KJIETOYHOTO TMPOJAYKTa U  DKCHEPTH3a OTHOIICHUSA
OKUJaeMOW TOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa, OCYLIECTBIISIEMbIE IOCIE MPOBEACHUS KIMHUYECKOTO
UCCIJIEIOBAaHUSI OMOMETUIIMHCKOTO KJIETOYHOrO MPOAYKTA.

2. DkcnepTusa 0€30MacHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA,

JKCIIEpTH3a JOKYMEHTOB [UJI IIOJYYEHHUsS pa3pelieHUusT Ha NPOBEICHUE
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KIIMHUYECKOT0 HCCJICIOBAaHUSA OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
COCTaBJICHUE KOMHUCCHUEH IKCIIEPTOB SKCIEPTHOTO YUPEKACHUS 3aKITIOUECHUN O
BO3MOXHOCTH WJIA HEBO3MO>XHOCTH IIPOBEJCHUA TAaKOTO KJIMHUYECKOTO
MCCIICIOBAHUS M HAMNpPaBJICHUE HATUX 3aKJIOUYCHUH B YIOJHOMOYECHHBIN
dbenepanbHbld OpraH WCIOJHUTEIBHOW BJIACTH OCYUIECTBIISIIOTCS B CPOK, HE
MPEBBINAIONIMN  cTa padoumx [JHEHM CO JHS MOJYYEHUS SKCIEePTHBIM
VUpESKICHUEM  3aJaHus  YIOJIHOMOYEHHOTO  (eaepasibHOTO  OpraHa
UCIIOJHUTEJIbHOM BJIACTH C TPUJIOKEHUEM HEOOXOAUMBIX JIOKYMEHTOB,
yKa3aHHbIXx B myHKkTax 1, 3-8, 10 wactu3 crareu 12 HacToAmero
denepanbHOTO 3aKOHA.

3. B TedeHue nsATHAAUATH pabO4YMX JTHEHW CO JHS MOJYYEHUS 3asSBUTEIIEM
YBEAOMJIEHHUSI JKCHEPTHOIO YUYPEKICHUS O TOJIYYEHUH UM 3aJ[aHus
YIOJTHOMOYEHHOTO  (peiepalibHOTO  OpraHa  HMCHOJHUTEIBHOM  BIIACTH,
YKa3aHHOTO B YacTW 2 HACTOSIIEW CTaThbW, 3asBUTENb MPEACTABISIET B
DKCIEPTHOE YUpEeXKIACHUE JUIi TIPOBEJACHUSI OKCIEPTHU3bl 0€30MacHOCTH
OMOMEUIIMHCKOTO  KJIETOYHOTO TMPOJAyKTa oOpasibl OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa, 00pa3ibl KIETOUYHBIX JUHUM, MEAUIMHCKUX WU3JICIIHM,
JIEKapCTBEHHBIX IIpEIaparoB, (apMaleBTHUSCKUX CyOCTaHIIWM, BXOIAIINX B
COCTaB  OMOMEIUIIMHCKOTO  KJIETOYHOrO  TMPOAYKTa, B  KOJHYECTBE,

HEOOXOJIUMOM JIJIS BOCIPOM3BEACHUS METOJIOB KOHTPOJII 0€30MacHOCTU
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OMOMEUIIMHCKOTO KJIETOYHOTO TPOAYKTa, B TMOPSJIKE, YCTAaHOBJIECHHOM
YIOJTHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCTIOJHUTEIbHOUN BIACTH.

4. DKCTEPTHBIM YUPEXKACHUEM U3 00pa3I0B KJIECTOUYHON JIMHUH U APYTHX
KOMIIOHEHTOB OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB, MPEICTABICHHBIX Ha
AKCHEPTU3Y, COCTABIISIETCS KOJUICKIMS TOCTOSIHHOTO XpaHEHHs 0O0pas3loB
KJIETOYHBIX JIMHUW, & TaKXe JPYyTMX KOMIIOHEHTOB, BXOJSIIUX B COCTaB
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, (GOPMHUPOBAHKE, UCIIOIH30BAHUE U
XpPaHEHUE  KOTOPOM  OCYNIIECTBJISIFOTCA B MOPAJNKE, YCTAaHOBJICHHOM
[TIpaButenscTBOM Poccuiickon denepanum.

5. JIoOkyMeHTBI, coaep:Kaluecss B  PETUCTPALMOHHOM  JIOChE U
MOCTYNMBIIME B  DKCHEPTHOE  YUPEKIECHUE I OCYILIECTBJICHUS
COOTBETCTBYIOIIUX KCIEPTU3 B LEIAX MOJYUYCHUS Pa3pelICHHs] Ha MPOBEICHUE
KIIMHUYECKOTO HCCJICIOBAaHUSA OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
MOJJIeXKaT  BO3BpaTy B YIOJIHOMOYEHHBIM  (efepalbHbIi  OpraH
VCIIOJITHUTEIIBHOW BJIACTU OJHOBPEMEHHO C 3aKIIOUYECHHUSIMUA COOTBETCTBYIOIINX
AKCIIEPTHU3.

Cratbs 19. IloaydyeHue pa3pelieHusi HA IPOBeleHUEe KIMHUYECKOTO
HCCJIeJ0BAHNS OMOMEIMIIUHCKOT0 KJIETOYHOI0 MPOAYKTA

1. B cpok, He mpeBbIIAIONINNA MATH pabouuX JHEH CO JHS MOJy4YEeHHS
3aKJIIOYEHUN KOMHUCCUU JKCIEPTOB 3KCHEPTHOTO YUPEKIEHUsS, YKa3aHHBIX B

yacTh 2 ctatbu 18 Hacrosmero @enepalibHOTO 3aKOHA, W 3aKIFOYEHHS] COBETA
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[0 JSTHUKE, YKAa3aHHOro B 4YacTu 7 crarbu 17 HacTosmero PenepanbHOTO
3aKOHA, YIMOJHOMOYEHHBIM (penepanabHblil OpraH HCIOJIHUTEIBHON BJIACTH
OCYILECTBJISECT OLICHKY IOCTYIMBIIMX 3aKJIIOYEHUN JUId ONPENCIICHUS HX
COOTBETCTBHUS 3aJaHMSIM Ha IMPOBEICHHE COOTBETCTBYIOIIMX OJKCIIEPTHU3 MU
YBEIOMIISIET 3asBUTENsI B NMCBMEHHOW (opMe O TMPEACTaBICHHBIX 10
pe3yJibTaTaM IPOBEICHHBIX DJKCIIEPTU3 3AKIIOYCHUAX O BO3MOYKHOCTH WU
HEBO3MO>XHOCTH MPOBEJIEHUSI KIIMHUYECKOTO UCCIIEI0BaHUsl OMOMEIULIMHCKOIO
KJIETOYHOT'O MPOAYKTA.

2. 1lpy monydYeHMM 3aKIIOYEHUNM KOMHCCHHM 3JKCIIEPTOB HKCIEPTHOTO
YUPEXKICHUSA U COBETA II0 3TUKE O BO3MOKHOCTH IPOBENCHUS KIMHUYECKOTO
UCCIIEIOBAaHUSl OMOMEIUIIMHCKOTO KJIETOYHOI'O MHPOAYKTa YHOJHOMOYEHHBIN
benepalibHbIA OpraH UCIOTHUTENBHOM BIACTH MPUOCTAHABIMBAET IPOBEICHHE
roCyJapCTBEHHON perucTpanuu OMOMEIUIHUHCKOTO KJIETOYHOIO MPOAYKTa 10
nojayd  3asBUTENIEM B YIOJHOMOYEHHBIH  QeaepaibHbli  Opran
UCIIOJIHUTENIBHOM BJIACTU 3asBJICHUS O BO300HOBIEHUU TOCYJApPCTBEHHOU
perucTpanu OUOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

3.1lpu mosydyeHHHM 3aKIIOUYEHUNM KOMHCCHH 3JKCIIEPTOB HKCHEPTHOTO
YUPEKICHUS WIM COBETa II0 JTHUKE O HEBO3MOXXHOCTH IIPOBEICHUS
KJIMHUYECKOTO MCCIEJOBaHUSI OMOMEIUIIMHCKOTO KJIETOYHOIO IMPOAYKTa

YIIOJTHOMOYEHHBIN (pefiepaibHbIii OpraH UCIOJHUTEIBHOW BJIACTH MPUHUMAET
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pEelIeHuE O MPEKPAIEHUH MPOUEAYpPbl TOCYJAPCTBEHHOW PErucCTpaIuu
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa U YBEIOMIISIET 00 STOM 3asIBUTEIIS.

Cratps 20. PemeHue o Bbliaue pa3penieHusi HA IPoBeAeHue

KJIMHUYECKOr0 UCCJIeJOBAHUA OMOMEIUIIUHCKOT 0
KJIETOYHOT0 MPOAYKTA

1. [t monmydeHusT pas3pelieHus] Ha NPOBEICHUE KIMHUYECKOTO
UCCIeOBaHUSl  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa  3asBUTEIb,
MOJYYHUBIIMA B COOTBETCTBHM C 4acThio |  crareu 19  HacTosimiero
DenepalIbHOTO 3aKOHA YBEJIOMJICHME O BBIHECEHUHM KOMMCCHUEH SKCIIEPTOB
AKCIIEPTHOTO YUYPEKICHUS M COBETOM MO ATHUKE MO PE3YyJIbTaTaM SKCIICPTH3,
yKa3aHHbIX B MyHKTe 1 yactu | crareu 18 Hacrosmero denepanbHOr0 3aKOHA,
U OTUYECKOW DKCHEPTU3bl 3aKIIOUYEHHUH O BO3MOXXHOCTH MPOBEACHUS
KIIMHUYECKOT0 HCCJICIOBAaHUS OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
MPEJCTABIISIET B YMOJHOMOYEHHBIA (PeAepalibHbIl OpraH HUCHOIHUTEIbHOU
BJIACTH:

1) 3asiBIeHne O BbIJAY€ pa3pelieHHUs] Ha MPOBEICHHE KIMHUYECKOTO
UCCIIEIOBAHUST OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) MPOEKT MPOTOKOJA KIMHUYECKOTO HUCCIETOBAHUS OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJYKTA;

3) cBenenust 00 ombiTe pabOTHI HCCieNoBaTeNei MO COOTBETCTBYIOIIMM

CIICIIUAJIBHOCTAM HW HUX OIIBITC pa6OTBI o TMpPOBCACHUIO KIMHUYCCKHX

UCCIIEIOBAHUN OMOMETUIIMHCKUX KIETOUYHBIX MTPOAYKTOB;
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4) KOnUKU JTIOTOBOPOB 00SI3aTEIBHOTO CTPAXOBAaHUSI >KU3HU, 370POBBS
MalMEeHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM HCCJIEJOBAaHUUA OMOMEIUIIUHCKOIO
KJIETOYHOTO TIPOJAyKTa (Jajgee - JOTOBOp 0O0s3aTEIBLHOTO CTPaxOBaHUs),
3aKJIIOYEHHOTO B COOTBETCTBMM C THUIOBBIMHU MpaBUJIaMU O0SA3aTEIHHOTO
CTpaxoOBaHUs >KU3HU, 3JI0POBbsl MAIMEHTA, YYAaCTBYIOLIETO B KIMHHUYECKOM
UCCJIEIOBAaHUN OHMOMEIUITMHCKOTO KJIETOYHOTO TPOJYKTA, YTBEPKIAEMBIMU
[IpaButenscTBOM Poccuiickoit ®enepanuu (Jajiee - TUIOBBIE IIpaBUJIA
00s13aTeIbHOTO CTPaxOBaHMs), C YKa3aHHMEM B JIOTOBOpPE 0053aTEIBHOTO
CTpaxoBaHUs NPEACIbHON YUCICHHOCTH TAlMEHTOB, YYacCTBYIOIIUX B
KJIIMHUYECKOM MCCIIEIOBAHUN OMOMEIUITMHCKOTO KJIETOUYHOTO MPOIYKTa;

5) cBelleHHs 0 MEIUIIMHCKUX OpraHU3aIUsaX, B KOTOPBIX MpPeanoIaraeTcs
MPOBEJICHUE KIMHUYECKOTO HCCIIEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
NpoJayKTa (MOJHOE W COKpPAIIEHHOE HAauMEHOBAaHWE, OpraHU3alMOHHO-
npaBoBas (opma, MECTOHAXOXKJIEHUE, MECTO OCYIIECTBICHHS NEATeIbHOCTH,
tenedon, Tenedakc, aapec IEKTPOHHOM MOUTHI);

6) cBeZieHUsT O TIpPEeaIojaraéMbIX CpoKax MPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

7) peKBU3UTHI  JOKYMEHTa,  MOATBEpXkKAaromiero  (axkt  ymiarsl
roCyJJapCTBEHHOM TMOLUIMHBI 3a BbIJAYy pa3pelIieHHs] Ha NPOBEIECHUE

KIIMHUYCCKOI'O UCCIICA0OBAaHUA 6I/IOMCﬂI/IHI/IHCKOFO KJIICTOYHOT'O IIPOAYKTA.
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2. B cpok, He MNpEeBBIMIAOMIUNA MSITH pabo4YuX HEH CO JHS TPUHATHUS
YKa3aHHBIX B 4YacTW | HaAcTOSAIEHd CTAaTbuM 3asBJCHUS W JOKYMEHTOB,
YIOJIHOMOYEHHBIN (peiepanbHbIil OpraH UCIIOJHUTEIBHON BIACTH:

1) mpoBOAUT TPOBEPKY TMOJHOTHI M  JOCTOBEPHOCTH  CBEICHUH,
COAEPKAIIUXCS B MPEACTABICHHBIX 3asBUTEIIEM MaTepUaiax;

2) IpUHUMAET pEIICHUWE O BbIJAYE Pa3pelICHHs] Ha MPOBEIACHUE
KJIIMHUYECKOTO0 HMCCJIEA0OBaHUSI OMOMEIUIIMHCKOTO KIJIETOYHOTO MPOAYKTa WM
00 OTKa3e B BbIJa4e YKA3aHHOI'O pa3pelieHus;

3) yBeIOMJIIET B MUCbMEHHOW (hOopMe 3asiBUTEIISI O MPUHSITOM PEIICHUU
(B cimydyae MpUHATUS pEHIeHUS 00 OTKa3e - ¢ yKa3aHWEM MPUYUH TaKOro
OTKa3a);

4) BbIJAa€T pa3pelieHue Ha MPOBEICHUE KIMHUYECKOIO HCCIIeIOBaHUS
OMOMEUIIMHCKOTO KJIIETOYHOTO TMPOAYKTa B MOPSAJIKE, YCTAaHOBJIECHHOM
YIOJIHOMOYEHHBIM (peZiepalibHbIM OPTaHOM HCITOJTHUTEIbHON BIIACTH.

3. OcHOBaHMSMHU [JIs OTKAa3a B BBIJAYE€ pa3pElICHUsT HA IPOBEICHUE
KIIMHUYECKOTO HMCCIICIOBaHUS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOJYKTa
ABJISIIOTCSL HENPEACTaBICHUE B TMOJHOM OOBEME JOKYMEHTOB, YKa3aHHBIX B
yacti |  Hacrosmieil  cratbM, W (MJIM) HECOOTBETCTBHE  COAECPKAHUSA
NPEACTABICHHBIX JOKYMEHTOB TpeOoBaHUsAM Hacrtosuero denepaibHOro

3aKOHa.
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Crares 21. Ixkcneprusza 3¢ ¢GeKTHBHOCTH NIPUMEHEHUS
OMOMEIUIIMHCKOI0 KJIeTOYHOI0 MPOAYKTA U IKCIEPTHU3a
OTHOLICHMS 0KHIAeMOH MOJIb3bl K BO3MOKHOMY PUCKY
NpPUMeHEeHUs OMOMEIMIIUHCKOT0 KJIETOYHOr0 MPOAYKTAa

1. Oxcneptuza  3QPEKTUBHOCTH  MPUMEHEHUS]  OMOMEIUIIMHCKOTO
KJIETOYHOI'O NPOAYKTa M 3KCIEPTH3a OTHOWIEHHS OXHUIAAEMOM TMOJb3bl K
BO3MOXHOMY PHUCKY MPUMEHEHUS] OMOMETUIIMHCKOTO KIJIETOYHOTO MPOJIYKTa
MPOBOJATCA IO PeE3yJIbTaTaM NPOBEIECHHOIO KIMHUYECKOTO HCCIEAOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJYyKTa B CpPOK, HE TMPEBBIIIAIOIIHIMA
JBAJIIATH TSATU pabo4YuX JHEH CO JHS MOJYyYEHUS] SKCIEPTHBIM YUPEKICHUEM
COOTBETCTBYIOIIETO 33JaHUsl YIIOJIHOMOYEHHOTO (pefepasbHOrO  OpraHa
WCIIOJITHUTENIbHOM BJIACTU C IOKYMEHTaMHU, YKa3aHHBIMU B MyHKTax 1 - 3,9 u 10
yactu 3 crarbu 12 Hacrosmero ®OenepambHOr0 3aKOHA, W OTYETOM O
IPOBEJACHHOM KJIMHUYECKOM HCCIEAOBAaHUU OHOMEIUIIMHCKOTO KIJIETOYHOTO
IIPOAYKTA.

2. Jlma mpoBeneHUsl YKa3aHHBIX B YacTH | HACTOSIIEN CTAaTbH 3KCIIEPTHU3
3asBUTENIb  MPEJCTABIISIET B  YIOJHOMOYEHHBIM  (enepalnbHblii  OpraH
VCTIOJTHUTEIBbHOMN BJIACTHU:

1) 3assBmeHne O BO30OOHOBJIEHHUU TOCYAAPCTBEHHOW  pEruCcTpaIiu

6I/IOM6I[I/II_II/IHCKOFO KJIICTOYHOI'O IIPOAYKTA U IMPOBCACHUN YKA3adHHBIX B YdCTU 1

HACTOSIIEN CTATbU IKCIIEPTHU3;
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2) MPOCKTHl ~ MAaKeTOB  TEPBUYHOM  YIAKOBKM W  BTOPUYHOMN
(mOoTpeOUTENbCKOM) YIIAKOBKH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

3) otuet 0 MIPOBEICHHOM KJIMHAYECKOM HCCIIeIOBAaHUM
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIAYKTa;

4) IpOEKT MHCTPYKIIMU MO TPUMEHEHUI0 OMOMEIUIIMHCKOTO KJIETOYHOIO
MpOJyKTa, HOpabOTaHHBIM MO pe3yJbTaTaM MPOBEACHHOTO KIWMHUYECKOTO
UCCJIEI0BAHMUS;

5) pekBU3UTHI  JOKYMEHTa,  MOATBEpKAaromero  (akT  yIiaThbl
roCyJIapCTBEHHOM TMOUUIMHBI 3a MPOBEJAEHUE SKCNepTu3bl 3(HPEKTUBHOCTU
NpUMEHEHHUS OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTa M  OKCHEPTHU3BI
OTHOUIEHUS OXUJAEMON TOJb3bl K BO3MOXXKHOMY PHUCKY MPUMEHEHHUS
OMOMETUIIMHCKOTO KJIETOYHOI'O MPOAYKTa MPU rOCYyAapCTBEHHOM perucTpanuu
OMOMEUIIMHCKOTO KJIETOYHOIO MPOAYKTa. 3asiBUTENb BIPaBE M0 COOCTBEHHOU
WHUILIMATUBE TPEACTaBUTh  YKa3aHHbIM  JOKyMeHT. B  ciyuae ero
HEIpeACTaBICHUsI YIOJTHOMOYEHHBIN (enepaibHblii OpraH HCHOJHUTEIHLHON
BJIACTH MpoBepsieT (KT yImiaThl TOCYJapCTBEHHOW MOIUIMHBI HA OCHOBaHUU
MPEJICTABIICHHBIX 3asIBUTEJIEM PEKBU3UTOB JIOKYMEHTA, MOJTBEPXKIAIOIIETO €€
yIulaTy, ¢ UCIHOJIb30BaHHeM uHMOpMaluu o0 yIjaTe TocyIapCTBEHHON
NOIUIMHBI, cojaepxaieics B ['ocynapcTBeHHON HHPOPMAIIMOHHON CHCTEME

O IroCyAapCTBCHHBIX U MYHUIIUITAJIbHBIX ILIIATCKAX.
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3. B cpok, He mpeBbIIAOMMKA TATH padouuX AHEH CO JHS NPUHATHS
3asIBJICHUS 0 BO300HOBJICHUU roCyJJapCTBEHHOMN perucTpanuu
OMOMEIUIIMHCKOTO KJIETOYHOrO MPOJIYyKTa C JOKYMEHTaMH, YKa3aHHbIMU B
yacTsx 1 W 2 HacTosed cTaThbd, YNOJIHOMOYEHHBIN (denepanbHbIi oprat
VCTIOJTHUTEIBbHOMN BJIACTHU:

1) mpoBoIMT MOPOBEPKY MOJHOTBI M JIOCTOBEPHOCTH  JAaHHBIX,
COJECPKAIMXCS B MPEACTABICHHOM 3afABUTEIIEM OTYETE O MNPOBEACHUU
KJIMHAYECKOT'O MCCIIeIOBaHNsI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTAa;

2) npyuHUMAET  pEHIeHHe O  BO30OHOBJIEHUM  T'OCYJIAPCTBEHHOMU
peructpanud  OMOMEAMIIMHCKOTO KIJIETOYHOIO TPOAYKTa W TPOBEICHUU
yKa3aHHBIX B 4YacTW | HacTosIell cTaTbu DSKCIEpPTU3 Wi 00 OTKaze B
BO30OOHOBJIEHUM  TOCYJAapCTBEHHOW  pErucTpaiuu OMOMETULIMHCKOTO
KJIETOYHOT'O MPOAYKTa U MPOBEICHUH TAKUX 3KCIEPTHU3;

3) yBenoMIIsieT B MUCbMEHHOU (popMe 3asiBUTENSI O MPHUHATOM pPELICHUU
(B ciydae MpUHATUS peHIeHUsT 00 OTKa3e - C yKa3aHUEM MPUYUH TaKOro
0TKa3a).

4. OcHoBaHMEM i1 OTKa3a B BO300HOBJIEHHM T'OCYJapCTBEHHOMN
peructpanud  OMOMEAMIIMHCKOTO KIJIETOYHOIO TPOAYKTa W TPOBEIECHUU
YKAa3aHHBIX B YaCTH | HACTOSIIEN CTAThbU DKCHEPTU3 SIBISETCS MPEACTABICHHE
JOKYMEHTOB, yKa3aHHBIX B 4YacTsX 1| W 2 HacTofAleld CTaTbU, B HEMOJIHOM

o0beMe, a TakKe OTCYTCTBUE MH(OpMAIMU, MOJATBEPKAAOIEH (DAKT YIIIaThl
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roCcyJIapCTBEHHON TMOUUIMHBI 3a TPOBEJAEHUE SKCNEepTU3bl A(HPEKTUBHOCTU
MPUMEHEHUS OUOMEIUIIMHCKOTO KJIETOYHOTO MPOJAYKTa U  SKCHEPTHU3BI
OTHOIIIEHUSI OXKHUJIAEMON TMOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOIYKTa MPU TOCYAApPCTBEHHON PErucTpaliu
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

Crarbs 22. IloBTOpHOE NpoBeAeHNe OMOMEIMIMHCKON IKCIIEPTH3bI

OMOMeTUIIMHCKOT0 KJIEeTOYHOI0 MPOAYKTA U 3THYECKOM
IKCIEPTU3BI

1. B caydae Hanu4usi B 3aKJIFOYEHUH KOMUCCHU HKCIEPTOB IKCIEPTHOTO
YUPEXKICHUSI WIIA COBETA 10 3TUKE MPOTUBOPEUUBBIX JAHHBIX, (DaIbCUUKAITUU
BBIBOJIOB OMOMEIUIIMHCKON HJKCIEPTU3bl OHMOMEIUIIMHCKOTO KIJIETOYHOTO
OpOoJyKTa U (WJIM) TUYECKON SKCIEPTHU3bl, COKPBITUS OT YIOJIHOMOYEHHOTO
dbenepaibHOTO OpraHa HWCIOJIHUTENBHOM BIIACTM OCHOBAaHUW MJJid OTBOAA
JKCIIEpTa  BCJIEACTBHE  €r0  3aMHTEPECOBAHHOCTH B pe3yJbTarax
COOTBETCTBYIOIIEH OSKCHEPTH3bl W HAIMYMUS JAHHBIX O TPsSMOM JH0O
KOCBEHHOM BMEUIATEIHCTBE B MPOIIECC COOTBETCTBYIOIIEH SKCIIEPTU3bI JIHII, HE
YYaCTBYIOIIMX B €€ MPOBEJACHUU, HO OKA3aBIIMX BJIUSHHE HaA TMPOIECC U
pe3yJbTaThl €€ MPOBEICHUS, YHOJIHOMOYEHHBIM (eJepaibHbIM OpraHoM
WCTIOJIHUTENIbHOW  BJIACTM  HA3HAYAeTCsl  MOBTOpHAs  OMOMEIMITMHCKAS
JKCIIEpTH3a OUMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WJIM) STUYECKas

skcniepTusa. O0bEeM MOBTOPHOU AKCIEPTU3BI ONPENEIAECTCS YIOJIHOMOYEHHBIM

(dhenepaibHBIM OPraHOM UCIIOJHUTEILHON BIACTH.
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2. IloBTopHass  OMOMEOUIIMHCKAs  JKCOEpPTH3a  OUOMEIMUIIMHCKOTO
KJIETOYHOT'O MPOJIyKTa TPOBOJUTCSI B CPOK, YCTAHOBIICHHBIM YIIOJTHOMOYEHHBIM
dbenepaabHBIM OPraHOM HCIIOJHUTEIBHOM BJIACTH W HE IPEBBIMIAIONIUN CTa
pabounx JHEH CO JHS TOJYUYEHHS SKCHEPTHBIM YUYPEKICHUEM 3aJlaHusl Ha
MPOBEJACHUE ITOBTOPHOM OHMOMEIMIIMHCKOM AKCHEPTU3bl OHOMETUIIMHCKOTO
KJICTOYHOTO MPOJIyKTa, a IOBTOpPHAs 3THYECKas DJKCOEpPTH3a - B CPOK, HE
MPEBBINAIONINN MMATHAIIATH PabOUYUX JHEH CO JIHS TOJIYyYEeHHUS COBETOM IO
ATUKE 3aJIaHUs Ha MPOBEJICHUE TOBTOPHOM ITUYECKOU IKCIIEPTU3BI.

3. DKcrepThl KOMUCCHUU YKCHEPTHOTO YUPEKJACHUS W YICHBI COBETA IO
ATHUKE, B OTHOIIEHWH KOTOPBIX yCTAHOBJICHBI OOCTOSTEIHCTBA, yKa3aHHBIC B
yacTu | HacTosIIed cTaThbM, HE JIOMYCKAITCS K MPOBEIACHUIO ITOBTOPHBIX
AKCTIEPTH3.

4. Ilopsanok ¢UHAHCOBOTO OOECIEUYEHHS] MOBTOPHOM OHMOMEIUIIMHCKOM
AKCIEPTU3Bl OMOMETUIIMHCKOTO KJIETOYHOTO TIPOJYKTa YCTaHABIWBACTCS
YIIOJTHOMOYEHHBIM  (pe/iepalbHbIM  OPraHOM  HUCIIOJHUTEJbHOW  BIIACTH.
®duHaHCOBOE O00€CIeYeHUEe IMOBTOPHOIO BBIMOJHEHUS OUOMETUIIMHCKON
AKCHEPTU3bl OMOMEJUIIMHCKOTO KJIETOYHOTO TMPOJYKTa 3a CYET CPEJCTB

dbenepanbHOTO OFOKETA HE OCYIIECTBIIICTCS.
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Crares 23. PenieHue 0 rocy1apCcTBEHHOM PerucTpannu
OMOMEIMUIMHCKOI0 KJICTOYHOI0 NPOAYKTA

1. B cpok, HEe MpeBBIMAIOMINA TATH pabOvYMX JHEH CO AHS TMOJyYCHUS
3aKJIFOYEHUN KOMHUCCHH DKCIIEPTOB IKCIIEPTHOTO YUPEXKICHHUS 110 PE3yJIbTaTaM
SKCTepTU3bl 3PGHEKTUBHOCTU TMPUMEHEHUS OMOMEIUIIMHCKOTO KIIETOYHOTO
NPOJIYyKTa U SKCHEPTHU3bl OTHOIICHUS OKHUJIA€MOW IOJIb3bl K BO3MOYKHOMY
PUCKY IPUMEHEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO IPOJYKTa,
YIOJHOMOYEHHBIN (heIepalibHbII OPraH UCIOJIHUTEIbHON BIIACTH:

1) ocyiiecTBIIIET OLEHKY MOCTYNUBUIMX 3aKJIIOUECHHUM IO pe3ysbTaram
IPOBEACHUS YKa3aHHBIX O3KCHEPTH3 [UIsl ONPENEJECHUS HX COOTBETCTBHUS
3aJIaHHUI0 HA IPOBEJICHUE 3THX IKCIEPTHU3;

2) npUHMMAeT  peuIeHUe 0 rOCyJapCTBEHHOM  pErucTpanuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WU 00 OTKa3e B TOCYAapCTBEHHOM
perucTpanu ONOMEIUIMHCKOTO KJIETOYHOIO MMPOAYKTA;

3) BHOCHUT INpU TNPUHATHH PELICHHUS O TOCYIapCTBEHHOW PErucTparuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa JAHHBIE O 3aperuCTPUPOBAHHOM
OMOMEIUIIMHCKOM  KJIETOYHOM HPOAYKT€ B TOCYAApPCTBEHHBIM peecTp
OMOMEIUIIMHCKUX  KJIETOYHbIX  NPOAYKTOB M  BBLAAET  3asBUTEIIO
PETUCTPALIMOHHOE YJIOCTOBEPEHUE OMOMEIUIMHCKOTO KIJIETOUYHOTO MPOJYKTa,
dbopmMa KOTOPOro YTBEPKIAETCA YMOJHOMOUYEHHBIM (eepalibHbIM OpraHOM

HCTIOJIHUTEJIbHOM BJIACTH, COTVIAaCOBaHHBIE CHeNM(pUKAINIO OHMOMETUIIMHCKOTO

3 3AKOHOITPOEKT Ne 717040-6



56
KJIETOYHOT'O TIPOAYKTa, HUHCTPYKIHIO IO NPUMEHEHUI0 OHOMEIUIIMHCKOIO
KJIETOYHOT'O TPOJyKTa WM B cllydya€ MPUHSATUSA peElIeHUusT o0 OTKaze B
rOCyJapCTBEHHON pEerucTpanud OHMOMEAMIIMHCKOTO KIJIETOYHOTO TMPOJIYKTa
YBEJIOMJIIET 00 9TOM 3asBUTENSI B MUCbMEHHOW (PopMe ¢ yKa3zaHUEM MPUYUH
TaKOTO OTKa3a.

2. OcHOBaHMEM [IJIi OTKa3a B TOCYJapCTBEHHOW  perucTpanuu
OMOMETUITUHCKOTO KJIETOYHOT'O POJIyKTa SBIISIETCS pelieHue
YIIOJTHOMOYEHHOTO (he/IepaIbHOr0 OpraHa UCIOIHUTEIBHOU BJIACTU O TOM, YTO
3 PEeKTUBHOCTh PETUCTPUPYEMOTO OUOMEIMIIMHCKOTO KJIETOYHOTO MPOYKTa
HE TMOJTBEPKJICHA MOJYYEHHBIMUA JaHHBIMM WJIM PHCK MNPUYMHEHUS Bpela
3I0POBBIO YEJIOBEKa BCIIC/ICTBUE MPUMEHEHUS] OMOMEIUIIMHCKOTO KJIETOYHOTO
MpOayKTa MpeBbiiaeT 3PGHEeKTUBHOCTh €0 MPUMEHEHHUS.

Crares 24. PerucrpaumoHHOE yI0CTOBEpeHHe OMOMETUIIMHCKOI0
KJIETOYHOI0 MPOAYKTA

1. PeructpaninoHHoe yJI0CTOBEpEHHE OHMOMEIMIIMHCKOTO KIJIETOYHOTO
IPOJyKTa Ha BIIEpBbIE perucrtpupyemole B Poccuiickon @Denepauuu
OMOMEUITMHCKUE KJIETOYHBIE MPOYKTHI BbIJIACTCS HA MATH JIET.

2.Ilo ucreyeHWH YyKa3aHHOrO B 4YacTW | HacTOAIIEN CTaTbU CpOKa
BBIJIA€TCSl OECCPOYHOE PETUCTPAIMOHHOE YJOCTOBEPEHHE OMOMETUIIMHCKOTO
KJIETOYHOTO TPOJYKTa TMPU YCIOBUU MOJITBEPKICHUS €r0 TOCyIapCTBEHHOU

pPETUCTpALUH.
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3. B ciyyae BHeceHHs B COOTBETCTBUU CO CTaTbeul 26 HACTOAIIETO
QenepaibHOTO  3aKOHA HM3MEHEHUMHM B JOKYMEHTBI, COJEpKaluecss B
PETUCTPAlMOHHOM  JOChE, 3aTParMBarOlIUX CBEICHUs, OTPAKCHHBIC B
PETUCTPALIMOHHOM YJOCTOBEPEHUH OMOMEIMIIMHCKOTO KJIETOYHOIO MPOIYKTa,
YIIOJTHOMOYEHHBIN  (PeepalibHBIII OpraH HCMIOJHUTEIBHOM BIIACTH BbIJIAET
HOBOE PETUCTPAIMOHHOE YJOCTOBEPEHHE OMOMEIUIIMHCKOTO KIIETOYHOTO
IIPOAYKTA C yYETOM U3MEHEHHUM.

4.3a BbIJAYy PETUCTPAIMOHHOIO YJOCTOBEPEHUS OHOMEIUIIMHCKOTO
KJIETOYHOIO NPOAYKTa B3UMAETCS TOCYJApPCTBEHHAs IIOLLIMHA B pa3Mmepe U
MOPSJIKE, KOTOPBIE YCTAHOBJIEHBI 3aKOHOAATEILCTBOM Poccuiickon denepanuu
O HaJIoTrax u coopax.

5. B ciyyae yTparbl, HOBPEKICHUS PETUCTPALMOHHOIO YIOCTOBEPEHUS
OMOMEUIIMHCKOTO KJIETOYHOTO TMPOAYKTAa IO THUCHbMEHHOMY 3asiBICHUIO
BJIAJICNIbIIA PETUCTPALMOHHOIO YJIOCTOBEPEHHUS WM YIHOJIHOMOYEHHOTO UM
JUuIla O BblJaue JyOiMKaTa yIOJHOMOYEHHBIM  (denepanbHbIl  opraH
UCIIOJHUTEJIbHOU BJIACTH B CPOK, HE MPEBBIIAIONININ JAeCATH pabouux JHEH Co
JHSI TOCTYIJICHHUSI TaKOrO 3asiBJICHUSI, BBIAACT AYOJIUKAT PETHCTPAIMOHHOIO
YAOCTOBEPEHUS OMOMEAMIIMHCKOTO KJIETOYHOrO0 TMPOAYyKTa. 3a BbIAAdy
AyOJuKaTa perucTpalioOHHOr0 yA0CTOBEPEHUs OMOMEIUIIMHCKOTO KIIETOYHOTO

IMPOAYKTa B CBA3HU C €TO YTpaTOfI, MOBPCIKACHHUECM B3UMACTCA I'OCY AapCTBCHHAA
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MOLIJIMHA B pa3Mepe U MOPSAKE, KOTOPHIE YCTAHOBJIEHBI 3aKOHOIATEIHLCTBOM
Poccutickoit deaeparun o Hajgorax u coopax.

Crartbs 25. IloaTBep:xaeHne rocyiapcTBEHHOI perucTpanuu
OMOMETUIIMHCKOI0 KJIeTOYHOT0 MPOAYKTA

1. [ToaTBepkA€HUE TOCYJAPCTBEHHON pErUCTpalud OMOMEIUIIMHCKOTO
KJIETOYHOTO  MPOAYKTAa  OCYLIECTBJISIETCS INPU  BblJade  OECCPOYHOro
PETrUCTPAIIMIOHHOTO YAOCTOBEPEHHS] OMOMETUIIMHCKOIO KJIETOYHOIO0 MPOAYKTa
B clly4ae, yKa3aHHOM B 4acTH 2 cratbu 24 Hacrosuiero denepanbHOro 3aKoHa,
B CPOK, HE NPEBBIMIAIONINI COpOKa MATH padOuMX JHEH CO JHS MOJYyYEHHS
YIOJIHOMOYEHHBIM  (eepaIbHbIM  OPraHOM  HMCHOJHUTEIBHON  BJIACTH
3a51BJICHUSA 0 IIOATBEPKIACHUN roCyJ1apCTBEHHOU perucrpanuu
OMOMEIUIIMHCKOTO KJIETOYHOrO MPOAYKTa, O(GOPMIIEHHOIO B COOTBETCTBUU
¢ nyHkramu | -3 wactu 2 crareu 12 Hactosimero ®denepalibHOrO 3aKOHa,
C YKa3aHHUEM B HEM PEKBHU3UTOB JIOKYMEHTA, OATBEPKIAOIIETO (PAKT YILJIATHI
rOCYyJJapCTBEHHOM  NOLUIMHBI 32  IOATBEPKICHHE  TI'OCYNAPCTBEHHOU
perucTpanu OUOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

2. IloaTBepxkaeHNE TOCYJapCTBEHHOW perucTpauud OHMOMEIULIMHCKOTO
KJIETOYHOI'O IIPOAYKTa OCYLIECTBIIIETCA IO PE3yJbTaTaM JKCIEPTU3bI
JOKYMEHTa, COJAEpXkallero  pe3yJbTaThl MOHMTOPHHra  0O€30I1aCHOCTH
OMOMEIUIIMHCKOTO  KJIETOYHOIO  MIPOJAYKTa, MPOBOJUMOTO  3asABUTENIEM,

B CpaBHCHHHU C JdaHHBIMH MOHHTOPHHIA 0e30IMacHOCTH 6I/IOMGI[I/II_[I/IHCKOFO
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KJIETOYHOTO MPOIYKTA, MIPOBOAUMOTO benepaibHbIM OpraHoM
UCIIOJTHUTENIbHOW BJIACTH, OCYIIECTBIAIONIMM (PYHKIIMU 1O KOHTPOJIIO H
HAJI30py B cdepe 3apaBOOXpaHEHHUs, B COOTBETCTBHUM CO CTaTbeu 49
HacTosiero deaepanbHOro 3aKOHA.

3. K 3asgBieHUIO O MOATBEPXKICHUU TOCYNAPCTBEHHOW PETUCTPALUU
OMOMEIUIIMHCKOTO  KJIETOYHOTO  TPOJAyKTa  TpHJaraeTcsi  JOKYMEHT,
coliepKaliuil pe3yibTaThl MOHHTOPUHTA O€30MaCHOCTH OHMOMEIUIIMHCKOTO
KJIETOYHOI'O MPOJYKTa, MPOBOJUMOIO 3asBUTEIEM, 1O (hopMe, YCTaHOBIECHHOU
YIOJTHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCTIOJHUTEIIBHOUN BIACTH.

4. C 3asBIICHMEM O TMOJATBEPXKACHUU TOCYJIApPCTBEHHON pPETHCTpalun
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa 3asiBUTEIb BIpPaBe MO COOCTBEHHOM
WHUIIMATUBE MPEACTaBUTh JIOKYMEHT, TMOATBEpX IAMmMil (GakT yIuiaThl
roCyJIapCTBEHHOM  TONIUIMHBI 32  TMOATBEPXKJCHHE  TOCYJapCTBEHHOMU
perucTpan  OMOMEIUIIMHCKOTO  KJIETOYHOrO MpoaykTa. B ciydae
HEMpeACTaBICHUSI YKa3aHHOTO JIOKYMEHTa YIOJHOMOYEHHBIN (enepanbHbIil
OpraH HCMOJHUTEIHLHON BJIACTU HA OCHOBAHUHU MPEJCTABICHHBIX 3asBUTEIEM
PEKBU3UTOB TAaKOro JOKYMEHTa MpoBepseT (DakT yIUIaThl TrOCyAapCTBEHHOU
MOIUIMHBI C HCIOJb30BaHUEM HHGOpMAIMU 00 yIUlaTe TOoCydapCTBEHHOM
NOIUIMHBI, coaepxkaiieics B ['ocynapcTBeHHON HMHPOPMAIIMOHHON CHCTEME O

rocyaapCTBCHHBIX U MYHUIIUIIAJIIbHBIX TIJIATCKAX.
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5.B TedeHme necATH paboOuYUX JHEH CO JHS TPUHATHS 3asBICHHS
O TOATBEPKICHUM TOCYJApCTBEHHOW PErHUCTpallid  OHMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa U TOKYMEHTA, COJAEPIKAIIETO Pe3yJIbTaThl MOHUTOPUHTA
0€30MacHOCTH  OMOMEIMIIMHCKOTO KJICTOYHOTO MPOAYKTa, IMPOBOJIUMOTO
3assBUTEJIEM, YITOJITHOMOUYCHHBIN (perepalibHbIN OpraH UCTIOJHUTEIIBHON BIIACTH
MIPOBOJMUT TIPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEJICHUH, COJIEPIKAIINXCS B
NPEICTABIICHHBIX 3asABUTEIIEM MaTepHaliaX, U ¢ y4EeTOM JaHHBIX MOHUTOPHUHTA
0€30MacHOCTH  OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOBOJIUMOTO
denepaabHBIM  OPraHOM  HCIIOJTHHTEIBLHOW  BJIACTH,  OCYIIECTBIISIOIIAM
(GYHKITUU TI0 KOHTPOJTIO ¥ HAJI30PY B cdepe 3ApaBOOXpaHEHHS, B COOTBETCTBUU
co crarbeil 49 Hactosmiero defepaibHOrO 3aKOHA, MPUHUMAET PEIICHUE O
MOJATBEPKJACHUA  TOCYJAPCTBEHHOW  pPEruCTpalid  OMOMEIHMIIMHCKOTO
KJICTOYHOTO TPOAYKTA WJIK 00 OTKa3e B €€ MOATBEPKACHHUH, O YeM YBEIOMIISICT
B ITUCBMEHHOM (popMe 3assBUTEIIS.

6. OcHOBaHWeM [UIsi OTKa3a B MOATBEPXKICHUH T'OCYIapCTBEHHOM
perucTpany OMOMETUITMHCKOTO KJICTOYHOrO MPOJAYKTa SBISETCS OTCYTCTBHE
B TMPEACTABIICHHOM JOKYMEHTE, COJepXKalleM pe3yiabTaThl MOHUTOPHHTA
0€30macHOCTH  OMOMEIUITMHCKOTO KIJIETOYHOTO MPOAYKTa, MPOBOJUMOIO
3asBUTEJIEM, NCUYCPIBIBAIOIINX CBEICHUH, KOTOPBIC JIOJDKHBI OBITH OTPAXKCHBI B
HEM, a TaKKe HaJM4ue JaHHBIX O TOM, 4YTO 3(P(HEKTHBHOCTH MPHUMEHCHUS

OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa HE IMOJTBEpP)KJICHA U (WIM) PUCK
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NPUYUHEHUS  Bpeda  370pOBBI0  4YEJOBEKa  BCJIECACTBUE  MPUMEHEHUS
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa MpeBbIaeT 3(PPEKTUBHOCTH €ro
MIPYMEHECHMUS.
7. B mepuoa mpoBeieHUs MPOoLEeaypbl MOATBEPKICHUS TOCY1apCTBEHHON
perucTpanuu OUOMEIMIIMHCKOTO KIETOYHOIO TMPOJYKTa €ro oOpalleHue
B Pocculickoit denepanuu npoaonKaeTcsl.

Cratps 26. BHeceHne M3MeHEHHIl B IOKYMEHTbI, COJleP KallNecs
B PErHCTPAIUOHHOM J10Che

. B mensix BHeCEHUsS HW3MEHEHHUM B JOKYMEHTHI, COJIEpKaIUecs B
PETUCTPAIMOHHOM JI0ChE€, 3asBUTENIb TMPEACTABISIET B YIOJIHOMOYECHHBIN
dbenepaibHBIA  OpraH UCIOJHHUTEIBHOW BJIACTH 3asBICHHE O BHECCHHH
U3MEHEHUN 1o (QopMe, YCTAaHOBIEHHON YIOJIHOMOYEHHBIM (deepaibHbIM
OpPraHOM HCHIOJHUTEJIBHOM BJIAaCTA, W TMPUJIAraéMble K HEMY HW3MEHEHHS,
KOTOpBIE BHOCSITCSI B YKa3aHHbIE JOKYMEHTBI, a TAaKX€ JOKYMEHTBHI,
MOATBEPKIAIOIINE HEOOXOIUMOCTh BHECCHHS TaKUX M3MEHEHHI. 32 BHECCHHE
YKa3aHHbIX MU3MEHEHUW B3UMAETCsl TOCYJapCTBEHHAs IMOULJIMHA B pa3Mepe U
MOPSAKE, KOTOPBIE YCTAHOBJICHBI 3aKOHOAATENLCTBOM Poccuiickon Denepaunu
O HaJIoTax u cOopax.

2. B cnydae BHeCeHMs] U3MEHEHUN B XapaKTEPUCTUKU OMOMETUIIMHCKOTO
KJIETOYHOT'O MPOJAYKTa, COAEpKallhecs B creruduKanui OMOMEIUITMHCKOTO

KJICTOYHOTI'O ITPOAYKTA, NJIM HHCTPYKIUIO 110 IPUMCHCHUTO 6I/IOMGI[HHI/IHCKOFO
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KJICTOYHOI'O IIPOAYKTa B OTHOIIIEHUH CBeﬂeHI/Iﬁ, YKa3aHHBIX B

noanyHkrax "B" - "o

nyHkra 10 JacTu 3 craTteu 12 HACTOSIIErO
denepanbHOTO 3aKOHA, MPOBOJAUTCS AKCIEPTU3a JOKYMEHTOB JJIA MOJIYUYECHUS
pa3pelieHusl Ha MPOBEJACHUE KIMHUYECKOTO MCCIEOBAHUS OMOMETUIIMHCKOTO
KJIETOYHOTO NPOAYKTA, 3TUYECKAs HKCIIEPTH3d, KIIMHUYECKOE HCCIECIOBAHUE
OMOMEIUITMHCKOTO KJIETOYHOTO MPOJYKTa U IO €ro pe3yjbTaraM 3KCIepTH3a
3 PEeKTUBHOCTH TMPUMEHEHUs] OMOMEIMIIMHCKOTO KIJIETOYHOI'O MPOAYKTa U
AKCIIEPTH3a OTHOWICHUS OXHUIAAEMOM TMOJIb3bl K BO3MOKHOMY PHCKY
NPUMEHEHUs  OUOMEIMIIMHCKOTO  KJIETOYHOrO  MPOJyKTa.  YKa3aHHbIC
AKCTIEPTU3bl W KIMHUYECKOE HCCIACIOBAHHE OMOMEIHMIIMHCKOTO KIETOYHOTO
MPOAYKTa OCYIIECTBIISIIOTCA B TOPSAKE, HA YCIOBHUSIX U B CPOKH, KOTOPBIC
npeaycMoTpeHbl HacTosmnM DdenepanbHbIM 3aKOHOM ISl UX TPOBEICHUS B
LENsAX TOCYJIapCTBEHHOM  perucTpaindu  OUOMEIMIIMHCKUX  KIETOYHBIX
npoaykToB. I[lpm HEOOXOIMMOCTHM BHECEHHMS HW3MEHEHHH B CBEACHUSA O
3apETUCTPUPOBAHHOM OMOMETUIIMHCKOM KJIETOYHOM IPOJYKTE B OTHOIICHUU
UHBIX CBEJEHUM, CcoAepXKalluxcsi B cHenuukarum OUOMETUITUHCKOTO
KJIETOYHOT'O TMPOJYKTa U HHCTPYKIUMU IO MPUMEHEHUIO OHOMEIUIIMHCKOTO
KJIETOYHOTO TPOJIYKTa, YKAa3aHHBIEC SKCIIEPTU3bl U KIMHUYECKOE HUCCIICIOBAHUE
OMOMEUITMHCKOTO KJIETOYHOTO MIPOAYKTa HE MTPOBOSATCS.

3. B nensx BHECEHUS] U3MEHEHUN B XapaKTEPUCTUKU OMOMEIUIIMHCKOTO

KJIETOYHOT'O MPOIYKTAa, coaepKaluecs B crieruuKanuu
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3apETUCTPUPOBAHHOTO  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOJYyKTa, WIH
UHCTPYKIUIO T0 NPUMEHEHHI0 OMOMEIUIIMHCKOTO KJIETOYHOrO MPOJYKTa B
OTHOIIIEHUU CBEJICHUH, YKa3aHHbIX B MojanyHkTax "B" - "o" myHkra 10 vactu 3
cratbu 12 Hacrosimero @enepalbHOTO 3aKOHA, 3asBUTENIEM IOATAITHO
MPEJCTABIISIIOTCS] PEKBU3UTHI:

1) tokymeHTa, MOATBEPAKIAIOIIETO yIUIaTy rOCyAapCTBEHHOW MOILIAHBI
32 BHECEHME M3MEHEHUH B  CcHeUUM(PUKALUIO  3aperuCTPUPOBAHHOTO
OMOMEUIIMHCKOTO KJIETOYHOTO MPOYKTa B CBA3U C IIPOBEJCHUEM SKCIIEPTU3HI
JOKYMEHTOB JJIsl TIOJIyYEHHUs] pa3pelieHUs] Ha TMPOBEJCHHE KIMHUYECKOIO
UCCIeOBaHUSl  OMOMETUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa U ATUYECKOM
AKCIIEPTHU3BIL;

2) NTOKyMEHTa, MOATBEPKIAIONIETO yIUIaTy TOCyJapCTBEHHOW MOILIWHbI
32 BHECEHHE W3MEHEHUH B  CHEHUPUKAIUIO  3apPErUCTPUPOBAHHOIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B CBSI3H C MPOBEACHUEM SKCIIEPTHU3BI
3¢ (PEeKTUBHOCTH TPUMEHEHUS OMOMEIUIIMHCKOrO KJIETOYHOTO MNPOAYKTa H
AKCHEPTU3bl OTHOIIEHUS OXXKUJAEMOM TOJIb3bI K BO3MOXXHOMY PHCKY
MPUMEHEHUS OUOMEIUITUHCKOTO KJIIETOYHOTO MPOYKTa;

3) TOKyMeHTa, TOATBEPKAAIOIIET0 YIUIATy FOCYJAApPCTBEHHOW MOUIIUHBI
32 BHECEHME B MHCTPYKIMIO TI0 TPUMEHEHHUIO 3aperucTPUPOBAHHOTO

6I/IOM€I[I/II_[I/IHCKOFO KJICTOYHOI'O ITPOAYKTA W3MEHEHUHN B OTHOIICHUU CBGI[GHPIfI,

Tpe6y}oumx IIPOBCACHUA OKCIICPTHU3LI JOKYMCHTOB JJIA IMOJIYYCHUA
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paspenieHus: Ha MpoBeAeHUE KIMHUYECKOT0 UCCIIEI0BaHUsI OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOIYKTA ¥ 3TUYECKON IKCIIEPTU3HI,

4) ToKyMeHTa, MOATBEPKIAIOIIET0 YIUIATy FOCYIAPCTBEHHOW IMONUIMHBI
32 BHECEHME B MHCTPYKLHUIO 110 IPUMEHEHUIO 3aperuCTPUPOBAHHOIO
OMOMEIUIIMHCKOTO KJIIETOYHOIO IPOIYyKTa U3MEHEHUI B OTHOLIEHUHU CBEJICHMI,
TpeOyIOIMX  NPOBEAEHUS  AKCHEepTU3bl  3(P(PEKTUBHOCTH  MPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TMpOAYKTa M  DKCHEPTHU3bl  OTHOIIECHUSA
OKHUJIa€MOM TOJIb3bl K BO3MOXHOMY PHUCKY MPUMEHEHUS OMOMEIUIIMHCKOTO
KJIETOYHOI'O MPOJYKTA;

5) IOKyMeHTa, MOATBEPKAAIOLIErO yIUIaTy FOCYJapCTBEHHOM MOIIMHBI
3a BHECEHHE B JOKYMEHTBI, COJIEpXAIIUECi B PETHMCTPALMOHHOM JIOChE,
U3MEHEHUH B OTHOIICHHM CBEJICHUH, HE TpeOYIIMX MPOBEIACHHUS
OMOMEIUIIMHCKON 3KCIEPTU3bl OMOMEIUIIMHCKOTO KIETOYHOrO MPOAYKTa H
ATUYECKOMN IKCIIEPTUSHL.

4. 3asBUTENb BOpaBE MO COOCTBEHHONM WHUIMATHBE IIPEICTaBUTH
JOKYMEHTBI, YyKa3aHHblE B 4YaCcTW 3 Hacrosled crateu. B ciydae
HEINPEJICTABICHUS  3asABUTEIEM  JTHUX  JOKYMEHTOB  YIOJHOMOYEHHBIN
denepanbHbIA OpraH UCMOJHUTEIHHON BIACTH HA OCHOBAHUU IPEICTABIEHHBIX
3adBUTENIEM HUX PEKBU3UTOB NpoBepseT (aKT yIUIaThl TOCYJIAapPCTBEHHOU

NOIUIMHBI C HCMOJb30BaHUEM HHpoOpMaluu 00 yIUlaTe ToCyAapCTBEHHOM
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MONUINHBI, cojaepkaiieiics B ['ocyaapcTBeHHOW WH(OpPMAIMOHHON cHCTEME
O TOCYIapCTBEHHBIX U MYHUIMITAIBHBIX IIJIATEXKAX.

5. B cpok, He mpeBbIIAOMUNA MATH pabounx JHEH CO JHS TOJyYCHHS
3aKJIIOYEHUsI MO pe3yJibTaTaM JKCIepTu3bl 3(PPEKTUBHOCTH MPUMEHEHHUS
OMOMEIUIIMHCKOTO  KJIETOYHOIO NPOAYKTa M SKCHEPTHU3bl OTHOLICHUS
OKUJaeMOW MOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHHS OMOMEIULIMHCKOIO
KJIETOYHOTO  MPOJAYyKTa B  OTHOLICHUU IMPEIJIOKEHHBIX  U3MEHEHUHU,
YIOJIHOMOYEHHBIN (peiepanbHbIil OpraH UCIOJIHUTEIbHON BIACTH:

1) nppuHUMaeT penieHue O BHECEHWHM W3MEHEHWW B JIOKYMEHTHI,
COJIEPIKALIUECS] B PETUCTPALIMOHHOM J10ChE, WM 00 OTKa3e BO BHECEHUHU TaKUX
W3MEHCHUM;

2) BHOCUT B TOCYJApPCTBEHHBI peecTp OMOMEIUIMHCKUX KIETOYHBIX
IIPOAYKTOB Ha OCHOBAaHWM PELICHHS] O BHECEHUM W3MEHECHHU B JTIOKYMEHTHI,
COJIEpIKaLUECs] B PETUCTPALIMOHHOM JIOChE, HEOOXOAUMbIE U3MEHEHNUS;

3) BBIJaE€T HOBOE PETUCTPAIIMOHHOE YJIOCTOBEpPEHUE OMOMETUIIMHCKOTO
KJIETOYHOTO IPOAYKTA B CIIy4yae M3MEHEHHUs COJAEPKALIUXCSA B HEM CBEICHUMU,
IIPY OTOM CTapO€ PErUCTPALMOHHOE YIOCTOBEPEHUE U3BIMAETCH.

6. OcHOBaHMEM JUIsl OTKa3a BO BHECEHUWU M3MEHEHUH B CHEIU(PUKALNIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM HUHCTPYKIHUIO MO MPUMEHEHUIO
OMOMEIUIIMHCKOTO  KJIETOYHOIO MPOAYKTa SBIISIETCS  3aKJIIOUYEHHE TI0

pe3yiibTataM 3KCIepTu3bl 3(PPEKTUBHOCTH TMPUMEHEHUS OUOMETUIIMHCKOTO
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KJIETOYHOTO TPOAYKTa M SKCIEPTU3bl OTHOIIEHUS OXKUJIAEMON MOJIb3bI
K BO3MOXXHOMY PHUCKY MPUMEHEHUS] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa
O BO3MOXXHOCTH CHIDKEHHMs  Oe3omacHocTd | (uiu)  dPPeKTuBHOCTH
OMOMEUIIMHCKOTO KJIETOYHOIO TMPOJAYKTa B CJIydae BHECEHHMS TaKUX
W3MEHEHUU.

7. llpuHATHE pEIICHUS O BHECCHHMM W3MCHEHUH WM 00 OTKa3e B HUX
BHECEHUM B JOKYMEHTBI, COJEp)KAIIMECd B PETUCTPALMOHHOM JI0ChE, B
OTHOIIIEHUU CBEJICHUM, HE TPEOYIONIUX MPOBEACHUS DKCIEPTU3, YKA3aHHBIX B
4acTu 2 HACTOSAIIEH CTaThH, 51 KJIMHUYECKOTO HCCJIEIOBAHUS
OMOMEIUITMHCKOTO KJIETOYHOTO TMPOAYKTa, a TakKe BHECEHHE W3MCHEHUH
B TOCYJIAapCTBEHHBIH peecTp OMOMEAUIIMHCKUX KJIETOYHBIX MPOIYKTOB
OCYILIECTBIISIETCS. B CPOK, HE MPEBBIMIAKOIIUNA TPUJLIATH pabOUUX JTHEW co JHS
MPUHATHUS YIIOJTHOMOUYEHHBIM (heJiepabHbIM OPraHOM HCTIONHUTENIBHON BIACTU
3asBJICHUS O BHECEHUHU TaKUX U3MCHCHUU.

8. lonyckaetcsi oOpaleHne OMOMEIUIIMHCKOTO KJIETOYHOTO IPOJYKTa,
MPOU3BEJECHHOIO JI0 TMPUHATUSA YIOJHOMOUYECHHBIM (eiepaibHbIM OpraHoM
HMCTIIOJHUTEIBHON BJIACTH PEIICHUS O BHECEHUHM HM3MEHEHHH B JIOKYMEHTHI,
COJZICp)KAIMECs B PETUCTPALMOHHOM JIOChE, B TEYEHHUE CTa BOCBMUJIECATH
KAICHJAAPHBIX JHEH TIOCIE€ TMPUHATUS YIIOJTHOMOYEHHBIM deaepaabHbIM

OpraHomM HWCIOJHUTEIBHOM BJIACTU YKa3aHHOI'O pCIICHHUS.
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Crares 27. OTMeEHa roCyaAapCTBEHHON perucTpauuu
OMOMEMIMHCKOI0 KJIE€TOYHOI0 MPOAYKTA

Pemenre 06 oTMEHE rOCyIapCTBEHHOW PErHCTpallii OMOMETUIIMHCKOTO
KJIETOYHOTO TMPOJYKTa M HCKIIOYEHUH OHUOMEIUIIMHCKOTO KIIETOYHOTO
NPOIyKTa W3 TOCYJapCTBEHHOTO peecTpa OWOMETUIIMHCKUX KIETOYHBIX
MPOIYKTOB  TMPUHUMACTCS  YIOJHOMOYECHHBIM  (pemepanbHBIM  OpraHOM
WCIIOJTHUTENIbHON BJIACTU B CITy4Yae:

1) mpeacraBieHuss QenepasbHBIM OPraHOM HCIOJHUTEIBHON BIACTH,
OCYLIECTBISIIOIIMM  (PYHKUIMHA TIO KOHTPOJK MW Haa3opy B  cdepe
3IpaBOOXPAHEHHUs, 3aKJIIOUEHHS O PUCKE WU 00 yrpo3e 3J0pPOBBIO, KU3HU
YyelioBeKa TpU TMPUMEHEHUH OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa,
MpeBbIIIAIOIINX €ro 3((HEKTUBHOCTD, MO PE3yJIbTaTaM OCYLIECTBISEMOIO0 UM
MOHUTOPHUHTA 0€30MACHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO MTPOAYKTa;

2) mojaun 3asBUTEIEM 3asdBJ€HUS OO0 OTMEHE TOCYJIapCTBEHHOMN
perucTpanui OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa;

3) HempeACTaBICHUS 3asBUTENIeM HHGOPMAITUH, KOTOPas MOXKET TTOBJICYb
32 €000l HEOOXOJAMMOCTh BHECEHUSI W3MEHEHUM B XapaKTEPUCTHUKU
OMOMEIUIIMHCKOTO KJIETOYHOrO MPOAYKTa, COAEp Kaluecs B Clenu(puKaiuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, WIM UHCTPYKIHIO [0 TPUMEHEHUIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B OTHOIICHUH CBEJICHNUN, YKa3aHHBIX

B IIOAITYHKTax B -

"

0 nyHkra 10 4gactu 3 crateum 12 Hacrtosmero
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denepalbHOrO 3aKOHA, B TEYEHHUE TPUAIIATA paboyux JHEW co JHSA
BO3HUKHOBEHHUSI HEOOXOIUMOCTH BHECEHUSI TAKUX U3MEHEHU;
4) BBIHECEHHS CYJIOM PEIIEHUS O HapyIICHUHU MpaB MpaBooOIaiaTens Ha
pPE3YIBTATHI WHTEIJIEKTY AJIbHOM NEATEIbHOCTH npu oOparieHuu
OMOMEUIIMHCKUX KJIETOUYHBIX TPOIYKTOB.

Crarbs 28. T'ocynapcTBeHHBbIH peecTp OMOMEIMIUHCKUX KJIeTOYHbIX
NMPOAYKTOB

1. l'ocynapcTBeHHBIN peecTp OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB
BEJIETCS YIIOJITHOMOUYEHHBIM (e/IepaTbHbIM OPraHOM UCIIOJIHUTEILHON BJIACTH.

2. 'ocyaapcTBEHHBI peecTp OMOMEIUIIMHCKUX KJIETOYHBIX MPOJYKTOB
COJICPKUT TepeueHb OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MPOIIEIITNX
roCyJapCTBEHHYIO PETHCTPALINIO, U CIEIYIONTYI0 HH(POpMaLIUIO:

1) HaumMeHoBaHUE OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) Tunm OWOMEIMIIMHCKOTO KJIETOYHOTO TMPOJayKTa (ayTOJIOTUYHBIN,
aJTOT€HHBIN, KOMOMHUPOBAHHBIN );

3) HauMeHOBaHUE  pa3padOTUMKa  OUOMEIUIIMHCKOTO  KJIETOYHOTO
MPOAYKTA;

4) HaMMEHOBaHUE M aJpeC MPOU3BOAUTENA OOpaslia OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOIYKTa;

5) kogoBoe 0003HAYCHHUE KJIETOYHOW JIMHUH, BXOJAIIEH B COCTaB

6I/IOM€I[I/II_[I/IHCKOFO KJICTOYHOTI'O IIPOAYKTA,
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6) HauMeHOBaHUE (papMalleBTUYECKUX CYyOCTaHIIUM, BXOISIIUX B COCTaB
OMOMEUIIMHCKOTO  KJIETOYHOTO  MPOJyKTa, HAWUMEHOBAHME U  HOMEp
HOPMAaTHUBHOU JOKYMEHTAIINH;

7) HAMMEHOBAHHUE JIEKAPCTBEHHBIX MPEMApaToB, BXOASANIMX B COCTaB
OMOMEUIIMHCKOTO  KJIETOYHOTO  MpPOJyKTa, HAWUMEHOBAaHME U  HOMEp
HOPMAaTHUBHOU JOKYMEHTAIINH;

8) HAMMEHOBAaHME MEIUIIMHCKOTO W3JeNns, BXOJAIIEr0 B COCTaB
OMOMEUIIMHCKOTO  KJIETOYHOTO  MPOJyKTa, HAWUMEHOBAHME U  HOMEp
HOPMAaTHUBHOU JOKYMEHTAIINH;

9) cpok TOTHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

10) ycnoBus xpaHeHuUs: OMOMEAUITMHCKOTO KIETOYHOTO MPOIYKTa;

11) noxazanus 17} IIPOTHUBONIOKA3aHUS TS IIPUMEHEHUS
OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa;

12) moGouHbIE NEWCTBUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa;

13) cepbe3Has HexxenaTeabHas peakius OpraHu3Ma;

14) HenpenBuAcHHAs HEXeNaTeIbHAS PEAKIIUSI OPTaHU3MA;

15) nata rocyapcTBEHHOU perucTpaiuv OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA U €r0 PErUCTPALIMOHHBII HOMED.

3. [lopsigok BeneHUss TOCYJAPCTBEHHOIO peecTpa OMOMEIUIIMHCKUX
KJIETOYHBIX TPOJYKTOB YTBEPKIAETCS YIHOJHOMOYEHHBIM eepaabHbIM

OopraiomM HCITIOJTHUTEIbHOM BJIACTH.
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Cratps 29. IloBTOpHOE NpeacTABJIeHUE OMOMEIMIIUHCKOT O
KJIETOYHOTI0 MPOAYKTA, HE MPOILeIIero
roCcyJapCTBEHHYI0 PerucTpanui0 ONOMeIMIIUHCKUX
KJIETOYHBIX MPOAYKTOB, HA IrOCYapPCTBEHHYIO
perucTpamnuio 0MoMeIMIUHCKUX KJIETOUYHBIX MPOYKTOB
[ToBTOpHOE mNpenacTaBieHWE B YIOJHOMOYEHHBIN QenepaibHbli OpraH
UCIIOJHUTENIbHOM BJIACTM  OWOMEIMIIMHCKOTO KJIETOYHOTO MPOJYyKTa, HE
MPOIIE/IIETO TOCYAAPCTBEHHYIO PETUCTPALINI0 OMOMEIUITMHCKOTO KJIETOYHOTO
NpOAyKTa WX TMOJYYMBIIETO OTKAa3 B YKAa3aHHOM PErUCTpAIlUU, COCTaB
KOTOPOrO BIIOCJIEJICTBUUA IIOJBEPICS HM3MEHEHUIO, PacCMaTpUBACTCS KaK
MIPEICTABICHUE Ha rOCyJIapCTBEHHYIO PETUCTPALUIO HOBOT'O
OMOMEIUITMHCKOTO KJIETOYHOTO MPOJIYyKTa HE3aBUCHMO OT COXPAaHCHHS €ro
MEPBUYHOIO HAUMEHOBAHUSI.
Crates 30. O0:xajioBaHMe pelieHUs 00 0TKa3e B Bbla4ye
pa3pelieHus1 HA NPOBeleHHe KIMHNYeCKOro
HCCJIeIOBAHNS OMOMEIUIUHCKOI0 KJIETOYHOI0 MPOXYKTAa
WM peleHnsi 00 0TKa3e B roCy1apCTBEHHOM
perucrpanuu O0MOMeIUINHCKOT0 KJIETOYHOI0 NMPOAYKTA
Pemienne ymomHOMOYeHHOTO (QeepalbHOr0 OpraHa HMCIOJIHUTEILHOU
BJIaCTH 00 OTKa3e B BbIJIau€ pa3pelieHus] Ha MPOBEJCHUE KIMHUYECKOIO
HCCIIEIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOI'O0 MPOAYKTa WM peIIeHHe 00
OTKa3e B TOCYJApCTBEHHOW pPErUCTpallid OWOMEIMIIMHCKOTO KIETOYHOTO

INpOAYKTa  MOKCT OBITh 00’KAJIOBAaHO B cya€ B COOTBCTCTBUHU  C

3akoHoarenbecTBoM Poccurickon denepannu.
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Crares 31. HWudopmanus, CBA3aHHAs C OCYLIECTBJICHHEM
roCcy1apCTBEHHOM PerucTpannu OMOMeIuIUHCKOTO
KJIETOYHOI'0 NPOAYKTA, HHGoOpMaLUs O
3apPeruCTPUPOBAHHBIX OMOMEIMIIUHCKUX KJIETOYHbIX
NMPOAYKTAX U OMOMEIMIUHCKHUX KJIETOYHbIX MPOAYKTAX,
HCKJIIOYEHHbIX M3 IOCYJapCTBEHHOI0 peecTpa
OMOMEIMIUHCKHUX KJIETOYHbIX IPOAYKTOB
1. YnonHoMoueHHbIH (pefepalibHBIN OpraH UCIOJHUTEIBHOW BJIACTH
pa3mMeraetr Ha cBoeM oduimanpHoOM caiite B cetu "MuTepHeT" nndopmaimio,
CBSI3aHHYO C OCYIIECTBIIEHUEM roCyAapCTBEHHOU perucTpanuu
OMOMEUIIMHCKUX KJIETOYHBIX MPOJYKTOB, B TOM YHCJE C IPOBEIACHUEM
OMOMEUIIMHCKON SKCIEPTU3bl OMOMEAUIIMHCKUX KIIETOYHBIX IPOAYKTOB U
ATUYECKOU DKCIIEPTHU3HI, uHpopManuo 0 3apPEruCTPUPOBAHHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTaX W OHOMEIUIIMHCKUX KJIETOYHBIX
MPOAYKTaX, UCKIIOUYEHHBIX W3 TOCYJAapCTBEHHOrO peecTpa OMOMETUIIMHCKHUX
KJIETOYHBIX TMPOAYKTOB, HE IMO3JHEE YeM 4Yepe3 MsATh pabouyux JHEW cOo JHS
MOJIYYEHUSI YIIOJHOMOYEHHBIM (enepaibHbIM OPraHoOM HCIIOJHUTEIHHOM
BJIACTU 3asBJICHUS O TOCYAApPCTBEHHOM perucTpanu OWOMETUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA.
2. llopsmok pa3MenieHns yKa3aHHOM B 4YacTU | HaACTOsIIEH CTaThbu

uH(opMaIid yCTaHABIMBAETCA YIOJIHOMOYEHHBIM (eaepaqbHbIM OpraHoOM

HWCHOJIHUTEIbHOMN BJIACTH.
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I'naBa 5. Kaunnundeckue uccjie1oBaHus OMOMeINIIHHCKUAX
KJI€TOYHbIX IPOAYKTOB

Crarps 32. OpraHusanus U NpoBeieHNe KIMHNYECKNX
HCCJIeJ0BAHNNI OMOMEeTUIIMHCKHUX KJIETOYHBIX MPOAYKTOB

1. Knuauueckue HCCJICIOBAHUS OMOMETUIIMHCKUX KJIETOYHBIX
MPOIYKTOB, B TOM quCie MEXKTyHApPOIHbIC MHOTOLICHTPOBEHIE,
MOCTPETUCTPAIIMOHHBIE, MPOBOAATCS OJHON MM HECKOJIBKUMU MEIUITMHCKUMU
OpraHu3alysMd B COOTBETCTBHM C IpaBWIaMM HaJJIekKallel KIMHUYECKON
MPAKTUKHU, YTBEPXKIECHHBIMU YIIOJTHOMOUYEHHBIM (peJiepaibHbIM OpraHoM
HCITOJITHUTEIbHOU BJIACTH TSI rocyJIapCTBEHHOMU perucTpaiuu
OMOMEIUITMHCKUX KJIETOUYHBIX ITPOJTYKTOB M MHBIX II€JIeH, U HaIpaBJICHBI Ha:

1) ycraHoBiieHue 0e30IMacHOCTH OMOMETUIIMHCKUX KJI€TOYHBIX
MPOAYKTOB ISl 3J0pPOBBIX JOOPOBOJBIEB U (WJIM) TEPEHOCUMOCTH HX
3I0pPOBBIMH JTOOPOBOJIBIIAMH, 32 HUCKIIOYEHHEM MPOBEJICHHBIX 3a MpelesiaMu
Poccuiickoii  ®eneparuu  mcciieioBaHUN ~ OMOMEIUIIMHCKUX — KJIETOYHBIX
MPOYKTOB;

2) nog0op ONTUMAJIBHBIX JIO3UPOBOK OMOMEAUIIMHCKOTO KJIETOYHOTO
MPOAYKTa U KYPCOB JICUECHHSI TAIIUEHTOB C OMPE/ICIICHHBIMU 3a00JI€BaHUSIMU;

3) ycraHoBieHue Oe3omacHOCTH U A(PHEKTUBHOCTH OMOMEIUIIMHCKUX

KIICTOYHBIX IIPOAYKTOB IJIA ITATUCHTOB C OIIPCACICHHBIMHA 3a6OHCBaHI/IHMI/I;
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4) uzyyeHrue BO3MOXKHOCTH PaCUIMPEHUs] MMOKa3aHUM JJI1 MEAUIIMHCKOTO
MPUMEHEHUS 3aPETrUCTPUPOBAHHBIX OMOMETUIIMHCKUX KJIETOYHBIX MPOIAYKTOB
U BBISIBJICHHUE UX ITOOOYHBIX JEHCTBUH.

2.1lpy mnonydyeHun OUOMETUIIMHCKOTO KIETOYHOTO TIPOJAYKTa ISt
KIIMHUYECKOTO  HMCCIECIOBAHUSI  HCIOJIB3YETCS  TEXHOJIOTUS, WACHTUYHAs
TEXHOJIOTHH, C TIOMOIIHI0 KOTOPOH OBLIT MOTYyYEeH MPOIIEIIINI JOKINHUIECKOE
ucciae0BaHue OMOMEIUIIMHCKUN KJIETOYHBIM MPOAYKT M KOTOpas OIKCaHa B
OTYETE O MPOBEACHUM JIOKIMHUYECKOTO WCCIIEAOBAHUS OUOMEIUITUHCKOTO
KJIETOYHOT'O MPOJYKTA U €r0 PETUCTPAIMOHHOM JIOCHE.

3. Opranuzanuro MIPOBEICHUSA KIIMHUYECKUX HUCCIIEJOBAaHUN
OMOMEIUIIMHCKUX KJIETOUYHBIX MIPOYKTOB BIIPABE OCYIIECTBIATH:

1) pazpaboTuuk  OMOMEAMIIMHCKOTO  KJIETOYHOTO  MPOJIYyKTa  WJIHU
YIIOJTHOMOYEHHOE UM IOPUINYECKOE JTUIIL0;

2) oOpa3oBaTelbHBIE OpPraHU3allMM BBICIIETO OOpa30BaHHS U (WJIN)
OpraHu3alMM JAOMOJTHUTEIBHOTO MPO(HECCHOHATBHOIO 00pa30BaHus;

3) Hay4YHO-UCCE0BATEIbCKUE OpraHu3aliu.

4. Kimuanueckue HUCCJIEIOBAHUSI OMOMETUITMHCKUX KJIETOYHBIX
MPOAYKTOB TMPOBOJATCS HAa OCHOBAaHUM pa3pelieHUss Ha MPOBEICHUE
KJIIMHUYECKOTO HWCCIEAOBaHUsl OMOMEIUIIMHCKOTO KJIETOYHOIO TMPOJIYKTa,
BBIJAHHOTO B TIOPSJIKE, YCTAHOBJIEHHOM cTaThsiMH 19 m 20 HacTosmiero

denepalbHOrO  3aKOHA,  YIOJIHOMOYEHHBIM  (peJiepajibHbBIM  OpPraHOM
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WCTOJIHUTEIHON BJIACTH, B COOTBETCTBUM C LIEJISIMHU, YKa3aHHBIMU B 4acTu |
HACTOAIIECH CTaThU. YTIOJTHOMOYEHHBIN (hellepalibHbli OpraH UCIOTHUTEIbHOU
BJIACTU BEIET PEECTP BBIJAHHBIX PA3pEUICHUNM HAa MPOBEICHUE KIIMHUYECKUX
UCCJIEIOBaHUN OMOMEIUIIMHCKUX KJIETOYHBIX TMPOJYKTOB, COJEpIKAIIHi
YKa3aHUE Ha WX UEJb WIHN LEIU, B YCTAHOBICHHOM 3TUM OPraHOM MOPSIAKE.

5.B cmywae  OCymIeCTBIEHHS  TOCYJAPCTBEHHOM  PEruCTpaluu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa TOCyAapCTBEHHas TMOIUIMHA 3a
MPOBEJICHUE OKCIEPTU3bl OE30MACHOCTH OMOMEAUIIMHCKOTO KJIETOYHOIO
MPOAYKTA, OKCIEPTU3bl JOKYMEHTOB [UIA TIOJYYEHHS pa3pelICHUs Ha
MPOBEACHUE KIWMHUYECKOTO HCCIEAOBaHUS OWOMETUIIMHCKOTO KIJIETOYHOTO
MPOAYKTA M DJTUYECKOM OKCHEPTU3bl YIUIAYMBAETCS OJHOKPATHO IpHU
oOpallleHM  3a  TOCYJapCTBEHHOW  perucrpanuet  OMOMEIUITUMHCKOTO
KJIETOYHOTO MPOJIYKTA.

6. K OpraHu3aluu MIPOBEACHUSA KJIMHUYECKUX HUCCIIEJOBAaHUN
OMOMEIUIIMHCKUX KIIETOYHBIX MPOAYKTOB MOTYT MPUBJIEKATHCS IOPUIAYECKUE
Jula Jr000M OpraHu3allMOHHO-TIPABOBOM (OPMBI, MMEIOIIUE JIUIICH3UIO Ha
OCYIIECTBJICHUE MEIUIAHCKOU NEATEIbHOCTH, AKKpEINTOBAHHBIE
YIOJIHOMOYEHHBIM  (eJIepaIbHbIM  OPTaHOM  HMCTIOJHUTEIBHON  BIACTH
B MOpsiJIKe, ycTaHOBJIECHHOM lIpaBurensctBoM Poccuiickont depepanuu, npu
YCIOBUU OOECIIEUECHHS] COOTBETCTBHUSI ATUX MCCIEAOBAHUM TpeOOBaHUSIM

HAaCTOALICTO CDez[epaﬂbﬂoro 3aKOHa.
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7. llepeyeHb MEOULUMHCKUX OPTaHU3AIMK, UMEIOLIUX MPABO IPOBOIAUTH
KIIMHUYECKHE HCCIICIOBAHUSI OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, H
PEECTp BBLIAHHBIX PA3PEHICHUN HA MPOBEACHUE KIMHHUYECKHUX HCCIICIOBAHUMN
OMOMEUITMHCKUX KJIETOYHBIX MPOIAYKTOB Pa3MEIIAIOTCA YIOJTHOMOYEHHBIM
dbenepanbHbIM OpPraHOM HCHOJHUTENBHOM BIACTM B YCTAHOBICHHOM UM
MopsIIKE Ha CBOEM oduIinaabHOM caite B cetu "MuTepHeTt".

8. B Poccuiickoii ®@enepaiud B COOTBETCTBUM C MEXKIYHAPOIHBIMU
noroopamu  Poccuiickori  depepaunu, a B ciIydae  OTCYTCTBUSA
MEXIyHapoaHOTro goroBopa Poccuiickonn @enepanuu - Ha OCHOBE IPUHIIUIIA
B3aUMHOCTH, TMPU3HAKOTCS  PE3YJbTAThl  KJIMHUYECKHUX  HCCIIEIOBAHUM
OMOMEUIIMHCKUX KJIETOYHBIX MPOJIYKTOB, MPOBEJACHHBIX 3a IIpejeaaMu
Poccuiickon Oenepanuu.

Cratps 33. MexayHapoaHOe MHOTOLIEHTPOBOE KJIMHHYECKOe

HCCJIeI0OBaHNEe OMOMETUIMHCKOT0 KJIeTOYHOT 0 MPOAYKTA
WM MOCTPEruCTPAIMOHHOE KINHUYECKOe UCC/IeIOBaHHe
OMOMEIMIIMHCKOI0 KJIETOYHOI0 MPOAYKTA

l. MexayHapoJHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIETOBAHUE
OMOMEUIIMHCKOTO KJIETOUHOro mpoaykta B Poccuiickoit ®enepanuiu uiu
MOCTPETUCTPAIIMOHHOE  KIMHUYECKOE  HMCCJIEAOBAHUE  OMOMEIUITMHCKOTO
KJIETOYHOTO MPOAYKTa MPOBOJUTCA HA OCHOBAHUU Pa3peIICHUsI HA TPOBEACHUE

KIMHUYCCKOIO HCCICAOBAHUA 6I/IOMGI[HL[I/IHCKOFO KIICTOYHOT'O IIPOJAYKTa,

BBIJAHHOI'O  YIIOJTHOMOYCHHBIM cbez[epaanHM OopraHomM HCHOJHUTEIbHON
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BJIACTM 10 pe3yJibTaTaM JKCIEPTU3bl OE€30MaCHOCTH OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa, SKCIEPTU3bI TOKYMEHTOB JIJIl MOJIYUYCHUS pa3pelICHUS
HAa TMPOBEICHHWE  MEXIYHAPOAHOIO  MHOTOLIEHTPOBOTO  KJIMHUYECKOTO
HCCIICIOBAHUS OMOMETUIIMHCKOTO KJIE€TOYHOT'O MpOAYyKTa 178)071
MOCTPETUCTPAIIMOHHOTO  KJIMHUYECKOTO HMCCJIEOBAHUS OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTA, U ATUYECKOU SKCIICPTU3BI.

2. ]l monydeHUsl pa3pelieHdsT Ha MPOBEJACHHE MEXIYHAPOJIHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOT'O HCCIeI0BaHUSA OMOMEIUIIMHCKOT'O
KJIETOYHOTO  MPOJAYKTa  WIW  MOCTPETHUCTPALMOHHOTO  KJIMHUYECKOTO
HCCIIeIOBaHUST OMOMEIUITMHCKOTO KJIETOYHOTO MPOJYKTa B YIOJIHOMOYEHHBIN
dbenepanbHbId  OpraH MCIOJTHUTEILHONW BIJIACTH 3asBUTENb IPEJICTABISET
CHEYIOIINE JOKYMEHTHI U CBEJICHUS:

1) 3asiBieHME O BbIJaye pa3pelICHHs] HA MPOBEJICHUE MEXKTyHAPOJIHOTO
MHOTOIIEHTPOBOT'O KJIMHUYECKOI'O HCCIeI0BaHUS OMOMEIUIIMHCKOTO
KJICTOYHOTO  MPOJAYKTa  WJIW  MOCTPETHCTPALIMOHHOTO  KJIMHUYECKOTO
UCCIIEIOBAHUST OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) peKBU3UTHI TOKYMEHTA, MOATBEPKIAIOIIETO YIUIATY TOCYIapCTBEHHOMN
MOLUIMHBI 34 BbIJAYy pa3pelieHUuss Ha TMPOBEIACHUE MEXKIYHAPOIHOTO
MHOTOLIEHTPOBOT'O KJIWHUYECKOTO HCCIICIOBAHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTa WM 3a BbIJIa4y pa3pelieHus Ha MPOBEICHUE

HNOCTPCITUCTPATMOHHOI'O KIIMHHUYCCKOI'O HMCCICAOBAHUA 6I/IOMGI[HHI/IHCKOFO
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KJIETOYHOTO0 TPOJYKTa, JUMOO0 caM 3TOT JOKYMEHT (1o CcOOCTBEHHOM
uHUIMaTUBe). B  cilyuae HempenacraBieHuss  YKa3aHHOTO  JIOKYMEHTa
YIOJIHOMOYEHHBIM  (peiepanbHbIlii  OpraH MCHOJHUTENBHONW BIACTH Ha
OCHOBAaHHUM TMPEJICTABIEHHBIX 3asBUTEIEM PEKBU3UTOB 3TOr0 JIOKYMEHTA
npoBepsieT (AKT ymuiaThl TOCYJIAPCTBEHHOM NOIUIMHBI C MCIOJIb30BaHUEM
uHdopmaiuu 00 ymiare TOCYAapCTBEHHOW TMONUIMHBI, COJEpKalleics B
['ocynapctBeHHOM  MHPOPMAIIMOHHOM  CHUCTEME O TOCYAapCTBEHHBIX U
MYHUIUTATBHBIX TUIaTekKax;

3)oTyeT O JOKJIMHHUYECKUX  HCCIIECIOBAHUSAX  OMOMEIMIIMHCKOTO
KJIIETOYHOTO TMPOAYKTa M OTYET O TPOBEACHHBIX paHEeEe KIMHUYECKUX
UCCJIEA0BaHUSAX OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa (pU HAJIUYUN);

4) IpoeKT POTOKOJIA MEKTyHapOHOTO MHOTOLIEHTPOBOTO
KIIMHUYECKOTO0 HCCIIEIOBAHUS OMOMEIUIIMHCKOTO KIJIETOYHOIO MPOJYyKTa WU
MOCTPETUCTPAIIMOHHOTO  KIIMHUYECKOTO HUCCJIEAOBaHUS OMOMEIUIIMHCKOTO
KJIETOYHOI'O MPOJIYKTA;

5) Opomitopa  ucclieioBatelsis, CoAepKalias — CBOJHOE  HU3JIOKEHHE
pPE3yAbTATOB JAOKIMHUYECKOTO HCCIEAOBAaHUS OMOMEIUIIMHCKOIO KJIETOYHOTO
MPOAYKTa U €ro KJIMHUYECKOTO UCCIIEIOBAHUS;

6) nH(POPMALIMOHHBIN JIUCTOK MAIMEHTa, YYaCTBYIOIIETO B KIMHUYECKUX

UCCIIETOBAHUSX OMOMEUIIMHCKOTO KJIETOYHOTO TTPOIYKTa;
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7) cBenieHust 00 ombIiTe PabOTHI MCCIENIOBAaTENEH MO COOTBETCTBYIOIIUM
CHCIHAIIBHOCTSIM M HX OIbITe pabOThl MO MPOBEACHUIO KIMHHUYECKHX
HCCIICIOBAHM;

8) cBelleHUs 0 MEIUIIMHCKUX OpraHU3alUsaX, B KOTOPBIX MPEAnoIaraeTcs
IPOBEJICHNE KIWHUYECKOTO HCCIEIOBAaHUS OHMOMEIUIUHCKOTO KJIETOYHOIO
npoAaykTa (MOJHOE M COKpPAlleHHOE HAMMEHOBAHMS, OpraHU3alllOHHO-
npaBoBas opMa, MECTOHAXOXKJICHHE M MECTO OCYIIECTBIEHUS JIEATEIbHOCTH,
tenedon, Tenedakc, aapec MEKTPOHHON MOUTHl METUIIMHCKOW OpraHu3aIiun);

9) npenmnonaraemMbple CPOKH MPOBEACHUS KIMHUYECKOTO HCCIEIOBAHMUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIyKTa;

10) xonuss JoroBopa 00s3aT€NBHOIO CTPAaXOBaHUs, 3aKIIOYEHHOTO B
COOTBETCTBUU C THUIIOBBIMH TIPaBWJIaMU O0O0s3aTEIHHOTO CTPAXOBAaHUS, C
yKa3aHWEeM TMpeAeSbHOM  UYWCICHHOCTM MAI[MEHTOB, Y4YacTBYIOIIUX B
KJIMHUYECKOM UCCIEA0BAHUN OMOMEIULIMHCKOIO KIIETOUHOTO IPOAYKTa;

11) uadopmanus o coctaBe OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa;

12) TOKyMEHT, COCTaBJICHHBIA MPOU3BOJAUTEIEM OHOMEIUIIMHCKOTO
KJIETOYHOTO TMPOAYKTa M COACpXKAIIMK TMOKa3aTenu (XapakTEPUCTUKH)
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOU3BEACHHOIO AJI MPOBEICHUS

KJIMHUYECKUX UCCIeIOBaHMU.
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3. B cpok, He MPEeBBIMIAIONIUNA MATH padOYuX HEW CO JHS TPUHATHUS
YKa3aHHbBIX B YacTW 2 HACTOSIIEW CTaTbhd JOKYMEHTOB U CBEJICHUM,
YIOJIHOMOYEHHBIN (peiepanbHbIil OpraH UCIOJHUTEIbHON BIIACTH:

1) mpoBOAUT TPOBEPKY TMOJHOTHI M  JOCTOBEPHOCTH  CBEICHUH,
COAEPKAIIUXCS B MPEACTABICHHBIX 3asBUTEIIEM JOKYMEHTAX;

2) IpUHUMAET PEIICHHE O TMPOBEACHUU SKCIEPTU3bl OE30MaCHOCTH
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, SKCHEPTU3bl JOKYMEHTOB IS
MOJYYEHUS pa3peliCHUs] HA MPOBEICHUE MEKIYHAPOIHOTO MHOTOIEHTPOBOTO
KJIIMHUYECKOT0 HCCIIEIOBAHUSI OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYyKTa WU
MOCTPETUCTPAIIMOHHOTO  KIIMHUYECKOTO HUCCJIEAOBaHUS OMOMEIUITMHCKOTO
KJIETOYHOT'O MPOAYKTa M 3THUECKOUN dKCIIEPTU3bI JIMOO 00 OTKa3e B IPOBEACHUU
YKa3aHHBIX SKCIIEPTHU3;

3) yBeIOMJIIET B MUCbMEHHOU (hOopMe 3asiBUTEIIS O MPUHSITOM PEIICHUU
(B cityyae pUHSTHUS pelIeHUs] 00 0TKa3e YKa3bIBaeT MPUYUHBI TAKOTO OTKA3a).

4. B ciny4dae BBISIBJICHHS HEJOCTOBEPHOCTH CBEICHHM, COIEPKAIIUXCS B
MIPEJICTABIICHHBIX 3asiBUTENIEM JOKYMEHTaX, YMOJHOMOYEHHBIN (elepanbHbIn
OpraH UCIOJHUTEIBHOW BJIACTH HANPABISET 3asBUTENIO 3alpoc 00 YTOUHEHUU
yKa3aHHBIX  cBeleHWi. JlaHHBI  3ampoc  MoOXeT  OBITh  TepenaH
YIIOJTHOMOYEHHOMY TIPEACTABUTENIO 3asiBUTENS JIMYHO IO  PACIUCKY,
HaIpaBJICH IO MOYTE 3aKa3HbIM MHUChMOM WIH MEPEe/IaH B JIEKTPOHHOU (hopMme

10 TCICKOMMYHUKAIIMOHHBIM KaHaJIaM CBS3H. B CJIydac HaIllpaBJICHUS JaHHOI'O
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3ampoca IO TOYTE€ 3aKa3HbIM ITHMCbMOM OH CYHMTAETCS IMOJIYyYEHHBIM 110
MCTEUCHHUU IIECTU JHEW CO JHS HAMpPABJIEHUS 3aKa3HOTO MUCHhMA.

5. 3asBUTENb 00513aH MPEJACTABUTH OTBET HA 3alpOC YMOJIHOMOYEHHOTO
dbenepaibHOTO OpraHa MCHOJIHUTEIbHON BJIACTH B CPOK, HE MPEBBIMIAIOIIMIA
JeBsIHOCTa pabo4yux JHEW CcO JHS MOJdydeHust JaHHOro 3ampoca. Cpok,
YKa3aHHBIM B 4YacTW 3 HACTOSIIEH CTAaTbW, NPUOCTAHABIMBAETCS CO JIHS
HaIpaBJIECHUs 3asBUTEIIO 3alpoca YMOJHOMOUYEHHOro (enepaabHOro opraHa
WCIIOJTHUTENIbHOW BJIACTH JIO JHS TMOJIYYEHHsS OTBETa HA JaHHBIN 3ampoc U HE
VUUTHIBACTCS TPU  HCUHUCICHUU CpPOKA MPUHATHUS  YHOJHOMOYEHHBIM
dbenepaibHBIM OPTaHOM HCIIOJTHUTENHHOM BJIACTH PEUIEHUS O TPOBEIACHHUU
OKCIIEPTU3bl JOKYMEHTOB JJiA TMOJYYEHHUsS pa3pelieHuss Ha IPOBEJICHHE
MEKTyHapOHOTO MHOTOIIEHTPOBOI'O KIIMHUYECKOTO UCCIIe0BaHUS
OMOMEUIIMHCKOTO  KJIETOYHOIO0 MPOAYKTa WM MOCTPETUCTPALIMOHHOTO
KJIIMHUYECKOTO MCCIIeIOBaHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

6. OcHOBaHMEM Ji1 OTKa3a B MPOBEACHUHM 3KCHEPTU3bl 0E€30MacHOCTH
OMOMEUIIMHCKOTO KJIETOYHOTO TPOJYKTa, HKCHEPTU3bl JTOKYMEHTOB JIJis
MOJIYUCHHS pa3pelieHus Ha MPOBEACHUE MEXIYHAPOTHOTO MHOTOIIEHTPOBOIO
KJIIMHUYECKOTO HMCCJIEAOBaHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTAa WM
MOCTPETUCTPAIMOHHOTO  KIIMHUYECKOTO HUCCJIEAOBaHUS OMOMEIUIIMHCKOTO
KJIETOYHOT'O TPOJYKTa U STUYECKON HKCHEPTHU3bl SBISETCA MPEJCTABICHUE

NOKYMEHTOB W CBEICHUW, MPEAYCMOTPEHHBIX YaCThIO 2 HACTOSIIEH CTAThH,
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B HEMOJTHOM o00ObeMe JIMOO OTCYTCTBHE B NPEACTABICHHBIX JOKYMEHTax
CBeJACHUM WM HHGOPMAIMU, KOTOpPbIE IOJDKHBI OBITh OTPaXXEHbI B HUX B
COOTBETCTBMH C YaCThIO 2 HACTOSIIEH CTaThHU.

7. IlTpoBenenue AKCIIEPTU3bI 0e30MmacHOCTH OMOMEIMITUHCKOTO
KJIETOYHOT'O MPOJYKTA, SKCIEPTU3bI JOKYMEHTOB JIJISI MOJYYEHUS pa3pelieHus
Ha TPOBEICHUE  MEXKIYHAPOJHOTO  MHOIOIIEHTPOBOTO  KJIMHUYECKOTO
HCCJIEIOBaHMS OMOMETMITMHCKOTO KJIETOYHOT'O NpOAYyKTa WJIH
MOCTPETUCTPAIMOHHOTO  KJIMHUYECKOTO0 HCCIIEIOBaHUSI  OMOMEIUIIMHCKOTO
KJIETOYHOT'O TMPOAYKTAa M 3TUYECKOW AKCHEPTU3bl W BblJaya pa3pelieHus Ha
MIPOBEACHUE MEXKTYHApPOHOTO MHOTOLIEHTPOBOT'O KJIMHHUYIECKOr0
HCCJIEIOBaHMS OMOMETMITMHCKOTO KJIETOYHOT'O NpOAYyKTa WJIH
MOCTPETUCTPAIMOHHOTO  KJIIMHUYECKOTO0 HCCIIEeIOBaHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa OCYIIECTBIISIFOTCA B COOTBETCTBUM CO CTaThamu 18 - 20
HacTosero deiepaibHOrO 3aKOHA.

8. Pemenuss 00 oOTkaze B TMPOBEACHUU JKCIEPTU3BI OE30MAaCHOCTH
OMOMEUIIMHCKOTO KJIETOYHOTO TPOJYKTa, HKCHEPTU3bl JTOKYMEHTOB JIJisi
MOJIYUYCHHS pa3pelieHus Ha MPOBEACHUE MEXIYHAPOIHOTO MHOTOIIEHTPOBOIO
KIIMHUYECKOTO HCCIICIOBAaHUS OMOMEIUITMHCKOTO KIETOYHOTO IPOAYKTa WIIU
MOCTPETUCTPAIMOHHOTO  KJIIMHUYECKOTO HCCIIEIOBaHUSI OMOMEIUITMHCKOTO
KJIETOYHOI'O MPOJYKTa U ATUYECKOM SKCIEPTU3bl U B BbIJIaue pa3pelieHusl Ha

IIPOBCACHUC MCKAYHApPOIHOI'O MHOI'OLCHTPOBOI'O KIIMHUYCCKOI'O
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HCCIICIOBAHMS OMOMEIUIIMHCKOT'O KJIETOYHOT'O MPOYyKTa 1580051
MOCTPETUCTPAIIMOHHOTO  KJIMHUYECKOTO HMCCJIEOBAHUS OHOMEIUIIMHCKOTO
KJICTOYHOT'O TPOAYKTAa MOTYT OBITh O0aJOBaHBI B MOPSAKE, YCTAHOBICHHOM
3aKOHOJAaTeNbCTBOM Poccuiickon denepanuu.

Cratbs 34. IlpoBegeHMe KJIMHUYECKOT0 MCCJIEI0BAHUSA
OMOMEIMIIMHCKOT0 KJIETOYHOI0 MPOAYKTA

1. PykoBoguTenp MEOWIIMHCKOM OpraHW3alMH, KOTOpas MIPOBOIUT
KIIMHUYECKOE HCCIIeIOBaHUE OWOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
HA3HAYAET MCCIENOBAaTEeNsd, OTBETCTBEHHOTO 3a MPOBEICHUE  TaKOTO
UCCIICIOBAHUSI, HMEIOIIETO JICYEOHYI0 CHEIUAbHOCTh, COOTBETCTBYIOUIYIO
npoduito 3a0oeBaHus (COCTOSHMS), IS JIEYEHHUS KOTOPOTO MpeaHa3HauYeH
OMOMEUITMHCKUM KJIETOUHBIA MPOAYKT, B OTHOIIEHUH KOTOPOTO MPOBOIUTCS
KIIMHUYECKOE MCCJIEIOBAaHMEe, U CTaX padOThl MO MporpaMMaM KIMHUYECKHUX
HCCIICIOBAHUN HE MEHee 4YeM IIATh JIeT (Janee - HUCCIeA0BaTeNb), U IO €ro
MPEJIOKEHUIO HA3HA4YaeT COMCCIEHOBATEICH W3 4YHCIIAa Bpadyed dATOM
MEJIUIIMHCKOM OpraHu3aiuu (Jajaee - COucCciae0BaTeNn ).

2. WccnepgoBaTenb OCYIIECTBISIET BBIOOpP MAIlMEHTOB, KOTOPBIE IO
MEIUIIMHCKUM TOKa3aHUSAM MOTYT OBITh TPUBJICYCHHI K YyYaCTHIO B
KIIMHUYECKOM MCCJICIOBAaHUN OMOMEIUITMHCKOTO KJIETOYHOTO MPOYKTA.

3. UccienoBaTennb M COMCCIIEAOBATENH JIOJDKHBI OBITH O3HAKOMJICHBI C

pe3yjibTaTaMH JOKIMHUYCCKOI'O UCCIICAOBAHUS 6I/IOM€I[I/II_[I/IHCKOI‘O KJICTOYHOI'O
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MPOIyKTa, COACPKAMMMHUCS B CIIeU(PUKAINH OMOMEIUIIMHCKOTO KJIETOYHOTO
OpOayKTa ¥ OTYET€ O TPOBEACHUHM JOKIMHUYECKOTO HCCIICIOBAHMUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa,  IMPOEKTOM  MPOTOKOJIA
KIIMHAYECKOTO HCCIEAOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOIYKTa,
pa3paboTaHHBIM Pa3pabOTUUKOM OMOMEIUIIMHCKOIO KJIETOYHOIO IPOJYKTa
YT MHBIM FOPUANYCCKUM JIUIIOM, TTPUBIIEKAEMBIM K OPTaHU3AINU MPOBEACHUS
KIIMHAYECKOTO HCCIICIOBAHKMS OMOMEIMIIMHCKOTO KJICTOYHOTO IPOAYKTa, H
APYTUMHU MaTepuaiaMu TaKOTro UCCIISTOBAHU.

4. PykoBoaWTENlb MEIUIIMHCKOM OpraHM3aIlid, KOTOpas MPOBOIUT
KIIMHUYECKOE HCCIIe0BaHNe OMOMEIMIIMHCKOTO KJIETOYHOTO IPOAyKTa, B
CPOK, HE TMPEBBIMNAIIINA Tpex padodyux JIHEW cOo JHS Hadana MpPOBEICHUS
KIIMHAYECKOTO HWCCIEAOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOIYKTa,
HaIpaBJIsieT COOOIEHNE O Haydaje MPOBEICHUS KIMHUYECKOTO HCCIICIOBAHUS
OMOMEIUITMHCKOTO KJIETOYHOTO MPOJYKTAa B YIIOJHOMOYEHHBIN (henepaabHbIN
OopraH WCIOJIHATEIIbHOW BIIACTH, BBIJABIINN pa3pelicHue Ha IIPOBEICHHE
TaKOT'0 MCCIICIOBAHMUS, 10 YCTAHOBJICHHOW UM (opMe.

5. Knuanueckoe — wWcciemoBaHne  OMOMEIUIIMHCKOTO  KJIIETOYHOTO
MPOJAYKTa MOXXET OBITh IMPUOCTAHOBJICHO WM MPEKpPAIEHO, €CIIH B IMPOIECCe
€ro TIPOBEJICHHSI OOHApy»KeHa OIACHOCTh IS KWU3HH, 3JI0POBBS IMAITUCHTOB.
B cmydae BO3HUKHOBEHHS OIACHOCTH JUISA JKWU3HH, 3JI0POBBS TIAI[UEHTA,

YHaCTBYIOHICTO B KIIMHUYCCKOM HUCCIICAOBAaHUN 6HOM€I[I/II_II/IHCKOFO KJICTOYHOI'O
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NpoaAyKTa,  HUCclenoBarellb M (WIM)  COMCCIEJOBATeIu  OO0s3aHBI
npouH()OPMUPOBATHL 00 HATOM PYKOBOJUTENSI MEIUIIMHCKOW OpraHU3alllH,
MOJYYMBIIEH pa3pelieHue Ha MPOBEICHUE KIMHUYECKOTO HCCIEeI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO MNpoaykTa. PelieHwe o MPUOCTAHOBICHHUU
KIIMHUYECKOTO HUCCIIEIOBAaHUSI OMOMEJUIIMHCKOTO KJIETOYHOTO MPOJYKTa
NPUHUMAET PYKOBOJWUTENIb MEIUIHUHCKOW  OpraHu3alyy, M[OJyYUBILIEH
paspenieHue Ha MpOBEACHUE KIMHUYECKOr0 MCCIIeIOBaHUsI OMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOJYKTa, PEIIEHHE O TMPEKpPalleHUd TaKOTO HWCCIEIOBAHUS
MPUHUMAET YMOJHOMOYEHHBIN (heiepalibHbIi OpraH MCIOJHUTEIBHON BIACTU
Ha OCHOBAHWHU COOOIIIEHUS B TUCbMEHHOUM (hOpMe PYKOBOIUTENS MEIUIIUHCKOM
OpraHM3alMM, TOJYYUBIIEH pa3pelIeHUE Ha MPOBEICHUE KIMHUYECKOTO
UCCIIEIOBAHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

6. B cpok, He mpeBbIIAIOIUN TSATH pabOYuX JHEH CO JHS 3aBEpILICHMUS,
MPUOCTAHOBIICHUS ~ WJIM  NPEKPAIEHHs]  KIMHUYECKOTO  HCCIIEIOBaHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, COOOIIEHHE 00 3TOM HaIlpaBIseTCs
MEIUIIMHCKUMU OpraHU3alUsIMU, OCYILIECTRISIONMMU MIPOBEICHUE
KJIMHUYECKOTO0 HCCIIEIOBAaHUST OMOMEAUIIMHCKOTO KJIETOYHOTO MPOJyKTa, B
YIOJIHOMOYEHHBIM  (pemepanbHblii  OpraH HCIOJHUTEIBHOM BJIACTH  TIO

YCTaHOBJICHHOM UM (popMe.
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7. ®opMa  COOOIIEHUST O 3aBEPIICHUM, MPUOCTAHOBICHUU WU
MPEKPAIICHUN KIMHUYECKOTO HUCCIETOBAHUS OMOMEIUIIMHCKOTO KIJIETOYHOTO
MPOAYKTa JOJKHA COJIEPHKATh:

1) uadopmarniuro 0  MEAUIIMHCKOW  opraHu3anuu  (MEIUIIMHCKUX
OpraHHU3alNsIX ), MPOBOJIMBIIECH HCCIEIOBAHUE;

2) naTy ¥ HOMEp pa3pelIeHus] Ha TPOBEICHUE UCCIIEOBAHUA;

3) bakTrdeckue naThl Havaja U OKOHYAHUS UCCIICIOBAHUS;

4) oncaHue UCCIIEIOBAHUS,;

5) nannbie 00 uccaenoBarene (hamMuaus, UMs, OTYECTBO, MECTO pabOTHI,
3aHMMaeMas JIOJDKHOCTh, CHEIHANIbHOCTh, CTaX padOThl MO MpOrpaMmam
KIIMHUYECKUX MCCJICAOBAaHUM, MEPeUYeHb KIMHUYECKUX HCCIEIOBAHUM (B TOM
qyuciae OMOMEIUITMHCKUX KJIETOYHBIX MPOJYKTOB), B KOTOPBIX OH IPUHUMAI
ydyactue  (Omepuojabl  ydacTusi) B~ KayecTBE  HCCIENOBAaTeNsl WU
CoHCCIIeIOBaTENA);

6) pe3yJbTaThl HCCIIeNOBaHUS (3aBepIlieHHE, TPUOCTAHOBJIICHUE WU
MpPEKpAIICeHUE MCCIEIOBaHUS C YKa3aHUEM NPUYMH, CTENEHb JIOCTHXKCHUS
pEe3YyJbTATOB, OOIas OLIEHKAa PUCKA U OXKUJAEMOW MOJb3bl OT MPUMEHEHUS
UCCJIEAYEeMOTro OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTA).

8. YnonHoMo4eHHbIN (enepanbHbli OpraH HCIOJHUTEILHONW BIIACTH
pa3meniaeT Ha cBoeM odulHMaibHOM caiite B cetu  "HHTepHeT"

COO6HICHI’IC 0) 3aBCPIICHUU, IIPUOCTAHOBJICHHUN nIn MNPCKPaAICHUA
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KIIMHUYECKOTO0 MCCJIEAOBAaHUSI OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa B
CPOK, HE€ TMPEBBIMIAIOIIMUNA MOATA paboYux JHEH €O JHA €ro MOJy4eHus,
B YCTAHOBJICHHOM MM ITOPSIJIKE.

9. YnomHoMoueHHbIH (peepalibHbI OpraH HUCIOJHUTEIbHOM BJIACTH
OCYIIECTBJISIET BEJICHUE pEECTpa HCCIEAOBATEIEH B COOTBETCTBUH C
YTBEPKJICHHBIMA MM TIpaBUJIAMU U pa3MeENIaeT €ro Ha CBOeM O(HUIIMATILHOM
caiite B ceTu "MHTEpHET" B yCTAHOBICEHHOM MM MOPSJAKE. Y Ka3aHHBIA PEECTP
COJIEPKUT MH(OPMAINIO, MPETYCMOTPEHHYIO MYHKTOM 5 YacTH 7 HacTOsIeH
CTaThH.

10. OTyer 0 pe3yabTaTax KJIMHUYECKOTO HCCJIEIOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYyKTa COCTaBJISIETCS OpraHu3aluei,
OCYIIECTBJISIIONIEH OPTraHU3AlUI0 IPOBEACHUS KIMHUYECKOTO HUCCIECIOBAHUS
OMOMEUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, HAa OCHOBAaHUU 3aKIIIOYEHUU
MEIUIMHCKUX  OpraHu3alvid, MOPOBOAWBIIMX 3TO  HMCCIENOBaHHUE, U
MPEICTABIISIETCS B YIOJTHOMOYEHHBIN (efepalnbHblii OpraH HUCIOJHUTEIBHOM
BJIACTH, BBIJIABIIMK pa3pelICHUE HA MPOBEICHUE ATOr0 UCCIEIOBaHUs, B CPOK,
HE MPEBBIIIAIOIINN TPEX MECALIEB CO JHS €r0 3aBEPIICHUS], TPUOCTAHOBICHUS
WA TPEKpalleHUus, B MOPSIAKE, YCTAaHOBICHHOM  YIIOJHOMOYEHHBIM
benepaibHBIM OPTaHOM UCTIOTHUTEIHHOM BIACTH.

11. Hapymenne mpaBui  HaIJIekalled  KIMHUYECKOW  MPAKTHUKH,

dhanbcudukarus pEe3yIbTAaTOB KJIMHUYECKOTO HCCJIEIOBAHUS
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OMOMEUITMHCKOTO KJIETOYHOTO MPOJIYKTa BJIEKYT 3a COOOM OTBETCTBEHHOCThH B
COOTBETCTBHUU C 3aKOHOAATENBCTBOM Poccuiickoit denepanuu.

12. Tlpun mpoBeneHUHU KIMHUYECKOTO HCCIIECIOBAHUS OMOMEIUITMHCKOTO
KJIETOYHOTO  NPOAYKTAa  JONYCKAaeTcss B  IOPSAIKE,  YCTaHOBJIEHHOM
[IpaButensctBOM  Poccuiickoit ~ ®@enepanun, 3a00p y  MalMEHTa
Onomornyeckoro Marepuaina sl ero usydeHuss B Poccuiickoit denepanuu
u (umu) 3a npenenamu Poccuiickor @enepand B LEISX  JAHHOTO
KJIMHAYECKOT0 UCCIIEI0BAHUS.

13. ITopsimoxk BbIBO3a u3 Poccuiickoit ®denepanun OUOIOTHYECKOTO
Marepuasga, MOJYYEHHOIO0 IIPpU IIPOBENCHUU KIMHUYECKOTO HCCIEAOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYyKTa B COOTBETCTBUM C YacThbio 12
HacTosled  crarbd, ycraHaBiuBaercs [IpaBurensctBoM — Poccuiickon
denepanum.

Crarbst 35. BHeceHue M3MeHEHMi B MPOTOKOJ KJINHUYECKOTO
HCCJIeI0BAHNS OMOMEIMIIUHCKOT0 KJIETOYHOT0 MPOAYKTA

l. Opranuszanuu,  OCYIIECTBISIIOIIME  OPraHU3alldi0  MPOBEICHUA
KIIMHUYECKOTO0 HCCIIEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJyKTa, B
cillydyae HEOOXOIMMOCTH BHECEHHS W3MEHEHUW B MPOTOKOJ KIMHUYECKOTO
UCCIeI0BaHUsl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa COO0IIa0T 00 3TOM B

YIIOJTHOMOYEHHBIN (pefiepaibHbIil OpraH UCIOJIHUTEILHON BJIACTH, BbIAABIINMA
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pa3pellieHre Ha MPOBEJICHUE TaKOro HMCCJIEJOBAaHUS, MO YCTAHOBJIECHHOW UM
dhopme.

2. ®opma cooOIIEHUS O BHECEHHMM HW3MEHEHUH B  IMPOTOKOI
KJIIMHAYECKOTO HCCJIEIOBAHUS OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa
JIOJDKHA COJIEPKATh CIICIYIOIINE CBEICHUS:

1) HaumMeHOBaHUE, HACHTHU(PUKAIMOHHBIA HOMEpP M JlaTa MPOTOKOJa
KJIIMHUYECKOT'0 MCCIIeIOBaHUsI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

2) naTta BHECEHUS U3MEHEHUHN B MPOTOKOJ KIMHUYECKOTO HCCIETIOBAHUS
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

3) HANMEHOBAHUE U MECTOHAXOXJCHUE 3aABUTEIIS;

4) HAaUMEHOBaHUE  OpTraHW3alUM, OCYIIECTBISIONICH  OpraHU3aIMIO
MPOBEJICHUS] KJIMHUYECKOTO HCCIIENOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
npoaykTa (Ipu HaAJMYUN);

5) HANMEHOBAHUE M MECTOHAXOXJECHUE MEIUIMHCKON OpraHu3alnuu
(MEIMIIMHCKUX  OpraHu3aluii), B KOTOPOM MPOBOJUTCA  KIMHUYECKOE
UCCIIeIOBAaHNE OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

6) mata  BbIJAYM  pa3pelieHdss Ha  MPOBEJCHHE  KIMHUYECKOTO
UCCJIEOBaHUSI OWOMEIUIIMHCKOTO KIIETOYHOTO TPOIYyKTa M HOMEP ITOTrO
paspenieHus;

7) U3MEHEHUSI, BHOCHUMBIE B IIPOTOKOJ KJIMHUYECKOTO HCCIETOBAHUS

6I/IOM€I[I/II_[I/IHCKOFO KJICTOYHOTI'O IIPOAYKTA,
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8) MOTHBUPOBAHHOE 000CHOBaHUE HEO0OXOIMMOCTH BHECEHUS
U3MEHEHUI B MPOTOKOJ KIMHUYECKOTO HCCIIENOBaHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA.

3.B cpok, He mpeBbIIAONMN TpUALATH padboyux AHEH co JAHS
MOJYYCHUS] YKA3aHHOTO B 4YacTU | HacToslel CcTaTbd COOOUIEHUS,
YIOJIHOMOYEHHBIM  (efepanbHbIii  OpraH  HCIOJHUTEIBbHONW  BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBICHHOM MM MOPSAKE U MPUHUMAET
pEIICHNE O BHECEHWHM W3MEHEHHUM B MPOTOKOJ KIMHHUYECKOTO HCCIEIOBAHUSA
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOJYKTa WM 00 OTKa3€ BO BHECEHUHU TAKUX
U3MEHEHUI C YyKa3aHWeM IMpUYMH OTKaza. (OCHOBaHUEM ISl TMPUHSTHUA
pemieHuss 00 OTKa3e BO BHECEHHMH HM3MEHEHHH B MPOTOKOJN KIMHHUYECKOTO
UCCIICIOBAHUSI ~ OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOJYKTa  SBISETCA
MPEJICTABIICHUE CBEJICHUM, YKA3aHHBIX B YAaCTW 2 HACTOSIIEW CTaTbH, B
HETMOJIHOM 00beMe, HaTu4yhe pucKa MPUYMHEHUS Bpea 30pOBbIO MAI[UEHTA,
YYaCTBYIOIIETO B KIWHUYECKOM HCCIEIOBAaHUU, BCJIEACTBUE H3MEHEHUS
YCIIOBUH €ro IPOBEICHUS.

Cratbst 36. JloroBop 0 npoBegeHUH KJINHUYECKOT0 UCCJIeI0BAHUS
OMOMeTUIIMHCKOI0 KJIeTOYHOI0 MPOAYKTA

1. Kinmauueckoe HCCIICAOBAHUC 6I/IOMGI[I/ILII/IHCKOPO KJICTOYHOT'O
NpoAyKTa IMIIpOBOAUTCA B COOTBCTCTBMM C JOI'OBOpPOM O IIPOBCACHHUHU

KIMHUYCCKOIO HCCJICAOBAHUA 6I/IOMGI[HHI/IHCKOFO KJIICTOYHOT'O IIPOJAYKTa,
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3aKTF0YaEeMBIM  MEXKJIYy  OpraHu3alMel,  IMOJy4YUBIICH  pa3pelicHHe
YHIOJTHOMOYEHHOTO (peiepaibHOrO0 opraHa HCIOJIHHUTEIBHOM BIIAaCTH Ha
MPOBEACHUE TaKOTO HWCCIEOBaHUSA, ¥ MEIUIIMHCKOW  OpraHu3alue,
OCYIIECTBIISIONICH MTPOBEICHNE TAKOTO UCCIICIOBAHUSI.

2. NoroBop 0 MIPOBEACHUH KIIMHAYECKOTO UCCIICTOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa JOJIKEH CONCPKATh:

1) ycroBust U CpOKHU MTPOBENICHUST UCCIICIOBAHUS;

2) onpenienieHne OOIIEH CTOMMOCTH TMPOTPAMMBbl  UCCIEJOBAHUS C
yKa3aHUEM CYMMBI, TpeIHAa3HAYAIoOmEencs JUIsi BBILJIAT HCCISI0BATENSM,
COMCCIIETIOBATEIISIM;

3) onpenenenre GHOpMBI MPEICTABICHUS PE3YJIHTATOB HCCICIOBAHUS B
OpPraHM3aIUIo, TOJYUYMBIIYIO pa3pelieHUe YIOJIHOMOUYEHHOTO (eaepatbHOro
OpraHa UCIIOJIHUTEIbHON BIIACTH Ha MPOBEACHUE UCCIIEIOBAHNUS.

Crates 37. dPuHaAHCOBOE 00ecneYeHHe KINHUIECKOTr0 HCCIASI0OBAHNSA
OMOMeTUIIMHCKOI0 KJIeTOYHOI0 MPOAYKTA

duHaHCOBOE oOecrieueHue KIIMHUYECKOTO UCCIIEIOBAHUS
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTa OCYIIECTBIISECTCS 3a CUET:

1) cpencTB MEOIUUIMHCKUX OpraHu3alyid, MOJYyYUBIIMX pa3pelIeHHe Ha
OpraHu3alMI0 MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHUS OMOMEAUIIMHCKOIO
KJIETOYHOTO MPOAYKTa, B COOTBETCTBHM C YCIOBHUSIMH JOTOBOPA O MPOBEICHUU

TaKoro HMCCJIICAO0BAaHU,
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2) UHBIX ~ WCTOYHUKOB, HE  3alpelieHHbIX  3aKOHOJIaTE€JIbCTBOM
Poccuiickont denepanuu.

Crarbs 38. IlpaBa manueHTa, y4acTBYIOIIEr0 B KIMHUYECKOM
HCCJIeIOBAHNM OMOMETUIIMHCKOT0 KJIeTOYHOI0 MPOAYyKTAa

1. YyuacTue namueHTa B KIMHHYECKOM HCCIICIOBAHUN OMOMETUITMHCKOTO
KJIETOYHOTO TPOYKTA SBISCTCS T0OPOBOILHBIM.

2. [TateHT WM €ro 3aKOHHBIM TPEACTABUTENb JOJDKEH OBITh
nH()OpPMUPOBaH B MUCbMEHHOU opMme:

1) o GMOMEeTUIIMHCKOM KJIETOYHOM MPOIYKTE W CYITHOCTH KIMHUYECKOTO
UCCIIEIOBAHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) 0 6e30macHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M CTETIEHU
pUCKa I TAalMEeHTa KIMHUYECKOrO HCCIEIOBaHUA OWOMETUIIMHCKOTO
KJIETOYHOr0  MPOAYKTa, a  Takke  oxumaaemMo  3pexkTuBHOCTH
OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa,;

3)06  ycnoBHSAX ~ y4acTUS B KJIMHHYECKOM  HCCJIETOBAaHHH
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

4)o0 menm W TMPOAOKUTEIHPHOCTH KIMHHUYECKOTO HCCIICIOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa;

5) 0 [neWcTBUSIX MallMeHTa B Cilydae HENpeABUIEHHBIX 3(PQeKToB
BIUSHUSI OWMOMEIMIIMHCKOTO KJIETOYHOTO TIPOJyKTa Ha COCTOSHHUE €To

3JIOPOBBSI;
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6) 00 ycHOBHUSX O0053aTENBHOTO CTPAXOBAaHUS JKU3HU U  3J0POBbs
MaIMCHTA;

7)o rapaHTUsx KOH(PUACHITNATHHOCTH y4acTHs nalyenTa
B KJIMHUYECKOM HCCJIEIOBAHUH OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

3. loGpoBOIbHOE cOrJlache MalMeHTa Ha ydacTue B KIMHUYECKOM
UCCJIe0BAaHNU OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa MOATBEPKAACTCS €T0
NOANMKUCHI0O  WJIM  MOJNUCHI0  €ro  3aKOHHOTO  TPEACTaBUTENsS  Ha
WH()OPMAITMOHHOM JINCTKE TIAIMeHTA.

4. TTarmmenT (ero 3aKOHHBIN MPEICTAaBUTENh) UMEET MPaBO OTKA3aThCs OT
y4acTHsi B KJIMHUYECKOM HCCJIEIOBAHUHN OWOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa Ha 000 CTaANK MPOBEICHUS TAKOTO UCCIIEI0BAHMUS.

5. [IpoBeneHne  KIMHUYECKOTO  HUCCIAETOBAHUS  OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa C Y4aCTHEM B Ka4eCTBE MAI[MEHTOB JCTEH JOIyCKAETCsI
TOJIKO C JOOpPOBOJIBHOTO COIJIacHsi B MUCBMEHHOW (opMe HX poauTenei
(ycbrHoBuTENEH). JleTh MOryT paccMaTpuBaThCsi B KadyecTBE IMAlMEHTOB
TAKOTO HCCJIEOBaHUs B cllydae, €CJIM €ro MPOBEACHHE HEOOXOAMMO IS
JedyeHust 3a0oyieBaHMs y JIaHHOTO pebeHka. B 3Tux ciyyasx Takoe
UCCJIEOBAaHMUE  MOXXET  OCYIIECTBISTHCA  HA  OCHOBAHUM  PEIICHUS
KOHCUJIMyMa Bpauel, co3/laBaeMoro B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM
ot 21 Hos0pst 2011 roga Ne 323-d3 "O6 ocHOBaxX 0XpaHbI 3J0POBbS IpakJaaH B

Poccuiickoit ®@expepaunu", 0 BO3MOXHOCTH Yy4yacTus peOEHKa B JaHHOM
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KJIMHUYECKOM HCCIENOBAHUU U IIPU YCIOBUH, YTO JaHHOMY HCCIIEIOBAHUIO
IPEAIIECTBOBAIIO HCCIEIOBAHUE JaHHOTO OHMOMEIUIIMHCKOTO KIIETOYHOTO
IIPOAYKTA HA COBEPLICHHOJIETHUX IPaXKJaHaX.

6. lomyckaercs IIPOBEJICHUE KJIIMHUYECKOTO UCCIICIOBAHUS
OMOMEIHUIIMHCKOTO KJIETOYHOTO MPOAYKTa C y4acTHEM B KadyeCTBE IMAalMEHTa
Jula, MPU3HAHHOTO B YCTAHOBJIIEHHOM 3aKOHOM IMOPSIIKE HEIeeCIOCOOHBIM
WIM OTPAaHUYEHHO JEEeCIOCOOHBIM, C MMCbMEHHOTO JOOPOBOJIBHOTO COTJIACHS
€ro 3aKOHHOIO IpeAcTaBUTENd. B 3TUX ciaydasxX MHCCIEAOBAHUE MOXKET
OCYILECTBJIATHCS HAa OCHOBAaHWH PEUICHUS KOHCUJIMyMa Bpadel, yKa3aHHOTO B
YacTU 5 HACTOSIIEH cTaThbd, MO Mpoduito 3a00jeBaHUsl YKa3aHHOTO JIMIA O
BO3MO>KHOCTH y4acTHUs B TaHHOM KIMHUYECKOM HCCIIEIOBAHUMU.

7. 3anpemaercs IIPOBE/ICHUE KJIMHUYECKOI'0 VICCIIEIOBAHU
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTa C Y4aCTUEM B KAYECTBE MAllUEHTOB:

1) neTeli-cupoT U AeTeH, OCTaBIIMXCA 0€3 MOMEeUEHUs POJAUTEIICH;

2) KEeHIIMH B mepuoa OepeMEHHOCTH, KEHIIMH B NEPUOJ TPYyIHOIO
BCKAPMJIMBAHUS;

3) BOGHHOCIYKaluX, 328  HCKIIOYEHUEM  CIy4aeB  MPOBEICHHUS
KJIMHUYECKOTO HCCIIEIOBaHUSl OWOMEAMIIMHCKOTO KJIETOYHOTO MPOJYyKTa,
CHEeMaIbHO pa3pa0OTaHHOTO JJsi TNPUMEHEHHS B YCIOBUSAX BOEHHBIX
AENCTBUN, YpE3BbIYANHBIX CUTYyalui, NpOQUIAKTUKN U JI€YeHHs 3a00JIeBaHUI

U TOPAKEHUMN, TOJYUYECHHBIX B PE3yjbTaTe BO3JACHCTBUS HEOIArompUsITHBIX
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XUMUYECKUX, OHOJIOTUYECKUX, paauanuoHHbIX (akTopoB. KimHu4eckoe
UCCIIEIOBAHUE TAKOT0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA MOXKET
MPOBOAUTHCS C YYAaCTUEM B KauyeCTBE MAIMEHTOB BOCHHOCIYXKAIHUX, 3a
UCKIIIOUEHHEM BOEHHOCIYXAlIUX, TMPOXOJAIIMX BOEHHYIO CIyX0y IO
NpU3bIBY, C COOJIIOJICHUEM TPEOOBAHUM, YCTAHOBJICHHBIX HACTOSIIUM
denepanbHbIM 3aKOHOM B OTHOILIEHUH TPAXKIAHCKUX JIULL;

4) cOTpYTHUKOB IIPABOOXPAHUTEIBHBIX OPTaHOB;

5) nui, OTOBIBAIONIMX HAaKa3aHUE B MECTax JIMIIEHUS CBOOObI, a TAKXKe
JIUI, HaXOASIIUXCS MOJ] CTPaKEH B CIIEJICTBEHHBIX U30JIATOPaX.

Crarbs 39. O0s13aTeIbHOE CTPAXOBAHUE KU3HHU, 3[I0POBbS

NalnUeHTa, y4acTBYIOIIEro B KIMHNYECKOM
HCCJIeJOBAHNM OMOMETUIIMHCKOI0 KJIeTOYHOI0 MPOAYyKTA

l. Opranuzanusi, TOJY4YMBIIAS  pa3pelICHUEC HAa  OpPraHU3ALHIO
MPOBEJICHNUS] KJIMHUYECKOTO HCCIENOBaHUS OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJyKTa, 00si3aHa B KayeCTBE CTPAXOBATENsI CTPAXOBaTh PUCK MPUUYWHECHHUS
Bpella KU3HH, 3J0POBBIO MALMEHTA B PE3YJIbTATE MPOBEICHUS KIMHUYECKOTO
UCCIIETIOBAaHUSI OMOMEIUITMHCKOTO KJIETOYHOTO MPOJYKTA 32 CBOM CUET IyTeM
3aKJII0YEHUS JOTOBOPa 0053aTEIbHOTO CTPAXOBAHUS.

2. O0OBEKTOM 0053aTeTFHOTO CTPaxOBaHUS SIBJISETCS WMYIIECTBEHHBIN
WHTEpEC MAMEHTA, CBA3aHHBIM C MPUYMHEHUEM BpEla >KU3HU WIHA 3J0POBbIO

nmanucHTa B pe3yabTaTre ITPOBCACHUA KIIMHUYCCKOI'O HCCICOaO0OBaHUA

OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa.
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3. CTpaxoBBIM CIy4aeM II0 JIOTOBOPY OOS3aTE€IbHOTO CTPaxOBaHUS
ABJISIETCA CMEPTh NAllMeHTa WIM YXYJAIIEHUE €ro 3J0pOBbsi, B TOM YHCIIE
BIIEKYIIEe 3a COOOW YCTaHOBJIEHWE WHBAIUIAHOCTU, MPOU3OIIEIIINE B MEPUOJ
MPOBEJICHUST KJIMHUYECKOTO HCCIIEIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MNpOAYKTa WJIM B TEUEHHE HE MEHEE OJIHOI0 TojJia IMOCJe OKOHYaHUs
MPOBEACHUS KIMHUYECKOTO WCCIEAOBaHUS OWOMETUIIMHCKOTO KIJIETOYHOTO
NpoAyKTa, TPU  HAIMYUU  NPUUYUHHO-CICJICTBEHHOM  CBSI3M  MEXKIY
HACTYIJICHUEM OTOr0 COOBITHS M Y4YacTHEM MallMeHTa B KIWHUYECKOM
UCCIIETOBAHUN OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTAa.

4. TpeboBanus K BO3MEIIECHUIO BpeAa, MPUUYMHEHHOTO KU3HH WU
3I0pPOBBIO MALMEHTA, MPEABSIBISIIOTCS B TEUEHHUE CPOKOB MCKOBOM JABHOCTH,
YCTAHOBJICHHBIX IPakAaHCKUM 3aKOHOJIATEILCTBOM.

5. Pa3aMep cTpaxoBoil CyMMBI IO JOTOBOPY OOSI3aTE€IBHOTO CTPAaXOBaHUS
COCTAaBJISIET IBA MUJUIMOHA pyOeH.

6. Paamep cTpaxoBoil  BBIIJIaTBI 1O  JOTOBOPY  00sI3aTE€ILHOTO
CTPaxOBAaHUS COCTABIISIET:

1) B caydae cMepTd manueHTa - JBa MWUIMOHA pyOJiel Ha KaxJaoro
MaIMeHTa, Y4aCTBOBABIIIETO B KIMHUYECKOM HCCIEOBAaHUN OMOMETUITMHCKOTO
KJIETOYHOTO MPOJIYKTA;

2) npu yXyAIIEHUH 3J0POBbs MAIlUEHTA!
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a) MOBJIEKIIIEM 3a CO0O0I yCTaHOBJIEHHE MHBAJUIAHOCTH | rpymnmsl - OAUH
MWJIJIMOH MSTHCOT ThICSY PyOJiell Ha KaXJOro MalMeHTa, y4acTBOBABIIETO
B KJIMHUYECKOM HCCJIEIOBAHUHM OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

0) moBmekiieM 3a coO0oi ycraHoBlieHne HBaNUAHOCTH Il rpynmel - oauH
MWIJIMOH pyOsied Ha KaXXJO0ro NalMeHTa, Y4YaCTBOBABIIETO B KIMHHUYECKOM
UCCJIE0BAaHUU OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOYKTa;

B) MOBJICKIIIEM 3a CcO0OM ycTaHoBlIeHHME WHBaTuaHOcTU III rpynmer -
MATHCOT  ThICSY  pyOJie Ha  KaXJOro  TMalMeHTa, Yy4acTBOBABIIETO
B KJIMHUYECKOM UCCIIEOBAHUN OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

T) HE TIOBJEKIIeM 3a CO0OM yCTAaHOBJIEHHUE WHBAIUIHOCTH WU
MOBJIEKIIIEM  YBEJIMYEHHE CTENEHH OrPAaHUYEHUS  KU3HENESITEIbHOCTU
WHBaMAa 0€3 W3MEHEHMs TPYNIbl WHBAIMIHOCTH - HE OoJiee 4YeM TpHUcCTa
ThICAY pyOJie Ha KaXJO0ro MalMeHTa, Y4YacTBYIOIIEro (y4acTBOBABIIIETO)
B KJIMHUYECKOM HCCJIEIOBAaHUH OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa,
UCXOAS U3 HOPMATHMBOB, OTPAXAKOIIUX XapaKTeEp U CTEINEHb MOBPEXKIACHUS
3MI0POBbS, a TakXke (PAKTUUECKU TOHECEHHBIX MaIMEHTOM pacXOJ0B Ha
MEJIUIIMHCKYI0 TIOMOIIlb, MPUOOPETEHHE JIEKAPCTBEHHBIX CPEJICTB, PACXOJIOB,
CBSI3aHHBIX C MTOBPEKICHUEM 310POBBS.

7. PazMep cTpaxoBbIX BBIIJIAT MOXET OBbITh YBEIWYEH Ha OCHOBAHHUU

penieHus cya.
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8. JloroBop 0053aTETLHOTO CTpPaXOBaHHUS 3aKIIOYaeTCs Ha CPOK,
OXBAaTHIBAIOIIUN  TIEPUOA  MPOBEACHUS  KIMHHYECKOTO  HCCIICIOBAHUS
OMOMEUITMHCKOTO KJIETOYHOIO IIPOIyKTa, U HE MEHEEe YeM Ha OJIUH TOJI MOCIIe
OKOHYAHHS TIPOBEACHUS KIMHHYECKOTO HCCIICAOBAHUSA OHOMEIUITMHCKOTO
KJIETOYHOTO MPOIYKTA.

9. YcnoBus noroBopa o00s3aTE€IbHOTO CTpPaxOBaHUsS, B TOM YHCJE
CTpaxoBble  Tapu(el 1O  00s3aTeTbHOMY  CTPaxOBaHHWIO,  IIEPCUYCHD
HEOOXOAMMBIX JOKYMEHTOB IS OCYIIECTBIICHHUS CTPAaXxOBOW BBITUIATHI,
MTOPSI0K YCTaHOBJICHUS CTpaxoBaTeeM WHIUBUTyATHHOTO
UISHTU(UKAIIMOHHOTO  KOoJa  TalHWeHTa, TOpSJAOK  MH(DOpMHpOBaHUS
CTpaxoBaTejeM CTpPaxOBIIMKa O  TMPHUBJICYCHHBIX K  KIHHUYECKOMY
WCCJICOBAaHUIO OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa MAIUEHTOB, MMOPSI0K
YIUTaThl CTPAXOBOHM MPEMHH, TTOPSIOK PEaTHU3alNK OTIPEACIICHHBIX HACTOSIUM
denepanbHBIM 3aKOHOM U JpyTUMH  (peAepalbHBIMH 3aKOHAMHU TpaB U
00s13aHHOCTEH CTOPOH, HOPMATHBBI, OTPAXKAIOIIHE XapaKTep M CTCICHb
MOBPSKICHUS  370pPOBbS IO  JIOTOBOPY  00S3aTEIBHOTO  CTpaxOBaHUS,
YCTaHABIIMBAIOTCS THUIIOBBIMU TIpaBUIaMU 00s13aT€ILHOTO CTPaXOBAaHUS JKH3HU
U 370pOBbSl IMMAIlMEHTa, YYacTBYIOIIETO B KIMHUYECKOM HCCIICIOBAHUM
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYyKTa, yTBEepkaaeMble I[IpaBHTEIIBCTBOM

Poccuiickoii ®enepainuu (j1ajiee - TUTIOBBIE MIPABUIIA).
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10. B cnydae mpuymHEHWs Bpena >KU3HU TMalMEeHTa, YYaCTBOBABIIETO B
KIIMHAYECKOM HCCIICIOBAaHUM OWOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTa,
BBITOJIONIPUOOPETATEIIMU 110  JIOTOBOPY  OOS3aTEIbHOTO  CTpPaxOBaHUS
SIBJITFOTCS TpakK/IaHe, MMEIOIITUE TTPaBO Ha BO3MEIIICHHE BPEIa B CIydae CMEPTH
KOPMHJIBIIa B COOTBETCTBHHM C TPaXKIAHCKUM 3aKOHOJATCIHCTBOM, IIPH
OTCYTCTBUM TaKHUX T'PakAaH - POJUTENIH, CYNPYTH, AETH YMEPIIETO MaIlueHTa,
YY9aCTBOBABIIET0O B  KJIMHUYECKOM  MCCIICIOBAaHMH  OWOMEIUITMHCKOTO
KJIETOYHOTO TMPOAYKTa, B CIIyda€ CMEpPTH TAIlMeHTa, Y4YacTBOBABIIETO B
KIIMHAYECKOM HCCIICIOBAHUNA OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa W HE
HMMEBIIIETO CAMOCTOSITEILHOTO JI0X0/a, - TpakKIaHe, Ha MKIUBEHUHU KOTOPBIX
HaXOJIWJICS TAIMEeHT, MPU BO3MEIICHUN PacXoJI0B Ha IMOrpeOCHHE MarueHTa,
YYaCTBOBABIIETO B  KJIMHUYECKOM  HMCCIICIOBAaHMH  OWOMETUIIMHCKOTO
KJIETOYHOT'O MPOAYKTa, BBITOJIONPUOOPETATEIEM IO JIOTOBOPY 00S3aTEIBHOTO
CTpaxOBaHUS SIBJISCTCS JIUI0, TOHECIIIEE TAKUE PACXO/IBI.

11. CrpaxoBasi BBIIUIaTa B CYET BO3MEIICHHUS Bpeaa, NMPUIHHCHHOTO
KU3HM  TIAIMCHTa, YYacTBOBABIIETO B  KIWHUYECKOM  HCCJIEAOBaHUU
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOJIYKTa,  pacClpeAcisieTcss  MEeXIy
BBITOIONIPUOOPETATEIIMH TIPOIIOPIIMOHAIBHO UX KOJIMYECTBY B PaBHBIX JOJISX.

12. Ilpy HaACTyIUIGHHH CTPaxOBOTO CiIyyas IMallMeHT, YIaCTBOBABIIHWHA B
KIIMHAYECKOM HCCJICIOBAaHNN OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTA, WU

BBITOJIONIPHOOpETATENIb MO JOTOBOPY O0O0S3aTEIbHOIO CTPAaXxOBaHUsSl BIIPABE
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IPETbSIBUTh HEMOCPEJACTBEHHO CTPAXOBIIMKY TPeOOBaHWE O BO3MEIICHHUH
npuarHEHHOTO Bpena. CTpaxoBas BBIIIATa OCYIIECTBISCTCS CTPAXOBIIUKOM B
TEUEHUE TPUILIATA JHEH CO AHS MPEICTaBICHUS HEOOXOIUMBIX JOKYMEHTOB.
[laniueHT, y4yacTBOBAaBIIMI B KIMHUYECKOM HCCJIEAOBAHUU OMOMEIUIIMHCKOTO
KJIETOYHOTO  TPOIYKTa, WJIA  BBITOJONPUOOpETATelb 10  JOTOBOPY
00s3aTEIPHOTO  CTPaxOBaHUS O00S3aHBI  COOOIIMTH  CTPAXOBIIUKY  JJIS
OCYIIECTBIICHUS CTPAXOBOM BBIIIATHI MHIUBUIYATbHBIN MAEHTU(DUKAIIMOHHBIH
KOJI TTAIIMeHTa, YCTAHOBIICHHBIN CTPAaXxOBATEIEM B COOTBETCTBHHU C THIIOBBIMH
paBUIaMu 00s13aTeTLHOTO CTPaXOBaHUSI.

13. Jlo mosHOrO OmpeAesieHus] pa3Mepa MOJJISKAIIET0 BO3MEIIECHUIO
Bpejla CTPaXOBIIHUK 110 3asBJICHUIO MAIMEHTa, YYaCTBOBABILIETO B KIMHUYECKOM
HCCJICIOBAaHUN OMOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTa, WM 3asBICHUIO
BBITOJIONIPHOOpETATENsI BIpPaBE OCYIIECTBUTh YacTh CTPaxOBOW BBITUIATHI,
COOTBETCTBYIONIYIO (DaKTHUECKHU OMPEICTCHHON YacTH MPUYNHEHHOTO Bpea.

14. CtpaxoBasi BbIIUIaTa B COOTBETCTBHUU C JIOTOBOPOM O00s3aTEIBHHOTO
CTPaxOBaHUsI OCYIIECTBIISICTCS HE3aBUCHUMO OT BBITIIAT, MPUYUTAOIIUXCS 10
APYTUM BUJIaM CTPaXOBaHUSI.

15. He pmomyckaercd ydacTue manveHTa B MPOBEICHUHM KIMHHUYECKOIO
UCCJIEA0BaHUsl OMOMEAMIIMHCKOTO KJIETOYHOTO MPOJyKTa MpU OTCYTCTBUU

A0roBopa 0053aTeJILHOTO CTpaxoBaHUsI.
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16. KonTpomp 3a  WCHOJNHEHWEM  OpraHuU3alMed,  IOJY4YHUBIIEN
pa3pellieHre Ha MPOBEICHUE KIIMHUYECKOTO UCCIEOBAHUS OMOMETUIIMHCKOTO
KJICTOYHOT'O IMPOJYKTa, YCTAHOBIICHHOW HACTOSIIEH CTaTbed OOS3aHHOCTH I10
CTPaxOBaHUIO YKW3HU, 370pPOBbs IMAIIUEHTA, YUACTBYIOMIEr0 (Y4acTBOBABIIIETO)
B KJIMHUYECKOM MCCJIEJOBAHUN OHOMEIUIIMHCKOTO KJIETOYHOrO MPOJYKTa,
OCYIIECTBIISICTCA YIIOJTHOMOYEHHBIM (eJIepaIbHBIM OPTaHOM HCTIOTHUTEIHHOM
BJIACTH, BBIJABIIMM pPa3pelICHNE HA MPOBEACHNE KIMHUYECKOTO UCCIIEIOBAHUS

OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa.

['naBa 6. I[MosryyeHnue 0MOJIOrMYECKOr0 MaTepUaJIa J1Js
NMPOM3BOACTBA OMOMETUIIUHCKOI0 KJI€TOYHOI0
NPOAYKTA

Crarbs 40. YcioBusi mojiy4eHus: 0MOJIOTHYECKOr0 MaTepuasa
y I0OHOPA /IJIsl IPOU3BOJACTBA OMOMETUIIMHCKOTO
KJIETOYHOT0 MPOAYKTA

1. [ToxydyeHne OHOJIOTMYECKOTO MaTepHaia TP  MPWKA3HEHHOM
JOHOPCTBE OCYIIIECTBISETCS:

Dy COBEPIIECHHOJIETHETO JI€eCIOCOOHOT0 auna 0o
HECOBEPIICHHOJIETHETO JIUIA, OOBSIBIEHHOTO B YCTAHOBJIEHHOM 3aKOHOM
MOPSIJIKE  TMOJHOCTBIO  JIEECTIOCOOHBIM,  MPOMIEAIIETO0  MEIUIMHCKOE
oOclieoBaHNEe W BBIpA3UBIIET0 WH(POPMHUPOBAaHHOE JOOPOBOILHOE COTIACHE B
NUCbMEHHOW (opMe O€3BO3ME3THO TPU KU3HU MPEJOCTaBUTh  CBOM
OMOIOTUYECKUil MaTepuan JJisi MPOU3BOICTBA OMOMEIUITMHCKOTO KJIETOYHOTO

MPOAYKTA;
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2)y HECOBEPILICHHOJIETHETO auua, 3a UCKIIFOYEHNEM
HECOBEPILIECHHOJIETHETO JIMIA, YKa3aHHOro B MyHKTe | 4wactu | Hacrosmen
CTaTbM, 4 TAKXE€ JHUIA B YCTAHOBJICHHOM 3aKOHOM MOPSIKE, MPU3HAHHOTO
HEJIEeCIOCOOHBIM ~ WJIM  OTPAHUYEHHO  JIEECHIOCOOHBIM, TP  HAJIUYUU
MH()OPMUPOBAHHOTO JOOPOBOJIBLHOTO COTJIACHS B MUCHbMEHHOUN (hopme OAHOTO
U3  pOOWTENIEW WA €ro 3aKkOHHOro mnpexacrasurensd. [lomydyenue
OMOJIOTHYECKOTO Marepuajia TMpu MNPWKU3HEHHOM JIOHOPCTBE Yy  JIMII,
YKa3aHHBIX B HACTOSIIEM MYHKTE, JOIYCKAETCA TOJBKO B CIydYasx, KOraa
OMOMEUIIMHCKUM KJIETOUHBIA MPOAYKT MpeAHa3HAuYeH [Jisi NPUMEHEHUs
UCKIIIOUUTENIBHO Y 3TUX JHI[ WIW Y UX POJICTBEHHUKOB - OHMOJIOTHYECKUX
poautenei (pOIHBIX IeTel, POJIHBIX OpaThEB U POIHBIX CECTED).

2. JIuuo, ykazanHoe B myHKTe | yactu 1 HacTosimien CTaTbu, IPU KUZHU
MOXET BBIPA3UTHh CBOE BOJIEU3BSIBICHUE O COTJIACHM WJIM HECOTJIACHM Ha
IPEJOCTABICHHE €ro OWOJIOrMYECKOr0 MaTepuajia IMOciIe €ro CMEpTH IS
MPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOJYKTa MUCHMEHHO B (hopMme
3as1BJICHUSI, COCTABIICHHOTO B JIBYX 3K3EMIUIAPAX, 3aBEPEHHBIX PYKOBOJIUTEIEM
COOTBETCTBYIOIIECH MEIUIMHCKOW OPraHU3alUU WIM YIOJTHOMOYEHHBIM 3THUM
PYKOBOJUTEIIEM JIUIIOM JIUOO HOTapUaIbHO, U XPAHSIIUXCS COOTBETCTBEHHO Y
JUIIA U B €r0 MEIWIMHCKOM JOKYMEHTAallUd B TMOPSJKE, YCTaHOBJICHHOM
YIOJTHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCTIOJHUTEIIbHOUN BIACTH.

3. [lonyuenue  OMOJIOTMYECKOTO  MaTepualia JUisi  MPOU3BOJICTBA
OMOMEIUIIMHCKUX KIJIETOYHBIX MPOIYKTOB IMPU MOCMEPTHOM JIOHOPCTBE HE

IOMYCKAeTCs, €CIM NpH KU3HU JIMLO, YyKa3aHHoe B NyHKTe | wactu 1
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HACTOAIEW CTaTbU, BBIPA3UJIO CBOE BOJEHU3BSABICHUE O HECOIVIACUM Ha
NpEeJOCTaBIIEHUE €ro OMOJIOTMYECKOro MaTepuana Mocie CMepTH IS
IIPOU3BOACTBA OMOMEIUIIMHCKOrO KJIETOYHOI'O IMPOAYKTa B YCTHOM (dopme
MEIUIMHCKUM paOOTHUKAM MEJIWLIHUHCKON OpraHu3aldd B MPUCYTCTBUU
CBUJETENE W JaHHble 00 TOM BHECEHBbl B MEIUIIMHCKYIO JOKYMEHTAIUIO
rpakJaHWHA B TMOPSJIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (herepanbHbIM
OpPraHOM HCHOJIHUTEIBHOMN BIACTH.

4. B caydae OTCYTCTBUSL BBIPQXKEHHOTO IIPU >KU3HHU BOJICU3bSIBICHUS
JMIa, YKa3aHHOro B IyHKTe | wactm | Hacrosmend crarbu, B OTHOLIECHHUH
MOCMEPTHOTO JOHOPCTBA IMOJYYEHHUE €ro OMOJIOTMYECKOTO Marepuala Iocie
CMEpTH [UIsl TPOU3BOJCTBA OMOMEIMLMHCKOIO KJIETOYHOIO MPOAYKTa
JOMYCKaeTCcsl NpPU HAIMYMM COrJlacus Cylpyra yMeEpIIero, a IIph €ro
OTCYTCTBHUH - OJIHOTO W3 POIACTBEHHUKOB (IIE€TH, POJMTENH, YCHIHOBJICHHBIE,
YCBIHOBUTENIM, POJHBIE OpaThsi W POJHBIE CECTPbl, BHYKH, JAEIyIIKa U
0alymika), BBIPaKEHHOIO NHUCBMEHHO B (OpMe 3asiBICHHUSA, 3aBEPEHHOTO
PYKOBOJIHTEJIIEM MEAULMHCKON OpPraHU3alM¥ WA YIOJIHOMOYEHHBIM 3TUM
PYKOBOJMTEIIEM JIMLIOM JIMOO HOTApHUAIIBHO.

5.1lpy HanM4YUM BOJEU3IBSABICHUS YMEPIIETO JIMIA, YKa3aHHOIO B
nyHkre 1 4dactu 1 Hacrosmien craTbd, BBIPAXKEHHOIO WM IIPU KU3HU, O
COrJacuM WM HECOIVIACMM Ha MPEJOCTaBICHUE €ro OHOJOTHYECKOro
MaTtepuaia Mmocjie CMEpPTH JJsi MPOU3BOACTBA OMOMEIMIIMHCKOTO KIIETOYHOTO
IPOAYKTa U 3asBJICHUS CYNpyra yMepIero J1udo poACTBEHHUKOB, YKa3aHHBIX B

4yacTH 4 HACTOAIIEH CTAaTbU, HE COBMAJAIOIIMX MEXIYy COOOMH, MpHU PEIICHUU
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BOIIPOCA O BO3MOXXHOM JOHOPCTBE OHMOJIOTUYECKOTO Marepuaia s
MIPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa IPUOPUTET HMEET
BOJICU3BSIBIICHUE YMEPILIETO IPaXKJaHUHA.

6. [lopsIok MEIUIIMHCKOTO OO0CJEOBaHUS JOHOpA OMOJIOTHYECKOTO
Marepuaga g BBISIBJICHUS ~ NPOTHUBOMNOKA3aHWUM  JJI1  TMOJIyYEHMS
OMOJIOTMYECKOT0 Marepuaiga B IEIIX MNPOU3BOACTBA OMOMEIUIIMHCKUX
KJIETOYHBIX  MPOJYKTOB, BKJIIOYAash TECTUPOBAHME HA  HOCHUTEIBCTBO
MH(PEKIIMOHHBIX areHTOB, M TMEPEYeHb IPOTHUBOIOKA3aHHMM (aOCOMIOTHBIX H
OTHOCHUTEJIHHBIX) IS MOJTYy4YECHUS OMOJIOTHYECKOTO MaTepuaia
B IeJIX  TPOU3BOJCTBA  OMOMEAMIIMHCKHUX  KJICTOYHBIX  IMPOJIYKTOB
YTBEPKIAIOTCSA YIIOJTHOMOYECHHBIM (helepallbHbIM OPraHOM HCIIOJHUTEIIBHOM
BJIACTH.

7. IlomyyeHre OMOJIOTUUECKOTO MaTepHaia Mpu MOCMEPTHOM JOHOPCTBE
HE JONyCKaeTCH:

1)y ymepiiero HECOBEPIICHHOJIETHETO JIMIA, 3a HCKIIOUYCHUEM
yKa3aHHOT'O B IMyHKTE 1 yacTu 1 HacTosIIEH CTaTby, WK JIUIIA, TPU3HAHHOTO B
YCTAHOBJICHHOM 3aKOHOM TOPSIKE HEJEECITOCOOHBIM;

2) pu OTCYTCTBUU OJTHOBPEMEHHO BOJICU3BSIBIICHUS, BBIPAXKEHHOTO TMPHU
KU3HU JINIIOM, YKA3aHHBIM B IMMyHKTE | 4acTu 1 HACTOsAIIEN CTaThH, O COTJIACHHU
Ha MpPeAOCTaBJIIEHHE €ro OMOJIOTUYECKOr0 MaTepuaja IOocCjie CMEpPTH s
MPOU3BOJICTBA OMOMEIUIIMHCKOTO KIJIETOYHOT'O MPOJAYKTa M COTJIACHH €ro
cynpyra (Cynpyru), a Opd HX OTCYTCTBHM - OJHOTO U3 POJICTBEHHHUKOB,

YKa3aHHbIX B 4aCTH 4 HaCTOSIHlCﬁ CTaTbH.
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8. ®opma MHGOPMUPOBAHHOTO JOOPOBOJIBLHOTO COTJIacus JOHOpa
NpeJOCTaBUTh  CBOW  OHMOJOTMYECKMH  Marepuaq s IPOM3BOJCTBA
OMOMENUIMHCKOr0 KJIETOYHOIo MpoAyKTa, (opMa corjacus 3aKOHHOTO
MPEJICTAaBUTES] HECOBEPIICHHOJIETHETO JIMIla W JIMIA, NPU3HAHHOTO B
YCTaHOBJIGHHOM 3aKOHOM TIOPSAKE HENeeCHOCOOHBIM, B  OTHOLICHHH
IpPEeJOCTaBIeHUs  OMOJOrMYECKOro  marepuana A HPOU3BOJCTBA
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTA B CIIy4asiX, YKa3aHHBIX B 4acTsaX 1 u
4 HacrosUIell CTaTbM, YTBEPXKIAIOTCS YIOJIHOMOUYEHHBIM (eaepaabHbIM

OopraiomM HCIIOJTHUTEIbHOM BJIACTH.

Crares 41. IlpaBa u 003aHHOCTH JIOHOPA OMOJIOTUYECKOI0
MaTepHuajia Npyu NPUKU3HEHHOM I0HOPCTBE,
poauTesieil 1 MHbIX 3AKOHHBIX MPeACTABUTE/IeHd TOHOPA
0MO0JIOTHYECKOr0 MaTepuaia

1. JoHop OMOJOTMYECKOTO MaTepuana MpU MPUKU3HEHHOM JIOHOPCTBE
WJIM €TO 3aKOHHBINA MPEJCTABUTENh NUMEET MPaBo:

1) Ha wuHbDOpMHUpOBaHME B JOCTYNMHOW (opMe O OHOMEIUITUHCKOM
KJIETOYHOM TMPOAYKTE, I TPOM3BOJACTBA KOTOPOTO TMPEIOCTABIISACTCS
OWoJOTHYECKUIT ~ MaTepuayl, TOpSAKE TIOJY4YeHUS W HCIIOJH30BaHMUS
OMOJIOTUYECKOTO0 MaTepuana JIOHOpPA, BO3MOXKHBIX ITOCIEICTBUSX HW3BATUS
OMOJIOTHYECKOTO MaTepHalia Jjisl 3J0pPOBbhs JTOHOPA;

2) 3a7aBaTh J100bIE BOIPOCHI, CBA3AHHBIC C MPEJACTOSAIIUM MEIUIIMHCKUM

BMCIIATCJIbCTBOM, U I10JIYYaThb HA HHUX ITOJIHBIC OTBCTLI;
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3) oTKazaTbCs B JIFOOOKM MOMEHT JI0 Hadajga H3BATHS OHOJOTHYECKOTO
MaTepualia OT €ro NpPea0CTABICHUS.

2. loHop Omonornyeckoro Marepuaina MNpU NPHKU3HEHHOM JOHOPCTBE
(ero 3aKOHHBIN MPEJICTABUTENb) 00513aH COOOIIUTD:

1) u3BecTHBIE €My CBEJCHUS O TIEPEHECEHHBIX JOHOPOM U UMEIOLIUXCS Y
JIOHOPA 3a00JICBAHUSX

2) 00 ynoTpebyieHuu TOHOPOM HAPKOTUUECKUX CPEJCTB, TICUXOTPOITHBIX
BEILIECTB, JIEKAPCTBEHHBIX TPENAPATOB;

3) uHY0 HHQOpPMALMIO, TPEACTABISIIOUIYI0 3HAYEHHE NJIsi 00E€CTIeUECHUS
0e30macHOro JOHOPCTBA OMOJIOTMYECKOTO MaTepuaa.

2. JloHop Ouonornyeckoro Marepuaina Mpu TPYKU3HEHHOM JOHOPCTBE
00s3aH TPOWTH MEIUIMHCKOE O0O0ClelI0BaHMe, BKJIKOYAas TECTUPOBAHUE Ha
HOCHUTEJIBCTBO MH(GEKITMOHHBIX areHTOB.

3. loHOp OMOJOTMYECKOr0o Marepuana Mpu MNPUKU3HEHHOM JIOHOPCTBE
(ero 3aKOHHBIM MPENICTABUTEIb), YMBIIUIEHHO CKPBIBIIMN WM WCKa3WUBIIHMA
W3BECTHBIE EMY CBEJECHHUSI O COCTOSIHUM 30POBbs JIOHOPA MPU OCYILIECTBIECHUU
UM TPUKU3HEHHOTO JIOHOPCTBA, B PE3YJIbTATE YEro MPUUUHEH BPEH 370POBbIO
U OKU3HU TMAaIlMeHTa, MEIAUIMHCKUX pPa0OTHUKOB, HHBIX JIMI[, HECET
OTBETCTBEHHOCThb,  YCTAHOBJICHHYK)  3aKOHOJATENBCTBOM  Poccuiickon

denepanum.

3 3AKOHOITPOEKT Ne 717040-6



106
Cratpsg 42. Opranu3anuu, B KOTOPbIX OCYIIECTBJISIETCS MOJIy4YeHHUe
(u3bsiTHE) OMOJIOTHYECKOT0 MATEPHUAJIA IS
NPOU3BOACTBA OMOMEIMIUHCKUX KJIETOYHbIX MPOJYKTOB

1. [Tonyuenue (uU3bsATHE) OMOTOTUYECKOTO MaTepHasia OT JOHOpa
OMOJOTUYECKOT0 MaTepHaia Jijisi MPOU3BOJICTBA OMOMETUIIMHCKUX KIETOYHBIX
MPOAYKTOB, MEIUIIMHCKOE OOCIEIOBAHME B CBSI3U C ATUM JIOHOpPA B IIEJSIX
BBISIBIICHUSI TIPOTHUBOIOKA3aHUM I TONy4eHHs (U3BATHs) OHOJIOTHYECKOTO
Marepuana, BKJIIOYas TECTHPOBAHME Ha HOCHUTEIBCTBO HMHQEKIIMOHHBIX
areHTOB, OCYILIECTBIISIOTCS B OpraHU3alUsIX, HMEIOIIUX JIMIIEH3UI0 Ha
MEJIUIIMHCKYIO JEATEIbHOCTD.

2. Opranuzanusi, B KOTOPOM OCYIIECTBIISIETCA MOJYYECHHE (U3BSITHUE)
OMOJOTUYECKOT0 MaTepHasia Jijisi MPOU3BOJCTBA OMOMETUIIMHCKUX KIETOYHBIX
MPOAYKTOB, PETUCTPUPYET B CHEHUAIBHOM >KypHaJle KaxIbli cCiydai
noiyueHus: (U3bsTUSL) Oumosiornueckoro wMarepuana. dopMa U MOPSAIOK
BEJICHUS TaKOTo >KypHaja yTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (enepaibHbIM

OpraHomMm HMCIOJHUTEIBHOMN BJIACTH.

3. [lonyuenue (U3bsATHE) OMOJOTUYECKOTO0 MaTepuaia Jjisl MPOU3BOJICTBA
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB OCYILIECTBISETCS B COOTBETCTBUU
C MpaBUJIaMU  OpTaHU3AIMK  TPOM3BOJACTBA W  KOHTPOJIA  KauyecTBa
OMOMEIUITMHCKUX KIETOYHBIX MPOAYKTOB, YyTBEPKIAEMBIMUA YIIOTHOMOYEHHBIM

(beﬂepaHBHBIM OpraHomM HWCHOJIHUTEIbHOMN BJIaCTH (z[aﬂee - IIpaBUJjia
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OpraHu3alli MPOU3BOJCTBA M KOHTPOJIS KadyecTBa OHWOMETUIIMHCKHUX
KJICTOYHBIX IIPOJTYKTOB).

4. Tlonydenue (M3bsATHE) OMOJIOTMYECKOr0 MaTepuana s IpOoru3BOACTBA
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MEIUIMHCKOE OOCJIelIOBaHUE B
CBSA3U C 3TUM JIOHOpA JIJIsl BBIABJICHHS MPOTHUBOMNOKA3aHUM I MOJYyYEHHUS
(u3bsATHSI)  OMOJOTMYECKOrO0  Marepualia, BKIIOYas TECTUPOBAHHME  Ha
HOCUTEJIILCTBO  MH(MEKIMOHHBIX  areHTOB, XpaHEeHHWe U  Iepenaya
OMOJIOTMYECKOT0 MaTepuajia MPOU3BOAUTENI0 OMOMEIUIIMHCKUX KJIETOYHBIX
MPOJYKTOB OCYIIECTBISIIOTCS 32 CUET TPOUZBOAMUTENS OHOJIOTMYECKUX
KJIETOYHBIX IPOJYKTOB HAa OCHOBAHUM JOTOBOPAa MEXIy OpraHu3alueH,
UMEIOIIEH JIMIEH3UI0 Ha OCYLIECTBICHUE MEIUIMHCKON JEATEIbHOCTH,
Y IPOU3BOAUTENEM OMOMEIUIIMHCKUX KJIETOUYHBIX MPOIYKTOB.

['maBa 7. IIpou3BOACTBO H MAPKUPOBKA OMOMEIMIIUHCKUX
KJIETOYHBbIX IPOAYKTOB

Cratps 43. IIpoM3BOACTBO U MPOAAKA OMOMEIMIUHCKUX KJIETOYHBIX
NMPOAYKTOB

1. IIpou3BoacTBO OMOMETUITMHCKHUX KJIETOUHBIX MPOTYKTOB
B Poccuiickonn ®denepanu OCYIIECTBISIETCS OpPraHU3alUsAMU, WMEIOIIUMHA
JUIIEH3UI0  HAa  OCYIIECTBICHUE  JICSITEIBHOCTH IO  OPOU3BOACTBY
OMOMEIUITMHCKUX KJIETOUYHBIX IIPOTYKTOB (JaJiee - MPOrU3BOIUTEIIN ).

2. O0sa3aTEIBHBIM YCIIOBUEM MPEIOCTABIICHUS JINIIEH3UH Ha

OCYILIECTBJIEHUE  JCSATEIbHOCTH IO  MPOU3ZBOJCTBY  OMOMEIUIIMHCKUX
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KJIETOUYHBIX MPOAYKTOB SBJSETCA NPUIOKEHUE K 3asIBICHUI0 COUCKATEIs
JUIEH3UH, B KOTOPOM VYKa3blBa€TCA THUN OHMOMEIULMHCKOIO KJIETOYHOTO
npoaykTa (ayTOJOTUYHBIMA, QJJIOT€HHBIM, KOMOWHUPOBAHHBIN), KOTOPHIMA
IPOU3BOJUTENb  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MHPOJAYKTa  HaMepeH
POU3BOIUTE.

3. He nomyckaercss mpoW3BOAUTENSIMU OWOMEIUIMHCKUX KIETOYHBIX
MPOJIyKTOB MPOU3BOJICTBO HE 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu
OMOMEIHUIIMHCKAX KJIETOYHBIX MPOIYKTOB, 3a MCKIIOUYECHHEM CIy4daeB
NPOU3BOJACTBA OMOMEIMIIMHCKUX  KJIETOYHBIX MPOAYKTOB s  Lejel
JOKJIMHUYECKUX U KIMHUYECKHUX UCCIEIOBaHUM.

4. IIponsBoacTBoO OMOMETUIIMHCKUX KJIETOYHBIX IPOJYKTOB
OCYLIECTBIISIETCA C COOJIIOJIGHHEM TpEeOOBaHUN  pErjlaMeHTa, KOTOPBI
YTBEP)KIACTCSI PYKOBOJUTENIEM IPOU3BOIUTENSI OMOMEIUIMHCKUX KIETOYHBIX
IPOJIYKTOB U BKJIIOYAET B CeOsl MEepeyYeHb MCIOJIb3yEMbIX KJIETOUHBIX JIMHUMH,
(dapMaleBTHUECKUX CYOCTaHUMN, MEAULMHCKUX U3JIEIUNA U BCIIOMOTaTeIbHbIX
BEILIECTB C YKa3aHUEM KOJIMYECTBA KaXJAO0T0 U3 HUX, JaHHBIE 00 UCIOJIb3yEeMOM
000pyIOBaHNH, ONKUCAHHE TEXHOJOTMYECKOro Mpolecca U METOAOB KOHTPOJIA
Ha BCEX ATanax MpoU3BOJICTBA OMOMEIUIIMHCKUX KJIETOUYHBIX MPOIYKTOB.

5. [Ipon3BOACTBO OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB JOJIKHO
COOTBETCTBOBATh MpaBUIaM OpraHU3alMU MPOU3BOACTBA U KOHTPOJIS KauecTBa

6I/IOM6I[I/II_[I/IHCKI/IX KJIICTOYHBIX ITPOJAYKTOB.
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6. 3anpeniaercs MPOU3BOJCTBO:

1) OuoMEeANITMHCKUX KJIETOYHBIX TPOIYKTOB, HE BKJIIOUYCHHBIX B
roCyJIapCTBEHHBIN peecTp OHOMEAUIIMHCKUX KJIETOYHBIX MPOJYKTOB, 3a
UCKIIIOUCHHEM OMOMEAUITMHCKUX KJIETOUYHBIX MPOIYKTOB, MPOU3BOIUMBIX IS
1enen TOKJIMHUYECKUX U KIMHUYECKUX UCCIIEI0BaHUT;

2) ¢panbcu@uIUPOBAHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX MPOYKTOB;

3) OMOMEAUIIMHCKUX  KJIETOYHBIX MPOJYKTOB 0€3 JIMIIEH3UHW Ha
OCYILIECTBJIEHUE  JACSATEIbHOCTH IO  MPOU3ZBOJCTBY  OMOMEIUIIMHCKUX
KJIETOYHBIX TTPOTYKTOB;

4) OMOMEAUIIMHCKUX KJIETOYHBIX MPOJYKTOB C HApPYUIEHUEM IpaBUil
OpraHu3ali TPOU3BOJCTBA M KOHTPOJS KadyecTBa OHWOMETUIIMHCKHUX
KJIETOYHBIX TIPOJIYKTOB.

7. Ilpn BBOJIE OMOMETUIIMHCKUX KIETOYHBIX MPOIYKTOB B TPAXKIAHCKHIA
000pOT YIMOJTHOMOYEHHOE JIUIO0 MPOU3BOJUTEINS OMOMEIUIIMHCKUX KIETOYHBIX
MPOAYKTOB OCYIIECTBISICT MOATBEPKIECHUE COOTBETCTBUS OMOMEIUIIMHCKUX
KJIETOYHBIX  MPOJYKTOB  TpeOOBaHUAM,  YCTAHOBIEHHBIM  TPU  HUX
rOCyJIapCTBEHHOM PpETUCTpPAIlMU, K TapaHTUPYET, UYTO OHOMEIUIMHCKHUE
KJIETOYHbIE TPOJAYKTHI MPOU3BENCHBI B COOTBETCTBUM C MpPaBUIAMHU
MPOU3BOJICTBA U KOHTPOJISI KAYECTBA OMOMEIUITMHCKUX KIIETOYHBIX MPOTyKTOB.

8. YIIOJITHOMOYEHHBIM  JIMIIOM  TMPOU3BOJIUTENST  OMOMETUIIMHCKHUX
KJIIETOYHBIX TPOJAYKTOB SIBIsIETCS €ro pabOOTHUK, AaTTECTOBAHHBIM B

YCTAaHOBJICHHOM YIIOJIHOMOYCHHBIM (bCI[CpaHLHI)IM OopranomM HWCHOJIHUTEIbHOMN
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BJIACTHU TIOPSIIKE, UMEIOIIHM BhICIIee 00pa3oBaHUE COOTBETCTBEHHO MO OJIHOU
U3 CIIeNUAbHOCTEN U (MJIM) OJHOMY M3 HAIpaBJICHUHN MOJATOTOBKHU (OMOJIOTHS,
OuoTexHoJiorusi, BeTepuHapus, dapmanus, ¢GyHIaMEHTalIbHAsS MEAUIMHA,
XUMUYECKass TEXHOJIOTHS) W TPOUIEAIHNA OO0ydeHHe MO JOMOJHUTEIHHOM
npodeCCUOHAIBHON TpPOTrpaMMe TOBBIMICHUSI KBAIM(HUKAIMA TIO0 BOIPOCaM
MPUMEHEHUSI OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB.

9. [Ipon3BoauTenn OUOMEAUIIMHCKUX KJIETOYHBIX MPOIYKTOB MOTYT
OCYIIECTBJISITh MPOJAAXKY OHUOMEIUIIMHCKUX KIETOYHBIX MPOJIYKTOB WU
nepeaaBaTh UX:

1) npyrumM npou3BOAUTENSIM OMOMEIUIIMHCKUX KJIETOYHBIX IPOJYKTOB
IS IPOU3BO/ICTBA OMOMETUIIMHCKUX KJIETOUHBIX MPOIYKTOB;

2) HAy4YHO-UCCIIEI0BATEILCKUM OpraHu3aIusIM TUTSt Hay4yHO-
HCCJIEI0BATEIbCKOM pabOTHI;

3) MEIUITUHCKUM OpraHU3alUsIM, UMEIOIIMM  JIMIEH3UM  Ha
OCYIIIECTBJIECHNE MEAUIIUHCKOMN JIEATEIIbHOCTH MO OKa3aHUIO0 COOTBETCTBYIOIIUX
yCayT (BBITIOJIHEHUIO PadoT).

10. IlpaBuna npojaxu v MOPSAOK Mepeadr OMOMETUITMHCKUX KIETOYHBIX

MIPOAYKTOB ycTaHaBiuBatorcs [IpaBurensctBoMm Poccuiickon denepanum.

Cratpsg 44. MapkupoBKa OMOMEIMIIUHCKUX KJIETOYHBIX IPOAYKTOB

1. BuoMenUIMHCKUE KIETOYHBIE MPOJIYKTHl MOCTYMAIOT B OOpallleHUE,

CCJIN:
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l) Ha WX TEPBUYHOM YITAKOBKE XOPOIIO YHWTaeMbIM MIPUPTOM Ha
PYCCKOM SI3bIKE YKA3aHBI:

a) HAMMEHOBaHKE OMOMEIUITMHCKOTO KJIETOUYHOTO MPOJIYKTa;

0) HOMEp PEeTUCTPAIMOHHOTO YIOCTOBEPECHHUS;

B) MIPOU3BOAUTENH C YKa3aHUEM HAaUMEHOBAHUSI, €T0 MECTOHAXOXK/ICHUS U
MecTa MPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTa;

I') HOMEp CEepUH;

1) 1aTa BBITYCKA;

€) CPOK T'OJIHOCTH;

) YCJIOBUSI XpaHEHUSI;

3) TUI M XapaKTEPUCTHUKA COACPKAIIUXCS KIETOK, MX KOJIMYECTBO WIIU
KOHIICHTpAaIus;

1) CrIoco0 MpUMEHEHHS;

K) TUIT OMOMEIMUIMHCKOTO KJIETOYHOTO MPOAYKTa (ayTOJIOTMYHBIH,
aJUIOTEHHbI, KOMOMHUPOBAHHBIN );

1) 00beM, pa3Mep U KOJIMYECTBO J03;

M) TTOKa3aHUs K MPUMEHEHHUIO;

H) OTCYTCTBUE (HAJIUYKE) TECTUPOBAHHBIX MH(PEKIIMOHHBIX areHTOB;

0) OMOJIOTUYECKUE XaAPAKTEPUCTUKH OHOMEIUIIMHCKOTO KJIETOYHOTO

MpoIyKTa (B ciiydyae HEOOXOIMMOCTH);
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) IpeAynpeauTeNIbHbIC HAIUCH,

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKOM) YIMAKOBKE XOPOIIO YUTAEMBIM
mpudTOM Ha PyCCKOM SI3bIKE YKa3aHBI:

a) HAMMEHOBaHNE OMOMEIUITMTHCKOTO KIETOYHOTO MPOYKTa;

0) HOMEp PEruCTPAIMOHHOTO yI0CTOBEPECHUS;

B) MIPOU3BOAUTEND C YKa3aHUEM HAaMMEHOBAHUSI, €r0 MECTOHAXOXK/ICHUS U
MecTa MPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOUYHOIO MPOIYKTa;

I') HOMEp CepuH;

1) 1aTa BBIYCKa;

€) CPOK I'OJHOCTH;

) YCIIOBUSI XpaHEHUS;

3) TUI U XapaKTePUCTUKA COACPKAIIMXCS KJIETOK, UX KOJMYECTBO WIIU
KOHIICHTpAIIUS;

1) Croco0 MPUMEHEHHUS;

K) TUl OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAyKTa (ayTOJOTHYHBIN,
aJUIOT€HHBIA, KOMOMHUPOBAHHBIN );

71) 00beM, pazMep U KOJTUYECTBO J03;

M) TIOKa3aHUs K IPUMEHEHHUIO;

H) OTCYTCTBUE (HAJIMUKE) TECTUPOBAHHBIX MH(DEKIIMOHHBIX ar€HTOB;

0) OMOJIOTHYECKUE XapPaKTePUCTUKH OUOMEIUIIMHCKOTO KIIETOYHOTO

npoaykTa (B ciiydae HEOOXOIUMOCTH);
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) IpeaynpeauTebHbIE HAUCH.

2. Ha nmepBuYHYyH0 YIIAKOBKY W BTOPHYHYIO (ITOTPEOUTEIBCKYIO)
YIAKOBKY OMOMEIMIIMHCKUX KJIETOYHBIX TMPOJAYKTOB HAHOCUTCS HAJIIUCh
" AyTOJIOTMYHBIA OMOMEIUIIMHCKUN KJIETOYHBIM TPOAYKT", WK "AJTOreHHbIN
OMOMEIUIIMHCKUM  KJIETOYHBbIM  mpoxayktr", wnu  "KoMOMHUpOBaHHBIN
OMOMEUITMHCKUMA KJICTOYHBIM TPOTYKT".

3.Ha nmepBHYHYI0 YIIaKOBKY U BTOPUYHYIO (TIOTPEOUTEIBHCKYIO)
YIAKOBKY OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MPEIHA3HAYEHHBIX JIsI
KJIMHUYECKHUX MCCICIOBAaHUM, HAHOCUTCS Haamuch "I KIMHHUYECKUX
HUCClIeT0BaHmit".

4. Ha TpaHCHOpPTHYIO Tapy, KoOTopas HeE TMpeJHa3HaueHa IS
NoTpeOuTENe M B KOTOPYHD TOMEHIEH OWOMEIMIIMHCKUN KJIETOUYHBIN
MPOAYKT, HAHOCHUTCS uHpopmarus 0 HAaMMCEHOBAHHH,
cepud  OMOMETUIIMHCKOTO  KJIETOYHOTO  NPOJyKTa, JIaT€  BBIMYCKa,
KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENTBCKUX) YMAaKOBOK, IPOU3BOJIUTEIIEC
OMOMEIMITMHCKOTO KJIETOYHOIO0 IPOAyKTa C YKa3aHMEM HaWuMEHOBaHHS,
€ro  MECTOHAXOXICHHWS W  MecTa IIPOM3BOJCTBA  OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOJyKTa, a Takke uHPopMamus O CpOKe TOIHOCTU

OMOMETUITUHCKOTO KJIETOYHOT'O POJYKTa, 00 YCIIOBHSIX ero
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XpaHEHUs U TPAHCIOPTUPOBKHU, HEOOXOAUMBIE TPEAYNPEAUTENbHBIE HAAIUCU
Y MaHUIYJISITOPHBIEC 3HAKHU.
5. Ha BropuuHyto (mOTpeOUTENHCKYI0) YIAKOBKY OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJIYKTa HAHOCUTCS IITPUXOBOM KO/I.
['naBa 8. TpaHncnopTHpPOBKa, XpaHeHNE U YHUUYTOXKEHUE
0MO0JIOTHYECKOT0 MaTepuaia, OMOMeIMIIUHCKOT 0
KJIETOYHOI0 MPOAYKTA
Cratbs 45. TpaHCOPTHPOBKA U XpaHeHHE OMOJIOTUYECKOr0
MaTepuaJia, KJIeTOK JJs NPUTOTOBJIEHUS KJIETOYHbIX
JINHU, MPeJHA3HAYEeHHBIX JJI51 IPOU3BO/JCTBA
OMOMETUIIMHCKOI0 KJIeTOYHOI0 MPOAYKTA, a TaKKe
OMOMEIUIIMHCKOI0 KJIETOYHOI0 MPOAYKTA
1. buosornuecknii Marepuan, KIETKH Uil MPUTOTOBJIEHUS KIETOYHBIX
JIMHUM, NMPeJHA3HAUYCHHBIX JUIsl TPOU3BOJCTBA OMOMEIUIIMHCKOTO KJIETOYHOTO
NpOAYKTa, a TakKe OHOMEIUIMHCKUM KJIETOYHBIM MPOIYKT JOJDKHBI
TPAHCTIOPTUPOBATHCS. U XPAHUTHCS B YCIOBUSX, 00ECIEUMBAIOIINX COXPAHEHHE
UX OHOJIOTMUECKHMX CBOMCTB M TMPENOTBpAIIAIONIUX WX 3arpsi3HEHHE
XUMUYECKUMH BEIIECTBAMU U UHPUIIUPOBAHUE.
2. IlpaBuna TpaHCIIOPTUPOBKU M XpaHEHUs] OMOJIOTHYECKOTO MaTepuala,
KJIIETOK JUIsi TPUTOTOBJIEHUS KIETOYHBIX JIMHUW, TMPEIHA3HAYCHHBIX IS
MPOU3BOJCTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, OMOMEIUIIMHCKUX

KIICTOYHBLIX IIPOAYKTOB, YCTAHABJIHWBAIOTCA YIIOJIHOMOYCHHBIM q)e,llepaJ'IBHBIM

OpraHomM HCIOJHUTECIBHOMN BJIACTH.
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Cratps 46. YHUUYTOXKEHHE OMOJIOTHYECKOr0 MaTepuaJa,
HEBOCTPEOOBAHHBIX KJIETOK ISl IPUTOTOBJICHUS
KJICTOYHBIX JIUHUH, IPEeAHA3HAYCHHBIX J1JIA
NPOU3BOACTBA OMOMEIMIUHCKOT0 KJIETOYHOI0
NMPOAYKTA, a TAK:Ke OMOMeIMIMHCKUAX KJIEeTOYHBIX
MPOAYKTOB

1. HeBocTpeOoBaHHBII OMOJIOTMYECKUI MaTepuall, HEBOCTPEOOBaHHBIE
KJIETKH JUIA TPUTOTOBJICHHS] KJIETOYHBIX JIMHUM, NpeIHAa3HAYEHHBIX IS
IIPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa, HEBOCTPEOOBAaHHBIN
OMOMEIUIIMHCKUN KJIETOUHBIN MPOAYKT HE MOTYT OBITh MCIIOJIb30BAaHbI B MHBIX
LEISAX, YEM IPELYCMOTPEHO B HacTosmeM DenepaibHOM 3aKOHE, U TOJIEKAT
00s3aTEILHOMY YHUYTOKEHUIO B HOPSAKE, YCTaHOBJIEHHOM
3aKOHOJAaTeIbCTBOM Poccuiickon denepanuu.

2. ®anbcuuIMpoOBaHHBIE WIN HETOOPOKaYeCTBEHHbIE OMOMETUIIMHCKUE
KJIETOYHbIE MPOAYKTHI MOMJIEKAT H3BATHUIO W3 TPAXKIAHCKOrO 00opoTa U
MOCHEAYIONIEMY YHUYTOXKEHUIO Ha OCHOBAaHWM PEIICHHMS  BJIAJEIbLA
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB U (UJIM) pEelICHUS] YIIOJTHOMOYEHHOTO
dbenepaibHOrO OpraHa UCIOJHUTEIbHON BIACTH WM PELICHUS CY/a.

3. KontpadakTHble OMOMEIUIMHCKUE KJIETOYHBIE MPOAYKTHI MOJJIEKAT
U3BATHUIO U3 TPAXKIAHCKOTO 000pOTa U YHUUYTOKEHHIO 110 PELIEHUIO CY/a.

4. ITopsnox YHUUYTOKEHUS banbcuUIMpPOBAHHBIX,

Heﬂ06pOKaquTBCHHBIX u KOHTpa(l)aKTHBIX 6HOM€I[I/H_II/IHCKI/IX KIIETOYHBIX

MpOAYKTOB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickon denepanuu.
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5. Pacxonpl, CBsI3aHHBIE C YHUUYTOXEHHUEM (DabCUDUITUMPOBAHHBIX,
HEI0OPOKAYECTBEHHBIX M KOHTpa(aKTHBIX OMOMEIUIIMHCKUX KJIETOYHBIX
MIPOJIYKTOB, BO3MENIAOTCS UX BJIAJICIIBIIEM.

6. Bnagenerr OMOMEIMIIMHCKOTO  KJETOYHOTO  NPOJYKTa  JIOJDKEH
MPEJACTAaBUTh B YIHOJHOMOYCHHBIM (eAaepasibHbIil OpraH HUCIOIHUTEIbHOU
BJIACTH JOKYMEHT, TTOATBEPKIAAIOMHMN (PAaKT YHUUITOKEHUS OMOMEIUITMHCKOTO
KJICTOYHOTO TMPOJYKTa, WJIM €ro 3aBEPEHHYI0 B YCTAaHOBJICHHOM IMOPSJKE
KOITHIO.

7. YIIomTHOMOYEHHBIN (eaepaabHblii OpraH HCHOJHUTEIbHON BIJIACTH,
MPUHSABIIUN pelieHne 00 YHHUUYTOXEHHH OWOMEIHMIIMHCKOTO KIIETOYHOTO
MPOAYKTa, OCYIIECTBIISIET KOHTPOJIb 32 €r0 YHUUYTOKEHHUEM.

I'maBa 9. IIpumeHeHre OMOMETUIMHCKUX KJIETOYHBIX MPOAYKTOB

Cratbs 47. MeauuMHCKas MOMOIIb C IPUMEHEHHEM
OMOMeTUIIMHCKUX KJIETOYHBIX MPOAYKTOB

1. MeaummHcKas HTOMOIIb C TPUMEHEHHEM OMOMETUITMHCKUX KICTOYHBIX
MPOAYKTOB OPraHU3yEeTCs W OKa3bIBAETCA B COOTBETCTBUU C TMOPAIKOM
OKa3aHWs MEIUIIMHCKON TIOMOIIH, OOS3aTeIbHBIM [UISI HWCIIOJIHEHHUS B
Poccuiickont denepanu BCEMU MEIUIUHCKMMHU OPTaHU3ALUSIMH, a TAKXKE Ha

OCHOBC CTaHIApPTOB MEIUIIMHCKOM TOMOIIH.
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2. Ilpumenenue OMOMETUITUHCKUX KJIETOYHBIX MPOAYKTOB
OCYILIECTBJISIETCSI B OpraHu3alusaX, UMEININX JUIEH3UI0 Ha MEAUIMHCKYIO
NEeSATENbHOCTb.

3. MeauuMHCKYI0O  TIOMOIb C  [PUMEHEHHEM  OMOMEIUIIMHCKUX
KJIETOYHBIX TMPOJYKTOB MOTYT OKa3blBaTh TOJBKO MEIAUIMHCKHE PAOOTHUKH,
npoieane o0ydeHue Mo JOMOJHUTEILHON MPO(EeCcCHOHAIBHONW MpOrpaMMe
MOBBIIICHUST KBATM(PUKAMKM IO BONPOCAM MPUMEHEHHS OMOMEIUIIMHCKUX
KJIETOYHBIX TPOAYKTOB. [IpuMepHbIe NONOIHUTENbHBIE MNpOodeccuoHaIbHbIC
NporpaMMbl  TIOBBIIICHHUS  KBAIU(PUKAIMM 1O BOMPOCaM  MPUMEHEHUS
OMOMEIUIIMHCKUX KIJIETOYHBIX MPOIYKTOB YTBEPKIAAIOTCA YIMOJIHOMOYEHHBIM
benepaibHBIM OPTaHOM UCTIOTHUTEIHHOM BIACTH.

4. MenuuuHCKasi TOMOIIh ¢ MPUMEHEHUEM OMOMETUIIMHCKUX KIETOYHBIX
MPOAYKTOB OKa3bIBACTCS MPU HAIMYUM HUH(OOPMUPOBAHHOTO JOOPOBOIBHOIO
corjlacHsi MalyeHTa, JAaHHOTO B MOPSAKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
dbenepaibHBIM ~ OPraHOM  HMCIOJHUTENBHOM  BJIAaCTU, HAa  OCHOBAaHHUHU
uHpopmanuu, ykazaHHod B uyactu | crateu 20 PenepanbHOro 3aKoHa
oT 21 Hos0pst 2011 roga Ne 323-d3 "O06 ocHOBax 0XpaHbI 3JJ0POBbS TPaXKJIaH B
Poccuiickoii @eneparuu" uW coaepkalied B TOM 4YHUCIE CBEIACHUS O
MPUMEHSIEMOM OMOMEIUIIMHCKOM KJIETOYHOM MPOYKTE.

5. CaMOCTOSITENTbHOE ~ NPUMEHEHHE  MMAIMEHTOM  OUOMEIMITUHCKUX

KJICTOYHBIX IPOJYKTOB HE JOIYCKAETCH.
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6. bBuoMeMIIMHCKHUE KJIETOUHBIE MPOJYKTHI, B COCTAB KOTOPBIX BXOJST
KJICTOYHBIC JIMHUHW, TOJYYCHHbIE M3 OHOJOTMYECKOro Marepuana JIOHOpa
OMOJIOTHYECKOT0 MaTepHalia, MMEIOIIETO MPOTHBOMOKA3aHUs, BKIIOUYCHHBIC B
nepeyeHb MPOTHBOINOKAa3aHUKM  (AOCOJIFOTHBIX W OTHOCHUTENIBHBIX) A
MOJy4YeHUs] OMOJIOTHUUECKOr0 MaTepualna Jijisi IpOU3BOJICTBA OMOMETUIIMHCKUX
KJICTOYHBIX MPOJIYKTOB, MOTYT OBITh MPUMEHEHBI JJISI JICUCHHUS TOJBKO CaMOTO
JIOHOPA 3TOT0 OMOJIOTMYECKOT0 MaTepuraia (ayToJIOTHYHOE TPUMEHEHUE).

['maBa 10. Hudpopmanus 0 OMOMEeIUIUHCKUX KJIETOYHBIX
NPOAYKTAX

Cratbst 48. HNHpopmanms 0 OMOMeTUIUHCKUX KJIETOYHbIX
NMPOAYKTAX

1. Uupopmanisi 0 OMOMEAMIIMHCKUX KJIETOYHBIX MNPOAYKTaX JOJAKHA
COJIEPXKAThCSL TOJBKO B CHEHUAIM3UPOBAHHBIX W3JAHUSIX, B TOM YHCIIE
MOHOTpadusax, CIPaBOUYHHKAX, HAYYHBIX CTAThsIX, JIOKJIAQJaX HAa KOHIpeccax,
KOH(DEepeHIMIX, CUMIIO3MYyMaxX, HAYYHBIX COBETaxX, Ha CIHEIHUATU3UPOBAHHBIX
caitax B cetu "HMHTepHeT", a Takke B HMHCTPYKIHUSIX IO MNPUMEHEHUIO
OMOMEUIIMHCKUX KJIETOYHBIX TMPOAYKTOB U APYrux HHGOPMAIMOHHBIX
MaTepualiax, MpeJHa3HAYEHHbBIX JJIsI MEJUIIUHCKUX PAOOTHUKOB.

2. lonmyckaeTcss HCHOJb30BaHUE JIOOBIX MaTepUATbHBIX HOCUTETEH,
MO3BOJISIIOIIMX ~ XpaHUTh, TMepeJaBaTb U  HUCMOJIb30BaTh HH(OpPMALUIO

0 OMOMEIUITMHCKUX KJIETOYHBIX MPOIYyKTaX 0€3 UCKAKEHUMH.
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['maBa I11. QOobecneyenue 0e30MaCHOCTH MPUMEHEHUS
OMOMeINIMHCKHUX KJIETOYHbIX IPOAYKTOB

Cratbss 49. MOHMTOPHMHI 0€30IACHOCTH OMOMEIUMIMHCKHUX
KJIETOYHBIX POAYKTOB

1. buoMenuIMHCKUE KIETOYHBIE MPOIYKTHI, HAXOSIINECS B 0OpaIlleHUU
B Poccuiickoit denepaiuu, nojjexaT MOHUTOPUHTY O€30MAaCHOCTU B IIEJISIX
BBISIBJICHUS BO3MOXKHBIX HETAaTUBHBIX TMOCJEACTBUM WX IPUMCHEHHS,
NPEAYNPEKICHUST  PEUUINMEHTOB M MX  3alUTBl OT  IPUMEHEHUS
OMOMEUIIMHCKUX  KJIETOYHBIX  MPOAYKTOB,  BIJIEKYIIUX  HACTYyIUJICHHUE
HETATHUBHBIX MOCIEACTBUM JJIs1 PEIUITUCHTOB.

2. MoHUTOpHHT 0€30MacCHOCTH OMOMEIUITMHCKUX KJIETOYHBIX MTPOTYKTOB
OCYILIECTBJISICTCSI HAa BCEX JTamax HMX oOpaiieHus ¢eaepaibHbIM OpraHoM
UCIIOJTHUTEIbHOM BJIACTH, OCYIIECTBISIONIUM (PYHKIIMU IO KOHTPOJIIO H
HaJ30py B cepe 3/IpaBOOXpaHEHUs], B TOM YUCJIE HA OCHOBAHUU PE3YJIHTATOB
MOHUTOPHUHTAa OE€30MacCHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
MIPOBOAMMOTO 3asgBUTEIEM B LEISIX MNOATBEPKICHUA TIOCYIAPCTBEHHOMN
peructpanyuu OMOMEIUITMHCKOTO KJIETOUYHOTO MPOIyKTa.

3. Opranuzanuu, MIPUMEHSIIOLIINE OHMOMETUITNHCKIE KJIETOYHEBIE
MPOAYKTHI, TPOU3BOIUTEIIN OMOMETUIIMHCKUX KJIETOYHBIX MPOTYKTOB 00S3aHBI
cooOIlIaTh B YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eJiepaibHbIM OpraHoM
WCIIOJTHUTEILHOW BJIACTH TOPSIIKE 000 BCEX clydasix MOOOYHBIX JIEUCTBUM, HE

COOTBCTCTBYIHOIIIUX CBCIACHUAM O 6HOM€I[I/II_II/IHCKI/IX KIICTOYHBIX IIPOAYKTaAX,

3 3AKOHOITPOEKT Ne 717040-6



120
COJICP)KAIMUMCSI B HHCTPYKIUSAX TI0 TMPUMEHEHHUIO OMOMEIUIIMHCKUX
KJIETOYHBIX TPOJYKTOB, O HEMPEABUJICHHBIX HEXKEIATEIbHBIX PEAKIUIX U
CEPBhE3HBIX HEXKENATCIbHBIX PEAKIUIX MPH TPUMEHCHHH OHMOMETUITMHCKHUX
KJICTOYHBIX TPOJYKTOB, B TOM YHCJI€ 00 OCOOCHHOCTSX B3aUMOJICHCTBUS
OJHUX OMOMEINIIMHCKHAX KJIE€TOYHBIX MPOJTYKTOB Cc JIPYTUMHU
OMOMEIUITMHCKUMH KJIETOYHBIMU TIPOAYKTAMH, a TaKXe C JICKAPCTBEHHBIMU
CpeACTBaMH U MEIUIIMHCKUMU U3ICIIUSIMH.

4. Opra"uzaiuy, OKa3blBalOIIUE€ MEIUIMHCKYIO MOMOIIb OepeMEHHBIM
JKeHIIIMHAM, pOKCHHUIIAM, POJWJIBHUIIAM W HOBOPOXKJICHHBIM, O0O0s3aHbI
cooOIaTh B YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eJepaibHbIM OpraHoOM
WCIIOJTHUTENIbHOM BJIACTU TOPSJIKE 000 BCEX ClIyyasxX pOXKIACHUS JeTel ¢
BPOXKIACHHBIMUA 3a00JICBAaHUSIMU U BPOXKJACHHBIMU TOPOKaMH Pa3BUTHUS B
cilydyae, €Clid B OTHOIIEHUU OJHOTO U3 POAUTENIEH paHee MPU MEIUIIUHCKOM
BMEIIATEIbCTBE IPUMEHSIINCh OMOMETUITMHCKHIE KIETOYHBIE TIPOTYKTHI.

5.3a HecooOIlleHHe WU COKPBITHE CBEJCHHUM, MPEeTyCMOTPEHHBIX
yacTsMHu 3 U 4 HACTOAIIEW CTaThU, JUIA, KOTOPHIM OHHU CTalld W3BECTHBI I10
poay UX TPOPECCUOHATIBHOW JIeSITEIbHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBHM C 3aKOHOIATENBbCTBOM Poccuiickon denepanuu.

6. [Topsok OCYIIIECTBJICHUS MOHHUTOPHUHTA 0e30MMacHOCTH
OMOMEUIIMHCKUX KJIIETOUHBIX MPOAYKTOB, PETUCTPAIlMU MOOOYHBIX NEUCTBUH,

HCIIPCABUJICHHBIX HECXKCIATCIIbHBIX peaKuHﬁ N CCPBC3HBIX HCKCIATCIIbHBIX
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peakIuii Npyu NPUMEHEHUN OMOMEIUIIMHCKUX KJIETOUHBIX MPOJTYKTOB, BKIIOUAS
npejcTaBlieHue HH(OpMAIMU O MOOOYHBIX JEWUCTBUSAX, HEMPEIBHUICHHBIX
HE)KEJIATEIbHBIX PEAKUUSIX M CEPbE3HBIX HEKEIATEIbHBIX PEAKLUAX IIPU
NPUMEHEHUHU OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, a TAKXKE MH(POPMALINU
0 Clly4asix poKJAEHUS JIETEeHl C BPOXKIECHHBIMU 3a00JIE€BAHUSIMUA U BPOXKJACHHBIMU
MOPOKAMH Pa3BUTHSI, YCTAHABIMBACTCS YMOJHOMOYEHHBIM (enepaibHbIM
OpraHOM HCHOJIHUTEIBHOUN BIACTH.

7. Pa3paboTYnku, TMPOU3ZBOAUTENIN  OMOMEIUIIMHCKUX  KJIETOUYHBIX
MPOAYKTOB W OpraHu3allid, MNPUMEHSAIONMEe OUOMEIUIIMHCKUE KJIETOUYHbIC
MPOJYKTHI, BIIpaBe MPOBOJAUTH MOHHTOPUHT O€30MaCHOCTH OMOMEIUIIMHCKUX
KJIIETOYHBIX MPOJYKTOB HAa OCHOBAHMM HWMEIOUIEHCS B WX PACHOPSHKEHUU
uHpopmauu O TOOOYHBIX JEHCTBUSX, HEMPEIBUIACHHBIX HEXEIaTeIbHbIX
pEaKUMsAX © CEPbE3HBIX HEXKENATEIbHBIX PEAKIHUAX TIPU NPUMEHEHUU
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB.

Cratps 50. IlpuocTaHoBJIeHHE MPUMEHEHUSA OMOMEINIIUHCKOT O
KJIETOYHOTI'0 MIPOAYKTA

[Ipu mnonydennn wuHbOPMAMKM O CHOy4dasX TMOOOYHBIX JEUCTBUH,
HE YKa3aHHBIX B HHCTPYKIIMH 110 MPUMEHEHUIO OMOMETUIIMHCKOTO KIETOYHOTO
MPOAYKTA, HENPEABUICHHBIX HEKEIATEIbHbIX pEaKUUsAX U  CEPbE3HBIX
HEXKeJNaTeNbHBIX PEaKIUAX MPU NPUMEHEHUH OMOMETUIIMHCKOTO KJIETOYHOTO

MpOAyKTa, 00 OCOOEHHOCTSIX €ro B3aUMOJICHCTBUS C JIEKAPCTBEHHBIMU
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CpEACTBAaMH W MEIUIIMHCKAMHU W3JICJIUSIMH, KOTOPBIE MOTYT IPEJICTaBIATh
yrpo3y  3I0POBBIO WM  JKM3HM  TAIIMEHTOB, a TaKXe  CBEJICHUM,
HE COOTBETCTBYIOIIMX CBEJACHUSM O OMOMEIMIIMHCKOM KJIETOYHOM MPOAYKTE,
colepkKalmMMcsi B HMHCTPYKIMM 1O TPUMEHEHHUIO OHMOMEIUIIMHCKOTO
KJIIETOYHOTO TPOJyKTa, (ellepadbHblid OpraH HCHOJHUTEIBHON BIIACTH,
OCYIIECTBISAIOMMK  (PYHKIIMM 1O KOHTPOJIO U  Ham3opy B  cdepe
31PAaBOOXPAHEHUS, PACCMAaTPUBAET BOIPOC O BO3MOXKHOCTHU ITPUOCTAHOBIICHUS
MPUMEHEHUS  OHMOMEIUIIMHCKOTO  KJIETOYHOTO MPOJAyKTa B  TOPSIKE,
YCTAHOBJICHHOM YTOJHOMOYEHHBIM (PeepaibHbIM OPraHOM HCIIOJHUTEIBHOM
BJIACTH.

Cratesa 51. Hudpopmanus o pe3yabTaTaX MOHUTOPUHIA
0e30MacHOCTH OMOMEIMIIUHCKUX KJIeTOYHbIX MPOAYKTOB

QenepanpbHbll  OpraH MCHOJHUTEIBHOM BJIACTH, OCYILECTBIISIOLIAMN
(GyHKLIMH IO KOHTPOJIKO U HAJA30PY B cpepe 3apaBOOXpPaHEHUs, 110 PE3yJIbTaTaM
MOHHUTOpPUHIa 0O€30MacHOCTH OMOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB
pa3Melaer Ha cBoeM oduimanbHOM caiite B cetd "MHTepHer" nHpopMaimio
O TIPUHATBIX PEIICHUSAX O BHECEHWW W3MEHEHUMM B MHCTPYKLHIO IO
NPUMEHEHHIO OMOMEIULUHCKOIO KJIETOYHOTO MPOJYKTa, O MPUOCTAHOBICHUU
NpUMEHEHHU OHOMEIUIIMHCKOTO KIETOYHOrO0 TMPOAYKTa, O MPEeKpalleHUH
NPUMEHEHNUS OMOMEIMIIMHCKOIO KJIETOYHOIO0 MPOAYyKTa, O BO300OHOBICHHUU

IIPUMCHCHU S 6I/IOMGI[I/II_[HHCKOFO KJICTOYHOTI'O IIPOAYKTA.
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['maBa 12. BBo3 B Poccuiickyro ®@enepanuio u BbIBO3 U3
Poccuiickoii @enepanun 0MOMeTUINHCKUAX KJIETOYHBIX
NPOAYKTOB

Crarbs 52. Ilopsigok BBo3a B Poccuiickyr ®@enepaunio 1 BbIB03a

u3 Poccuiickoit @egepanuu OMOMeTUIUHCKUX
KJIETOYHBIX IIPOAYKTOB

1. BBo3 B Poccuiickyto @enepanuio OUOMEAUIIMHCKUX KJIETOYHBIX
MPOAYKTOB OCYIIECTBIISIETCS B MOPSAKE, yCTaHOBIEHHOM IIpaBuTEnbCTBOM
Poccuiickoii @enepanuu, B COOTBETCTBUH C TAMOKEHHBIM 3aKOHOIATEIILCTBOM
TaMoxkeHHOT0 CcOr3a B paMkKax EBpa3uiickoro 3KOHOMHUYECKOTO COOOIecTBa
U (unm) 3aKkoHOAaTeNbCTBOM Poccuiickoit deaepaiuy 0 TAMOXEHHOM JIeie.

2. BBosumbie B Poccuiickyto denepanuto OMOMEIUIIMHCKHE KIETOUYHbBIE
OPOJIYKTHl  JOJKHBI ~ OBITh  BKJIIOYEHBI B  TOCYJAPCTBEHHBIM  peecTp
OMOMEUITMHCKUX KJIETOUYHBIX TTPOIYKTOB.

3. B Poccuiickyto ®exnepaiiuto MOXHO BBO3UTh OHWOMEIUIIMHCKUE
KJIETOYHBIC TMPOAYKTBI, KAa4ECTBO KOTOPHIX MOATBEPKICHO CepTUHUKATOM
MPOU3BOAUTENS] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, YAOCTOBEPSIOIIETO
COOTBETCTBHE  BBO3UMBIX  OMOMEAMIIMHCKHUX  KJIETOYHBIX  MPOJYKTOB
TpeOOBaHUSM HOPMATUBHOMN JJOKYMEHTAIUHU.

4. lomyckaercsa BB03 B Poccuiickyto denepanuio KOHKPETHOW NapTUU

HC3ApCTUCTPUPOBAHHBIX 6I/IOMCI[I/II_[I/IHCKI/IX KJICTOYHBIX IMPpOAYKTOB,

NpeaAHa3HaYCHHbIX I HX FOCYI[apCTBeHHOI\/'I perucrtpanuu, B TOM 4YHUCIIC IJIA
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MPOBEJICHUST OUMOMEIUIIMHCKOW SKCIEPTU3bl U TPOBEICHUS KIMHUYECKUX
UCCJIEA0BaHUM, MO PAa3pElICHUI0 YIOJHOMOYEHHOro (heaepaibHOro OpraHa
WCIIOJTHATENIbHOW BJIACTH MO 3asBJICHUSAM JIMI, YKa3aHHbIX B CTaThe 53
Hacrosmero ®denepanbHOro 3akoHa. PaccMOTpeHHE Takoro 3asiBICHUS U
NPUHATUE PEUICHUs] O BbIJJau€ pa3peliecHruss Ha BBO3 OHMOMEIUIIMHCKUX
KJIETOYHBIX MPOAYKTOB JTMOO 00 OTKa3e B BbIJAa4Y€ YKAa3aHHOTO pPa3pelICHHUs
OCYUIECTBIISIIOTCS HA OCHOBAaHUU MPUIIOKEHHOW K 3asBICHUIO CleHU(PUKALINU
OMOMETUIIMHCKOTO KJIIETOYHOI'O MPOAYKTa B CPOK, HE IMPEBBIIIAIOIIUNA JAECATU
pabouux nuei. [Inara 3a Bel1ayy yKa3aHHOIO pa3pelleHUs HE B3UMAETCS.

5. 3anpemaercs BBo3 B Poccuiickyto deneparuio GpanbcuduimpoBaHHbIX
OMOMETUIIMHCKUX KJIETOYHBIX IPOIYKTOB, HEZJ00POKAYECTBEHHBIX
OMOMEUIIUHCKUX KJIETOYHBIX MPOAYKTOB, KOHTpa(PaKTHBIX OMOMEIUITMHCKUX
KJIETOYHBIX TIPOJIYKTOB.

6. BpiBO3 OHMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB U3 Poccuiickoit
denepaniiy OCYIIECTBISIETCS 0€3 MPUMEHEHHs] OTPaHUYEeHUH, YCTaHOBIIEHHBIX
TaMOXEHHBIM  3aKOHOJATEIbCTBOM  TaMOXXEHHOro  cow3a U (HUIIN)
3akoHomaTenbCcTBOM  Poccmiickon ~ ®depepamum 0 TOCYJapCTBEHHOM
pPEryJIMpOBaHUN BHEITHETOPTOBOM JESATEIHLHOCTH. BBIBO3 OHMOMEIMIIMHCKUX
KJIIETOYHBIX MPOAYKTOB, MPEIHA3HAYEHHBIX JJISI TYMaHUTapHOW IOMOIIA

(conericTBUs) WU ITOMOIIA pu YpE3BbIYANHBIX CUTyalusXx,
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u3 Poccniickoir denepanuu OCYIIECTBISIETCS B MOPSAKE, YCTaHOBIEHHOM
[TIpaButenscTBOM Poccuiickon denepanum.

Cratesa 53. HOpuanyeckue Juia, KOTOPbIM pa3pelnieH BB03
OMOMeTUIIMHCKHUX KJIETOYHBIX MPOXYKTOB

buoMenuIHCcKHUE KIETOYHbIE MPOAYKTHI MOTYT BBO3UTh B POCCUICKYIO
denepanyio CleIyo0INUe PUIAYECKHE JINLA:

1) mpousBoauTENh OMOMEIUIMHCKOTO KJIETOYHOI'O MPOAYKTa JUIS Lejei
COOCTBEHHOTO IPOU3BOACTBA OMOMEIUIIMHCKOTO KIIETOYHOTO IPOYKTa;

2) pa3paboTuuKk  OMOMEAMIIMHCKOTO  KJIETOYHOTO  MPOJIyKTa  WJIU
YIOOJIHOMOYEHHOE MM  IOpUAMYECKOE  JMUO I OCYIIECTBICHUS
rOCy/IapCTBEHHOM perucrpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

3) opranuzanuu  BbICIIEr0 OOpa3oBaHuss U (WIM) OpraHU3aIUu
JOTIOJIHUTEIFHOTO  TIPOQECCUOHAIBHOTO  00pa3oBaHUs, Y4YacTBYIOIIUE B
OpraHu3alli TPOBEACHUS WM IPOBOJAIINE KIMHUYECKHE HCCIETOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

4) uHble OpraHM3alUH, YYacTBYIOIIME B OpPraHU3alMKU MPOBEICHUS WU
INPOBOJAIINE KIMHUYECKHE HCCIEAOBAHUA OMOMEAMIIMHCKOIO KIIETOYHOTO

MPOIYKTA.
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Cratps 54. JloKyMeHTbI, IPeACTABJIsIEMbIe B TAMOKEHHbIE OPraHbI
Poccuiickoii @enepanun npu BBo3e 0MOMeIUINHCKHAX
KJICTOYHBIX IPOAYKTOB

1. [Ipu BBO3e OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB B TaMOXXEHHBIC
opranbl Poccuiickoii dexnepanum Hapsany ¢ JOKYMEHTaMHU, IPEICTABIEHUE
KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM 3aKOHOJATEIBCTBOM aMOXKEHHOTO
coro3a W (uiau) 3akoHoAaTeNlbcTBOM Poccuiickoit deaepanvii 0 TaMOXKXEHHOM
Iene, IPEACTABISIOTCS CIIEIYIOIMINE JOKYMEHTHI:

1) ceptudukar  mpousBOAUTENST ~ OMOMEIUIMHCKOTO  KIIETOYHOTO
MPOAYKTa, YJOCTOBEPSIONIMN COOTBETCTBHE BBO3UMOIO OHOMEIUIIMHCKOIO
KJIETOYHOTO MPOAYKTa TpeOOBaHUSIM HOPMATUBHOM IOKYMEHTAIINH;

2) cnieuurduKkaus OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYKTa;

3) pa3peiieHue YIIOJTHOMOYEHHOTO benepaibHOTro opraHa
WCIIOJHUTENIbHOW BIACTU HA BBO3 KOHKPETHOW MapTUM OMOMEIUIIMHCKOIO
KJIETOYHOI'O MPOJYKTA B CIy4asiX, yKa3aHHbBIX B 4aCTH 4 CTaTbu 52 HACTOSIIIETO
denepanbHOTO 3aKOHA.

2. JIOKyMEHTBI,  yKa3aHHble B  4YacTh |  HACTOAIIEH  CTaThH,
MPEJICTABIAKOTCS B TaMOXKEHHbIE opranbl Poccuiickon @enepanuu mpu

OpuOBITUA  OMOMETUIIMHCKUX  KJIETOYHBIX TPOAYKTOB B  Poccuiickyro

denepanuro.
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Cratpsa 55. CorpyaHudecTsBo ¢e1epajibHOr0 OpraHa
HCIOJIHUTEIbHON BJIACTH, YIIOJJHOMOYECHHOTO B 00J1aCTH
TAMOKEHHOI'0 [1eJ1a, U YIIOJTHOMOYEHHOI0 (pe1epaIbHOro
OpPraHa UCIHOJHUTEIbHOU BJIACTH

1. YnonmHoMoueHHbIH (PeaepalibHBIM OpraH HUCIOJHUTEIBHOM BJIACTH
MPEJOCTABIAECT B paclopsbkeHue ¢eaepaibHOro OpraHa HUCIOTHUTEIbHOU
BJIACTH, YIOJHOMOYEHHOTO B 00JIACTH TaMOXKEHHOTO JI€]1a, TOCYAapCTBEHHbBIN
peecTp OHMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB, a Takke HH(POPMAIIHIO
O BBIJAHHBIX pa3pelICHUAX HA BBO3 KOHKPETHON MapTHUH OWOMETUIIMHCKHUX
KJIETOYHBIX TPOAYKTOB B CIydYasX, YKa3aHHbIX B 4actu 4 craTbu 52
HacTosiuiero PeepaibHOTO 3aKOHA.

2. GenepalibHbI OpPraH HMCHOJHHUTENBHON BJIACTH, YIOJTHOMOYEHHBIM B
00JIaCTU TaMOKEHHOTO JieNia, UHPOPMHUPYET YIOJIHOMOYEHHBIN (enepanbHbIil
OpraH HWCHOJHUTEILHOM BJIACTU O BBO3€¢ OHMOMEIUIIMHCKUX KJIETOYHBIX
npoayktoB B Pocculickyto @enepaunio U BbIBO3€ OMOMEIUIIMHCKHUX

KJIETOYHBIX TPOAYKTOB W3 Poccuiickoit denepanuu no Gopme U B MOPSIKE,

KoTopble ycranaBiusarotces IIpasurensctBom Poccurickon denepanuu.
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['maBa 13.  OTBETCTBEHHOCTH 32 HAPYUICHHE 3AKOHOAATEJIbCTBA
Poccuiickoii @enepanun 00 odpameHun
OMOMETUIIMHCKHUX KJIETOYHBIX MPOAYKTOB
U BO3MellleHre Bpeaa, MPUYNHEHHOT 0
3[I0POBbIO I'PAKIAH BCJIEACTBUE IPUMEHEHMS
OMOMeTUIIMHCKHUX KJIETOYHBIX MPOAYKTOB
Crarbst 56. OTBETCTBEHHOCTDb 32 HAPYLICHHE
3akoHoaaTeabCcTBa Poccuiickoii @eaepauun
00 oOpameHnu OMOMEINIITUHCKHX
KJIETOYHBIX POAYKTOB
Hapymenue 3akoHonarenbctBa Poccuiickoit deaeparuu 00 oOpaiieHun
OMOMETUITUHCKUX KJIETOYHBIX MPOAYKTOB BJICUET HACTYTUUICHUE
OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOIATEILCTBOM PocCCHICKOHI
denepanum.
Crates 57. Bo3MemnieHue Bpeaa, NPUYMHEHHOT0 310POBHI0 IPAKIAH
BCJIEICTBUE IPUMEHEHNs] OMOMEIMINHCKUX KJIeTOYHbIX
MPOAYKTOB
1. IlpousBoguTens OMOMEIUIIMHCKOTO KIETOYHOIO MPOJYyKTa 00s3aH
BO3MECTUTH BpE/Jl, MPUUYUHEHHBIN 3J0POBbIO I'PAXJaH BCIEACTBHE TPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, €CJIM JI0Ka3aHO, YTO:
1) OMOMeMUITMHCKUN KJIETOYHBIN MPOIYKT MPUMEHSUICS MO Ha3HAYEHUIO
B COOTBETCTBHMM C HWHCTPYKIMEH MO NPUMEHEHUI0 OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOYKTa U MIPUIMHON Bpeaa sIBUJICS BBOJI B TPAXKIAHCKUN 000pOT
HEZI00POKAaYECTBEHHOT0 OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

2) Bpell 3I0pOBbIO0 IPUUMHEH BCJIEACTBUE HEAOCTOBEPHON MH(pOpMAaIuH,

COJIepIKallleicsi B  HMHCTPYKIIMM 1O MOPUMEHEHHI0 OMOMEIUIIMHCKOTO
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KJIETOYHOI'O MPOJYKTa, W3JAaHHONW MPOU3BOJUTENIEM OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA.

2. Opraauzanusi, B KOTOPOW MPUMEHSETCS OMOMEIUITMHCKUN KJIETOUYHBIN
MpPOAYKT, o00s3aHa  BO3MECTHUTh  Bpe  3J0POBBIO  IOCTpaJaBIIEMY,
MPUYUHEHHBIM BCJIEJACTBUE TPUMEHEHUS OHMOMEIMIIMHCKOrO KJIETOYHOTO
MPOJIYKTa, €CJIM JI0KAa3aHO, YTO BpPEJ 3J0POBbI0 HAHECEH H3-3a NMPHUMEHCHUS
OMOMEUITMHCKOTO KJIETOYHOT'O MPOAYKTa C HECOOJIOJICHUEM WHCTPYKIIMHU T10
€ro NPUMEHEHHUIO.

3. Bo3melnienue Bpeaa, MPUYMHEHHOTO 3JI0POBBIO YEJIOBEKA BCIIEIACTBUE
MPUMEHEHUS OWOMEIMIIMHCKOTO KIIETOYHOTO MPOJYKTa, OCYIIECTBIISICTCS
B COOTBETCTBUM C 3aKOHOJATENBLCTBOM Poccuiickon denepanuu.

Cratesa 58. Bcerymiienue B cuily Hactosimero MeaepajbHOro 3aKoHa

1. Hacrossmuii ®DepepanbHblii 3aKOH BCTyNaeT B CWIy C | sHBapsd
2016 rona.

2. Co nHs BCTYIUICHUS B CHIy Hacrtosmiero denepaibHOrO 3aKOHA U T10
31 nexabpss 2018 roma  BKJIIOYMTENBHO  OCYIIECTBISIETCS  MEPEXOA K
MPOU3BOJICTBY OMOMEIUIIMHCKUX KIIETOYHBIX MPOJYKTOB B COOTBETCTBUH C
MpaBWJIAMH  OPraHW3allid  MPOU3BOJACTBA M KOHTPOJISI  KadecTBa
OMOMEUITMHCKUX KJIETOYHBIX MPOJAYKTOB, YKa3aHHBIMHU B YacTW 5 cTaThu 43
Hactosimero PenepanbHOrOo 3akoHa. Cpoku mepexona K MPOU3BOJCTBY

6I/IOM€I[I/II_[I/IHCKI/IX KIICTOYHBIX IIPOAYKTOB B COOTBCTCTBHUM C KOHKPCTHBIMH
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TpeOOBaHUSIMA  YKa3aHHBIX  MpaBWJ, BKJIKOYas  CPOKM  aTTeCTalluu
YIIOJTHOMOYEHHBIX JIMI, YKAa3aHHBIX B 4acTAX /7 WM 8 cTaTbu 43 HACTOSILETO
QenepaibHOTO 3aKOHA, ycra”aBimBaroTcs IIpaBurensctBoM Poccuiickon
denepanuum.

3. Co mgHs BCTymuieHUs B CWily Hactosuero deaepajbHOro 3aKOHA U I10
31 nexabpst 2016 roga BKIIOYUTETBHO JOIMYCKAETCS MPOBEICHUE SKCIEPTHU3BI
OMOMEIUIIMHCKUX  KJIETOYHBIX  MPOJAYKTOB  JIKCIEPTAMU  SKCIEPTHOIO
YUPEXKICHUSA 10 MPOXOKICHHUS MMM aTTECTAllMM B MOPSAJIKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (peAepaibHBIM OPraHOM HCITOJIHUTEIbHOW BIIACTH.

4. MenunmHCKUe paOOTHUKHM, yKa3aHHblE B 4YacTu 3  cTtaThu 47
Hacrosimero denepanbHOro 3aKO0HA, MPOXOJSAT COOTBETCTBYIOIIEE OOyUEHHE
0  JIONOJHUTENIbHOW  NpOPEeCcCHOHAIBHOM  MNpOrpaMme  MOBBIIICHUS
KBAIM(UKALIMK [0 BONPOCAM IPUMEHEHUS OMOMEAUIIMHCKUX KIETOUYHBIX

npoaykToB 10 1 suBaps 2017 rona.

[Ipe3uneHt
Poccuiickon denepanuu
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HOACHUTEJIBHAA 3AIIMCKA

K MPOoeKTYy (eiepaibHOro 3aK0HA
"O OMOMEAMUMHCKHUX KJIETOYHbIX MPOoAYKTaX"

[Ipoekr denepanpHoro 3akoHa "O OMOMEAMITMHCKUX KJIETOYHBIX MPOyKTax'
(mamee - 3aKOHOIPOEKT) MOATOTOBIIEH C YYETOM aHajIn3a MEXIyHapOJIHOTO OIMbITa,
3apyOeKHON MPAaBONPUMEHUTEIHHOM MPAKTUKU W HAMPABIEH Ha PEryJIHpOBaHUE
OTHOIICHWH, BO3HUKAIOIIMX B CBSI3U C pa3pabOTKOW, JOKIMHHUYECKUMU
UCCIIEOBAHUSIMU, SKCIEPTU30M, TOCYIapCTBEHHON PETHCTpPALMEl, KIMHHUYECKUMHU
UCCIIEOBAHUSIMU, TMPOU3BOACTBOM, MPOJAXKENH, XPaHEHUEM, TPAHCHOPTUPOBKOM,
IIPUMEHECHUEM, YHUYTOKEHHUEM, BBO30M B Poccuiickyro denepannio, BbIBO30M U3
Poccuiickoit  depeparuu  OMOMEIMIIMHCKUX  KJIETOYHBIX  MPOAYKTOB IS
npoQUIIaKTUKYA, JUATHOCTHUKKA M JIeYeHHs 3a00JeBaHUN (COCTOSHUM) IMalMeHTa,
coxpaHeHUs: OEpEeMEHHOCTH M MEIUIIMHCKOW peaOuIuTaluu MalueHTa, a TakKkKe
C  JIOHOPCTBOM  OHOJIOTHYECKOT0  Marepuaja B  IEIsIX  MPOU3BOACTBA
OMOMEIUIIMHCKUX KJIETOYHBIX TIPOYKTOB.

BnepBble Ha  3aKOHOJATEIbHOM  YPOBHE  ONPENEISAIOTCA  MOHSATHS
"OMOMETUIIMHCKUN KJIETOUYHBIA MPOAyKT", "KieTounas jguHuA", "nuddepeHnnpoBka
KieTok", "moHop Owojormueckoro marepuaia’, "0e30mMacHOCT, OHMOMEIUIIMHCKOTO
KJIETOYHOro  mpoaykra", "3(pGEeKTUBHOCTH  OMOMEIUIIMHCKOTO  KIJIETOYHOIO
npoaykra" W JApyrue NOHATHS, NPUHIMIUAIBHO BAaXKHBIE [JI1 OCYIIECTBICHUS
oOpareHusi OMOMEIUITUHCKOTO KJIETOYHOTO MPOIYKTa.

3aKOHOMPOEKT OMpeAeNsieT MpaBa M O0A3aHHOCTH CYOBEKTOB OOpalleHHs
OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTOB - (U3MYECKUX JHUI, B TOM YHCIE
WHJVMBUAYAJIbHBIX MPEAIPUHUMATENICH, U IOPUANYECKUX JIUL, OCYLIECTBIISIOLIUX
JeSITeBLHOCTD NMPU 00paIieHU OMOMETUITMHCKIX KIETOYHBIX TTPOYKTOB.

3aKOHOMPOEKTOM MPETyCMOTPEH TOCYAAPCTBEHHBIM KOHTPOJIb (HAI30p) B
cdepe oOpaieHuss OMOMEIUIIMHCKUX KJIETOUHBIX MPOIAYKTOB, KOTOPBIM BKJIIOYAET B
ceOsl JIMIEH3UMOHHBIA KOHTPOJb B cdepe TNPOU3BOJICTBA OMOMEAMIIMHCKUX
KJIETOUYHBIX TPOAYKTOB U (efepalbHblii TOCYJapCTBEHHBIM HaA30p B cdepe
oOpatteHusi OMOMETUIIMHCKUX KIIETOYHBIX MPOIYKTOB.

buoMenuIMHCKUIT KJIETOYHBIA MPOAYKT OYIET HCIOJIb30BAaThCA B LEJAX
JTUArHOCTUKH, JIeYeHUS M NpOPUIAKTUKU 3a00JIEBaHUI C HEMOCPEICTBEHHBIM
BBEJCHUEM B OpPraHW3M YEJIOBEKa, YTO MPU HEMPABWIBHOM HCIIOJIb30BAaHUU MOXKET
OPUBECTH K CYIIECTBEHHOMY yIepOy Mg 3/0pOoBbs dYenoBeka. B memsax
obecrieueHust 6e30macHOCTH U I(P(EKTUBHOCTH MPUMEHEHUS OHOMETUIIMHCKOTO
KJIETOYHOTO MpOayKTa 3aKOHOIIPOEKTOM MPEAYCMOTPEHO MIPOBEJEHUE
OMOMETUIIMHCKON SKCTIEPTU3bI OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTA.
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[Tpu 3TOM 3KCHEPTHOMY YUPEKIEHHUIO U COBETY MO 3THKE J1aeTCd KOHKPETHOE
3aJlaHME Ha TMPOBEJICHHE OHOMEAMIIMHCKOM DKCIEePTU3bl  OMOMEIUITUMHCKHUX
KJIETOYHBIX MPOAYKTOB B paMKax BBIMIOJHEHUS TOCYAapCTBEHHOTO 3aJaHUsl Ha
NPOBEJICHHE COOTBETCTBYIONIMX paboT. DYHKIMU ISKCHOEPTHOTO YUPEKIACHHS TI0
MPOBEJICHUIO HKCIIEPTU3bI OMOMETUIIMHCKOTO KJIETOYHOTO IPOIYyKTa
IpeanoiaraeTcsa BO3JIOKUTh Ha JedcTByrollee (eaepalbHOE TOCYyAapCTBEHHOE
OIO/DKETHOE  YUYPEXKICHHWE, YTO IMO3BOJIMT MHHHUMH3UPOBATh  3aTpaThl Ha
OpraHu3allyIo0 CHEeHAIbHBIX YCIOBUHN U MPOBEEHUE IKCIIEPTUHI.

B 3akoHONpoeKkTe BBEIEH 3alpeT Ha Co3JaHue dSMOpPHOHA YEJIOBEKa B LIETSAX
NPOU3BOACTBA  OMOMEIUUMHCKOTO  KJIETOYHOTO  MpOJyKTa, a Takke Ha
UCTIONB30BaHUE I pa3pabOTKU, MPOU3BOJCTBA W MPUMEHEHHS] OMOMEIMIIMHCKIX
KIETOYHBIX TPOAYKTOB OuWOMaTepuana, IMOJYy4eHHOTO C TMpEephIBAHUEM WU
HapyILIEHUEM Ipoliecca pa3BUTHUSl IMOPHOHA U MJI0JA YEJIOBEKA.

3aKOHOMPOEKTOM  BBOJSTCS HOPMBI, MO3BOJISIIOIINE TPOU3BOAWTH U
UCTIONB30BaTh B MEIUIIMHCKOW  JEATENBHOCTH  MEPCOHU(PHUIIMPOBAHHBIC
(ayronoruunbie)  OMOMEAMIIMHCKHAE  KJIETOYHbIE  MPOAYKTBI,  COZIEpKallue
COOCTBEHHbIE KJIETKH MAIIMEHTA.

3aKOHOMPOEKTOM  ONPENEISAIOTCS  YCJIOBHUS MOJYYEHHS OHMOJIOTMYECKOTro
MaTepuaia y JoHopa JUisl IPOU3BOACTBA OMOMEIULIMHCKOTO KJIETOYHOIO MPOAYKTA.
[Ipu 5TOM OAHUM U3 MPUHIUIIOB OCYLIECTBICHUS ACSITEIBHOCTU B cpepe oOpaieHus
OMOMEIMIIMHCKUX  KJIETOYHBIX  TPOAYKTOB  SIBISETCA  JOOPOBOJBLHOCTh U
0€3B03ME3THOCTh MPEJOCTABICHHS IOHOPOM CBOEr0 OMOJIOTUYECKOI0 MaTepuaa.

3aKOHOMPOEKTOM YCTAaHOBJIEHO, YTO JOHOPOM OHOJIOTMYECKOro Marepuana
ABJIIETCSI  JIEECIIOCOOHBIM  COBEPIICHHOJETHUN TrpaxkgaHuH. B cioydae ecinu
IpaXXJaHUH SBJISIETCA OrPAHMYEHHO J€ECIOCOOHBIM, HEIEECIOCOOHBIM JTMOO
HECOBEPIICHHOJIETHUM, TO €ro OMOJOTrMYEeCKUH MaTepuas MOXKET HCIOJIb30BaTHCA
TOJIBKO JUIsl ayTOJOTMYHOTO JOHOpPCTBA. JlaHHOE oOrpaHnyeHue BBOAMUTCS IS
OpeaynpexIeHus HE3aKOHHOro 00opoTa OMOJOTMYECKOro MmaTepuana B IeNsX
MPOU3BOACTBA OMOMETUITUHCKUX KJIETOYHBIX MPOYKTOB.

[IpuHATHE 3aKOHOMPOEKTa W TMPOBEICHHUE KOMILJIEKCA MEPOTMPHUSITHI MO ero
peayM3aluy HarpaBji€Hbl Ha Pa3BUTHE CEKTOpa OMOMEIMIIMHCKUX TEXHOJOTUH B
Poccuiickon @enepanum.
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HEPEYEHD

(enepaJbHBIX 32KOHOB, MOJIEKAIIMX MPU3HAHUIO YTPATUBIIMMH CHILY,
NPHOCTAHOBJICHUIO, U3MEHEHHM IO UJIM IPUHATHIO B CBSA3H € PUHATHEM
®enepanbHOro 3akoHa 'O OMOMEIMUMHCKHUX KJIETOYHbIX MPOAYKTaX'

1. [Ipunstue @DenepanbHoro 3akoHa "O OHOMEIUIIMHCKUX KJIETOUYHBIX
npoaykTax" He MoTpedyeT MPU3HAHUS YTPATUBIIUMU CHITY, IPHUOCTAHOBJICHUS HIIH
MPUHATHS UHBIX (PeepaIbHBIX 3aKOHOB.

2. llpunstue ®DenepanbHoro 3akoHa "O OHOMETUIIMHCKUX KIIETOYHBIX
npoaykTax" nmorpedyer BHECEHHUsS] U3BMEHEHUH B:

Konekc Poccutickoit deaeparuy 06 aIMUHUCTPATUBHBIX MTPABOHAPYIICHUSX

Hanorossrit koaexe Poccuiickoit denepannu (4acth BTOpasi);

YromnoBHbid Kogeke Poccuiickon denepanuu;

denepanbHbIi 3akoH "O0 OCHOBaX OXpaHbI 3I0POBbS I'pakaaH B Poccuiickoii
Oenepanun';

®denepanbhblii 3aK0H "O JULIEH3UPOBAHUM OTACIBHBIX BUJIOB JACSATEIBHOCTH";

®denepanbHblii 3akoH "O 3amMTe NpaB IOPUANYECKUX JULl U UHIUBUAYTbHBIX
MpeAnpUHUMATENICH MPU OCYIIECTBIEHUH TOCYIapCTBEHHOTO KOHTPOJsS (Haa3opa) u
MYHUIUITATBHOTO KOHTPOJIsA".

OPUHAHCOBO-9KOHOMMNYECKOE OBOCHOBAHHUE

K IPOEKTY (peaepaibHOro 3aK0HA
"O OMOMeIMUMHCKUX KJIETOYHBIX NMPOXyKTax'

[Tpoekt deaepanpHOro 3akoHa "O OHMOMEIUIIMHCKUX KJICTOYHBIX MPOJYKTax"
(manee - 3aKOHOIPOEKT) HAMPABJICH HA PErYJIMPOBAHUE OTHOLIECHUM, BO3HUKAIOIINX
B CBS3M C pPa3pabOTKOW, AOKIMHUYECKHMMHU UCCIEAOBAHUAMH, DSKCIEPTU30M,
rocyJ1JapCTBEHHOM perucTpanuen, KJIIMHUYECKUMH UCCIIEIOBAHUSIMHU,
MPOU3BOJICTBOM, MPOJAXKEH, XpaHEHUEM, TPAHCIOPTUPOBKOM, MPUMEHEHUEM,
YHHUYTOXXE€HUEM, BBO30M B Poccuiickyro @enepaunto, BbIBO30M H3 Poccuiickon
deneparun  OMOMEAUITMHCKAX  KJICTOYHBIX MPOIYKTOB ISl  MPO(IIAKTHKH,
JUArHOCTUKM U JIeYeHUs 3a0o0yieBaHUM (COCTOSIHMM) MalMeHTa, COXPAaHECHUS
OCpEMEHHOCTH W MEAUIIMHCKON peadWINTAlMKk TAIlMeHTa, a TaKXe JOHOPCTBOM
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OMOJIOTMYECKOT0 Marepuaia B IEeJIIX MPOU3BOACTBA OMOMEIMLIMHCKUX KJIETOYHBIX
MPOIYKTOB.

3aKOHOMPOEKTOM  MpEeAyCcMaTpPUBAETCs  MPOBEACHUE  OMOMEIUITMHCKOM
AKCHEPTU3bl OMOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB U ATUUECKOM IKCIEPTU3HI,
OCHOBAHHBIX Ha MPUHLHUIAX 3aKOHHOCTH, COOJIOJIEHUS MpaB U CBOOOJ YeJOBEKa U
rpakJaHuHa, IPaB IOPUIUIECKOTO JUIA, HE3aBUCUMOCTH dKCIEepTa, OOBEKTUBHOCTH,
BCECTOPOHHOCTH M TMOJHOTBHI HMCCIEAOBAaHWW, IPOBOJMMBIX C HCIOJIb30BAHUEM
COBPEMEHHBIX JOCTH)KCHUNW HAayKM W TEXHUKH, OTBETCTBEHHOCTH (eepaibHOTO
rOCyAapCTBEHHOIO0 OIOPKETHOIO YUYPEXKJEHUS MO MPOBEACHUI0 OMOMETUIIMHCKON
AKCTIEPTU3bI OMOMEAUITMHCKUX KJIETOYHBIX MPOAYKTOB U AKCIIEPTOB 3a MPOBEJICHUE U
KAueCTBO DKCIIEPTHU3BI.

®dunaHcoBoe oOecreueHne MEpOINPUATUNA, CBA3aHHBIX C OpraHu3alued u
dbyHKIIMOHUpOBaHUEM (eIepaTbHOTO TOCYAapPCTBEHHOTO OOIKETHOTO YUPEKIACHUS
M0 TMPOBEICHUIO OWOMEIUIIMHCKOW JKCIEPTU3bl OUOMEIUIIMHCKUX KJIETOUYHBIX
MPOJYKTOB, OyJEeT OCYIIECTBIATHCS B paMKaX YTBEPKIEHHOTO O0OBbEMa pPacXO/I0B
dbenepanpHoro  OWKeTa  HAa  pecypcHoe  OOecleueHHe  MEpONpPUSTUN
rOCyJapCTBEHHOMU pOrpaMmbl Poccuitckon denepaunun "Pa3Butne
3paBOOXpAHEHUS .

Peanuzanus cooTBeTCTBYIONUMU (heliepaTbHBIMU OpraHaMu HCTIOJIHUTEIHHOM
BJIACTH JIOTIOJIHUTEIbHBIX MOJHOMOYMH, MNPEAYCMAaTPUBAEMBIX 3aKOHOIPOEKTOM,
OyJlleT OCYIECTBIISIThCA B Tpejenax ycraHoBiaeHHOU [IpaBurenbctBom Poccuiickoii
@denepaui  OpeNeIbHOM  YUCIEHHOCTH  PaOOTHUKOB  COOTBETCTBYIOIIMX
dbenepaabHbIX  OPraHOB  HMCIHOJHHUTEIBHOM  BJIACTH, a Takke OFOKETHBIX
ACCUTHOBAHMM, MPETyCMOTPEHHBIX B (efepalbHOM OIO/KETe Ha PYKOBOJCTBO M
yopaBieHre B cdepe ycTaHOBIEHHBIX (yHkuuil. dunancoBoe obecrneueHue
MEpOIPUSITUH, HaIpaBJICHHBIX Ha MOJTy4YeHUE JOTIOJTHUTEIBHOT O
npodeccoHanbHOTO 00pa30BaHMsI MO BOIMPOCAM TMPUMEHEHHS] OUOMETUIIMHCKHUX
KJIETOUHBIX TPOAYKTOB, OYJIET OCYIIECTBIISATHCS B pPaMKax MNPETyCMOTPEHHBIX B
benepaabHOM OIOKETE aCCUTHOBAHMM 3a cUET nepenpoduanpoBaHus (IEpecMoTpa)
MPUMEPHBIX MPOrPaMM JTOTOIHUTEIHHOTO MPOoheCcCHOHATBHOTO 00pa30BaHUs.
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HEPEYEHD

HOPMATHBHBIX NpaBoBbIX aKTOB IIpe3unaenta Poccuiickoi Penepanum,
IIpaBureabcrBa Poccuniickoit @enepauuu 1 perepaaibHbIX OPraHoB HCIOJHUTEIbHON BJIACTH,
NOAJIeKAIMX NPU3HAHUIO YTPATHBIIMMHU CHJIY, IPHOCTAHOBJICHUIO, U3MEHEHHMIO UM NPUHATHIO
B CBsI3U ¢ npuHATHeM DeepaabHOro 3akona 'O 0MoMeIMIMHCKUX KJIETOYHBIX NMPOayKTax"

[Ipunsatue denepanpbHOoro 3akoHa "O OMOMEAMIIMHCKUX KIETOYHBIX MPOAYKTax" moTpeOyeT BHECEHUS W3MCHCHUH B
[Tonoxxenne o MunucTepcTBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu, yTBEepXkKAEHHOE TmocTaHOBIeHHeM [IpaBuTenncTBa
Poccuiickoit @eneparuu ot 19 uronst 2012 r. Ne 608.

[Tpunsartue denepanpHoro 3akoHa "O OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTax'" HE MOTPeOyeT Mpu3HaAHKUS yTPATUBIIUMHU CUITY,
IPUOCTAHOBJICHHU S, U3MEHECHUS WJIM IPUHSATHS HOPMAaTUBHBIX MPaBoBbIX akTOB [Ipe3uaenTta Poccuiickoit deneparumu.

[Ipunatue @enepanpbHoro 3akoHa "O OMOMEIUIIMHCKUX KJIETOUHBIX MPOAYyKTax" TMOTpeOyeT NPHUHATUS —CIIEAYIOIINX
HOPMAaTUBHBIX ITPaBOBBIX akTOB [IpaBuTenncTBa Poccuiickoit denepanuu u deaepaibHbIX OPraHOB UCIIOTHUTEILHON BIIACTHU:

IIpumepHsbIit Csenenus o penepaIbHBIX
Oo6ocHOBanue PHMEp (benep N
CPOK MOJATOTOBKH OpraHax UCIOJHUTEIbHON
Ne HaumenoBanue nmpoekra HEOOXOIUMOCTH Kpatkoe onucanue npoexra
MIPOEKTa BJIACTH TUOO OpPTaHU3AIMSIX -
n/m HOPMAaTHUBHOTO aKTa MOJTrOTOBKHU MPOEKTa HOPMAaTHUBHOTO aKTa
HOPMAaTHUBHOTO T'OJIOBHEBIX HCIIOJIHHUTEIISX
HOPMAaTHBHOTO aKTa
aKTa Y COUCIOTHUTEIIX

Axrtsl [IpaBurensctBa Poccuiickoit @enepanyu

1. O nopsaxe onnatsl yeayr 3kcneproB  Yacte 3 crateu 15 III kBapran 2015 r. YcraHoBieHHe pa3MepoB OILIATHI Munsnpas Poccun
COBETA I10 3TUKE, CO3JJAHHOTO IPOEKTA YCIIYT 3KCIIEPTOB COBETA IO ITHKE,
MuHUCTEPCTBOM 3/1paBOOXPaHEHUS benepaabHOrO CO3aHHOT0 MUHHMCTEPCTBOM
Poccuiickoit denepainu B 3aKOHa 3apaBooxpaHeHus Poccuiickoi
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00513aTeILHOTO CTPaXOBaHUS KH3HH,
3/I0POBBS MAIIUEHTA, YUYACTBYIOIIETO B
KIIMHUYECKOM HCCIEI0BAHUH
OHMOMETUIIMHCKOTO KIETOYHOI'O
MPOIYKTA
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cratbu 20 mpoekTa
benepanbHOTO
3aKOHAa, 9acTb 7
cratbu 39

ITpumepHBIit Ceenenus o (penepanbHbIX
ObocHoBaHMe PHMEp A enep X
CPOK ITOATOTOBKH OpraHax MUCHOJIHUTEIbHOU
Ne HaumenoBanue npoexra HE00X0IMMOCTH Kpartkoe onucanue npoexra
IPOEKTA BJIACTH JINOO OpraHU3alusix -
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HOPMAaTUBHOTO aKTa
HOPMAaTUBHOTO T'OJIOBHBIX UCIIOJIHUTENSX
HOPMAaTHUBHOTO aKTa
aKTa U COMCIIOJIHUTEISX
cooTBeTcTBUU ¢ DenepanbHbIM ®denepani B COOTBETCTBUU C
3akoHOM "O OMOMETUITMHCKUX denepanbHbIM 3aKOHOM
KJIETOYHBIX MPOyKTax" "O OMOMEIUIINHCKUX KJIETOUYHBIX
npoaykrax"
2. OO0 yTBepKIeHHH TTOPsAKA Yacte 3 crateu 18 III kBaptan 2015 r. YcranoBieHue nopsiika Munsnpas Poccun
(bopMHpOBaHUs, UCIIOJIB30BAHUS U IPOEKTa (GbopMHpOBaHUS, UCIIOIB30BAHUS U
XpaHEHUs KOJIJIEKLUU TIOCTOSTHHOTO ¢benepaabHOrO XpaHEHUs KOJIJIEKLIUU TIOCTOSTHHOTO
XpaHeHHs 00pa310B KIETOUHBIX 3aKOHa XpaHeHHs 00pa3L0B KIETOUHBIX
JIMHUM, KJIETOK, UCIIOJIb30BAHHBIX IS JIMHUM, KJIETOK, UCIIOJIb30BAHHBIX IS
HNPUTOTOBJICHUS KJIETOUHBIX JINHUM, HNPUTOTOBJICHUS KJIETOUHBIX JINHUM,
JpYruX KOMIIOHEHTOB, BXOJAIIUX B JpYruX KOMIIOHEHTOB, BXOJAIIUX B
cocTaB OMOMEIUIIMHCKUX KJIETOYHBIX cocTaB OMOMEIUIIMHCKUX KJIETOYHBIX
IIPOAYKTOB IIPOAYKTOB
3. OO0 yTBep>KJICHUH TUIOBBIX MPaBUII [lynkr 4 gactu 1 IIT xBapran 2015 r. YTBepkIeHUE TUIIOBBIX IIPABUII Munsnpas Poccun

00513aTeILHOTO CTPaXOBaHUS KH3HH,
3[I0POBBS MAIIUEHTA, YUYACTBYIOMIETO B
KIIMHUYECKOM HCCIEI0BAHUH
OHMOMETUIIMHCKOTO KIETOYHOI'O
MPOIYKTA
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O60CHOBAHIE [TpumepHsbIit Csenenus o (beI[epaJ'IBHBIZ(
CPOK MOJIrOTOBKH OopraHax UCHOJHUTEIbHOMN
No HaumenoBanue npoekra HEO00X0IUMOCTH Kpatkoe onucanue npoexra
/T HOPMATHBHOTO aKTa MOATOTOBKH MPOEKTA fpockTa HOPMAaTHBHOTO aKTa BIIACTH JIMOO OPraHH3AIMIX -
HOPMATHBHOTO aKTa HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
aKkTa Y COMCHOJIHUTEISAX
4. OO0 yTBepKJIeHUH TTOpsIIKA Yacte 7 ctateu 32 III xBapran 2015 r. YcranoBnenue Munzapas Poccuun
AKKpEeAUTALIMN MEAUITMHCKUX MIPOEKTA MOpsIIKa aKKpEeIUTALUN
OpraHu3aIui, MPOBOISIINX benepanbHOTO MEIULMHCKUX OpraHu3anui,
KJIIMHUYECKHUE UCCIIeIOBAHUS 3aKOHa MPOBOJIAIIUX KIMHUYECKUE
OMOMEIMIIMHCKUX KJIETOYHBIX UCCJIeTOBaHMsI OMOMETUIIUHCKUX
MPOJIyKTOB KJIETOYHBIX TPOIYKTOB
5. 006 ytBepxxaeHnu nopsiika 3abopa npu  Yactu 12, 13 IIT xBapran 2015 r. YcranoBnenue nopsiika 3abopa npu  Mun3zapas Poccun
MIPOBEACHUH KJIMHUYECKOTO craThu 34 mpoekTa MIPOBEACHUM KIMHUYECKOTO
UCCJICTOBaHMSI OMOMETUITTHCKOTO benepanbHOTO UCCJICTOBaHMS OMOMETUITTHCKOTO
KJIETOYHOT'O MPOAYKTA Y NAallMEHTa 3aKOHA KJIETOYHOT'O MPOAYKTA Y NAallMEHTa
OMOJIOTMUECKOTO MaTepuaa Jisi ero OMOJIOTMYECKOTO MaTepuaa Jisi ero
n3ydenusi B Poccuiickoit @enepanuu n3ydenusi B Poccuiickoit @enepanuu
u (wm) 3a npeaenamu Poccuiickoi u (wm) 3a npeaenamu Poccuiickoit
denepanny U MOpPsAKa €ro BEIBO3A U3 denepanny U MOpsAKa €ro BEIBO3A U3
Poccuiickon denepanun Poccuiickon @enepanuun
6. O npaBunax npojaxu Yacts 8§ crarbu 43 IV xBapran VYcranoBneHue Munsnpas Poccun
OMOMEIUIIMHCKUX KJIIETOYHBIX MPOEKTa 2015 . MpaBUJI MPOJAKH OMOMETUITMHCKUX
MIPOJIyKTOB dbenepanbHOTO KJIETOYHBIX TPOIYKTOB
3aKOHa
7. O nopsiike BBO3a OMOMETUITUHCKIX Yactb 1 cTatbu 53 IV kBapran YcraHoBieHue nopsijika BBO3a Munzapas Poccuun
KJIETOYHBIX IPOJYKTOB B PoccHiickyro mpoekTa 2015 . OMOMEIUIIMHCKIX KIETOYHBIX
denepanuro beneparbHOTO NnpoayKToB B Poccuiickyto
3aKOHa denepauuro
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benepanbHOMY Oprany
VCIIOJTHUTENFHOI BIIacTH,
OCYIIECTBIISIONIEMY BEJCHUE
rOCYIapCTBEHHOTO peecTpa

benepanbHOMY Oprany
UCIIOJTHUTENLHOI BIIacTH,
OCYIIECTBIISIONIEMY BEJCHUE
rOCYIapCTBEHHOTO peecTpa

O60CHOBAHIE [TpumepHsbIit Csenenus o (beI[epaJ'IBHBIZ(
CPOK MOJIrOTOBKH OopraHax UCHOJHUTEIbHOMN
No HaumenoBanue npoekra HEO00X0IUMOCTH KpaTkoe onucanue npoexta
/T HOPMATHBHOTO aKTa MOATOTOBKH MPOEKTA fpockTa HOPMAaTHBHOTO aKTa BIIACTH JIMOO OPraHH3AIMIX -
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
8. OO0 yTBepKJIeHUH TTOpsIIKA Yacte 6 cTtatbu 53 IV kBapran YcranoBienue Munzapas Poccuun
YHUUYTOXKEHHUS (PaIbCU(UIIMPOBAHHBIX — MPOEKTa 2015 . MOpsIIKa YHUUTOKECHUS
OMOMEIUIIMHCKUX KJIETOYHBIX beneparbHOTO danscuUIMpoOBaHHBIX
MPOAYKTOB, HETOOPOKAYECTBEHHBIX 3aKOHa OMOMEIUIIMHCKHUX KIETOYHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, HETOOPOKAYECTBEHHBIX
MPOAYKTOB, KOHTpa(haKTHBIX OMOMEIUIIMHCKIX KICTOYHBIX
OMOMEIMIIMHCKHUX KJIETOYHBIX MPOIYKTOB, KOHTpa(aKTHBIX
MIPOJIyKTOB OMOMEIUIIMHCKHUX KIETOYHBIX
MIPOAYKTOB
9. O nopsinke nHGOpMHUpPOBaHUs 0 BBo3e YacTh 2 ctaTtbu 56 IV kBapran YcraHoBieHue paBuil Munzapas Poccuun
OMOMETUITMHCKUX KJIETOYHBIX IIPOEKTA 2015 . npeocTaBlIeHUs] MHOOPMAIHH O
nmpoaykToB B Poccuiickyro deaepanuio deaeparbHOTo BBO3€ OMOMEIUIIMHCKNAX KIETOYHBIX
Y BBIBO3€ OMOMETUITUHCKUX 3aKOHAa MpOAYKTOB B Poccuiickyto
KJIETOYHBIX IPOJIYKTOB U3 Poccuiickoit denepanuio U BEIBO3E
denepannu OMOMEIUIIMHCKIX KICTOYHBIX
NpOAYKTOB U3 Poccuiickoin
denepauuu
10. O mpenocraBneHnu eaepaibHbIM Yacts 2 cratbu 56 IV xBapran O npenocraBneHuu penepaabHbIM Mun3snpas Poccun
OpPraHoOM MCIOJTHUTEILHOM BIIACTH, MPOEKTa 2015 r. OpPraHOM MCIOJTHUTEILHOM BIIACTH,
YIOJHOMOYEHHBIM B 00J1aCcTH benepanbHOTO YIOJHOMOYEHHBIM B 00JIacTH
TaMOKEHHOT0 Jiej1a, HH(opMaluu 3aKOHa TaMOKEHHOT0 Jiej1a, HH(opMaluu



TIpumepHbIH CBenenus o dheaepalbHBIX
Oo6ocHoOBanue pHMEp (benep N
CpOK IIOATOTOBKHU opraHax HNCITIOJIHUTCIIBHOU
Ne HaumenoBanue npoexta HEOOXOIUMOCTH KpaTkoe onucanue npoexta
MIPOEKTA BJIACTH JIMOO OpraHU3AIMIX -
1'[/ II HOpMaTI/IBHOFO aKTa IIOATOTOBKH HpOCKTa HOpMaTI/IBHOFO aKTa
HOpMaTI/IBHOFO TOJIOBHBIX UCIIOJITHUTCIIAX
HOPMAaTUBHOTO aKTa
aKTa 1 COUCHOTHUTEISIX

OMOMEANIIMHCKUX KJIETOYHBIX
MPOIYKTOB, O BBO3€ OMOMETUITUHCKUX
KJIETOYHBIX IPOJIYKTOB B Poccuiickyro
denepaurio U BEIBO3E
OMOMEIMIIMHCKHUX KJIETOYHBIX
MpOAYKTOB U3 Poccuiickon
denepanun

OMOMEIUIIMHCKHUX KJIETOYHBIX
MPOIYKTOB, O BBO3€ OMOMETUITUHCKUX
KJIETOYHBIX IPOJIYKTOB B Poccuiickyto
denepaurio U BEIBO3E
OMOMEIUIIMHCKUX KJIETOYHBIX
npoaykroB u3 Poccuiickoii denepaunu

AKTBHI (peiepabHBIX OpPraHOB UCIIOJIHUTENBHON BIACTH
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1. OO0 yTBepkaeHnr paBui Haamexamniein Yacte 3 cratbu 9 IV kBapran VYTBepxkaeHue npaBui Haaexamed  Munzapas Poccun
71a00paTOPHOI MPAKTUKH IIPOCKTA 2015 . 71a00paTOPHOI MPAKTUKH
OMOMETUIIMHCKHUX KJIIETOYHBIX beneparbHOTO OMOMETUIIMHCKHUX KJIIETOYHBIX
MPOJIyKTOB 3aKOHAa MIPOJIyKTOB
2. OO0 yTBep>KICHUH TIPABUIT Yacts 3 crateu 9 IV xBapran YTBepKICHUE IPABUIT Munsnpas Poccun
JOKJIMHUYECKUX HUCCIICNOBaHNI MPOEKTa 2015 . JOKJIMHUYECKUX UCCIICNOBaHNI
OMOMETUIIMHCKUX KJIETOYHBIX benepanbHOTO OHMOMETUIIMHCKUX KJIETOYHBIX
MIPOTyKTOB 3aKOHa MIPOTyKTOB
3. OO0 yTBepxaeHnu npaBui Haaexamiein Yacte 1 cratbu 32 IV kBapran Y TBepKIeHUE MPaBUI Munzapas Poccuun
KIIMHUYECKOU MPAKTUKHU MPOEKTA 2015 . JOKJIMHUYECKUX HUCCICAOBaHUNU
beneparbHOTO OMOMEIUIIMHCKUX KJIIETOYHBIX
3aKOHAa MIPOJIyKTOB



OMOMETUITMHCKOM SKCIIePTU3bI
OMOMEUIIMHCKUX KIICTOYHBIX
NPOIYKTOB U (POPMBI 3aKITFOUCHHUS
KOMHCCHH IKCIIEPTOB IKCIIEPTHOTO
YUPEKICHUS
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poeKTa
beneparbHOTO
3aKOHA

OMOMETUITMHCKOM SKCIIePTU3bI
OMOMEUIIMHCKUX KIICTOYHBIX
HPOIYKTOB U (POPMBI 3aKITFOUCHHUS
KOMHCCHH IKCIIEPTOB IKCIIEPTHOTO
YUPEKICHUS

ITpumepHBIit Ceenenus o (penepanbHbIX
ObocHoBaHMe PHMEp A enep X
CPOK MOATOTOBKHU OpraHax MCTHOJIHUTEIbHOM
Ne HaumeHnoBaHue npoekTa HE00X0IMMOCTH Kpartkoe onucanue npoexra
IPOEKTA BJIACTH JINOO OpraHU3alusix -
n/m HOPMAaTHUBHOTO aKTa MOJITOTOBKH TTPOEKTA HOPMATHUBHOTO aKTa
HOPMAaTHUBHOTO TOJIOBHBIX MCHIOJTHHUTEISIX
HOPMAaTHUBHOTO aKTa
aKTa U COMCIIOJIHUTEISX
4. OO0 yTBepxkaeHNN (HOPMBI Yacts 3 crateu 10 IV xBapran YTBepxaenue ¢popmsl cienndukanmn Munszapas Poccun
cnenrukanuy OMOMEIUIIUHCKOTO IIPOEKTa 2015 . OMOMETUITMHCKOTO KJIETOYHOT'O
KJIETOYHOT'O MPOAYKTA U MPABUII (benepaabHOro HPOAYKTa U IPABUII 3aI10JIHEHUS
3anoiHeHNs (OpMBbI crienn(PUKauu 3aKOHa dbopmbl crienupuKauu
OMOMETUIIMHCKOTO KJIETOYHOI'O OMOMETUIIMHCKOTO KJIETOYHOIO
IpOIyKTa pOIyKTa
5. O BHECEeHUM U3MEHEHUI B yCTaB Cratps 13 III xBapran 2015 r. BHeceHne n3MEHEHUH B yCTaB Munsnpas Poccun
(benepanbHOro rocyJapCTBEHHOTO (benepanbHOro rocyJapCTBEHHOTO
O0JKETHOTO YyUPEkKACHUS O0JKETHOTO yUPEkKACHUS
6. OO0 yTBepKIeHHH TTOpsAKA Yacts 11 crateu 14 IV xBapran VYcraHoBneHue nopsaka onpeneneHuss Munsapas Poccun
OnpeeeHUs YPOBHS MPOEKTa 2015 r. YpOBHS TIpo(heCCHOHATEHOM
npodecCHOHaIbHON MOATOTOBKU benepaabHOrO MOJATOTOBKU KCIIEPTOB U MX
HKCIEPTOB U MX ATTECTALMU HAa IPAaBO  3aKOHA aTTeCTalluy Ha NPaBo IPOBEICHUS
NpOBeICHUS OMOMETUIIMHCKOM OMOMETUITMHCKOM SKCIIePTU3bI
HKCHEPTH3bl OMOMETUIIMHCKUX OMOMETUIIMHCKUX KJIETOYHBIX
KJICTOYHBIX MPOIYKTOB B IIEISAX UX MPOJYKTOB B LEJISAX UX
roCyJ1JapCTBEHHOHN perucTpanuu roCyJ1JapCTBEHHOHN perucTpanuu
7. 006 ytBepxaenuu npaBui nposenenus Yacte 12 crateu 14 111 kxBapran 2015 r. YcTaHoBneHue npaBwi poBeAcHUss  Munzapas Poccun



pabOTHI ¥ TEKYIIECH EeATeTbHOCTH

10. OO yTBepKJIC€HUH MTOPSAKA
MPEJICTaBICHUS TOKYMEHTOB, U3
KOTOPBIX (POpMHUPYETCS
PETUCTPAIIMOHHOE JOChE Ha
OMOMEIUIIMHCKUHN KJIETOYHBIN TTPOTYKT
JUTSI TOCYAApCTBEHHOM PETUCTPALIUN
OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOIYKTa
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Yacts 1 cTatbm 16
poeKTa
beneparbHOTO
3aKOHA

III xBapran 2015 r.

U TEKYIIEH eI TeIbHOCTH

YcraHoBieHue nopsiaka
MPEJICTABICHUS TOKYMEHTOB, U3
KOTOPBIX (POPMHUPYETCS
PErUCTPALIMOHHOE 1I0ChE Ha
OMOMEINIIMHCKIN KIETOYHBIH
MPOIYKT JIJIsl TOCYJapCTBEHHOM
perucTpanuu OMOMETUITUTHCKOTO

KJIETOYHOTO MPOIYyKTa

[IpumepHBIit Csenenus o penepanbHbIX
ObocHoBaHMe PHMEp A emep X
CPOK ITOATOTOBKH OpraHax UCTIOJTHUTEIbHOM
Ne HaumenoBanue npoexta HEO00X0IUMOCTH KpaTkoe onucanue npoexta
pOoeKTa BJIACTH JTUOO OpraHU3aAlMSIX -
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HOPMAaTUBHOTO aKTa
HOPMAaTUBHOTO TOJIOBHBIX MCIIOJTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
8. O cocTaBe coBeTa 10 3THUKE, 00 Yactu 1, 5 cratbm 15 IV kBapran VY TBepKIeHUE COCTaBa COBETA IO Munzapas Poccuun
YTBEPKACHUM I10JI0KEHHSI O COBETE 110  IIPOEKTa 2015 . JTHUKE, ITOJIOKEHUS O COBETE 110 ITUKE
3TUKE B cpepe oOpaieHus beneparbHOTO B c(hepe oOpameHus
OMOMEIUIIMHCKHIX KIETOYHBIX 3aKOHA OMOMEIUIIMHCKIX KIETOYHBIX
MPOAYKTOB, 00 YTBEPKACHUU MOPSAIKA MPOAYKTOB, YTBEPKACHUE TOPSAKA
OpTaHM3aIH U MIPOBEICHUS ITHUECKOMN OpTaHM3aIH U TPOBEICHUS
HKCIIEPTU3BI BOZMOKHOCTH MPOBEICHUS HKCIIEPTU3BI BOZMOKHOCTH
KJIMHUYECKOT'O UCCIIEI0OBaHUS IPOBEICHUS KIMHUYECKOTO
OMOMEIUIIMHCKUX KJIETOYHBIX UCCIJIeTOBaHUsI OMOMETUIIUHCKUX
MPOAYKTOB U (hOPMBI 3aKTFOUCHHUS KJICTOYHBIX TPOIYKTOB U (POPMBI
COBETa IO 3TUKE 3aKJIIOUEHUS COBETA IO 3TUKE
9. OO0 yTBepKJIeHUH TTOpsIIKA Yacte 6 cTtatbu 15 IV kBapran VYcranoBienue nopsiaka pazmenienuss Munzapas Poccun
pasMeleHus Ha O(OUITHATEHOM caifiTe B MPOeKTa 2015 . Ha 0(UIMATIHLHOM CalTE B CETH
cetu "UnaTeprer" nndopmaruu o beneparbHOTO "Untepuer" nHGOPMAIIMH O COCTaBE
COCTaBE COBETA I10 3THKE, [JJaHAX €T0  3aKOHA COBETAa M0 3TUKE, TUIAHAX €T0 PadOThI

Munzapas Poccuun



[IpumepHBIit Csenenus o penepanbHbIX
ObocHoBaHMe PHMEp A emep X
CPOK ITOATOTOBKH OopraHax UCHOJHUTEIbHOMN
Ne HaumenoBanue npoexta HEO00X0IUMOCTH KpaTkoe onucanue npoexta
pOoeKTa BJIACTH JTUOO OpraHU3aAlMSIX -
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HOPMAaTUBHOTO aKTa
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
11. OO yTBepKJIeHUH MOPSAKA BBIIAYH ITyHKT 4 yactu 2 III xBaprtan 2015 r. YcraHoBieHue nopsijka BelAa4u Munzapas Poccuun
pa3pelleHus Ha IPOBEACHNE ctatbu 20 mmpoekTa pa3pelleHus Ha IPOBEACHNE
KIIMHUYECKOT'O UCCIIETOBaHUS benepanbHOTO KIIMHUYECKOT'O UCCIIETOBAHUS
OMOMETUIIMHCKOTO KJIETOYHOT'O 3aKOHa OMOMETUITMHCKOTO KJIETOYHOTO
MPOIYyKTa MPOIYyKTa
12.  OOG yTtBepxaeHun Gopmbl [TynkT 3 yactu 1 IIT xBapTan 2015 r. YTBepxacHue Gopmbl Munzapas Poccuun
PETUCTPALIMOHHOTO YAOCTOBEPEHUS CTaTbu 23 MpoeKTa PETUCTPALIMOHHOTO YAOCTOBEPEHUS
OMOMEIUIIMHCKOTIO KJIETOYHOT'O beneparbHOTO OMOMEIUIIMHCKOTO KJIETOYHOI'O
MPOJIyKTa 3aKOHa MPOJIyKTa
13. OO0 yrBepxnaennu GopMsl JoKyMeHTa, YacTb 3 ctaThu 25 IV xBapran YcranoBnenue Gpopmbl fokyMeHTa,  Munznapas Poccun
COZEPIKAIIEro Pe3yJbTaThl MPOEKTa 2015 r. COZEPIKAIIEro Pe3yJIbTaThl
MOHUTOPHHTa 0€301MaCHOCTH benepaabHOrO MOHHUTOPHHTa 0€301MaCHOCTH
MPUMEHEHUsI OMOMETUITTHCKOTO 3aKOHa MPUMEHEHUs OMOMETUIITHCKOTO
KJIETOYHOTO MPOJYKTa B LIENAX KJIETOYHOT'O MPOAYKTa B LENIX
MOJTBEPKJIEHUS €r0 TOCYJapCTBEHHOMN MOJITBEPKJICHUS €T0
perucTpanuu roCyAapCTBEHHOW PETUCTPALIUN
14. OO0 yrBepxnennu Gopmsl 3asBiaeHus o  Yactsb 1 cratbu 26 IV xBapran YcranoBnenue Gopmel 3asBieHust o Munznapas Poccun
BHECEHUH U3MEHEHUN B IOKYMEHTBI,  MPOEKTa 2015 r. BHECEHUH U3MEHEHU B IOKYMEHTHI,
cojJiepKaluecs B peTUCTPAllMOHHOM  (eiepaaIbHOro COJIeprKaliecs] B pEruCTPaliMOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIN 3aKOHa JIOChE Ha 3apErUCTPUPOBAHHBIN

OMOMETUIIMHCKUN KIETOUYHBINA TPOTYKT
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OMOMEIUIIUHCKUN KIETOYHBIN
MPOAYKT



O60CHOBAHIE [TpumepHsbIit Csenenus o (beI[epaJ'IBHBIZ(
CPOK MOJIrOTOBKH OopraHax UCHOJHUTEIbHOMN
Ne HaumenoBanue npoexta HEO00X0IUMOCTH KpaTkoe onucanue npoexta
/T HOPMATHBHOTO aKTa MOATOTOBKH MPOEKTA fpockTa HOPMAaTHBHOTO aKTa BIIACTH JIMOO OPraHH3AIMIX -
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
15. OO yTBepkKI€HUH TTOPSAKA BEICHUS Yacte 3 crateu 28 Il kBapran 2015 r. YTBepxkuenue Munzapas Poccuun
rocyJIapCTBEHHOTO peecTpa MIPOEKTA MopsiiKa BEJCHUS TOCYAapCTBEHHOTO
OMOMEIUIIMHCKUX KJIIETOYHBIX beneparbHOTO peecTpa OMOMETUITMHCKHIX
MPOJIyKTOB 3aKOHa KJIETOUYHBIX TPOIYKTOB
16. OO0 yrBepxneHuu nopsiaka u cpokoB  Yacts 2 crateut 31 11 xBapran 2015 r. YcranoBieHue nopsijaka Munsnpas Poccun
pa3MenieHust UHpopMaluu, CBI3aHHONH TPOEKTa U CPOKOB pa3mellieHus: nHbopManuu,
C OCYIIECTBICHUEM rOCYJapCTBEHHOW  (hemepanbHOro CBSI3aHHOM C OCYIIECTBICHUEM
perucTpanuu OMOMeTUIIMHCKUX 3aKOHa roCcyAapCTBEHHOW PETUCTpaLuu
KJICTOYHBIX TIPOAYKTOB, HHPOpMAIIHH O OMOMEIUIIMHCKHIX KICTOYHBIX
3aperucTPUPOBAHHBIX MPOAYKTOB, HH(GOPMAIIUU O
OMOMEIUIIMHCKIX KIETOYHBIX 3apErucTPUPOBAHHBIX
MPOAYKTaxX, UCKIIIOUEHHBIX U3 OMOMEAUIIMHCKUX KJIETOYHBIX
roCcyJIJapCTBEHHOTO peecTpa MPOJIYKTaX, UCKIIOUEHHBIX U3
OMOMEAUIIMHCKHUX KJIETOYHBIX rocyAapCTBEHHOTO peecTpa
MIPOJIyKTOB OMOMEIUIIMHCKIX KICTOYHBIX
MIPOAYKTOB
17. OO yTBepKICHUH TTOPSAKA BEICHUS YacTtb 4 cTtatbu 32 IIT xBapran 2015 r. YcraHoBieHue NMOpsAIKa BEICHUS Munzapas Poccuun
peecTpa BbIIaHHbIX pa3pelleHuid Ha MIPOEKTA peecTpa BbIIaHHBIX pa3pelleHui Ha
MIPOBEJICHNE KIMHUYECKUX benepanbHOTO MIPOBEJICHNE KIIMHUYECKUX
UCCJICIOBAaHHUI OMOMETUITUHCKUX 3aKOHa UCCJICIOBAaHHUI OMOMETUITUHCKUX
KJIETOYHBIX MPOJTYKTOB KJIETOYHBIX MPOJTYKTOB

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6
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[IpumepHBIit Csenenus o penepanbHbIX
O6ocHoBaHMe PHMEp A emep X
CPOK MOATOTOBKH OpraHax UCTIOJTHUTEIbHOM
Ne HaumenoBanue npoexta HEO00X0IUMOCTH KpaTkoe onucanue npoexta
pOoeKTa BJIACTH JTUOO OpraHU3aAlMSIX -
/T HOPMAaTUBHOTO aKTa MOATOTOBKH MTPOEKTA HOPMAaTUBHOTO aKTa
HOPMAaTUBHOTO TOJIOBHBIX MCIIOJTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
18. OO yTBep>KIICHUH MOPSIKA Yacte 8 ctateu 32 Il kBaptan 2015 r. YcranoBneHue Munzapas Poccuun
pa3MenieHust Ha OPUITMATIEHOM CaiiTe B MPOEKTa MOpsIIKA Pa3MEINICHUs Ha
cetu "MHTEepHET" NIEpeUHs beneparbHOTO opHUIIMaTFHOM CalTe B CETH
MEIHUIMHCKUX OpraHUu3aluid, 3aKOHa "UntepHet" nepeyHs MEIUIIUHCKUX
MMEIOLIUX MPaBO MPOBOIAUTH OpraHu3aIuii, UMEIOIIUX MPaBo
KITMHUYECKHUE UCCIIeIOBAHUS MIPOBOIUTH KIIMHUYECKHE
OMOMEAMIIMHCKUX KJIETOYHBIX UCCIIETOBaHMsI OMOMETUIIUHCKUX
MPOJYKTOB, U PEECTPa BBIAAHHBIX KJICTOYHBIX TIPOIYKTOB, U peecTpa
paspelieHuil Ha MPOBEICHUE BBIJIAHHBIX Pa3pelICHHI Ha
KITMHUYECKHUX UCCIICIOBAHMIA MIPOBEJICHUE KIIMHUYECKUX
OMOMEIMIIMHCKUX KJIETOYHBIX UCCIIEIOBaHUM OMOMETUITTHCKUX
MIPOAYKTOB KJIETOYHBIX TIPOTYKTOB
19. OO6 ytBepxknenun popmel coodmenust Yacrtu 6, 7 ctateu 34 111 xBapran 2015 r. YcranoBnenue ¢popmsl coobmieHuss o Munzapas Poccun
0 3aBEpIIECHUH, IPUOCTAHOBICHUU WIH TPOEKTa 3aBepIICHUH, TPHUOCTAHOBICHUH HIIN
MPEKPALIEHUHN KIMHUYECKOTO benepanbHOTO MPEKPALIEHUHN KIMHUYECKOTO
UCCJICTOBaHMS OMOMETUITTHCKOTO 3aKOHA UCCJICTOBaHMSI OMOMETUITTHCKOTO
KJIETOYHOTO MPOIYKTa KJIETOYHOTO MPOIYKTa
20. OO0 yTBepXIECHUH MOPSIKA Yacts 8 crateu 34 11l kBapran 2015 r. YcranoBieHue nopsiika Munsnpas Poccun

OITyOJIMKOBAHUS M pa3MeIleHHs Ha
O(UIATIEHOM CaliTe B CETH
"UnTepHeT" cooOImennii o
3aBepIICHUH, TPHUOCTAHOBICHUH HIIN
NpeKpaIleHNH KIMHHYECKOTO
UCCJICIOBaHMSI OMOMETUITTHCKOTO
KJICTOYHOTO MPOAYKTa

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6

poeKTa
benepanbHOTO
3aKOHa

OITyOJIMKOBAHUS M pa3MeIleHHsI Ha
O(UIATEHOM CaliTe B CETH
"UnTepHeT" cooOmennii o
3aBepIICHUH, TPUOCTAHOBICHUH WU
NpeKpaIleHNuH KIMHHYECKOTO
UCCIICTOBaHMS OMOMETUITTHCKOTO
KJICTOYHOTO MPOAYKTa
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O60CHOBAHIE [TpumepHsbIit Csenenus o (beI[epaJ'IBHBIZ(
CPOK ITOATOTOBKH OpraHax MUCHOJIHUTEIbHOU
Ne HaumenoBanue npoexra HE00X0IMMOCTH Kpatkoe onucanue npoexra
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HpoeKTa HOPMAaTUBHOTO aKTa BJIACTH 1M00 OPranH3aIiX -
HOPMAaTUBHOTO T'OJIOBHBIX UCIIOJIHUTENSX
HOPMAaTHUBHOTO aKTa
aKkTa Y COMCHOJIHUTEISAX
21. OO yTBep>KICHUH MPABUII BEJICHUS Yacte 9 ctateu 34 Il kBapran 2015 r. YTBepkaeHue npaBuil BeACHUS Munzapas Poccuun
peecTpa uccieq0BaTeNel, IPOBOAAIINX MPOEKTa peecTpa uccieoBaTenei,
WJIU IPOBOAMBIINX KIMHUYECKUE benepanbHOTO MIPOBOJIALIMX WJIH MPOBOJIUBIIHNX
UCCIIEI0BAaHHUS OMOMEIUIITHCKOTO 3aKOHa KIIMHUYECKHE UCCIIEI0BAaHUS
KJIETOYHOI'O MPOAYKTA, U Pa3MEILIECHHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
ero Ha O(hUIIMATIFHOM CaiiTe B CETH IPOAYKTA, U pa3MEILEHUs €ro Ha
"UnTepuer” opHUIIMaTFHOM CalTe B CETH
"NuTepuer”
22. OO0 yTBepXIECHUH MOPSIKA Yacts 10 crateu 34 IV xBapran YcraHoBieHue nopsika Munsnpas Poccun
MPECTaBICHUS MPOEKTa 2015 r. MPECTaBICHUS
B YIIOJIHOMOYEHHBIN (eiepaabHbIi benepaabHOrO B YIIOJIHOMOYEHHBIN (eiepaabHbIi
OpraH UCIOJIHUTEIbHOMN BIIACTH, 3aKOHA OpraH UCIIOJIHUTEJIbHOM BIIACTH,
BBIJIABIINHI Pa3pEILICHUE HA BBIJIABIINI PAa3pEILICHUE HA
MIPOBEICHNE KIMHUYECKOTO MIPOBECHNE KIMHUYECKOTO
UCCIIEI0BAaHHUS OMOMEIUITUTHCKIX UCCIIEIOBaHHUS OMOMEIUITTHCKIX
KJIETOYHBIX MPOAYKTOB, OTYETA O KJIETOYHBIX MPOAYKTOB, OTYETA O
pe3yJibTaTax 3TOro UCCIIEI0BaHUS pe3yJibTaTax 3TOro UCCIIEI0BaHUS
23. OO0 yTBepXIEeHUH MOPSIKA Yacte 3 crateu 35 III kBapran 2015 r. YcranoBieHue nopsiika Mun3snpas Poccun
paccMOTpeHUs COOOIICHHUS O IIPOEKTA paccMOTpeHUs COOOIICHHUS O
HEO0OXOIMMOCTH BHECEHUS M3MEHEHUH  (hemepansHOro HEO0OXOIMMOCTH BHECEHUS
B [IPOTOKOJI KJIIMHUYECKOTO 3aKOHA W3MEHEHUH B TPOTOKOJ
UCCIIEIOBAaHUS OMOMEIUITTHCKIX KIIMHUYECKOI'O UCCIIEIOBaHMS
KJIETOYHBIX IPOAYKTOB OMOMEAUIIMHCKUX KJIETOYHBIX
IIPOAYKTOB

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6
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[IpumepHBIit Csenenus o penepanbHbIX
O6ocHoBaHMe PHMEp A emep X
CPOK MOJIrOTOBKH OopraHax UCHOJHUTEIbHOMN
Ne HaumenoBanue npoexta HEO00X0IUMOCTH KpaTkoe onucanue npoexta
pOoeKTa BJIACTH JTUOO OpraHU3aAlMSIX -
/T HOPMATHBHOTO aKTa MOATOTOBKH MPOEKTA HOPMAaTHBHOTO aKTa
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
24. OO yTBepKICHHUH MOPSIKA yUeTa U Yactu 2, 3, 4 IV kBapran VYcraHoBieHHE MOPSJIKA ydeTa U Munzapas Poccuun
XpaHEHUs B MEIULIMHCKOU crathu 40 poexTa 2015 . XpaHEHUs B MEIULIMHCKOU
JIOKYMEHTAIIUU BOJICU3bSBICHUS benepanbHOTO JIOKYMEHTAIIUU BOJICU3bSBICHUS
COBEPIICHHOJIETHETO JIEECTIOCOOHOTO ~ 3aKOHA COBEPIICHHOJIETHETO JIEECIIOCOOHOTO
rpaKIaHUHA O COTJIACUH WU rpaKIaHUHA O COTJIACUH WU
HECOTJIACHUHU Ha MPEIO0CTABIICHUE €r0 HECOTJIACHUHU Ha MPEJI0CTABICHUE €r0
OMOJIOrMYecKOro MaTepuasa rnocie OMOJIOrMUecKOro MaTepuasa rnocie
CMEpPTH, 3as1BJICHUN WHBIX JIUI B CMEPTH, 3asBIICHUI HHBIX JIUI] B
OTHOIICHUH MOJTyYEHUs OTHOIICHUHU MOJTyYEHUs
OHMOJIOTMYECKOT0 MaTepraia yMEpIIEro OMOJIOTMYECKOT0 MaTepuaia
JUTS IPOU3BOJICTBA OMOMEIUITMHCKOTO YMEPILIETo AJIsl IPOU3BOACTBA
KJIETOYHOT'O MPOAYKTa OMOMEIUIIMHCKOTO KIIETOYHOTO
MPOIYKTa
25. OO yTBepKICHHUH MPABHII Yacte 6 ctateu 40 Il kBaptan 2015 r. YcraHoBieHue npaBui Munzapas Poccuun
MEAUIIMHCKOTO 00CTIEI0OBaHMUs JOHOPA IPOEKTa MEAUIIMHCKOTO 00CTIeI0BaHuUs JOHOPA
OMOJIOTUYECKOTO MaTepuaa JJis beneparbHOTO OMOJIOTUYECKOTO MaTepuana JJis
BBISIBJICHHSI IPOTUBOIIOKA3aHUHN ISt 3aKOHA BBISIBJICHUSI IPOTUBOIIOKA3aHUHN ISt

MOJTYYCHUST OMOJIOTUIECKOTO
MaTepuaa sl TpOU3BOIACTBA
OMOMETUITMHCKUX KIIETOYHBIX
[POAYKTOB U IIEPEUHS
MIPOTHUBOIIOKAa3aHN (A0COTIOTHBIX
OTHOCI/ITGHBHBIX) AJI TIOJTYYCHU A
OMOJIOTUYECKOTO MaTeprana s
MMPpOn3BOACTBA GI/IOMCHI/ILII/IHCKI/IX
KJICTOYHBIX IPOTYKTOB

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6

MOJTYYCHHUsT OMOJIOTUIECKOTO
MaTepuala sl IpOU3BOIACTBA
OMOMETUITMHCKUX KIIETOYHBIX
MPOAYKTOB U IIEPEUHS
MIPOTHUBOIIOKAa3aHU (AOCOTIOTHBIX
OTHOCI/ITGHBHBIX) AJI TIOJTYYCHU A
OMOJIOTUYECKOTO MaTepuana s
MMPpOnU3BOACTBA GI/IOMCHI/ILII/IHCKI/IX
KJICTOYHBIX TPOYKTOB
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ITpumepHBIit Ceenenus o (penepanbHbIX
ObocHoBaHMe PHMEp A enep X
CPOK ITOATOTOBKH OpraHax MCTHOJIHUTEIbHOM
Ne HaumeHnoBaHue npoekTa HE00X0IMMOCTH Kpartkoe onucanue npoexra
IPOEKTA BJIACTH JINOO OpraHU3alusix -
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HOPMAaTUBHOTO aKTa
HOPMAaTUBHOTO TOJIOBHBIX MCHIOJTHHUTEISIX
HOPMAaTHUBHOTO aKTa
aKTa U COMCIIOJIHUTEISX
26. OOG yTBepxaeHun GopmMbl Yacts 8 ctateu 40 I kBaptan 2015 r. YcranoBnenue Gopmsl Munzapas Poccun
UH(GOPMHUPOBAHHOTO JOOPOBOJIBHOTO  IPOEKTA UH(GOPMHUPOBAHHOTO JJOOPOBOIBHOTO
coriacusi PM>KU3HEHHOT O IOHOPA (benepaabHOro coriacusi IPM>KU3HEHHOT'O IOHOPA
NPEOCTaBUTh CBOM OMOIOTMYECKHIA 3aKOHA NPEOCTaBUTh CBOM OMOIOTMYECKHIA
MaTepua Ajs IPOU3BOACTBA MaTepua Ajs IPOU3BOACTBA
OMOMETUITMHCKOTO KJIETOYHOT'O OMOMETUIIMHCKOTO KJIETOYHOT'O
HPOAYKTa, POAUTENEN I UHBIX HPOAYKTa, POAUTENEN I UHBIX
3aKOHHBIX IIPEICTABUTEIICH 3aKOHHBIX IIPEICTABUTEIIECH
HECOBEPILICHHOJIETHUX WJIN JIUL], HECOBEPILICHHOJIETHUX WJIH JIUL,
NPU3HAHHBIX HEAEeeCnOoCOOHBIMU B NPU3HAHHBIX HEAEeecnoCOOHBIMU B
YCTaHOBJIEHHOM 3aKOHOM IOPS/JIKE, YCTaHOBJIEHHOM 3aKOHOM IOPS/JIKE,
MHBIX JIUI B OTHOILICHUU MHBIX JIUI B OTHOILICHUU
IPEeOCTaBIEHUS OMOJIOIrMYECKOTO IPEOCTaBIEHUS OMOJIOIrMYECKOTO
MaTepHana Juisi IpOu3BOICTBA MaTepuaia JUisl IpOU3BOICTBA
OMOMETUIIMHCKUX KJIETOYHBIX OMOMEIUIIMHCKUX KJIETOYHBIX
IIPOAYKTOB IIPOAYKTOB
27. OO0 yrBepxaeHUH (HopMbI KypHaIa Yacte 2 crateu 42 III kBapTan 2015 r. YTBepxkaeHue Gpopmsl )KypHaia Munzapas Poccun

PETUCTpALUU TTOTYUYEHUs (U3BATHS)
OMOJIOTMYECKOro MaTepuana Juis
MIPOM3BOJICTBA OMOMEIMIIMHCKUX
KJIETOYHBIX TPOAYKTOB U MOPSIIKA €TO
BEJICHUS

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6

poeKTa
benepanbHOTO
3aKOHa

PETUCTpAlUU TTOTYUEHUs (U3BATHS)
OMOJIOTMYECKOro MaTepuana Juis
MIPOM3BOJICTBA OMOMEIMIIMHCKUX
KJICTOYHBIX TIPOAYKTOB U MOPSIIKA €TO
BEJICHUS
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O60CHOBAHIE [TpumepHsbIit Csenenus o (beI[epaJ'IBHBIZ(
CPOK ITOATOTOBKH OopraHax UCHOJHUTEIbHOMN
No HaumenoBanue npoekra HEO00X0IUMOCTH KpaTkoe onucanue npoexta
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HpoeKTa HOPMAaTUBHOTO aKTa BJIACTH 1M00 OPranH3aIiX -
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTUBHOTO aKTa
aKTa Y COUCIIOJIHUTEISIX
28. OO0 yTBepkaeHuH npaBwi mosrydeHus:  Yactb 3 cTathu 42 IV kBapran VYcraHoBieHUe MpaBuil MOJYYEHUS Munzapas Poccuun
(3BATHS) OMOJIOTMYECKOTO MaTepruaga IMPOeKTa 2015 . (u3BATHS) OHOIOTUYECKOTO
JUTS IPOU3BOJICTBA OMOMEIUIIMHCKUX  (peiepalibHOTO MaTepuaia Jijisl IPOU3BOICTBA
KJIETOYHBIX TPOIYKTOB 3aKOHa OMOMEIUIIMHCKHIX KICTOYHBIX
MIPOAYKTOB
29. OO0 yTBepKIeHHUH MPaBWI opraHu3anuu Yacte 5 ctaThu 43 IV kBapran YTBepxkaeHue npaBui opranuzaiuu  Munnpomropr Poccun
MIPOU3BOJICTBA U KOHTPOJIS KAYECTBA MPOEKTA 2015 . MIPOU3BOJICTBA U KOHTPOJIS KAYECTBA
OMOMEIMIIMHCKHUX KJIETOYHBIX benepanbHOTO OMOMEAMIIMHCKHUX KJIETOYHBIX
IIPOAYKTOB 3aKOHa IIPOAYKTOB
30. OO0 yTBepKICHHH MPABUI Yacts 2 cratbu 45 IV xBapran YcraHoBIIEeHUE ITPaBUTI Munsnpas Poccun
TPAHCIOPTUPOBKHU U XPaHEHUS MPOEKTa 2015 r. TPAHCIOPTUPOBKHU U XpPaHEHUS
OMOJIOTUYECKOT0 MaTepuana, KIeTok  ¢enepaabHOro OMOJIOTUYECKOr0 MaTepuaa, KIeToK
JUTSI IPUTOTOBIICHUS KJIETOYHBIX 3aKOHa JUTSI IPUTOTOBIICHUS KJIETOYHBIX
JUHUHN, TIPeIHa3HAYCHHBIX JJIs JUHUHN, IpeIHa3HAYCHHBIX JJIs
MIPOU3BOJCTBA OMOMEIUIIMHCKHUX MIPOU3BOJCTBA OMOMEIUIIMHCKHUX
KJIETOUYHBIX MPOIYKTOB, KJIETOYHBIX MPOIYKTOB,
OMOMEAMIIMHCKHUX KJIETOYHBIX OMOMEIMIIMHCKUX KJIETOYHBIX
IIPOAYKTOB IIPOAYKTOB
31. OO0 yTBepkIeHHH MOPSAKA Yacts 6 cratbu 50 IV xBapran YcraHoBieHue nopsika Munsnpas Poccun
OCYIIECTBIICHUS] MOHUTOPUHTA MPOEKTa 2015 r. OCYIIECTBIICHUS] MOHUTOPUHTA
0€30MacHOCTH MTPUMEHEHHUS benepanbHOTO 0€30MacHOCTH MTPUMEHEHHUS
OMOMEAMIIMHCKUX KJIETOYHBIX 3aKOHa OMOMEAMIIMHCKHUX KJIETOYHBIX

MPOAYKTOB, PETHUCTPALIUU TTOOOUYHBIX
JIEUCTBUIA, HEPEIBUIECHHBIX
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[IpumepHBIit Csenenus o penepanbHbIX
ObocHoBaHMe PHMEp A emep X
CPOK ITOATOTOBKH OopraHax UCHOJHUTEIbHOMN
No HaumenoBanue npoekra HEO00X0IUMOCTH Kpatkoe onucanue npoexra
IIPOEKTA BJIACTH JTUOO OpraHU3aAlMSIX -
n/m HOPMAaTUBHOTO aKTa MOJATOTOBKHU MTPOEKTa HOPMAaTUBHOTO aKTa
HOPMaTHUBHOTO TOJIOBHBIX UCTIOTHUTEISIX
HOPMAaTHUBHOTO aKTa
aKkTa Y COMCHOJIHUTEISAX
HEXEJaTeNIbHbIX PEaKIUN U CEPbE3HBIX HEXEJaTeJIbHbIX PEeaKkIuil U
HEeXeJaTeNIbHbIX peaKiuil npu CEPBbE3HBIX HEXKENATEIbHBIX PeaKnuii
MPUMEHEHUN OMOMEIUIIMHCKUX [IpU IPUMEHEHUH OMOMETUITMHCKUX
KJIETOYHBIX MPOIYKTOB, BKIIIOUAS KJIETOYHBIX MPOYKTOB, BKIIIOUAS
npecTaBieHne nHGOpMaLnU o npecTaBieHne nHHOpPMAaILIUU O
MOOOYHBIX JEHCTBUSIX, MOOOYHBIX JEHCTBHSIX,
HEIPEABUICHHBIX HEXENaTeIbHBIX HEIPEABUICHHBIX HEXENaTEeIbHBIX
peaKLMIX U CEPhE3HBIX pEeaKLMIX U CEPhE3HBIX
HEXENaTeNIbHbIX PEaKIUAX IPH HEXENaTeNIbHbIX PEaKIUAX IPH
MIPUMEHEHUH OMOMEIUITMHCKIX MPUMEHEHUN OMOMEIUITMHCKIX
KJIETOYHBIX MPOAYKTOB, HHPOPMAIIH O KJIETOYHBIX MPOAYKTOB, HHPOPMAIIH
CIIy4asx POXKICHUS JETEH C 0 ClIy4asiX pOKJICHHUs IE€TEHU ¢
BPO’KJCHHBIMU 3a00JIEBAaHUSMU U BPO’KJCHHBIMU 3200JIEBaHUSIMU U
MOPOKaMU Pa3BUTHUS MOPOKaMU Pa3BUTHUS
32. OO0 yTBepKIeHHH MOPSAKA Cratps 51 npoekra IV xBapran YcraHoBieHue nopsika Munsnpas Poccun
MPUOCTAHOBIICHUS] IPUMEHEHUS beneparbHOTO 2015 r. MPUOCTAHOBIICHUS] IPUMEHEHUS
OMOMETUITMHCKOTO KJIETOYHOT'O 3aKOHa OMOMETUITMHCKOTO KJIETOYHOTO

MPOIYyKTa

5 IIEPEHEHb HOPMAT.AKTOB k 3axonomnpoexty 717040-6
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