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Cnocob coobuenus 0 HeNCETaMmensipx PEaKyULX ONUCGH 6 Pa3z0ese 4 TUCMKA-BRAGOnUA.

Iepeod npuesom npenapama ROAHOCHLIO NPOYUMATIME AUCMOK-ERIAOBIUL ROCKOILKY 6 HEM
COOEPICAMER BANCHBIE DR BAC CELOLHUL

Coxpanume JMCMOK-6KIGOBIL. BOIMONCHO, 8aM ROMPEBYEMTS RPOYUMANb €20 ewe pas.

Ectu v 6ae 03nunau QOROIHUMERLHBE 6ONPOCH, ODpamumecs K ievaujemy 6pavy wi
pabomuuxy anmexu.

lpenapam naznaven usenno eam. He nepedasaime e2o opyeum moosm. Ou moxcem
HABPEOUMB UM, OQNCE ECTU CUMMMOMBE UX 3ABONEANUR COGNAOTIOM ¢ GAUUMU.

Echu ¥ 6ac 80IMURTU KAKUE-AUGO HENCETAMENLHLIE PEARYUL, 0OPAMUMECs K Ae4aueMy
epayy wwu pabomnuxy anmexu. Jlannas pexoMenoawyus pacnpocmpaniemcs na wodwie
BOTMONCHBIE HENCEXAMELHBIE PEAKYUL, & MOM YNCTE 1A HE NepeyucIentbie 8 pazoene 4 aucma-
GRIA0LING.

{lepeo npuexmom npenapama noIROCMBIO NPOYUMATME TUCTOK-6KIGOBIN, NOCKOAbKY 6 HeM
CONEPICAMER BANCHINE (1R BGC CECOCHUR.

Beez0a npunusainme npenapam 6 MovROCMU ¢ AUCHIKOM-GRAAOBIULEM W PEKOMENOQYURAMU
Aevauye2o pava win pabomnuna anmexu,

Coxpanume rucmox-sxiadbiut. BozMoxcno, 6am nompeGyemes npouumams €20 euje pas.

Ecau eam uyowitsl OONOINUMEIbNBE CECOCHUR WM PeKoMendayuu, obpamumecs K
pabomuuy anmexu,

COJEPAKAHHUE JJUCTKA-BKJIAJIBITHA

1. Yro 13 ceba npeacTasnser npenapar 30ak®, H UK Yero ero TPHMEHAIOT,
2. O uem cneIyer IHATL IEPe npHeMoM Tpenapara 3oxak”™.

3. Ipuem npenapara 3oax®. COTJAC 2}3 ar?o ¥Po o

4. BO3MOKHBIC HOKCIATELHBIC PEAKIIHH, N i BETAPYVCE

3 Xpaneuue apenapara 3011&]{3’ Tpiwas Minuereperss sEpascIXpaeeitin
: nyaRMNK th

6. ConepaNMOe YIAKOBKH | TIPOYHE CBE/ICHHS. Lar 5(3\.{ el 2R (19X

1. YTO TAKOE 30JJAK® H /LISl YEI'O EI'O IPUMEHSAIOT

Jomax™ comepEHT ICHCTBYIOUMICE BCIECTBO  UETHPHIMHA  JMMHIPOXNOPHI,  ABAACTCA
APOTHROANACPIHHYECKHM CPEICTBOM, OJI0KATOPOM PEeleNTOPOB IHCTAMMHA.

[lpumenenste npenapara NOKalano y BIPOCHLIX H JAeTeil ¢ 6 MECAUCE Ut 00JCTYCHHA:
- HA3IBHBIX M TAA3HBIX CHMITTOMOB KPYIJIONOAHYHOIO (MEPCHCTHPYIOUIErD) ’ CE30HHOTO
(HHTEPMHTTHPYIOIIEr0) ANIepriueckoro pPHHHTA H AUICPIHYCCKOrO KOHBIOHKTHBATA:
3y/1a, YMXaHbA, 3ATOKEHHOCTH HOCA, PHHOPCH, CIC3OTCHCHHA, THICPEMHE KOHBIOHKTHBEL

- CHMITOMOB XPOHHUCCKOH HAHONATHYCCKON KPaHBHHLIEL

Ipumenenue y gereii o1 6 10 12 mecsiiies BOIMOKHO TOALKO 110 HATHAMEHHIO BRAYA W 1101
CIPOIHM MEAHIHHCKHM KOHTpOoIeM!
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Ecii ¥ Bac HMEIOTCA BONPOCH! 10 MEXAHUIMY AEHCTBIA NPETIApaTa WK O TOM, 9TO NOHEMY BaM
GBI HATHAYUCH 9TOT JICKAPCTBEHHBIH Npenapar, oOparnTech K CBOCMY JieHaliemy Bpaty.

2. O YEM CJEAYET 3HATH TEPEA I AK"

ACOBAHO
MHHHCTEPCTBOM BAPABDOXPAHEHHA
PECMIYBANKH BEIAPYCE

[Tpoercuy v
eI FpoRerumy

He npunumaiire npemapar 3oaak® :

- @CIIH Y BaC NOBBIUCHHAA YYBCTBHTEALHOCTH
NPOM3IBOAHBIM (HIEPAIHHA, a TAKKE K JI
HCPCHHCICHHBIX B pa3jene 6;

- ecHM Y BAC TEPMMHATBHAS CTA/HS MOYEYHOH HCAOCTATOYHOCTH (KJIHPCHC KpeaTHHHHA
<10 ma/mun);

- B CIy4Yae JIeTCKOro Bospacta 10 6 Mecaues (BBHAY OIPAHHYEHHOCTH JAHHBIX 110

ypdexTuBHOCTH It GE30NACHOCTH NPUMEHEHNA).

Ocobuie YRa3aHHS H MePhI NPEA0CTOPOAHOCTH

[lepen npumenenmenm npenapara 3042k NPOKOHCYIABTHPYHTCCh © /I€YAUIHM BPadvoM I
pabOTHHKOM AITTEKM €C/H:
- ¥ BAC MMEETCs XPOHHYECKAs MOMEYHAd HEOCTATOYHOCTL (HPH KIHPEHCE KpeaTHHHHA

> 10 ma/suH TpebyeTes KOPPeKIUia PeXHMa J03HPOBAHHA ),
- Bbl ABNSETECH TNAIHEHTOM MOKHIOIO BO3PACTA CO CHHEEHHOH KAyDouKOBOH
uasTpanuei;
- BB CTpanacte NBUICHCHell WIR ABJISETECh NALHCHTOM C NOBLULEHHOH CYIOPOKHON
FOTOBHOCTEIO;
- BBl SRASETECH MAMMCHTOM ¢ NPeipacnoNaralommMH (GaKTopaMi PasBHTHA 3AICPAKKH
MOYH.
PeKOMEH/IOBAHO COBMIOAATE OCTOPOKHOCT fIpH  HpUMeHenni 30aak™ OAHOBPEMEHHO ¢
IKOTOJIEM, TAK KAK ITO MOKET NPHBCCTH K NOBBINEHHON CONIHBOCTH.

JMern
Mepen npumencnuem npenapara 3oaak™  y gereit ® Bospacte Jo | roga weoGxommmo
NPOKOHCYILTHPOBATLCH € JISYAIIHM BPavyoM.

Jipyrie npenapars: n npenapar 3oax”
Coofmure nevamemy Bpauy i pabOTHHKY ANTeKW O TOM, YTO Bb NPHHHMACTE, HEAABHO

NPHEMMAIH HIH MOKCTC HAYATL IIPHHUMATE KaKHe-THOO ApyrHe Npenaparhl.

bepemMenHOCT M IPY/IHOE BCKAPMIHBAHNC
Ecin pel OepeMeHHBl HAH KOPMHTE TPY/ALIO, AyMAacTe, 4To 3abepeMeHe/H, nepea Havyanom
[PHUMCHCHMS TPEIIApaTa MPOKOHCY ALTHPYIITECH ¢ JICYAIHM BPAYOM HIH PabOTHHKOM ITCKH,

Yupapaenne TPAHCHOPTHLIMHE CpeacTBAMM ¥ paloTa ¢ MeXauuIMaMn

INpenapar 3onak® coaepkuT ACACTRYIONIEE BEIECTBO HCTHPH3HH, KOTOPLIH MOKET NPHBOINTS K
NOBBILCHHOH COHAMBOCTH M, CAE0BATEABHO, MOKCT OKa3pBaTh WIHAHHE Ha CHOCOOHOCTH
VIIPABAATH TPAHCIIOPTHHIMH CPEACTBAMH M paboTaTh ¢ MCXaHHIMAMH.
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3. IIPHEM MPENAPATA 30K 885 - 2017

Bcez0a npunusaiime npenapam 8 ROINOM COOMEEMCMENU ¢ PEROMEHOQUUAMU eaeco spand
wiu pabomuuxa anmexy. llpu NOKEIENUN COMPEHNI ROCOGEMYIMECH € TEHAUUM 6PAOM UL
PGOOMHUKOM anmery,

Pexomenyemas 103a

] COTJACOBAHO
10 Mr (20 kanens) | pa3 B JACHb. Anbrepumauo.immmm&bm'mn JIBa lIpHema

) PECOVEAMEN BRAAPYCH
(o 10 Kaneas yTpoM H BEYepoM). | ipwens Mcxmcroperns axpacoxpanssae

Pecnyfon Beaspven
IMpumenenne y aerei —
[Ipumenenne v jereii or 6 go 12 Mecsiues BOSMOAHO TONLKO MO HASHAYCHHIO BpPAaya © 1oA

CIPOrHM MEAHUMHCKAM KOHTpOIeM!

Jern o1 6 10 12 mecsiuen
2,5 mr (5 kaness) 1 pas g aeHs.

Jern ot 1 roaa o 6 aer
2,5 Mr (5 kanesis) 2 paza B ICHE YTPOM H BCUCPOM,
[TpoAOMKHTENBHOCTE JICUCHHA HE J0//KHA IPERLIIATE 4 HeeIb.

Jlern o1 6 10 12 aer

10 mr (20 xanens) | pas B ACHb.

[TpoaoKRTEIBHOCTD NCHEHHA HE JIO/NKHA NPEeBLIIATS 4 HEACIH,

AJbTEPHATHBHO, JI03a MOKeT OBITL paiienena Ha 18a nprema (no 10 kaneas YTpoM H BEHEPOM).

Jdern crapme 12 aer

10 mr (20 kanens) | pai B 1enb.

Huorna navaneroit 1036t 5 mr (10 kanens) Moxer OBITHL JOCTATOMHO, €CAH 3TO IMO3BOIACT
JOCTHYD Y AOBNETBOPHTENRHOIO KOHTPOIA CHMITTOMOB.

JIeTsHM € NOMCHHOI HEAOCTATONHOCTRIO JI03Y KoppekTHpYioT ¢ yuetom KK # Maccs! Tena.

Ecan set npunsum npenapara 3ogax” Goanbmie, 4em cAe108a10

Ecnn Bel npunsmu npenapara 3oaak” Gonsiue, 4eM CAEA0BAI0 00PATHTECE K IeUaleMy Bpasdy H
OH ONPEACNT, KAKHE MEPbI HYAHO NPHHATE B CIyYae HeoOX0HMOCTH.

Ecan gbt 3abbian npunsts npenapar 3oaax™

Ecnu Bw 2a0euiH nNpuHATE npenapar 3ogak”, He NPHHAMANTE ABOHHYK 03y 4TOGHI
KOMIMEHCHPOBATE IPOIYLICHHYIO 103y,

Ecan el npexpaTian npuem npenapata 3oaak™

Ecan Bl npeKkpaTiiM npuem npenapara 3ozak”, [PH HATHYHH BOMPOCOB 10 [IPHMEHEHHIO
npenapara oOpaTHTeCh K eyaleMy Bpauy WK pabOTHHKY anTekH.
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Hucmpykuusn 04z omspeimus (haakona ¢ Kpsiwkoi bezonacnocmu

draKoH 3aKPHIT KPHILIKOiT ¢ YCTpoHcTBOM GC30NaCHOCTH, MPENATCTRYIOUMM €TI0 OTKPLITHIO
seveMu. DIaKOH OTKPHIBACTCH TPH CHABHOM HAKATHH KPHIIKH BHH3 € NOCASIYIONIMM ed
OTBHHUMBAHHEM MPOTHE Xoja vacopoli crpeaxn. [locie HCNONLIOBAHMA, KPBILKY ¢nakona
HEOBX0IMMO BHOBE KPETIKO 3aBHHTHTE.

COTJIACOBAHO
Memoo npumenenun MUHHCTEPCTROM APABOOXPAHEHHR
Kammm npuMEHAOTCR BHYTPL: HCPa3BeICHHBIMH (B noﬁ&é“mﬂ’imuu goae. Ilpu
IPUMCHEHHH KanNelh B PasseCHHOM BIJIE, 0CO o'y AETeTh Ao 10{00parh TaKoe

KOMHYECTRO BOJABL KOTOPOE NAUMEHT MOXKET BBIIHTL (IPOTIOTHTL) cp'a'i'y' 34 OIMH [IpHEM,
PassejieHnLii pacTBOP HEOOXOIMO HEME/UIEHHO HCIIONL30BATD.

HPOROJIIKHTCHLIIOC'IB JICYCHHS 3ABHCHT OT THNA. JUIHTCABHOCTH W TEUCHHA 3a00/ICBAHKA M
ONpeIeNAeTCs JIeYalnmM BpaioM.

4. BO3MOKHBIE HEXKE/IATEJIHBIE PEAKIIHH

llodobno 6cem aekapemeennviv  npenapamas  npenapam  300ax®  MoxNcem  6bi3GAMb
HENCEAAMENLHBIE PEaKyUll, 0ONAKO ONU BOIHUKAIOM HE ) GCeX.

Hexeaate/bHbie peakinin NpecTaniensl Hinke 10 cueremuo-opramsv knaccam MedDRA u
YaCTOTE PAIBATHA, HA OCHOBAHHH JAHHLIX NOCTPEHCTPAIHONHOIO IIPHMCHCHMS NIpenapara.
UacToTa pa3sBHTHA HEAKCIATENBHBIX ARICHHT ONpe/Iesiach CACAYIOMHM 00paoM: oUeHb HacTo
(= 10), sacto (= 1/100, < 1/10), weuacro (= 1/1000, < 1/100), peaxo (= 1/10000, < 1/1000), ouexsb
peaxo (< 1/10000), yacTora HenspecTHA (M3-33 HEAOCTATOYHOCTH JIAHHBIX).

H. S CO CI : U MM AMULECKOU CUCTIEMbI
Oueny peoko: TPOMOOLIHTONICHUA

{121 HbE WMMYHHON CUCIEMIR
Pedro: peaxums renepuyBCTBHTENBHOCTH
Onernv peoxo: anaduIak THHECKHH OK

Hapviuenus memabosuszma u numanus:
HacTora HEH3BECTHA: HOBRILCHHE alneTuTa

U 2OLCM
Hevacmo: Bo3byxienne
Peoxo: arpecens, CIlY TAHHOCTL COZHAHMA, ACNPECCHH, TA/UNIONHHAIIHI
Ouens pedro: THE
Yacmoma neussecmua: CYMUMALIGHBIE WISH, HAPYWICHHM® CHA (BKIIOYas KOMIMapHLIC
CHOBHICHHS )

Hapyuenus co cmoponst HePanoit CUCTREMb
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Hewacmao: napecresnn 58885 -201 7
Peoxo: cynoporu

Ouens pedxo: WIBpALIEHHE BKYCA, IMCKHHEINA, AUCTOHHA, 0OMOPOK, TpEMOp

Yacmoma neuscecmna; HApYUICHHEE MaMATH, B TOM YHCIIC aMHE3HA, MIYyXOTa

Hapyuenusn co cmopoust opeana spents
Ouyensb pedxo. HapyIeHHe aKKOMOJALMK, HEYCTKOCTL 3PCHHA, HHCTArM

Hacmoma neusgecmua. BacKy 1Mt COTJACOBAHO

MHHHCTEPCTEOM SIPABOOX PAHEHHR
PECOYBANEN BRIAPYCH
Hapyw m itd OP2aNG €I 4 TINORCTEPCTRE ATPABOOX P FRIE

Hacmoma neussecmua: TOROBOKPY KeHHE PecnyGankn Bozapyes

apyvienus co cmoponsl cepol
Peoxo: Taxuxkapams

Kenydo wWenus
Hewacmo: nnapes

0 ¢ ' YEHU U HCCTYCBBEOORULUX NYNIET
Peoko: nevenounas HEJOCTATOMHOCTH ¢ HIMEHCHHEM (YHKUHOHANLHBIX ICYEHOYHBIX NpPod
(MOBBINICHHE AKTHBHOCTH TPAHCAMHHAS, enounol (ocdarazs:, ramma-riyraMraTpancdepasst u
Onampyonna)
Yacmoma neuseecmna’ renarut

Hapvwenus co cmoponbl KOXCU i ROOKONCHOU KICMYamxu

Hewacmo: cunis, 3y

Peoxo: xpanusBHHUA

Oueny pedxo: AaHTHOHEBPOTHYECKIIT 0TEK, CTOHKAA ICKAPCTBCHHAR IPHTEMA
Yacmoma neuseecmna: OCTPbIH FeHEPAIH30OBAHHBI JICAHTEMATOIHBIN MyCTYIC?

Hapywenun co cmopons noOYex 1t MOYEERE0ORU X nymel
Ouens peoxo: IN3YPUA, IHYpe3
Yacmoma neusgecmna: 3aepika MOUH

.

Hapywenus co cmoponbt Muluesnom, CReAemuou i COeOuRUmMeILHOu MEANL.
Hacmoma neuseecmna; aprpairug

Obwgue HapVIesus 4 peaxyui 6 Mecme 6edens
Hevacmo: acTeHuA, HCAOMOTAHHUC

Peoxo: nepudepuyeckne 0TeKH

JlaGopamopubie w UHCMPYMENMAIbHBIE JANHBIE
Pedko: NOBLILICHHE MACChE TENa

Onucanue OMOEILHLEX HENCEAANEALULIX PEAKuil

[ocne npexpamcHUs NMPHMECHCHHUA UETHPHINHA OLUTH OTMCUCHBI CYHaH 3Y/id, B TOM HHCIE

5
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HHTCHCHBHOPO 3y/a W/HIH KPaIlHBHIIL

Coobmenne 0 HOKETATEILHLIX PEAKIHAX

Ecau y ac 603uuxaiom xaxue-1ubo HeXCeTamebisie Peasijul, NpoKoNCYTbMUpYImecs ¢ 6paiom
win pabomuuxom anmexy. [lankag pexoMenOayua pacnpocmpaniemcs na AOOBIE BOIMONCHLIE
HENCEAAMETHHBIE PEGKYUL, 6 TOM YNCTE HA HE NEPEYLCTENINE 6 AuCcmKe-erIaobue. Bt maxice
MoNCEme COOBUUML O HENCETAMETbRUX PEAKYUAX 6 UHpOpMayuonuylo 6asy Oanuwx no
HEHCEAAMETBHBIM PEaKIUsM (OelicmEURM) Ha REKGPCMBENHKE NPENnapambi, EKIONAR CO0DuentA
0 HeIPexmusnocmu  ACRAPCMEERNBIX  NPENAPAMOS, YN Ul

cocyoapemea-uiena. Coobuas 0 HENCETAMENLHBIX PEaKYUAN A BAMAZACTIR ATV S 1y fnbue

ceedenil 0 Dezonackocmu npenapama. PECTIYRIIHKR BEAAPYChH

(Tpaxua Migiwereperss supasooxpannuns
Pecayfinenn Bennpyen

5. XPAHEHHE [IPENAPATA 30/IAK*

Xpanute npenapar 8 HCAOCTYIIHOM M HEBH/IHOM U1 JETeH MCCTC,

He npumensitre npenapar nocie HeTeYeHns CPoKa roAHOCTH, YKA3AHHOTO Ha Navke KapToHHOM 1
thnaxone nocae «ogen no:y,

Jlatoii ueTedenns CpoKka roIHOCTH ABAASTCA MOCHCAHKH ACHD MECALA.

He srimpalite npenaparsl B KaHanu3aiuio (Bogonposoi). Y1oqnnTe y paboTHHKA anTCKH, KaK
W30ABHTLCS OT MPENAPaToB, KOTOPbIE Go/IbIe HE NOTPeOYIOTCH. DTH MCPEI HOIBOJAIOT 3AHTHTE

OKPYAAIOULY IO Cpejty.
6. COAEP)KHMOE YITAKOBKH M ITPOYHE CBEJAEHHA

Ipenapar 3oaax™ copepaxut
JleficTBY10UIHM BEUICCTBOM RBAACTCH UCTHPHIHHA JAHIHAPOXIOPHJL.

BenomoratensHLIMH  BEHIECTBAMH  SIBASIOTCA  MeTwanaparwiapoxcuabensoar  (E218),
nponuanaparnapokenbensoar (E216), rmmepnn 85% (E422), nponuacnraunkons (E1520),
caxapun narpuii (E954), narpus auerar tpurnapar (E262), ykcycrnas kncaorta neaanas (E260),
BOJA OMHIICHHAS.

Buemuuit 8w 3oaax™ u conepiRnmMoe ynakopkm
Ipoapaynslit, 01 HECUBETHOrO A0 CEETIO-KENTOrO UBETA PACTBOP.

Kannn ans npuema sryTps 10 Mr/ma, no 20 M 8o (hakoHaX K3 TEMHOTO CTEKNA C KPBILIKO#-
Kaneabuuue, CHaOKEHHON YCTPOHCTBOM O€30IIaCHOCTH, NPENATCTBYIONHAM €ro OTKPLITHIO
nerumi. Kamaeiit gpnakon BMecTe ¢ IHCTKOM-BXKIAALIIIEM ITOMCIICH B KAPTOHHYH) [A4KY.

Hopsaaok po3sHUIHOI peanu3auny Jexapersennoro npenapara 3oaax”
Bes peuenra spaua.

Ilepm'tem. PErHCTPAUMOHHOIO YI0CTOBEPEHHSA W HPOHIBOANTEIL
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AO «Canodu Poccuay: 1255009, Poceus, Mocksa, yi. Teepekas, 22.
IMponseeneno: A. Harrepmann su Cre. I'MGX, lepmatns, Nattermannallee 1, D-50829
Cologne, 'epmanms.

3a oboit nudopmanmeii 0 npenapare cjaeayer 00pAMIATLCH K A0KAILHOMY HPEICTABHTEII0
ACPKATENA PErHCTPAHOHHOIO YA0CTOBEPEHMSIL:

6 Pecnyoauxe beaapycs: COrJ1ACOBAHO
IMpeacrasurenscrso AO «Sanofi-Aventis Groupe» ®pa#ﬂ¥mm““‘”
220004, r. Munck, ya. Jlamurposa 5, oduc 40, Sttt MIIETEPOTAA JAPABOOX paIeIlit
Ten.: +375-17-203-33-11, WM. ot e

ajpec 2eKTpornoi noute:: Pharmacovigilance-BY @sanofi.com

6 Pecnybauxe Kazaxcman u Keipenizexon Pecnyinuxe;

TOO «Canodm-asenic Kazaxcran»

050013, r. Anmarsl, npocnext Hypeyaran Hazapbaes, |87 b,

Ten.: +7(727) 2445096,

AJIpec INCKTPOHHOMN MOYTHI 11O BONPOCAM K KayecTry npenapara: quality.info@sanofi.com
AJpec MMexTpoHHOH nouTh! No BonpocaM papmakonaazopa:
Kazakhstan.Pharmacovigilance@sanofi.com

Anpec AMEKTPOHHON NOYTRI NO BONPOCaM MeAHIHICKOI nrdopMarm:
Medinfo.Kazakhstan@sanofi.com

& Pecnybauxe Apmenun, Azepbanoxcancroiu Peenybauxe u Pecnybruxe I'pysun:
ajipec wekTpornoit noyrs: Gxp.Caucasian@sanofi.com

& Pecnybauxe Ydexueman (Vioexucman, Typisenucman, Taoxcuxucman):

100015 Tamkenr, ya. OfiGexa, 24, ofmcusrii 6nok 371,

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

Uzbekistan.Pharmacovigilance/@sanofi.com

[peocmaarennsie danupe 0 AERAPCMBENNBIX npenapamax Gyoym npoeepamscs 1 QONOAHAMLER
HOBBIMU CECOCHUSMU, U RO MEPE HEODX0OUMOCTIU AUCMOK-BKIA0BIU GYOem O0NOGRAMBCR.
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