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Mocksa

006 yrBepxkaennu
Ilopsaaka paccMoTpeHns cooGueHus
0 He00X0AMMOCTH BHeCeHHsI H3MEeHEeHHii B IPOTOKOI
KJIHHHYECKOrO HCC/Ie0BAaHHs GHOMEAMIMHCKOr0 KJIETOYHOro MPOAyKTA

B coorsetcTBHM ¢ HacThio 6 cTathy 29 denepanbHOro 3akoHa ot 23 uioHs 2016 T
Ne 180-P3 «O GHOMENMLMHCKUX KIETOYHBIX TPOLYKTaX» (Cobpanue 3akoHOAaTENHCTBA
Poccuiickoii @enepammu, 2016, Ne 26, cr. 3849) u noanynkToM 5.2.207°' TMonoxenus
0 MuHucrepcTBe  31paBOOXpaHeHHS  Poccuiickoit Denepanyy, YTBEPKAEHHOTO
noctanosieHueM IlpasutenscrBa Poccuiickoit ®@enepanun ot 19 mrons 2012 r. Ne 608
(Cobpanue 3axkoHOmaTeNbCTBA POCCHIICKOi @enepanyu, 2012, Ne 26, ct. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014,
Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491;
Ne 12, er. 1763; Ne 23, cr. 3333; 2016, Ne 2, cr. 325; Ne 9, cr. 1268; Ne 27, cr. 4497,
Ne 28, cr. 4741; Ne 34, c1. 5255; Ne 49, cr. 6922; 2017, Ne 7, cr. 1066),
INIPHKa3blBalo:

YTBepauTh mpunaraemeiit ITopsgok paccMOTpeHHs coOBLIEHHs O HeoOX0UMOCTH
BHECCHUS. M3MEHEHHH B MPOTOKON KIMHHYECKOTO HCCIENOBAHUS GHOMEIUIMHCKOTrO
KJIETOYHOTO MPOIYKTA.
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VTBEPXIEH

IpHUKa3oM MuHUCTEpPCTBA 3paBOOXpaHEHHUS
Poccuiickoit ®epepanuu
oT «31» mas 2017 r. Ne 283H

Hopsaaox
paccMOTpeHHst COOOLIEHHS 0 HEOOX0AMMOCTH
BHECEHHSI M3MEHEHMI B IPOTOKOJI KJIHHHYECKOr0 HCCJIE€A0BAHHS
~ GMOMeJMUMHCKOro KJIETOYHOr0 NPOAYKTAa

1. Hacrosimmnii Ilopsmok ycraHaBiMBaeT IpaBHiIa PacCMOTPEHHS COOOIICHUS
0 HeoOXONMMOCTH BHECEHHS W3MEHEHHil B IPOTOKOJ KIMHHYECKOTO HCCIIeI0BaHMUS
OMOMEIULMHCKOTO ~ KJIETOYHOTO  MHPOAYKTa (MEXAYHAPOIHOTO  MHOTOLEHTPOBOIO
KJIMHAYECKOTO HCCIIEJOBaHMUA OHOMe IUIUHCKOT'O KJIETOYHOIO IIPOAYKTa,
IIOCTPETUCTPAIIMOHHOTO KJIMHHYECKOTO HCCIENOBaHUS OHOMEIUIMHCKOTO KJIETOYHOTO
IIPOJYKTa) (lajlee COOTBETCTBEHHO — COOOLIEHHE, POTOKO).

2. OpraHusaiiy, OCYIIECTBIAIONIHE OPraHU3alMI0 IPOBEICHHS KIHHHIECKOTO
MCCNIE/IOBAaHMS GHOMENULMHCKOTO KJIETOYHOTO mNpoAyKTa' (najee — OpraHu3anus),
B Cilyuae HEOGXOAMMOCTH BHECEHHs H3MEHEHHH B TPOTOKON COOGAIOT 06 3TOM B
Mnunucreperso 3apaBooxpanenus Poccuiickoit @enepannu (nanee — MHHHCTEPCTBO) 1O
yCTaHOBIIEHHOH MuHucTEpCTBOM (hopMme’.

Coobmennie  MoxeT ObITh  HampaBleHO  (IPEACTABIEHO)  OpraHu3alldei
B MUHHCTEPCTBO B MNHMCHMEHHOH (opMe MM B 3JIEKTPOHHOM (OpME MOCPENCTBOM
obpamieHuss 4epe3 OGMIMANBHBIH caliT MuHHCTEPCTBA B MH(pOPMALMOHHO-
TEJIEKOMMYHHMKALIMOHHO# ceTu «HTEepHETY.

3. IloctynuBiiee B MunucTepcTBO COOOINCHHE HampaBisercs B JlenapTamMeHT
roCyJapCTBEHHOIO peryJIMpOBaHus OOpalleHHs JE€KapCTBEHHBIX CPeACTB MUHHUCTEPCTBA
(manee — JlenapTaMeHT) AN paCCMOTPEHNS, IOATOTOBKH U HANPaBJIEHHs (TIpeCTaBICHs)
OTBETA OPraHU3alMH.

4. PaccMoTpeHre cOOOINEHHUs, IIOATOTOBKA MPOEKTA pELIEHHs O BHECEHHH
u3MeHeHUH (00 OTKase BO BHECEHHMM H3MEHEHHH) B INPOTOKOJI M HampaBlIeHHe
COOTBETCTBYIOIIErO pELIEHHs B IMCbMEHHOW (opMe HIM B 35eKTpOHHONH (dopme
OpraHU3allid  OCYIIECTBIAIOTCA C COOMIONEHHEM OrpaHUYEHHM, YCTaHOBIEHHBIX
3aKoHONAaTeNbCcTBOM Poccuiickoli @enepanyii 0 MePCOHANBHBIX JaHHBIX, KOMMEPUYECKOH,
rOCYyJJapCTBEHHOW M HMHOW OXpaHseMOH 3aKOHOM TaliHe, B CpPOK, H€ IPEeBBIILAIOLIHIA
TPUZLIATH KAJIEHIAPHEIX JHEHW CO HS MTOCTYIUIEHUS COOOIIeHNs B MUHUCTEPCTBO.

"'Yacre 1 craten 28 denepanshoro 3akona ot 23 o 2016 r. Ne 180-®3 «O GHOMEAMUMHCKMX KJIETOUHBIX NPOAYKTax»
(Cobpanue 3axoHozarensctBa Poccuiickoit @enepaunu, 2016, Ne 26, ct. 3849) (nanee — OenepanbHelii 3akOH OT 23 MIOHS
2016 r. Ne 180-D3).

2Moanynkr 5.2.207°° [lonoxenua o MuHnncTepeTse  3apaBooxpaHeHua Poccuiickoit  ®enepaumy, YTBEpKIESHHOrO
nocraHonenueM [IpaBurenbctsa Poccuiickoit ®enepauuu or 19 monsa 2012 r. Ne 608 (CoOpaHue 3aKOHOIATENLCTBA
Poccuiickoit ®enepaunu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, cT. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45,
cT. 5822; 2014, Ne 12, ct. 1296; Ne 26, c1. 3577; Ne 30, c1. 4307; Ne 37, ct. 4969; 2015, Ne 2, c1. 491; Ne 12, cr. 1763; Ne 23,
CT. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; 2016, Ne 49, ct1. 6922; 2017,
Ne 7, ct. 1066). '
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5. Mupekrop JlenmaprameHTa (JIHLO, €ro 3aMellaloiee) ONpeaeiseT UCTIONHUTES,
OTBETCTBEHHOIO 32 pPAacCMOTPEHHWE COOOILIEHHs, TMOATOTOBKY MPOEKTa pelIeHHs
O BHECEHHHU U3MeHEHHH (06 OTKa3e BO BHECEHHH U3MEHEHHI) B IIPOTOKOI H HalpaBJICHHE
(mpencTaBienye) COOTBETCTBYIOIIETO PEIIEHMs OpPraHW3alliH (Iajee — OTBETCTBEHHBI
HCIIOJTHUTEIb).

OTBETCTBEHHBIH  HCIIONHHUTENb  pAcCMaTpMBaeT IOCTYIHBINEE  COOBIIeHHe
M TNPHIaracMble K HEMY AOKYMEHTHI, MOATOTABIMBAET IIPOEKT PEIUEHHS O BHECEHHU
M3MeHeHHH (00 OTKase BO BHECEHHM H3MEHEHHIl) B IIPOTOKON M HPEJCTaBISCT €ro
Ha paCCMOTPEHHUE M NIOANMUCaHUe TUpeKTopy JlemapramMeHTa (JIHIly, €ro 3aMelarolemMy).

6. OcHOBaHUAMHM IS NPHHATHSA pPeIleHUs 06 OTKa3e BO BHECEHMM H3MEHCHH B
TIPOTOKOJT SBJISIOTCS :

1) npencraBnenue cBeeHUM 0 HEOOXOAUMOCTH BHECEHHUS U3MEHEHHUH B IPOTOKOJI B
HETIOJTHOM 00beME;

2) HanWvWe pHCcKa NPUYMHEHWs Bpela 3I0pPOBBIO IMAIl[UEHTA, Y4acTBYIOLIETO B
KIIMHUYECKOM HCCIICIOBAaHUH, BCIIEACTBHE H3MEHEHUS YCIIOBHIA €r0 MPOBE/ICHUSL.

7. B cinyyae HeO6XOMMOCTH KCIIEPTHOM OLEHKY AOCTATOMHOCTH NPEACTaBICHHBIX
OpraHH3aLyedl CBeJCHUI [l BHECEHHS M3MEHEHHMIi B IPOTOKON M (MJIH) HAJMYHs pucka
IPHYMHCHUS Bpe/a 30POBbIO MMAIlMEHTa, y4aCTBYIOUIEro B KIMHUYECKOM HCCIIEXOBAaHHH,
BCJICACTBUEC U3MEHEHHMs YCIOBHIl €ro IMpOBENEHHS OTBETCTBEHHBIA HCIIOJHHUTEND
HampapifeT 3ampoc B (QelepanpHOE TOCYHapCTBEHHOE OIOMKETHOE YupekIEHHe,
HaxoxsIIeecs B BeAeHUH MUHUCTEpPCTBA H 00eClIeYMBarOlee HCIOMHEHHE OJTHOMOYHIA
MunuctepcTBa 1o BhIa4e pa3pellleHHil Ha NPOBEACHHE KIMHHYECKHX HCCIIEJ0BAHMI
OMOMEIMUMHCKHX KIETOYHBIX IPOAYKTOB W (WJIM) TOCYAapCTBEHHOI perucrpanyu
GHOMEJULMHCKHX KJIETOYHBIX IPOAYKTOB', 1 (wnu) B COBET 110 3THKE’.

Ilpn HanpaBneHMH yKa3aHHOrO 3aImpoca CpPOK pacCMOTPEHHS COOGIIEHH,
onpeJeNleHHbIA IyHKTOM 4 Hacrtosmero Ilopsaka, Moxer GBITH IpojiieH Ha HECATh
KaJICHIAPHBIX JHEH C yBeAOMIIEHHEM 00 3TOM OpraHH3alHH.

8.Ilpy mNpUHATHM pelleHHs O BHECEHUH W3MEHEHWH B  MPOTOKOI
K JaHHOMY PEIICHHIO IPUIAraeTcs COIjlacoBaHHas JlermapTaMeHTOM HOBas penaKiys
IIPOTOKOJIA.

Ilpu mnpussATHH pemienus 00 OTKase BO BHECEHHH HM3MEHEHHMH B IPOTOKOI
B IaHHOM PCLICHHWH YKa3BIBAalOTCH, NPEAYCMOTPEHHBIE ITYHKTOM 6 HacTtosiero Ilopsaka,
OCHOBaHHS OTKa3a BHECCHHS U3MEHEHHUI B IPOTOKOJL.

3 Yacts 6 craThu 29 MenepanbHOro 3akoHa ot 23 mous 2016 r. Ne 180-03.
% Cratps 11 denepansHoOro 3akoHa ot 23 mons 2016 r. Ne 180-®3.
5 Cratba 14 ®enepansHOro 3akoHa ot 23 moHs 2016 r. Ne 180-®3.




