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O6 yrBepxaenun
nepeiHs CBeeHNH, HAHOCUMBIX HA MEPBUYHYIO YNaKOBKY, BTOPHYHYIO
YIaKOBKY OHOMEXHUMHCKHX KJIETOYHBIX MPOAYKTOB U TPAHCNIOPTHYIO Tapy,
B KOTOPYIO NoMeleH OHOMEAHIMHCKHI KJIeTOYHbIIi NpoaAyKT

B coorBercTBUMM ¢ wacThio 1 cTaThu 36 DenepalbHOrO 3aK0HA OT 23 UIOHS
2016 r. Ne 180-®3 «O OMOMEIUIIMHCKHX KJIETOYHBIX npoaykrax» (Cobpanue
3akoHomarenbcTBa Poceuiickoit Oenepanuu, 2016, Ne 26, ct. 3849) u noanyHKTOM
5.2.207* IMonoxenus o MunucrepcTBe 31paBooxpanenus Poccuiickoii Deneparum,
YTBEPXKICHHOro  moctaHoBieHHeM [lpasutenscrBa Poccuiickoii Denepanun
oT 19 urong 2012 r. Ne 608 (Cobpanue 3axoHomarensctBa Poccuiickoit Deneparum,
2012, Ne 26, ct. 3526; 2013, Ne 16, cr. 1970; Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33,
CT. 4386; Ne 45, ct. 5822; 2014, Ne 12, cr. 1296; Ne 26, ct. 3577; Ne 30, cr. 4307;
Ne 37, c1. 4969; 2015, Ne 2, cT. 491; Ne 12, ct. 1763; Ne 23, cr. 3333; 2016, Ne 2,
cT. 325; Ne 9, ct. 1268; Ne 27, cr. 4497; Ne 28, ct. 4741; Ne 34, cr. 5255; 2016,
Ne 49, c1. 6922; 2017, Ne 7, cr. 1066), npuka3pIiBalo:

YTBepauTe npunaraeMslii nepedeHs CBE/ICHHH, HAHOCHMBIX Ha NEPBHYHYIO
YNaKoBKY, BTOPHYHYIO YNaKkoOBKy OHOMENMIIMHCKUX KJIETOYHBIX [POAYKTOB U
TPaHCTIOPTHYIO Tapy, B KOTOPYIO OMELIEH OHOMEIUIHHCKUN KIIeTOYHEIH IIPOJYKT.
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VTBepixaeH npukazom
MunucrepcTsa 31paBooxpaHeHus
Poccuiickoii ®enepanun
oT «3 {» }uz«‘{)fvw-‘i 2017 . Ne 445 4

Ilepeuens cBenenmii,
HAHOCHMBIX HA NEPBHYHYI0 YIAKOBKY, BTOPHYHYIO yHIAKOBKY GHOMEIHIMHCKHX
KJIETOYHBIX MPOAYKTOB B TPAHCIIOPTHYIO Tapy,
B KOTOPYI0 NoMelleH OMOMeARUMHCKHIL KJI€TOYHbIH NPoayKT

1. Ha nepBH4HY!O ynakoBKy GHOMEIHIMHCKOTO KIETOYHOIO IPOAYKTa XOPOIIIO
YHTaEMbIM IPU(TOM Ha PYCCKOM SI3BIKE HAHOCATCS CIEAYIOLHME CBEICHUS"

a) HAaUMEeHOBaHUe OUOMEUIIUHCKOT0 KJIETOYHOTO IPOJIYKTa,;

0) ToproBoe  HaMMEHOBaHHE OHOMEQUIIMHCKOTO  KIETOYHOIO IIPOJyKTa
(yxasbIBaeTcs, eClId IPUCBOEHO);

B) TUN OMOMEMIIMHCKOT0 KIIETOYHOIO TpoayKTa (ayTONOTHYHBIIA, aJUIOT€HHBIH,
KOMOMHUPOBaHHEIH);

r) coco6 U KpaTHOCTh IPHMEHEHHS GHOMEIUIHHCKOTO KIETOYHOo IIPOAYKTa,;

) laTa TNpPOU3BOACTBA M CPOK TOLHOCTH OHOMEIUUHMHCKOIO KJIETOYHOI'O
MPOAYKTa, OIpPE/ENEHHBIH KaleHAapHOH natod. B ciydae ecnmm cpox romHocT
6MOMENMIMHCKOTO KIETOMHOro MPOJAYKTa COCTaBIfSeT MeHee 15 CYTOK, CBEJIEHMS,
YKa3aHHBIC B IIEPBOM IPE/UIOKECHUH HACTOSIIErO MOMIYHKTA, HOJDKHBI COAEPXKATb
ykasaHue Ha BpeMi (B 4Yacax M MHHYTax) HpOU3BOACTBA OHOMEIMIIMHCKOTO
KIIETOYHOTO NpOAYKTa M BpeMs (B 4acax M MHHYTaX) OKOHYAHHSA CPOKA TOJHOCTH
OMOMEMIMHCKOTO KIIETOYHOTO POIYKTA;

€) HaAIucs «JInsl  MOKNMHMYECKHX HCCIeNOBaHMM» Wi «JUIs KIMHHIECKHX
UCCIIEIOBaHUM» (ecii OHMOMEIUIMHCKHE KJI€TOYHBIH NPOOYKT IIpeAHA3HAYeH IS
NPOBEACHHS NOKINHUIECKUX HUCCIEOBAHUH WM KITMHIYECKHX MCCIE0BAHHIA).

B ciy4yae eciu o6beM HepBHYHOM yHAaKOBKH GHOMEIMIMHCKOTO KIETOYHOIO
NPOAYKTa COCTAaBISET MeHee 2 M, CBEJIEHMS, YKa3aHHEIE B MOAIIYHKTAX «B» M «I»
HaCTOALIETO ITyHKTa, MOT'YT HE HAHOCUTHCA.

2.Ha sBropuunylo (HOTpe6UTENBCKYIO) YNaKkoBKy  OHMOMEAMIHMHCKOIO
KJI€TOHOr0 IPOAYKTa XOPOLIO YHUTa€MBIM IIPU(TOM HA PYCCKOM SA3BIKE HAHOCATCH
CleAyIOLIHe CBEIEHUS:

a) HauMeHOBaHWe OHOMEAULIMHCKOTO KIIETOYHOIO IPOJYyKTa;




2

0) ToproBoe  HaWMEHOBaHHME OGUOMEAHIMHCKOTO  KJIETOYHOTO IIPOAYKTa
(yKasbIBaeTcs, ecili IPHUCBOEHO);

B) THUIl GHOMEIMIMHCKOTO KIETOYHOIO IPOIYKTa (ayTOJOrHYHEIA, aJVIOT€HHBIH,
KOMOUHHUPOBaHHEIH );

I) HAUMEHOBaHMS  JIEKAPCTBEHHBIX  MpPENapaTtoB IS MeIUIMHCKOTO
NPUMCHEHUS, BXOAAIMX B COCTaB OGHOMEIMIMHCKOTO KIETOYHOTO IIPOIYKTA
(MeXyHapoHble HeTlaTeHTOBaHHbIE, WIIH TPYIITHPOBOYHbIE, WA XMMHUYECKHE), NaThl
M HOMEpa PErUCTPAalMOHHBIX YIOCTOBEPEHHH JIEKApCTBEHHBIX IIPENapaToB IUis
MEIUUMHCKOr0 MPUMEHEHNS;

1) HAMMEHOBAaHHS ~ MENMUMHCKUX  M3JeNuii, BXOAAIMMX B  COCTAB
OHOMEJMIMHCKOTO KJIETOYHOr0 MpPOXYKTa, NaTsl M HOMEPa pPerHCTPAlMOHHBIX
YZIOCTOBEPEHUH Ha MEAUIIMHCKHE U3/IEIIHS,

€) HaMEeHOBaHHUe BIIaJeNbIa PETUCTPalHOHHOIO YIOCTOBEPEHHS
OHOMEIMIIMHCKOTO  KIIETOYHOrO MpPOMYKTa, JAaTa H HOMEp PEeruCTpalOHHOro
YAOCTOBEpeHHs OMOMEIUIIMHCKOTO KIETOYHOTO HPOIYKTa;

’K) HANMEHOBAHUE POU3BOUTENS GHOMEAMIIMHCKOTO KIETOYHOTO POAYKTA;

3) CIIOCOG ¥ KPaTHOCT MPUMEHEHHs GHOMEAMLMHCKOTO KIIETOYHOTO PO/YKTa;

M) laTa TNPOM3BOACTBA M CPOK TOAHOCTH GHOMEIHUMHCKOrO KIETOYHOTO
NpOAYKTa, ONpPE/eICHHBIA KajleHAapHOH natod. B ciywae ecnm cpok rogHoctu
OHOMEIHLUMHCKOTO KJIETOYHOr0 HpPOXYKTa COCTAaBNSET MeHee 15 CyTOK, CBeeHHs,
yKa3aHHBIE B TI€PBOM NPEMIOXCHHH HACTOSIIErO MOJIIYHKTA, AOJDKHEI COZEPIXKaTh
yKazaHue Ha BpeMs (B 4acax M MHHYTax) MPOU3BOACTBA OHOMEIMUIMHCKOTO
KIIETOYHOrO MPOAYKTa ¥ BpeMs (B Yacax M MHHYTaX) OKOHYaHHWs CPOKAa T'OAHOCTH
OHOMEMIIMHCKOTO KJIETOYHOTO IPOYKTa;

K) YCIIOBUS XpaHEHHs GHOMEIHIIIHCKOTO KIETOYHOTO IPOAYKTa;

J1) JaHHBIE O CTEPHUIBHOCTH GHOMENHIIMHCKOTO KJIETOYHOTO IpOAyKTa W
HaIMYMH UHQEKIHOHHBIX AareHTOB B OHUOMENHIMHCKOM KJIETOUHOM OpPOAYKTE
(Mukorurasma  (o6mias), BUpyC ~HMMMyHoAedHMUHTAa  YeloBeka 1, Bupyc
MMMYHOZIeDHIIUTA denoBeKa 2, BUpyCc rematura B, Bupyc remarura C, Onemmas
TpenoHeMa, HHble HH(EKIMOHHbIE areHThI);

M) Hafmuch «Jlns MOKJIMHMYECKMX HCCe0BaHMi» Wi «JUis KIMHMYeCKHX
MCCIeIOBaHMi» (eciu GHOMENMIMHCKMI KIETOYHBIH MPOAYKT NpefHA3HAYEH Is
NPOBEACHHA NOKITMHHIECKUX UCCIeJOBAHNA MIIM KITMHUYECKUX MCCIEN0BaHMi).

3. Ha TpaHCTIOpTHYIO Tapy, B KOTOPYIO NOMeIIeH GHOMEIMUMHCKAN KIeTOTHBIIH
MPOAYKT, XOPOLIO YHTAaeMbIM LIPHU(PTOM HA PYCCKOM A3BIKE HAHOCATCA CIEAYIOLIHE
CBEHCHUA:

a) CBEIeHUsl, YKa3aHHKIE B MIOANYHKTAX «a», «6», «e», «K», «3», «H» IYHKTa 2
HACTOSILETO IEPEYHSI;

0) yCIIOBHUS TPaHCIOPTUPOBKHY;




B) MpelyHpeIUTebHblE HANMMCH W MAaHHUIYIALHOHHbIE 3HAKH (u306paxenus,
YKa3bIBAIOIME Ha CIIOCOOBI 00paleHus ¢ Ipy30M) («BepX», He KAHTOBATHY, «bepeun
OT COJIHEYHBIX JIy4eil» U UHbIE).

4. B cnysae ecnu GHOMENMLUMHCKHE KISTOHYHBIC [POTYKTHI IpeaHa3Ha4Y€HbI
HCKIIOYHTENBHO JUI JKCIIOPTA, MX MEPBHYHAs YNAaKOBKA, BTOPMYHAS YIAaKOBKA M
TPaHCIIOPTHAsA Tapa, B KOTOPYIO IOMEIIAIOTCA TakKWe OMOMEIUIIMHCKHE KIETOYHBIE
MPOJYKTHI, MAPKUPYIOTCS B COOTBETCTBHH C TPeGOBAaHMAMH CTPaHBI-UMIIOPTEpA.




