(dKTMOH) [oc3aka3s

3akynku T PY, koTopble nonanu nop 3anpeT rno Haupexumy

Toeapbl us nosuumit 1-145 MNMepeuns N2 1

Homep peectposoii 3anucu us PP 111 u cnpaska, noateepxaatowas Hanuumne CTI UK.

nJin

Homep peectposoii sanucu us PP T unn EPT1T, conepxxauieii B Tom uncne:

— cBepAeHus 06 ypoBHe paAno3/1eKTPOHHOI NPOAYKLUU, KOTOpas no noctaHoeneHnto N2 719
OTHOCUTCS K MePBOMY U/TN BTOPOMY YPOBHIO;

— MHPOPMaLMIO O COBOKYMHOM KonnuecTse 6annos 3a sbinonHeHme (0cBoeHMe) Ha TeppuTOpUM
Poccumn, EA3 C cooTBeTcTBYIOWMX ONepaLuii.

NHdopmauuto o coBokynHOM KonnuecTBe 6annoe npenocTaBnsioT, ecnm Takoe TpebosaHue
npenycmoTpeHo noctaHoenenmem N2 719, npasom EAS C. lMoaTBepxaaTh cTpaHy MpoUCXoXKaeHus
TOBapOB MOXHO peecTpOBbIMU 3anncsiMu 6e3 nHgpopmaLum o 6annax, KOTopble CPOPMUPOBaHbI 4,0
onpeneneHHo JaTbl 4N poccuiickux ToBapos us nosuuuii 139, 16, 17, 140, 141, 144 MNepeuns N2 1.

Toeapsbl us ctpad EA D C, kpome Poccum, s nosmuuii 1-145 lNMepeuna N2 1

Ceptudpukar CT-1 — no tex nop, noka He usmeHsT npaso EAS Cu He po6aBsAT nonoxeHus,
KOTOPpble NO3BONAT NOATBEPXKAATb CTPaHY UHOPMaL Ml U3 eBPa3UNCKOro peecTpa
NpOMTOBapoOB.

Meguspenus us nosuuum 3 Mepeuns N2 1 — no 31 pexkabpsa 2025 roga (OKM O2:
14.19.32.120)

Ceptudumkar CT-1.

Mporpammel ans 3 BM unu 6as paHHbix no nosuumm 146 MNMepeuns N2 1

Homep peecTpoBoii 3anucu U3 peectpa poccuitckoro nporpammHoro obecneyeHus, B TOM uncne
copepxalen nidopmauuto o cootsetcreun MO gonTpebosaHusam no noctaHosnexmio N2 325.

nJin

Homep peecTpoBoii 3anvcu u3 peectpa eBpasniickoro nporpaMmMHoro obecrieueHus, B TOM umcne
copepxaluen uidopmauuto o cootsetcreun MO gontpebosaHusm.



(dKTMOH) [oc3aka3s

3akynku T PY, koTopble nonanu nop orpaHnMuyeHme no Haupexxumy

Toeapbl us nosuumit 1-432 MNMepeunsa N2 2

Homep peectposoiti 3anucu us PPT1 11 u cnpaska, nogteepxaatowas Hanuumne CTIT UK.

nJin

Howmep peectposoii sanucn us PPT1 T unun EPTITI, conepxalieii B Tom uuncne:

— cBeJ,eHUsi 06 ypoBHE PaAn0o3/1eKTPOHHOM NPOAYKLUK, KOTopas no noctaHoeneHuto N2 719
OTHOCUTCS K MepPBOMY U/TY BTOPOMY YPOBHIO;

— MHPOPMaLMIO O COBOKYMHOM KonnuecTse 6annos 3a BbinonHenme (0cBOeHME) Ha TeppuTOpUM
Poccun, EA3 C cooTseTcTBYlOWNX ONEpaLuit.

NHdpopmaLuto o coBokynHOM KonuuecTse 6annos npesocTaBisioT, eCiv Takoe TpeboBaHume
npenycmoTtpeHo noctaHoBnennem N2 719, npasom EAD C. [NoaTBepxaaTh CTpaHy MPOUCXOXAEeHNUS
TOBapOB MOXHO peecTpoBbiMu 3anucsimu us PPT1T1 6e3 undopmauum o 6annax, kotopbie
chOpMUPOBaHbI 4,0 ONpeseneHHOM faTbl A1 POCCUINCKMX TOBapOB 13 nosuuuin 273,276,297-299,
304-306,309-312,314, 316, 318,320, 334, 354, 382,205-210,213-232, 235,241,248-251, 2,
172-179,189,362—-364,366—378,383—-388,390—415,429—-433 lNepeuns N2 2.

Toeapbl us ctpad EA D C, kpome Poccun, us nosmuumii 1-433 MNMepeuns N2 2

Ceptudumkatr CT-1 — po Tex nop, noka He usmeHsT npaso EAS Cu He pobassaT nonoxeHus,
KOTOpble NO3BONAT MOATBEPXKAATb CTPaHYy UH(POPMaL Mel U3 eBPa3nUINCKOro peecTpa
NpPOMTOBapoOB.

Toeapbl us nosuumin 362—378, 383—-388,390—-399 lNepeunsa N2 2 u mebenb
MeAULIMHCKasA, BK/TIOUYas XMPYpPruiecKyto, CTOMaTOJ/IOr M4ecKyro UWin BeTepUHapHYIo, U ee

uactn (OKM O2:32.50.30.110, 32.50.30.119, 32.50.50) — no 31 pekabps 2025 ropa

Ceptudumkar CT-1.

Toeapbl us no3uuuint 400—-415 n429-432 MNMepeuna N2 2 — no 31 pekabps 2025 ropa

Ceptudpukar CT-1.
AxT skcneptusbl T 111 unun aHanornuHbiit f,okymeHT.

[aTa n Homep foKyMeHTa, NOATBEP>KAatOLLLErO COOTBETCTBME MPOU3BOACTBA MeAULLMHCKUX

uspenuvi tpe6oBannam FTOCTISO 13485-2017.



(adKTHMOH) [oc3aka3s

3akynku T PY, koTopble nonanu nop orpaHnMyeHme no Haupexxumy

JlekapcTBeHHble NnpenapaTbl U3 nosuuun 433 lNepeuns N2 2

Homep peectposoii 3anucu us PPT1 11 u cnpaska, noaTeepxaatowas Hanuumne CTIT UK.

nJin

Ceptudpukar CT-1 no 3akynkam, usselleHue, npuraatleHne no KOTOpbIM ony6ANKOBaHbI,
KOHTPaKT C eAnocTaBLmKoM 3akntoueH no 31 pekabps 2025 ropa.

nJin

Homep peectposoit sanucu us PP unn EPTIT, conepxalyeit B Tom uncne nucdpopmauuto o
COBOKYMHOM KonuuecTee 6annos 3a ebinonHeHue (oceoeHune) Ha Tepputopun Poccun, EASC
COOTBETCTBYIOLLUX OMepauni.

NHdpopmauuto o coBokynHOM KonnuecTBe 6annos npenocTaBasioT, eCnm Takoe TpebosaHue
npenycmoTtpeHo noctaHosnennem N2 719, npasom EAD C. KonunuectBo 6annos 4,0nXHO COCTaBNAATD
WNM NpeBbILLaTh 3HaUYeHue, onpegeneHHoe noctaHoBneHnem N2 719, npasom EAS C. Ecnm ectb
ocobble Tpe6OBaHUA 47151 FOC3aKYMOK, BbIMONHUTD UX.

neKapCTBeHHble npenapaTbl, BCe CTagUU NPOU3BOACTBa KOTOPbIX BbiMOJIHEHDbI Ha

Tepputopun EA 3 C, u3 nosuuun 433 lNMepeuns N2 2

L oxkymeHT oT MuHnpomTOpra co cBef,eHUsAMM O CTaAUAX TEXHONOrM4eCKOro npoLecca
NpPOu3BOACTBa NeKapCcTBa 415 MeULUHCKOrO MPUMEHEHUS, KOTOpPble BbIMOJIHEHbI HAa TEPPUTOPUM
EA3C. B Tomuucne o ctaamax nponssoncTBa MoneKysibl AeACTBYIOLLENO BELLLECTBA
cpapmaueBTUUECKOM CybCTaHLMN.

MpoaykTbl 3 nosuunit 434-465 lNMepeunsa N2 2

HaumeHnosaHue CTpaHbl MpONCXOXAEHNA TOBapa.

Mpoayxuus uz nosuumit 1-433 Mepeunsa N2 2, undpopmauus o kotopoii e PPN T

OTCyTCTBYEeT

HaumeHoBaHwMe cTpaHbl nponcxoxaeHus Tosapa. [lelicTeyeT, ecnu 3akasuuk aeknapupyet
otcyTtcTBue Toeapa B PPI1T1 B useeweHnn.



