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OO0 yTBep:KIEHHH
¢opMBI JOKYMEHTa 0 pPe3yJbTaTaX MOHHTOPHHIA Ge3onacHOCTH GUOMEIHIIHHCKOI0
KJETOUHOr0 MPOAYKTA, OCYIIeCTBISIEMOro BiIajleblleM PerncTpanuoHHOro
yJocTOBepeHys GMOMEAHIMHCKOro KJI€TOMHOro NpolyKTa

B COOTBETCTBHH C 4acThio 3 cTaThu 22 PenepanbHOro 3aKOHa OT 23 urons 2016 1.
No 180-®3 «O 6MoMETUIMHCKUX KIETOYHBIX NIPOAYKTAaX» (Cobpanue 3aKOHOIATENbCTBA
Poccuiickoii @enepaunu, 2016, Ne 26, cT. 3849) u NOAITYHKTOM 5.2.207% Tlonoxenwus
0o MunucTtepcTBe  3/paBOOXpaHCHHUA Poccuiickoii ®enepauuu, YTBEPXIACHHOIO
mocranosyienneM IMpasutenscrBa Poccuiickoit denepanuy OT 19 urons 2012 r. Ne 608
(Cobpanne 3aKOHOJATENBCTBA Poccuiickoit ®eneparuu, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33, cT. 4386; Ne 45, ct. 5822; 2014,
Ne 12, ct. 1296; Ne 26, c1. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, cT. 491;
Ne 12, ct. 1763; Ne 23, c1. 3333; 2016, Ne 2, cT. 325; Ne 9, ct. 1268; Ne 27, cT. 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, c1. 5864), nprKa3bIBaIo:

VrBepauTh mpuiaraeMyro (GopMy AOKyMeHTa O pe3ylbTaTax MOHHTOPHUHIA
6e30aCHOCTH  OHOMEIUIIMHCKOrO  KJIETOYHOro  MPOAYKTa,  OCYIIECTBIACMOrO
BIAZeNblieM PErMCTPallMOHHOrO  YAOCTOBEPEHUS GHOMEIULIMHCKOIO0  KIIETOYHOTO

)/

/ 4 H.A. XopoBa

IIPOJyKTa.

Bpuo Munucrpa




YTBEPXJIEHA
npruka3oM MuHNCTEpCTBA 3ApaBOOXPAHECHHUS
Poccuiickoit @enepanuu
oT « 2C» évMng\’)k 2017 . Ne 36 H

®opma

Pe3yabTaThl MOHHTOPHHTA
0e3onacHOCTH OHOMEJHIUHCKOIO KJI1€TOYHOI0 NMPOAYKTa,
OCYIIIeCTBJISIEMOr0 BJIaie/IblleM PerHCTPaliHOHHOr0 YAOCTOBEPEeHHSA
OMOMeANIHHCKOr0 KJICTOYHOI 0 MPOaYyKTa

1. HauMeHOBaHHEe M aJpec MECTOHAXOXXACHMS BIaJeNblla PErucTpaliOHHOIO
yIOCTOBEPEHUS OGHOMEIUIUHCKOTO KIETOYHOrO MPOLyKTa OO0 YyIOJIHOMOYEHHOTO UM
IODUAMYECKOTO  JIMIA, KOTOpOE  OCYLIECTBISUIO  MOHHUTOPUHT  6€30MacHOCTH
GHOMEIUIIMHCKOTO KIIETOYHOTO IPOJYKTAa 32 OTYETHBIA TEPHOJ

2.Homep H Jpara perMcTpalliOHHOTO YIOCTOBEpEHHS OHOMEIULMHCKOrO
KJIETOYHOI'O IIPOJYKTa
3. HauMeHoBaHne OHOMEOUILMHCKOTO  KJIETOYHOIO  IPOAYKTa, TOProBOE
HAVMEHOBAaHHE  OMOMEIMIIMHCKOrO  KJIETOYHOrO NpoAaykTa (OpU  HaJIW4HH)

4, Tlepro; OCYIIECTBICHHS MOHHWTOPHHra 0€30MaCHOCTH OHOMEAHIUHCKOIO
KJIIETOYHOI0 IPOJYKTa:

c « » 20 T.

mo  « » 20 T.

5. Jlata IpeJICTaBICHUS pe3yJIbTaToOB MOHHMTOPHHIa 0e30IMacHOCTH
OHMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA « » 20 T.

6. Pe3ynbTaTll MOHHUTOpPHHra 06€30IacHOCTH OHOMEIUIMHCKOro KJIETOYHOIrO
IIPOAYKTa NPEeACTABIICHBI:

(AOKHOCTB) (pamunus, UM oTIECTBO (TIPU HATMYUHN) (noamuce)
YNOJIHOMOYEHHOTO JINIA)

7. Vudopmaiius O perncTpalud OMOMENUIMHCKOIO KIETOYHOIO IPOIAYKTa B
3apy0eXHBIX CTPaHaX, B KOTOPBIX Pa3pelIeHO0 €r0 MEIUIMHCKOE IIPUMEHEHE

Crpana Haumenopanue Ceegnenus o peructpauus | OTInuus, CogepKaliecs B MHCTPYKLMH
OMOMEAHULIHCKOTO OMOMeIULIMHCKOTO 0 MPUMEHEHHIO GUOMEIULIMHCKOTO
KJIETOYHOTO MPOAYKTa KJIETOYHOrO TPOAYKTa KJIETOYHOTO MPOAYKTA (IOKa3aHHs K

MPHUMEHEHHIO, NPOTHBOMOKA3aHUs K
MPHUMEHEHHIO, PEXKUM U crocod
NpUMEHEHUs GHOMEIULIMHCKOTO

KJIETOYHOT'O MPOIYKTA,

HPOAOKMTENBHOCTD JICYEHHS, HHbIE

OTJIHYHS)
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8. Uadopmans o ciydasix IIPUOCTAHOBICHUS NpUMEHEHWs U (WiIH) 3ampeTa
NpUMeHeHNsT OMOMEAULIMHCKOTO KJIETOUHOTO MpPONYKTa B 3apyOexHbIX CTpaHaX, B
KOTOPBIX pa3peleHo ero MEAHIUHCKOE NPUMEHEHHE

Crpana Hanmenopanue Jara (nepuon) npuocTaHOBIICHHA Hara (nepuon) 3anpera NpUMeHEHUS
OGHOMETULIMHCKOTO npyUMeHeHUs OHOMETULIMHCKOro OHOMEINLIMHCKOrO KJIETOYHOTO
KJIETOYHOTO KJIETOYHOrO NMPOXYKTa, OCHOBaHHSA | NPOAYKTa, OCHOBAHHS TAKOTO 3alpeTa
NpoAyKTa TaKOro MPHUOCTAHOBJICHHSA

9. Undopmanus o0 OTKa3ax B perucrpauud OHOMEIUIIMHCKOTO KIIETOYHOIO
MPOAYKTa B 3apyOE)KHBIX CTpaHaX

Crpana |HaumenoBanue 6uomeauuunckoro| Jlata oTkasa B perucTpaiiui OHOMEAUIMHCKOTO KIETOYHOTO

KJIETOYHOT'O MPOAYKTa NPOAYKTa M OCHOBaHH, NOCIYKHBLINE

OTKa30M B pPerucTpaliu 6HOMEAULIMHCKOTO KJIETOYHOTO
NPOIyKTa

10. Uadopmanuss o mpoBeneHHBIX U (WJIHM) TPOBOJUMBEIX B  MEPHOJ
IpEeICTAaBJIEHAs]  pe3yJIbTaTOB  MOHHMTOpHHra 0e30IacHOCTH  OHOMEIUIIMHCKOTO
KJIETOYHOTO TMPOAYKTa KIMHUYECKHX HCCIIEOBAaHHA OHOMEIMLIMHCKOTO KJIETOYHOIO
npoaykTa Ha Tepputopuu Poccuiickoit Denepanii U Ha TEPPUTOPHUH 3apyOeKHBIX
CTpaH

Crpana| HaumeHoBanue Iens CaeaeHus Konuuectso OueHka pe3y/bTaToB
OHOMETMIIMHCKOTO |  TPOBEOCHUS 00 stane NaLHeHTOoB, KJIMHUYECKOT'O
KJIETOYHOrO KJIMHUYECKOro |  KJIMHHYECKOro YUYacTBYIOHIHX B UCCIIeI0BAHUS
NpoayKTa UCCIIENOBaHUS UCCIIEAOBAHUS NpOBEACHUH 61oMeTUMLMHCKOr O
6roMeUIIMHCKO | GHOMEULIMHCKOTO KJIMHHYECKOTO KJIETOYHOTO
ro KJIETOYHOI'O KJIETOYHOTO HCCIeNOBaHUA NPOAYKTa
IPOAYKTa HPOAYKTa WIH ero | GHOMEIHLIUHCKOro
3aBEpLICHUH KJIETOYHOTO
NpOAYKTa

11. Uadopmarius O  KONMYECTBE  IALUEHTOB, KOTOPBIM  NPUMEHEH
OMOMETUITMHCKHN KIIETOYHBIA MPOMYKT Ha Teppuropuu Poccuiickoi ®Penepanuu 1 Ha
TEPPUTOPUH 3apyOexHBIX CTPaH, B KOTOPBIX pa3pellieHO €ro MeAMIIMHCKOE IPUMEHEHHE

Crpana Konu4ecTBo nauueHToB, KOTOPbIM OO61ee KOIMYECTBO GHOMETUIMHCKOrO KIE€TOYHOrO
rpMeHeH GHOMEAHLIMHCKHUI KJIETOYHBIH TPOAYKTa, TPUMEHEHHOr0 MalMeHTaM
'~ mpoayKTa

12. Mudopmaist 0 KoNW4ecTBE OMOMEAMIIMHCKOIO KJIETOYHOIO IPOIYKTa,
IOCTYNHUBIIEro B oOpameHne Ha Teppuropuu Poccuiickori ®@enmepanui U Ha
TEPPUTOPUH 3apYOEKHBIX CTPaH, B KOTOPBIX Pa3pelIeHo €ro MEAUIIMHCKOE NPUMEHEHHE

Crpana KonnuecTBO yakoBOK OHOMEIHIIMHCKOTO KJIETOYHOIO MMPOAYKTa,
IIOCTYITUBIIUX B oOpalenue




13. UndopMaiss O BBISIBICHHBIX IOOOYHBIX JEHCTBHIAX,
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HEXKEJIaTCIIbHBIX

peaKnuax, CEPbEe3HBIX HEXEJATEIBHBIX PEAKIUAX, HCNPECABUACHHBIX HEKCIATCIbHBIX
CaKIWUAX, BbISIBJICHHBIX IIPHU NNPUMCHCHUHU 6I/IOMGI[I/IHI/IHCKOFO KJICTOYHOTI'O IIPOAYKTA

Konuuectso Onucanne Uctounnk | Bospacr, Hcxon
coo0meHu# o ciryJas cO00IIeHus 0 o1 (6e3 ocioxHEHHIH, ¢
BBIABJICHHBIX BBIABJICHHOM | ITAITUCHTA OCJIO)KHCHHUSAMU,
ciydasx cilydae JeTaNbHBII HCXO0J,
HEU3BECTHO)
moOoYHOE
JICUCTBUE
HEXEIIaTCJIbHasA
peakuus
cepbpe3Hast
HCXKCHIATC/IIbHaA
peaxuus
HENPEABUACHHASA
HEXeJlaTCiibHadA
peakius
14. Mupopmaniss O TNPHOCTAHOBIEHHWH IPHUMEHEHHS OHOMEIUIMHCKOIO
KJIeTO4HOTo mpoaykTa B Poccuiickoit denepanuu
15. Uadopmaiiiss O NPUHATHIX  pPElIEHUS X O BHECEHHM  M3MEHEHHId

B MHCTPYKIIHIO 10 MPUMEHEHNI0 OHOMEJHLIMHCKOTO KJIETOUYHOIO MPOAYKTa

JlaTa BHECEHUS H3MEHEHUiA
B MHCTPYKLIHIO 10 TIPUMEHEHHIO
GHOMEUIIHHCKOTO KJIETOYHOTO
NpPOIyKTa

HN3menenns,
KOTOpbIE BHECEHb!
B MHCTPYKLHUIO MO PUMEHEHHIO
GHOMETULIMHCKOTO KJIETOUHOTO
MIPOAYKTA

OcHoBaHue /151 BHECEHHS
HU3MEHEHHU B HHCTPYKLIUIO
Mo IPAMEHEHHIO
6HOMETULIMHCKOTO KJIETOYHOTO
MPOAYKTa




