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Cy06beKTbl 06paLeHus
MVIHI/ICTepCTBO 34paBOOXpaHeHNA

Poccuiickoii Pepepauum NeKapCTBEHHbLIX CPeACcTB
®EAEPANTBHAA CNYXXEBA MO HAL30OPY r
B CPEPE 3[IPABOOXPAHEHMNA TepputopuanbHble opraHbl i

(POC34PABHAL3OP) depnepanbHOM cnyX6bl N0 HAA30pY B

CnaBsaHckasa nn. 4, ctp. |, Mocksa, 109074 chepe 3,D|paBOOXpaHEHI/IFI
TenedoH: (495) 698 45 38; (495) 698 15 74

OpraHu3aLmm, ocyLLecTBSALLME
3KCMepTM3y KauecTsa
Ha No ot NeKapCTBEHHbIX CPEACTB

r "

O HeobX0ANMOCTHU U3bATUSA
NeKapCTBEHHOro npenapata
«Kcapento®» («Xarelto®»)

MeanumnHcKne opraHunsaunm

OpraHbl ynpaBneHus
34paBoOOXpaHeHeM CyObeKTOB
Poccuiickoin depepaumm

depfepanbHan cnyxba no Haa3opy B cepe 34paBOOXPaHEHMSA HAa OCHOBAHWUMW CBEAEHWIA,
npepocTtaBneHHbIX AO «BAVIEP», co06LaeT 0 HeoO6XOANUMOCTU M3BLATUA NTIEKAPCTBEHHOIO
npenapaTta «Kcapento®» cepun BXJIGAN3, MMeloLlero MapKUpOBKY Ha TYpeukKoMm A3blke
(Ha ynakoBKe TOProBoe HavMeHOBaHMe yKa3aHo B pegakumm «Xarelto®»).

Mo wuHdopmaumm AO «BAMEP» cepusi BXJ6AN3 [JaHHOrO NeKapCTBEHHOIO
npenapara BbiNyLWeHa MPOU3BOAUTENEM [N peanusauum Ha Tepputopumn  TypeLKoi
Pecny6/imkn, ee BBO3 Ha Tepputoputo Poccuiickoit defepaunn n obssatenbHas npoueaypa
NOATBEPXKAEHUA COOTBETCTBMA B YCTAHOB/IEHHOM MOPAAKe HE OCYLLECTBNAMUC.

depepanbHaa cny>kba no Haa3opy B cepe 34paBOOXpaHeHUs npepniaraet cyobekTam
00palleHNs NeKapCTBEHHbLIX CPeACTB, BK/OYad MeAULMHCKME oOpraHusauuu, MpoBecTu
MPOBEPKY HanMums ynakoBOK YKa3aHHOW Cepumn IeKapCTBEHHOr0 CPefcTBa, O pesysbTaTax
KOTOPOI MH(hOPMMNPOBATbL TEPPUTOPUA/bHBLIV opraH Poc3gpaBHaa3opa.

TeppuTopranbHbiM opraHam Poc3gpaBHaz3opa 06ecrneynTs KOHTPOb 3a BbISBNEHUEM
N U3bATMEM M3 0OpaLLeHNsA YNAaKOBOK YKa3aHHOW Cepum NIeKapCTBEHHOIO CpeAcTBa.

O pesynbTartax NpoBeAeHHOM paboTbl MH(OpMMpoBaThL Poc3apaBHaA30p.

Bpuo pykosoautens [.1O. NaBntoKoB

E.A. JlavaHoBa 8 (499) 578-01-88



