SANOFI

Bcem 3aUHTCPCCOBAHHBIM JIMLIAaM

VBaxkaeMsble apTHepb!

Cnenys pexomennauuy PenepaibHoii AHTHMOHONONBHOM Ciyx6bl, KOMIaHHeid Canodu GbUT0 NPUHATO PElICHHE CHM3MTEL LiEHy Ha
InaBukc® B hopme Bhimycka 75 mr 28 TabeTok.

Hosas npeaenbhas newa peructpaunu scrynina B aefictsue 30 mosa 2018 roaa u cocraBnser:

N Toprosoc ; N S . . IMpcacavuan nena

[Ne RAnEnGea e Tek. opma/ ao3upoBka/ ynakoBka Koa-Bo B noTpe6. ynakoske peructpamun, 6es HAC
® TabneTku, nokpsiTeie nieHouHOM 060n04KOl, B {TaGneTkn, MOKPBIThIE MICHOYHOIA .

! Tnasuxc [mo3upoBke 75 Mr o6onouKkoit, 75 Mr. 2 no 14 Tabrerok 763,28 pyoneit

Kauectso npenapara [nasukc® ocTaercs HEM3MEHHO BBHICOKHM M COOTBETCTBYET CTaHJAPTaM HaUlEXxaulel NPaKTUKH NIPOH3BOACTBA
(GMP) u BHyTpennuM TpeGoBaHusM komnanuu CaHodu-ABEHTHC rpyni. [TpoussoacTso npenapara ILiaukc® nposomkaercs Ha 3aBoxax
Canodu B Espore.

OGpawaem Balle BHUMaHHE Ha TO, 4TO DelepaibHON aHTHMOHONOBHOM cyxGoit 29 Hions 2018 roxa ony6nuxoBaHo [lucemo N
ALY49132/18 «O ®OPMHUPOBAHWM OTITYCKHBIX LJEH HA JIEKAPCTBEHHBIE [TPETIAPATBI, BKIHOYEHHBIE B IEPEYEHD
JXHBJII» 3a noAnmuceio Crau-CeKpeTapA-3aMeCTHTENsl PyKOBOAUTENS ®enepanbhoit AntumoHononbHoi Cryx6er A.JO.Lapukosckoro. B
AaHHOM IIMCBME B MYHKTE 2, MMEIOTCA Pa3biCHEHHS O ACHCTBMAX YYaCTHMKOB TOBApONPOBOJALLEH LENU B CIly4ae CHIKEHHs! MPENENbHBIX
OTIYCKHBIX LIEH PErHCTPALMH IIPENapaToB, BKIIOYEHHBIX B riepedens JXHBJIII:

«Ecnu nekapcTsennblii npenapar, Bkmouennbii B Iepeuens JHBJIIL, 6out peaM30BaH [POM3BOAMTEIIEM JIO BHECEHHS W3MEHEHMit B
PeecTp LeH, B 4acTH CHIDKEHHS NpPEAC/BHOM OTITYCKHOH LIEHBI HAa COOTBETCTBYIOLMiL JIEKapCTBEHHBIH NIpEnapar, IpH 3TOM B PEECTPOBOit
3alMCH 3TO CHIDKCHME OTpaxcHO B rpape "[lara peructpaumu uewst (N pewenus)" Kak oTMETKa "CHIK", [PpY peaM3allH 3TOro
JIEKapCTBCHHOrO npenapaTa OpraHM3aUMe OITOBOH TOProB/M M (WIM) OPraHW3alMell PO3HHUHON TOPrOB/HM JIEKAPCTBEHHBIMHU npenaparamMu
(Beeit ToBaporpoBOAALIEH LEMOYKOH PeaTM3ALMK 3TOO JIEKAPCTBEHHOIO TpPEnapara) B COOTBETCTBUH C 4acTbio 2 crarbd 63 3akoHa 06
06palUeHHH JIEKAPCTBEHHBIX CPEACTB (JOPMMPOBAHUE OTIYCKHOM LEHb (B TOM 4HC/E PasMep ONTOBOH U PO3HMYHOMN HaAGABKH) B yKa3aHHOM
Clly4a€ OCYWIECTB/LIETCA HCXOAd M3 (JaKTHYECKOH OTNYCKHOM LEHBI IPOM3BOAMTENS JIEKAPCTBEHHOLO fpenapara, He MpeBblLIaOLIEi
3apErMCTPHPOBAHHYIO NPEACNBHYIO OTIYCKHYIO LiIHy NPOM3BOAMTEIA JIEKAPCTBEHHOIO NPENapaTa Ha [aTy PEaIU3aUMH 3TOro JIEKAPCTBEHHOo
Tipenapara NpoM3BOAUTENEM).

HoapoGHo o3nakoMuTbCA ¢ TTHCLMOM BBI MOXETE Ha caitTe PeepansHOH AHTHMOHONONBHOI Cryx6bi.

hitps://solutions.fas.gov.ru/ca/upravlenie-kontrolya-sotsialnoy-sfery-i-torgovli/ats-49132-18

PyxoBoautens otaena no paGore ¢ AUCTPHOBLIOTOpaMH,
B.HN.MapxkoBuu

B ciiyuae BO3HHKHOBERVS 10TIOJIHHMTENBHBIX BONPOCOB, HOXayiicTa, oGpamaitrecs:

Ilo Bonpocam kauecrsa:

Tlo Bonpocam kauecTBa, ciieyeT 0GpaIlaThes B OT/AEN KAYECTBa: QA.RU@sanofi.com

o Bonpocam dapmakoGesonacuoctu:

3anpocsl, cBa3aHHble ¢ HHGOPMalKEH 0 apMakoGe30NACHOCTH POCKM APECOBATH B OTAEN tapmaxoGezonacHocTH:
Pharmacovigilance.RU@Sanofi.com.

3a meauunnckoi undopmauneii cnenyer o6pamartscs 8 AO «Canogu Poccus» no 3MeKTPOHHOMY anpecy Medinfo.Russia@sanofi.com

wiy 110 Tenedony +7 (495) 721-14-00

AO «CaHodu Poccus»
Aapec : 125009, Mockea, yn. Teepckas, 22. Ten : (495) 721-1400. dakc (495) 721-1411. www.sanofi.ru



