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Bcem 3aMHTEPECOBAHHbBIM JIMLIaM

YBaxaeMble napTHepb!

Crnenys pexomennauuyn ®enepanbHoii AHTUMOHONONBHOM CiryskGbl, KOMIaHHei Canodu GbUIO NPUHATO PELIEHHE CHU3MTHL UEHY Ha
Henaxuu®. TpesenbHas ueHa peructpauns Gbiia M3meneHa c 1 asrycra 2018 roga ana cnenyromux gopma Buirrycka:

Ne |Toprosoe ex. hopma/ nosuposka/ ynakopka |Kosi-Bo B notpe6. ynakoske Mpeaesibhan uena F.Iam PErHCTPAUMH
HAMMEHOBAHH perncTpaunu, pyo. 6es |ueHn:
3 HIAC
1 Jlenakun® /Tnogunuzar uis NpUroToBieHNs Djiakomb! (4) - nauku 631,24 25.07.2018
PacTBOpa /Uil BHYTPMBEHHOTO BBE/IEHHS |KAPTOHHBIE /B KOMILIEKTE C
400 mr (B KOMITIEKTE C PaCTBOPHTENIEM). [pacTBOpHTEEM (aMTylibl) 4
Mn - 4 wr.
2 Jlenakuu® TaGneTky, NOKpbITLHIE 100 342,24 25.07.2018
oHTepuk 300  [kMeyHopacTBOpuMOit oGonoukoit, 300
Mr
3 denaxun® TaGnerxu nposioHrupoBanHoro 30 189,60 27.07.2018
XpOHO neicTBYA, NOKpbIThiE 060sI0uKoi, 500
Mr
4 |enakuH® TabneTku 1poaoHrupoBaHHOro 100 534,76 27.07.2018
XpOoHO JieficTBISA, MOKpPBITHIE 0605104k, 300
Mr

Kauectso npenaparos Jeniakun® 0cTaeTcs HEM3MEHHO BLICOKMM M COOTBETCTBYET CTaHAApTaM Hajylexauieil 1pakTHKY NpOM3BOACTBA
(GMP) u BHyTpennuM TpeGoBaHuaM komnauun CaHO(H-ABEHTHC rpynn. Ilpoussoacteo npenaparos Jlenakuu® npofomkaeTcs Ha 3aBojax
Canxodu B Esporie.

OGpawaem Bauie BHMMaHMe Ha TO, 4TO DenEPaNbHON AHTHMOHOMOJBHOM cnyxGoit 29 Hions 2018 roga omy6nukosano ITucemo
NALY49132/18 «O ®OPMHUPOBAHUM OTITYCKHBIX LIEH HA JIEKAPCTBEHHBIE ITPETAPATBI, BKJIFOYEHHBIE B ITEPEYEHb
JXHBJID» 3a NOANMCHEO CTAll-CEKPETapA-3aMECTHTENA PYKOBOAHTENS Denepanbhoii AntuMoHononsHoit Ciyx6bt A.FO.Llapukosckoro. B
AAHHOM [MCHME B IYHKTC 2, HMEIOTCA PAIbACHEHUA O JCHCTBHAX YHaCTHHKOB TOBApONPOBOAALLEH LEnH B CIIy4a€ CHHMIKEHHUS IpeleNbHbIX
OTILYCKHBIX LIEH PErHCTPaLMK NPENapaToB, BIUTIOYEHHbIX B riepedeHs XHBJIIT:

«Ecnu nexapcTBenHbiii npenapat, skmovennbii B [lepeuens JKHBJIIL, Gbin peanusosan [POM3BOAMTENIEM /10 BHECEHHA U3MEHEHHMI B
Peectp ueH, B 4acTv CHWXEHMS NIPEAENBHOM OTIYCKHON LEHB HA COOTBETCTBYIOLIMA JICKapCTBEHHbIH MIpenapar, Ipu 3TOM B PEECTpOBOit
3aMCH 3TO CHIDKEHHE OTpaxcHO B rpade "Jlara peructpammm ueHbl (N pewenust)” kak oTMetka "cHux", [PH pealM3alMy 3TOro
JIEKApCTBCHHOTO Mpenapara OpraHM3alyelt oNTOBOH TOProB/IM H (WIH) OpraHuM3auMeil POHHYHOM TOPrOBIIM JIEKAPCTBEHHBIMM npernaparamu
(Bceif TOBapoNpPOBOAALIEH LENOYKOH peanu3aLuM 3TOro JIEKapCTBEHHOTO Mpenapara) B COOTBETCTBHM C 4acibio 2 Craibi 63 3akoHa 00
obpalleHHH JIEKapCTBEHHBIX CPEACTB (JOPMHPOBAHUE OTILYCKHOM LICHBI (B TOM HMCIE pasMep OITOBOH M PO3HUYHON HAA0ABKM) B yKa3aHHOM
Cly4ae OCYWUECTBJIIETCA MCXOUA M3 (AKTMHECKOH OTIYCKHOH LEHbl NPOM3BOIMTENA NEKAPCTBEHHOO niperiapara, HE MpeBblLIAOILEi
3aperMCTPHPOBAHHYIO MPE/CILHYIO OTIYCKHYIO LIEHY NPOH3BOAMTENIA JIEKAPCTBEHHOIO NpENapaTa Ha JaTy PEeallu3alii 3TOro JIeKaPCTBEHHOID
npenapara 1poM3BOAUTENIEMY,

IMonpo6Ho o3HakoMuThes ¢ [TMcEMOM Bbl MOXETE Ha caiite DesepanbHoii AHTHMOHOIONBHOM CilyKObI.

hups:/solutions. fas.gov.ru/ca/upravlenie-kontrolyassutsialnvas fervci-largon li/ats-49 y

PykoBogutens oraena no paGore ¢ AUCTPHOLIOTOpaMH,
B.M.Mapkosuy

B ciyuae BO3HUKHOBEHUS I0NONHHUTEIILHBIX BONPOCOB, NOXaTyiCTa, 0Gpammaiitecs:

Ilo Bonpocam xavecrsa:

IMo Bonpocam kavecTBa, cneayer oGpaIaTbCs B OTIAE Ka4eCTBa: QARU @sanoli.com

Ilo Bonpocam dapmakoGesonacuocTu:

3anpocsi, ceasaHHble ¢ MEdopMauKeli 0 papMakoBe30oNacHOCTH MPOCHM aApEcOBaTh B OT/EN tapmakobe3onacHoCTH:
Pharmacovigilance.RU(@Sanoli.com,

3a meauuunckoi nudopmauneii cienyer oGpauarsca B AO «Canodu Poccusy no snextporHomy aapecy Medinfo.Russiar sanofi.com

unu no tenedony +7 (495) 721-14-00

AO «Canodhn Poccusi»
Aapec : 125009, Mocksa, yn. Teepckas, 22. Ten : (495) 721-1400. dakc : (495) 721-1411. www.sanofi.ru



