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OO0 yTBep:KIeHHH
¢dopMBI JOKYMEHTA 0 pe3yabTaTax MOHHTOPHHTA 0e30MacHOCTH OHOMEIHIMHCKOro
K/JIETOYHOr0 MPOAYKTa, OCYLIeCTB/ISeMOro BjiajiejibieM PerncTpainoHHoro
y/IOCTOBEPeHHs GHOMEIMUHHCKOro KJIETOMHOro NpolyKTa

B coOTBETCTBHH C YacThio 3 cTaThil 22 DenepanibHOro 3akoHa OT 23 urong 2016 r.
No 180-®3 «O OMOMETUITMHCKUX KIETOYHBIX NPOAYKTAX» (CobpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®@eneparuu, 2016, Ne 26, cT. 3849) u MOAIYHKTOM 5.2.207% TlonoxxeHus
0o MuHucTepcTBE 3APaBOOXPaHCHMS Poccuiickoii ®enepauyu, YTBEPXKACHHOIO
mocraHosienneM IIpasurenscrtBa Poccuiickoit @ezepalnn OT 19 urons 2012 r. Ne 608
(Cobpanre 3aKOHOJATENBCTBA Poccuiickoii ®enepanuu, 2012, Ne 26, cr. 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, ct. 3577; Ne 30, ct. 4307; Ne 37, c1. 4969; 2015, Ne 2, ct. 491;
Ne 12, cr. 1763; Ne 23, c1. 3333; 2016, Ne 2, cT. 325; Ne 9, ct. 1268; Ne 27, c1. 4497,
Ne 28, cr. 4741; Ne 34, ct. 5255; Ne 49, cr. 6922; 2017, Ne 7, ct. 1066; Ne 33, cT. 5202;
Ne 37, c1. 5535; Ne 40, cT. 5864), nprKa3bIBao:

VTBepauTs mpHiaraeMyo ¢GopMmy JIOKyMeHTa O pesyJibTaTax MOHHUTOPHHIA
6e30MaCHOCTH  OMOMEIUMIMHCKOrO  KJIETOYHOro  MPOJYKTa,  OCYIIECTBIACMOTO
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BAJENBIEM PErMCTPAIMOHHOTO  yAOCTOBEpeHHs OHOMEIMIMHCKOTO  KIETOMHOro
IIPOIYKTA.
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Bpuo Munucrpa H.A. Xoposa




YTBEPXJEHA
nprKa3oM MUHHKCTEPCTBA 3APAaBOOXPAHEHUS
Poccuiickoii ®epepaunu
oT «2C» G'Vm\e?\‘)\ 2017 . Ne 36 H

®opmMma

Pe3yjbTaTbl MOHHTOPHHTIA
0e30nacHOCTH OHOMEHIUHCKOrO KJI€TOYHOI0 NPOAYKTA,
OCYIIIeCTBJIAEMOr0 Bjaje]blleM PericTPAHOHHOrO YAOCTOBEPEHHSA
OHMOMeJHIHHCKOr0 KJIETOYHOr0 NPOAyKTa

1. HaimMeHOBaHHEe M aJpec MECTOHAXOXICHWsS BlaJeNnblla PErMCTPALMOHHOIO
yIIOCTOBEPEHUST OHOMEUIIUHCKOTO KIETOYHOIO MpOAYyKTa OO0 YIOTHOMOYEHHOTO UM
IOPUIHYECKOrO  JIMLA, KOTOpOe  OCYIECTBISIO MOHHUTOPHHT  0€30IacHOCTH
GHOMETULIHCKOTO KJIETOUYHOTO NPOAYKTa 32 OTYETHBIM IEPHOJ

2.Homep © [ata perucTpallMOHHOTO YJOCTOBEPEHUS OHOMEOULIMHCKOIO
KJIETOYHOTO TIPOyKTa
3. HauMeHoBaHHe OHOMEOULMHCKOTO  KJIETOYHOTO MPOAYKTa, TOProBOE
HAVMEHOBaHME  OHOMENHUIIMHCKOTO  KJIETOYHOTO  HpoAykTa (TIpH  HaaM4uH)

4, Tleprioni OCYILIECTBIEHHS MOHHTOpPHMHTa 0€30MacHOCTH OHOMEIULMHCKOIO
KJIETOYHOTO MPOAYKTa:

c « » 20 .

nm  « » 20 I.

5.Jlata  mpeiCTaBieHWs ~ Pe3yJIbTATOB  MOHUTOpPHMHTa  0€30IacHOCTH
OMOMEIULIMHCKOTO KJIIETOYHOIO IMPOAYKTA « » 20 r.

6. Pe3ynpTaThl MOHHMTOpUHra 0€30MacHOCTH OHOMEIUIMHCKOIO KJIETOYHOTrO
IPOAYKTa [IPeICTaBICHBI:

(HOHKHOCTB) (pammnus, uMs oT4ecTBO (IIPH HATMUUH) (moammucs)
YNOJTHOMOYEHHOTO JINLA)

7. Undopmanus o0 peructparii OMOMEAMIMHCKOrO KJIETOYHOIO MPOAYKTa B
3apy0eXHBIX CTpaHaX, B KOTOPBIX pa3pelleH0 €ro MEJUIMHCKOE IPUMEHEHUE

Crpana HaumeHnopanue Ceenenus o peructpauuy | OTinuus, CogepKaluecs B MHCTPYKIMA
OHOMEIULIMHCKOTO OUOMEIULIMHCKOTO MO MPUMEHEHHIO OHOMEIULIHHCKOTO
KJIETOYHOTO MPOJYKTa KJIETOYHOrO NPOAYKTa KJIETOYHOTO MPOAYKTA (IOKA3aHUs K

MPHUMEHEHHIO, MPOTHBOMOKA3aHUA K
NPHMEHEHHIO, PEXKUM H Crocod
npuMeHEeHHs GHOMEULIMHCKOTO

KJIETOYHOrO MPOIYKTa,

MPOOOILKHUTEJIBHOCTD JICYCHH A, HHBIC

OTJINYHSA)
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8. Mudopmanmst o citydasx IIPUOCTAHOBIIEHHMS NpUMeHeHWs W (WIM) 3ampera
IpYMEHEHHUsST OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa B 3apyOeXHBIX CTpaHax, B
KOTOPBIX Pa3peIIeH0 ero MEAHMINHCKOE IPUMEHEHHE

Crpana HanmeHoBaHue Jara (neprox) npHOCTaHOBNICHHSA Jara (mepuon) 3anpera NpUMEHEHUS
6HMOMEIULIMHCKOTO NpUMEHEHUs OHUOMEIULIMHCKOro 6HOMEINLIMHCKOTO KJIETOUYHOTO
KJIETOYHOTO KJIETOYHOrO MPOAYKTa, OCHOBaHHUS | NPOAYKTa, OCHOBaHHUSA TAKOTO 3ampera
HpOIyKTa TaKOTO MPHOCTAHOBJICHHS

9. MudopManuss 00 OTKa3ax B PErHCTpalil OHOMEIUIUHCKOrO KIETOYHOIO
MPOAYKTA B 3apyOekHBIX CTpaHax

Crpana |HaumenoBanue 6uomeauumHckoro| JlaTa oTkasa B perucTpaiuu 6HOMeAMLIMHCKOTO KJIETOYHOIO

KJIETOYHOT'O NMPOIYyKTa NPOAYKTa U OCHOBAHHS, MOCTY)KHMBLINE

OTKa30M B PETrMCTPaLii GHOMEIHUIIMHCKOTO KIIETOYHOTO
NPOAYKTa

10. Uudopmamiss o TmpoBeAEHHBIX W (MJIKM) TPOBOAMMBIX B MEPHOX
TpeJCTaBJICeHHs]  pe3yJbTaTOB MOHHTOPHHra 0€30macHOCTH OHOMEIUIMHCKOTO
KJIETOYHOTO TPOAYKTa KIMHUYECKHX HCCIIeIOBaHHN OHMOMEIMLIMHCKOTO KJIETOYHOTO
npoayKTa Ha Tepputopum Poccuiickoit Dexepanud U Ha TEPPUTOPUHU 3apyOexHBIX
CTpaH

Crpana| HammeHoBaHue Iens CeeaeHus Konuuectro OLieHKa pe3y/IbTaToB
GHOMEIUIIMHCKOTO | NIPOBEACHHUS 00 sTane NaLKUEHTOB, KJIMHUYECKOT 0
KJIETOYHOTO KJIMHUYECKOTO | KJIHHHYECKOro Y4YacTBYIOIIHX B HCCIIeIOBaHUA
NpoJyKTa HCCIEeOBaHNA MCCJIEIOBAHUSA NIPOBEICHHH OHOMeTHIUHCKOTO
61OMeTUIIMHCKO | GHOMEULIMHCKOTO KJIMHHYECKOTrO KJIETOUHOI'O
o KJIETOYHOTO KJICTOYHOTO HCCIIeI0OBaHHS MPOAYKTa
IpOIoyKTa MPOIyKTa WK ero | OHOMEIULIMHCKOro
3aBEpLICHUH KJIETOYHOTO
NpOAyKTa

11. Uadpopmanist 0  KOIMYECTBE  MAUWEHTOB, KOTOPBIM  MPHUMEHEH
OHOMEeIUIIMHCKUI KJIETOYHBIN MpoAyKT Ha Tepputopun Poccuiickort ®denepauvu u Ha
TEPPUTOPUH 3apyOekKHBIX CTPaH, B KOTOPBIX Pa3pellieH0 ero MeIHIMHCKOE IPUMEHEHHE

Crpana KonuyecTBo nauyeHToB, KOTOPhIM O61uee koau4ecTBO GHOMEAUIUHCKOrO KJIE€TOYHOrO
npyMeHeH GHOMEeIULIMHCKUI KJIETOYHBIH TNPOYKTa, MPUMEHEHHOro MalleHTaM
'~ mponyKTa

12. UudopManiiss O KONUYECTBE OMOMEIUIMHCKOrO KIETOYHOIO MPOAYKTA,
HOCTynuBIIErT0O B oOpameHue Ha Tepputopur Poccuiickoii @enepauuu H Ha
TEPPUTOPHH 3apyOEKHBIX CTPaH, B KOTOPBIX Pa3pelIeHO €r0 MEAULUHCKOE TPHUMEHECHUE

Crpana KonuecTBO yIakoBOK OHOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa,
HOCTYIMBIIMX B OOpalleHue
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13. Undopmanuss O BBISBICHHBIX IOOOYHBIX MACHCTBHAX, HEXeENIATENbHBIX
peaKIusAX, CEepbe3HBIX HeXeNaTeNbHBIX PeaKLHUAX, HENPEABUICHHBIX HEXeIaTelbHbIX
€aKI[UAX, BEIABJICHHBIX IIPH MPUMEHEHHH OMOMETUIIMHCKOTO KIIETOYHOI'O IPOIyKTa

KonuuectBo Omnucanue HUcrounux | Bospacr, Hcxon
cooO1eHuit o cirydast COOOIIEHHUS O oJt (6e3 ocnoxxHEHHH, C
BBISBJIEHHBIX BBISABJICHHOM | MMaIlueHTa | OCJIOKHEHHUSAMH,
clydasx ciIy4dae JeTaNbHBIA UCXON,
HEU3BECTHO)

nobo4Hoe

JefcTBUE

He)XeJlaTeJIbHas

peaxius

cepbe3Has

HeXeJaTeNlbHas

peakuus

HeTpeABUICHHAS

HeXeJlaTebHas

peaxius

14. UudopManiis O TNPUOCTAHOBICHWH IPHUMEHEHUS OHOMEIHIMHCKOTO
KileTouHoro nmpoaykra B Poccuiickoit deneparuu

15. UadpopManiiss O MPUHATBIX  pEIIEHHAX O BHECEHMM  U3MEHEHHM
B HHCTPYKIIHIO MO MPUMEHEHHIO OMOMEIULIMHCKOrO KJIETOYHOrO MPOAYKTa

JlaTta BHECEHUSI U3MEHEHUH H3menenus, OcHoBaHHe 115t BHECEHHUS
B UHCTPYKLMIO 110 MPHMEHEHHIO KOTOPbIE BHECEHBI U3MEHEHHA B HHCTPYKLHIO
GHOMETMIMHCKOTO KJIETOYHOTO B MHCTPYKLHIO 1O IPHMEHECHHIO 1O MPHMEHEHHIO
MIPOAYKTa OGHOMETHUIIMHCKOTO KJIETOYHOTO OHOMETHUITHHCKOTO KJIETOYHOTO

HpOJyKTa NIPOJIYyKTa




