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TpaBeHb 2024

IHndopmauiiHMi nucT agnsa cnedianictiB CUCTEMU OXOPOHM 340pPOB’A

IndopmMauias Npo BaXAMBICTb AOTPUMMAHHA TEMMNEPATYPHOro peXKuMy npu
3acTocyBaHHi Ta 36epiraHHi nikapcbkunx 3acobiB, WO MICTATb IHCYNiH rnapriH

LLIaHOBHI cneuianictm cMcTteMn 0XopoHu 3a40poB’sa!
TOB «CaHodi-ABeHTiC YKpaiHa», xo4e npoiH(popMyBaTh Bac Npo HaCTyMnHe.

Llen nuct po3pobneHo, wob nosBigoMmMTK Npo Moaito 3 AKOCTi, KoTpa 6yna BusiBNeHa
Ha BMpob6bHMYIn ainbHuui CaHodi-ABeHTic [HohunaHa [M6X, OpaHkdypT-Ha-MaiHi,
HiMeuunHa, ne BMroToBASAKOTb JiKapCbKi 3acobu iHCyniHy koMnaHii «CaHodi». [Jo XNTTEBO
Ba>X/IMBUX NiKApPCbKMX 3aC06iB iHCYNiHY, AKi 3a3HaNu BNAMBY, BiAHOCATbCS HACTYMHI:

- COIJIIKBA, po3umH ans iH'ekyivi, 100 O4/mn + 50 mkr/mn, N2 3 abo 5: 3 mn y
KapTpuaxi, BCTaB/IE€HOMY B O4HOPAa30BYy LINpUL-pyyYKy; 3 abo 5 wnpuy-pyyok y
KapToHHIN Kopobui. [o/iku B yrnakoBKy He BK/IOYEHi. Homep peecTpauifiHoro
nocBigdyeHHs: UA/16774/01/01 Big 10.02.2023;

- COJIIKBA, po3unH A58 iH " exkuivi, 100 Oa./mMn+33 mkr/msa, N° 3 a6o N°5: no 3 My
KapTpuaxi, BMOHTOBaHOMY B O4HOPAa30BY LNpUL-pyy4Ky,; rno 3 abo 5 wnpuy-py4yok
B KapTOHHI¥ Kopobui. [osikm B yrnakoOBKYy HE BKJIOYEHI. Homep peectpauiviHoro
noceigyeHHs1: UA/16775/01/01 Big 10.02.2023;

- JIAHTYC® COJIOCTAP®, po3uuH ans iH’ekuivi, 100 Oag./mn; N°5: mo 3mn y
KapTpuaxi, BMOHTOBaHOMY B O4HOPAa30BY LINpuL-pyyYKy (6€3 rosok A1s8 iH'eKUiit);
no 5 wnpuy-py4yoK y KapTOHHIN Kopobui. Homep peecTpauyiiHoro rnocBigYyeHHSs:
UA/8106/01/01 Big 19.05.2017.

3aranbHa iHdpopmauyis:

KomnaHia «CaHodi» BusBMNa MoAiIl0 3 AKOCTI y npoTuaiabeTndyHmx nikapcbkmnx 3acobis,
KOTpPi MicTATb iHCYNiH rnaprid, Takmx ak COJIIKBA Tta JIAHTYC® COJIOCTAP®, Lia noais
CMpUYMHEHA HasABHICTIO Yy CcKnadi AgoMiwku PeytepuHy (3-rigpokcunponaHans),
npeactaBfeHoi AOMOMIXKHOW pedoBuHOW [nideponom 85%, aka Moxe iHAYKYyBaTwu
yTBOpeHHs +38 Da - agumepy iHcyniHy. Ller anmep aHaniTM4HO BU3HAYa€ETLCA 3@ A0NOMOro
CTaHpapTHoro Tecty «Bmict BMI (BMCOKOMONEKYNSPHUX NPOTEiHIB)» i3 gonyckoM < 0,3%.
BiaxuneHHa no 1,5% Big BKasaHoOro He AEMOHCTPYE TOKCUMKOOFYHOro Ta iMyHOFeHHOro
BN/MBY Ha NiKapcCbKi 3acobn, a TakoX He 3MiHIE iX npodinb edekTUBHOCTI Ta 6e3neku.
ToMy He OuYiKYETbCA, WO LS NOAISA 3 AKOCTI CTBOpOBaTMMe A0AATKOBUN pU3nK ans 6esnekun
nauieHTiB.

ONna YHUKHEHHS 6yAb-sKOro MOTEHUINHOro pu3nky HecTtadi NikiB, MiHICTEpCTBO OXOpPOHU
300poB'a YKpaiHu i koMnaHia «CaHodi» AOMOBMAMCSA MPO BUMYCK Ha PUMHOK 3a3Ha4YeHuX
napTin J13, Wwo MicTaTb iHCYniH rnapriH, wob 3abe3neunTn NOCTiHY AOCTYMHICTb XUTTEBO
BaXX/IMBUX JliKapCbKMX 3acobiB AN yKpaTHCbKUX MauieHTIB.

Cnucok ouikyBaHux napTin (byae oHoBAOBATUCA 3a NoTpebun):

HaszBa J13 Cepin MpuaaTtHuia po:
JIAHTYC® COJIOCTAP® po3unH ans 4F9533A 30.09.2026
iH'ekuin, 100 Oa./mn

JIAHTYC® COJIOCTAP® po3unH ans 4F9571A 30.09.2026
iH'ekuin, 100 Oa./mn
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COJIKBA, po3uunH ans iH‘ekuin, 100 4F986A 31.10.2026
Oa./mMn+50 MKr/mn

KoMmnaHis «CaHodi» pekoMeHAYE CYyBOPO AOTPMMYBATUCA TEMNEepaTypPHOro pexmnmy nig vac
TpaHCNopTyBaHHSA 1 36epiraHHA BMLWeE3ragaHmx flikapcbkux 3acobiB iHCYNiHY BiAMNOBIAHO A0
UMHHMX IHCTPYKLUiA AN MeaM4yHOro 3acToCyBaHHs, a came: Bia +2 po +8 °C nipg uac
36epiraHHsa Ta HWk4Ye 25 °C nig Yac BUKOPUCTaAHHA.

HEBIAKPUTA LWWNPUL-PYYKA

36epiratn B MoxHa 36epiratn B He 3amopoxyBsaTn B YTunisysaTu nicnsa

XONOAUNBbHUKY i3 XONOAUIbHUKY A0 * 36epiratv B 30BHiLWHIN F3ill 3aKiHUYEHHS CTPOKY
/ 3aKpPUTUM KOBMAaYkoM / 3aKiHYeHHS CTpOKY / KapTOHHIl ynakoBui " NpUAaTHOCTI

3a TemMnepaTtypw Bij npnAaTHOCTI ANS 3aXUCTy BiA cBiTna

2°Cpo8°, s

OpUriHanbHi ynakoBLUi

BIAKPUTA LUNPUL-PYYKA

36epiratu 3a BiakpuTy wnpuy- A YHuKat snamey B YTunisysaTun yepes

KiMHaTHOI pyuky ConoCrap® He <).; npsiMoro ceitna i EZ3) 14 awis nicns BiakpuTTa
/ TeMnepaTypu He BuLle / MOXHa 36epiratv B M / Tenna 3

25 °C XO0NOANNBbHUKY abo Micns KOXHOT iH ekl

3aMOpoXyBaTn 3aKpvBaTh WNpuUL-

pYUYKy KOBMaykoM

MosigomMseHHs1 Npo No6iYHI peakuii

BignosigHO A0 BuMor Tllopsaky 34iicHeHHs dapMmakoHarnsay, 3aTBepaXXeHOoro
Haka3oM MiHicTepcTBa OXOpPOHM 340pOB’s YKpaiHu Big 27 rpyaHs 2006 poky N° 898,
3apeecTpoBaHoro B MiHictepcTBi tocTumuii Ykpainm 29 ciuHa 2007 poky 3a N2 73/13340, cnig
NOBIAOMNATWM MpO YyCi nigo3ptoBaHi NobiyHi peakuii 4o [ep>kaBHOro eKCnepTHOro LeHTpy
MQO3 YkpaiHn 3a nocunaHHaMm: https://aisf.dec.gov.ua

Takox iHdopMauio Wwoao Nigo3proBaHUX NO6IYHMX peakuin BU MOXeTe HajaBaTu y
Biodin dbapmakoHarnsay 3a enekTpoHHOW aapecot: Pharmacovigilance-UA@sanofi.com.

Mosigomnsatoum npo 6yab-gKi Nigo3ptoBaHi NobivHi peakuii, HagaBanTe 3a MOXMBOCTI
akomora 6inbwe iHdopMauii, Takoi Ak aHaMHe3, 6yab-gKi CynyTHi nikapcbki 3acobw,
Nno4YaToK BMHMKHEHHS CMMNTOMIB, AaTW NiKyBaHHS, Ha3BW NlaKapCbKuX 3acobiB Ta HOMep
cepii.

Y pasi BMHUKHEHHA 6yab-Akux nuTaHb abo noTpebu y gopaTkosii iHdopmauii npo
nikapcbki 3acobu COJIIKBA Tta JIAHTYC® COJIOCTAP®, 6yab nacka, 3BepTtalTech y cnyxby
3 NMTaHb 3abe3neyeHHs MmegmnuHoto iHdopMauieto TOB «CaHodi-ABeHTic YkpaiHa», YkpaiHa:
Ten: +380 44 354 20 00, e-mail: Medinfo.Ukraine@sanofi.com.




