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Zonax®/Zodac® kanan 1as npuema suyrps 10 mr/ma
{Hernpizun/ Cetirizine}

Cnocob coobuenin 0 HENCETAMETHHIX PEAKYUAX ORNCAN 6 pazoere 4 AUcmKa-exiadbiua.

Ieped npuesos npenapama noAHOCMLIO NPOYUMGUME AUCTMOR-EKTA0BIU, NOCKOTHRY & HeM
COOEPNCAMEN BANCHBIE ONR BAC CELOCHUA.

Coxpanume AUCMOR-6KAAOBI, BOIMONCHO, 6aM nompedyemes npovumams e20 euje pas.

Ectu y 6ac G0INUKIU QONOINNMEREHRE €ONPOCHL, 0bpamumecs K ieuaquemy 6pavy un
pabomnuxy anmenu.

lpenapam nasnaven umenno eaw. He nepedasaime e2o opyzum mioosm. On moxcem
HAGPEOUNH UM, OGNCE €CIU CUMPIMOMBE 1X 3ADONCEANUR COBNAO@OM € SUUUMY,

Echu y 6ac 60IMUKTN KAKNE-TUGO HEMCEIAMEIBHNE PEAKuY, 0Gpamumects K Aevaujemy
epawy wwu pabomruxy anmexu. JJannas pexoMenoawus pacnpocmpansemcs wa sobuie
BOIMONCHBIE HENCEAAMEILHBIE PEARKYUL, & MOM YUCAE HA HE NEPERUCIENNbIE 6 pasoeie 4 MucmKa-
GRIAObLIUA.

Iepeo npuesmom npenapama nOIKOCMSIO RPOYUMAUME TUCTOK-BRKAAORIL, NOCKOALKY 6 HEM
COOEPICAMCR GANCHBIE TR 6AC CECOCHUA.

Beesda npunumaiime npenapam 6 mounocmu ¢ AUCMKOM-BRIAOBIUEM URL PEXOMEHOQYURMU
AeYawezo Epana WA pabomrura anmexu.

Coxpanume rucmor-griaoniu. Bosmoxcno, sam nompedyemes nposumams €20 euje pas.

Ecau sam wyacns OONOIRUMENLHHE CECOCHUR WIW PeROMeHoayuu, oOpamumecs K
PaBomuuxy anmesu.

COJAEPKAHHE JIMCTKA-BKJIAJIBILIIA

1. Yro u3 cebs npeacrasnser npenapar 304ak”, | U1 9Cro ero NpHMENsIoT,
2. O uem ceayeT 3HaTh Nepeil npHeMom npenapara 3o1ax”.
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4. BO3MOXKHBIC HEKENATENLHBIE PeaKIHK. """‘“;Eé’ﬁ‘fs‘,ﬁt,?ﬁ BEJAPYCH
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6. CofepxumMoe YIakoBKH i POYHE CBCACHHA.
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1. MTO TAKOE 30/IAK® H /L/IsS1 YHEI'O ET'O INIPHMEHSIOT

Jonax™ copepmxut aeficTRYIONEE  BEHIECTRO  UETHPHIMHA  JHIMJAPOXJIOPHIL,  ABISETCH
NPOTHBOUICPIHYMECKHM CPEACTBOM, G10KATOPOM PEUEHTTOPOB MCTAMIHA.

[TpuMeHeHHE NPENapara MOKa3aHo Y B3POCAbIX B ACTEH ¢ 6 Mecaien s o0/eryenns:
- HA3ANLHBIX H IIA3HBIX CHMITTOMOR KPYTIONOAHYHONO (MEPCHCTHPYIOUIEIO) H CEI0HHOTO
(MHTCPMHTTHPYIOIUICTO) AMACPIHHCCKOIO PHHHTA M AUIEPIHYECKOr0 KOMLIOHKTHBHTA!
3y /18, YHXAHBA, JWTOAKECHHOCTH HOCA, PHHOPEH, CIEI0TEHEHHA, THNEPeMHH KOHBIOHKTHED,

= CHMITOMOB XPOHHYECKOIT HAMONATHYECKOH KPaIMBHHILLL.

!!nuuegeuge Y ]Ig[!!! or 6 A0 12 MECHIIEE BOZMOKHO TOJILKO 110 HAZHAYMCHNIO Bpaua i 1101
Ll CAHIMHICKHM KOH em!
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EC/m ¥ BaC HMCIOTCA BONPOCKE 110 MEXAHH3MY AeHCTBHA IPENApaTa HAH O TOM, UTO HOHEMY BaM
GBIl HATHAYCH TOT JIEKAPCTBEHHBIA Npenapar, oOpaTHTECh K CBOCMY JIeHallieMy Bpaty.

' AK'
2. O YEM CJEJAYET 3HATb IEPE/L HWMW.

MUHHCTEPCTBOM SAPABOOXPAIRHHA
He npunmvaiite npenapar 3o1ak® : PECTIYBIMKH BEAAPYCH

[lpssas o

- €CIIH ¥ BAac NOBLIUCHHAA YYBCTBHTCALHOCTE K 1L PWW“”
MPOH3BOAHBIM [THIIEPAINHA, A TAKKE K J A
NEPEHHCICHARIX B pazjaenc 6;

- @C/M Y BAC TEPMHHANLHAA CTAIHA MOYCUHOH HCAOCTATOYMHOCTH (KIHPCHC KpeaTHIHHA
<10 ma/Mun);

- B CIydYae JETCKOro Bospacta o 6 Mecsaues (BBMAY OIPAHHYEHHOCTH JaHHBIX 10

spdexTuBHOCTH 1 GEIONACHOCTH NPHMCHCHHSA).

APYTHM
1ECTB,

Ocolnie YKA3AHNS H MEPbI IPEAOCTOPOKHOCTH

Ilepen npuMenenuHeM nupen a 3onax®  OpoKOHCYNBTHPYHTECH C JICYAIHM BpPauoM HIH
pe
pabOTHHKOM AITEKH €CIH:
-y BAC MMEETCH XPOHHYCCKAA M0YeqHas HEeJOCTATOMHOCTDL (IPH KAHWpEHce KpeaTHHHHA

> 10 m/mus Tpedyercst KoppeKiis pekHMa 103HPOBAHNA);
- BBl ABISETECH MAIMEHTOM MOXKIOIO BOIPACTa CO CHHAKCHHOH KIyOOuKOBO#H
puasTpanuci;
- BBl CIpajgere HMMiencHeli WM SBANCTECH NANMEHTOM € MOBLILCHHOR CYIAOPOXKHOMN
FOTORHOCTEIO;
- BBl HBANCTCCH NAUMEHTOM C MpeApacronaraiomMi (GakTopaMH pasBHTHS AUCPAKH
MOYH.
PekOMEH/IOBAN0 CODMIOAATE OCTOPOKHOCTE TpH npuvenennn 3oxaxk™  ojHOBpeMenno ¢
ANKOTOJIEM, TAK KaK 3T0 MOKCT IPUBECTH K NOBBINEHHON COIIHBOCTH,

Hdern
IMepen npumenensem npenapata 3omak™ y zercit 8 Bospacre o | roma HeoDXOAMMO
MPOKOHCYILTHPOBATLCA C JICHAIIHM BPA4OM,

Jlpyrue upenaparui u npenapart 3ogak®
Coobmure neyamieMy Bpavy win pabOTHHKY alTekH O TOM, 4TO Bbl [PHHHMAaeTe, HeJaBHO

NPHHAMATH HIH MOXKETE HAYaTh NPHHAMATL KaKHe-THO0 APy rHe npenaparsl.

BepeMeHHOCTE W IPYAHOE BCKAPMINBARNE
Ecin Bol OCpeMCHHBI HAH KOPMHTC PY/bIO, JAymaere, 4ro sadepeMeHesNH, Nepea HAYaIoM
NPUMEHEHNHA NIPENapara NPOKOHCY ILTHPYHTECH ¢ JIeHAIHM BPAHOM HIH PabOTHUKOM aNTEKH.

Yupasjenne TPAHCHOPTHBLIME CPLACTBAMHE H paboTa ¢ MEXAHNIMAMMN

[penapar 3oaax™ coepKHT ACHCTBYIONUICE BEIIECTBO UETHPHIHH, KOTOPLIIT MOKCT HPHBOIHTE K
MOBHIEHHOR CONNHBOCTH M, CJACAOBATEABHO, MOKET OKA3LBATH RIMAHME HA CNOCODHOCTD
YOPARIATE TPAHCIIOPTHRIMHE CPEACTBAMH K pabOTaTh ¢ MEXaHHIMAaMH.
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3. [PHEM IIPENAPATA30AK2 B 65 2017

Bceada npunusaime npenapam 6 NOINOM COOMEEMCMEUN € PEKOMEROGYUARMU Texdtyeco Gpava
wiu pabomuuxa anmexu. Tlpu NOKEIENUU COMHERUIL NOCOGEMYUMECH € TENAUfULM EPAYOM Wil
PaGoOMUUKOM anmexu,

Pexomemayemas 103a

COIIACOBAHO
AOGR MK T OLEIY PRBASAGHA 1 1Ba npHeMa
PECIIVEANKH BRIAPYCH

LHprmnn Manucreporss nxpanoox pateeiisn
Freenyfmnm Beaspyen

10 Mr (20 kanens) | pa3 B JgeHb. ANLTEPHATHBHO,
(o 10 kaneas yrpoM H BeHepom).

-

Ipumenenne y rereil —
Ipumetenne v jerteii o1 6 10 12 MECRUCE BOIMOAHO TONBKO 110 HAZHAYCHHIO Bpaua M (0]

CTPOIMM MEIHITHHCKHM KOHTPOIeM!

Jern or 6 1o 12 mecsiuen
2,5 Mr (5 kanesns) 1 pas 8 aeHb.

Jern or 1 roaa no 6 aer
2,5 Mr (5 xanens) 2 pasa B IeHb YTPOM H BEHEPOM,
[TpoROTKHTEALHOCTS NCUCHUA HE I0JIKHA NPEBLIIATE 4 HEAC/b.

Jlern o1 6 10 12 aer

10 mr (20 kanesns) 1 pas B J€Hb.

[TPOAOIAMTEILHOCTD IEHEHHA He JI0/UKHA NPCBBIIATS 4 HE/IC/IH.

AJILTEPHATHRHO, 1032 MOXKET OLITH pasjcicHa Ha apa npuema (no 10 Kaneas yTpOM H BEHEPOM).

Jlerw crapme 12 ner

10 mr (20 xanens) | pa3 B icHb.

Huoraa saswienoit no3et 5 Mr (10 xaneas) moxer Obith AOCTATOYHO, €CHH 3TO MO3BOANCT
JOCTHYE YAOBICTBOPHTEALHOTO KOHTPOIR CUMITTOMOR,

Jlersm ¢ noYesnoil HEI0CTATOMHOCTLIO 103y KoppekTHpyioT ¢ yuetom KK 1 maccsr Tena.

Ecim Bu1 npunsan npenapata 3ogax™ 6oabuie, 4em caeaonano

Ecnu Bt npunsau npenapara 3oaax" Goasie, 9eM ce08ano oDpaTHTech K ACHaleMy spady o
OH OTIPEJICIINT, KAKHe Mephl HYKHO NPHHATE B CIyYae HeOOXOAMMOCTH.

Ecan Bu1 3abuiam npunsts npenapat 3oaax”

Ecn s 3aleiin npuusts npepapar 3oxak”, He UpHHMMaiTe JIBOAHYIO 03y 4T00M
KOMIIEHCHPOBATS TIPOMYIIEHHYIO 03y,

Ecan b1 npexpatiim npuem npenapara 3oaak”

Eci Bl mpekpaTHan npuem npenapara 3ofak”, npH HATHMMH BONPOCOR M0 TIPHMEHCHHIO
npenapara o0paTHTECh K JICHalleMy Bpavy WK paboTHHKY anTekH.
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Hucmpykuun 043 omKpsimus (haakona ¢ Kpsiwikoi delonacnocmu

DaKoH 3AKPHIT KPBILKOiT ¢ YCTpOHCTBOM GE301IACHOCTH, NMPENRTCTRYIOMIM €TI0 OTKPBITHIO
geveMi. DIaKOH OTKPHIBACTCHE TPH CHIBHOM HAXATHH KPhUIKH BHH3 C NOCASIYIOUHM ed
OTBHHYMBAHMEM (POTHB Xoja vacowol crpeaxn. [locie HCOONLIOBAHMA, KPBIIIKY thnaxona
HCOBXOIUMO BHOBE KPETIKO 38BHHTHTE.

COTJMTACOBAHO
Memoo npumenenusn MHIHCTEPCTEOM SIPABOOX PAHEHIN

Kanmm npuMensioTes BHYTPL: HEPa3BEJCHHLIMA |B I0MKE W PaideACHieiMu § BOZC. [pu
(IPHMEHEHHH Kanelh B PasBe/CHHOM BHJIE, ocobeHHo Y AEkel, HeopRpaMD TIoHd6pars Takoe
KOMHHUECTBO BOJBI, KOTOPOE NAUMEHT MOXET BBUTHTL (NPOIIOTHTL) CPAly 34 OJUMH [PHEM.
Paspe/lenHLil PACTBOP HCOBXOMMO HEMEUTEHHO HCTOMb30BATD,

[IPOAOKHTENBHOCT ICHCHIA JABHCHT OT THIA, JUIMTEABLHOCTH W TeYeHHS 3aDOJICBAHHA W
onpeAenseTcs ACUALHMM BPAYOM,

4. BO3MOKHBIE HEXEJATEJIBHBIE PEAKIIHH

looo6ro 6cem  aexapemeennsive  npenapamam  npenapam  300ax®  soxcem  6uizeame
HENCERAMEALHLIE PEAKI{ll, OONAKO ORU BOIHUKGIOM HE Y 6CEX.

HexenarenbHble peakiiti NPeICTABNCHLI HUXKE 110 cHeTemuo-oprannsiM knaccam MedDRA
YacTOTe PAIBHTHA, HA OCHOBAHHH JIAHHLIX MOCTPErHCTPAIHONHOIO NPUMEHEHHA penapara.
YacToTa Pa3BHTHR HEACNATENRHEIX SBACHHI ONPEACINIACH CICAYIONNM 00Pa3oM: O4CHE YACTO
(= 10), sacro (= 1/100, < 1/10), neuacto (= 1/1000, < 1/100), peaxo (= 1/10000, < 1/1000), ovens
peaxo (< 1/10000), yactora Heu3BeCTHA (H3-3a HEAOCTATOYHOCTH JAHHBIX).

CO CMOPONB KDOGN U AUMBamuyecroll N
Ouens peoko: TPOMOOUHTONEHNA

Hapyuenus co emoponst uWmMsMyinou cuemeMi:;
Peoro: peakums ruiepyy BCTRHTENbHOCTH
Ouens pedko: anaQHIaKTHIECKHH 0K

Hapywenwsi MemaGoauzng u numanus.;
HacToTa HEM3IRECTHA! NOBLILIEHHE aNNeTHTA

Hcuwxuyeckue pacempoiicmsa:
Hevacmo: Bo30y®ACHHE

Peoxo: arpeccus, CyTanHOCThL COIHAHKA, JICNPECCHS. MULTIONHHALMH

Ouens pedxo. THE

Yacmoma weuzgecmua; CYMUMAATHHBIC HICH, HAPYWEHHA CcHA (BKIOYaf KOUIMApHbIE
CHOBH/ICHHA )

Hapvwenus co cmopons: HepEnoll cucmesst
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Hewacmo: napectesnn 5885 -2 017
Peoxo: cynoporn

Ouens pedxko. WIBPAILIEHHE BKYCA, IHCKHHEIHA, AHCTOHHA, 0OMOpOK, TpeMop

Yacmoma weuzeecmnd: HapyHIeHHE MaMATH, B TOM SHCJIC AMHE3HA, FIYX0Ta

H, CHUR CO C HbL OP2ana 3Pl

Ouennb pedxo: HapylieHHe aKKOMOARUHH, HEYCTKOCTD 3pCHHA, HHCTarM

Hacmoma Heuzeecmua. BacKy IHT COrJACOBAHO

MHHHOTEPCTROM 3JIPABOOXPAHEHHSA
PECMIYBANKH BRIAPYCH
L0 CMOPOND] OP2OHA CX % MURCTEPCTRS ATPRSOOX PAREITR

Hacmoma neuwssecmua; 1oN0BOKPYKEeHHE Pecniyanxn Bexapycs

Hapywenus co cmopois Cée,
Pedro: Taxukapiams

MO~ HHBLE H enus
Hewacmo: nnapes

Hapyuenus co cmoponst neventi 4 eeaueeuns00Ruux nymei
Peoxo: neveHowWHAs HCAOCTATOMHOCTH € MIMEHEHHeM (YHKUHOHATBHBIX NEYeHOUHLIX NPol

(MOBBLIEHKE AKTHBHOCTH TPAHCAMHIAS, eounoil Gocharases, ravMma-rayramMuaTpanchepassl B
OHampyOHua)
Yacmoma weuzeecmua’ renammt

Hapyuwenust co cmoporst KOXCH 1 ROOKONCHOU KIEMYAMmKu

Hevacmo: cuinb, 3y1

Pedxo: Kpannmsamia

Ouens pedxo! aNrHOHEBPOTHYCCKHIT OTCK, CTONKAA ICKAPCTBEHHAA JpHTEMA
Yacmoma weuzeecmua; OCTPhifl reHepaTHIOBaHLIA IKIAHTEMATO3HBIA NyCTy1e3

Hapywierius co cmoponst noYex u Mo4eaneo0auux nymei
Ouens pedko. THIVPHA, JHYpe3

Yacmoma neuseecmna: JAICPHKEKA MOYH

Hapywenus co cmoponst MyesHon, CKeAemnolt i COeOuRUMeIbnon mKanu;

HYacmoma neussecmna; apTpanrus

Obuglie Hapyuienus 4 peaxyuy 68 Mecme 66€0eNus
Hevaemo: actenns, HeJloMOraHue

Peoxo: nepudepnueckne oTexkn

Jlabopamoprbie w uHCmpyMeHmalbubie daunnie
Peoro. NOBBILIIEHHE MACCH Tesla

Onucanue omOerLUbLIX HENCETAMERLHBIX Peaxijuil

Tocne NpEKpallieHHA NPHMEHCHHA HCTHPHIHHA ObL OTMEYEHBI Ciy4ad 3yja, B TOM 4HHCIe
5
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HHTCHCHEBHOIO 3Ya HW/unu KparnHBHHIEL

Coofumenne 0 HEKEIATEILHBLIX PEAKTHAX

Ecau y 6ac 603MUKGIOM KAKUE-AUDO HENCCTAMERLHINE PEAKIUN, NPOKOHCYIbMUPYIMECH ¢ 8PAYOM
win pabomuuxom anmexy. Jlannan pexomMenoayun Pacnpocmpansiemcs Ha Noosie 603MoxNCHbe
HENCEAAMETLHBIE PEAKYUL, 6 MOM YUCTE HA He NEPEHUCIENNDIE 6 AUCmKe-GrIaobue. Bol makxce
MONCEME  COODUUMB 0 NENCEIAMETbHHY PEaKyusx 6 undopsmayuonnyo Gasy Oanuwx no
HENCEAAMETLUBIM PEaKUAM (DeTCMEURM) NG TERAPCMEEHHIE NPENaPaMbL, BKTIONAR COoBujen s
0 Hepexmusnocmu  AEKAPCMEERNBIX  NPENAPAMOos, k% Pt

2ocyoapemea-yiena. Cootwyas 0 HeNCEAAMERLHHIX peaxuumm%mg%ﬁgp ble

cgedenull 0 Hezonackocmu npenapama. FICTVEENES BEIAPVCY
Mpaxus Minmerepersa DAPAROCX P tseitien
Peonytunoos Beanpyon

5. XPAHEHHE ITPENIAPATA 30/IAK"

Xpanute npenapar B HEAOCTYITHOM H HEBHJIHOM JU18 JICTCH MeCTe,

He npumensiite npenapar nocie HCTEUCHNS CPOKA FOAHOCTH, YKAIAHHOTO HA NAMKE KapTOHHOMN H
$haaxone nocae «Fogen a0:»,

Jlatoit HcTevenus CpoKa roAHOCTH ABAACTCH MOCACAHUNA JeHb MECSIa.

He snummBaiite npenaparsi B KaHAIH3aLHIO (BOAONPOBOJL). YTounNTE ¥ paboTHHKA anTeKH, KaK
u30aBHTBLCR OT NPEHAPATOBR, KOTOPBIE DOJIbIIE He NOTPeOYIOTCA. FTH MEPhI NO3BOIIOT JAlHTHTE

OKPYRAIOUIVIO CpejLy.
6. COAEPZKHMOE YITAKOBKH H INPOYHE CBEJIEHHSI

Ipenapar 3oaax™ copepmur
JICHCTBYIOUIMM BEHIECTBOM ABAACTCA UECTHPHIWHA JIMTHAPOXTOPH]L.

BenoMoratensHeIMH - BEIICCTBAMM  ARAMiOTes  mMenwmaparnapoxcuGensoar  (E218),
nponmanaparsapokcntenzoar (E216), romuepun 85% (E422), nponmnenrmmxons (E1520),
caxapun sarpuii (E954), narpus auerar tpurnapar (E262), yxeycnas kicinora aeasnas (E260),
BOJA OYMIIEHHAR.

Buemmuuii s 3oaax” u copepanmoe ynakoBku
[Mpospaunsiii, 0T GeCUBETHOO 0 CBETAO-KEITONO IBETA PACTROP.

Kamiu s npuema say1ps 10 mr/vn, no 20 M Bo (iakoHax M3 TEMHOIO CTEKAd € KPbILIKO#H-
KaneabHHIeH, cHabwennolt ycrpodcTEOM 0e30NmacHOCTH, NPENSATCTBYIOUIHM €10 OTKPHITHIO
aeremu, Kaxaptit hiaakon BMECTE © JHMCTKOM-BKAAMLIIEM NOMEIIEH B KAPTOHHYIO NAaUKy.

[opsaa0K POIHNYHOI PeanIBaun JeKapeTBennoro npenapara 3oaax™
bes peuenta spaqa,

Ilepmne.nb PEIHCTPANMOHHOIO YAOCTOREPCHHHE H NTPONZBOANTEIL
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AO «Canodu Poceuan: 1255009, Pocens, Mocksa, yn. Teepekas, 22.
IMpousseneno: A. Harrepmans 511 Cie. I'n6X, epmanis, Nattermannallee 1, D-50829

Cologne, Nepmanns.

3a moboit nudopmanueii 0 npenapare cACAYeT 0OPAMATLCH K JOKAILHOMY HPEACTABHTE N0
ACPAKATENH PEIHCTPANNOHHOIO Y10CTOBEPEHMsL:

6 Pecnydauxe beaapycs; COI'VIACOBAHO
Ipescrasnrennctso AO «Sanofi-Aventis Groupe» @p&nﬂywm“mm
220004, r. Munck, ya. Jlamutposa 5, oduc 40, ittt MIRHETEPOTER SAPENOOX PANSITA
Ten.: +375-17-203-33-11, s et

ajipec AIEKTPOHHONH NOYTh: Phannacovngllancc-BY"dmnoh com

& Pecnybauxe Kazaxeman u Keipewvizexon Pecnybiuxe;

TOO «Canopu-asenrince Kazaxcrany

050013, r. Amvarsl, npocnexkt Hypeyaran Hasapbaes, 187 b,

Ten.: +7(727) 2445096,

ANpeC MEKTPOHHOM HOMTHI 1O BONpOcaM K KadecTsy npenapara: quality.info@sanofi.com
AJpec 2MeKTPOHHOMN NOYTH N0 BonpocaMm (apMakoHaxsopa:
Kazakhstan.Pharmacovigilance@sanofi.com

Anpec 2MeKTPOHHON NOYTEI N0 BONPOCaM MEAHIHHCKON nrdopMaimy:
Medinfo.Kazakhstan/@sanofi.com

& Pecnytnuxe Apmenus, Azepbatdxcancron Pecnybaure u Pecnyiauxe Ipysus;
ajpec aexTponnoii nours: Gxp.Caucasian@sanofi.com

6 Pecnyonuxe Ysbexucman (Vibexucman, Typresenucman, Taoxcuxueman):

100015 TamkenT, yia. Oitbeka, 24, odmcnsiit Ounok 3]1,

Ten.: (99878)1470344/45, dakc.: (99878)1470347,

Uzbekistan.Pharmacovigilance(@sanofi.com

lIpeocmasaenibie oannbie 0 AeKaGPCMEEHNNX npenapamax Gyoym npogepamscs 4 OONOIHAMLCR
HOBBMU CEEOCHUAMY, U NO MEPE HEOBXOOUMOCIIN NUCMOK-BXIa0NW GYOem 0OHOGARMBCH.
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