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SedeLegale.
VIALE ADDETTA 4 1230067 TRIBIANO (NI ITALY
Sede Ammenistrativa

Viale Colleons. 25 - Palazzo Pegaso Ingresso 3-
7&864 Agrate Brianza (A\[B) - [TALY ~
waw acsdobfar it - ammimsteazione fi pec acsdobfarat
Tel 02 00693 1- Fax 072 061566

Manufactured by, ACS Dobfar Sp A - ucleo Industiale S -Atto-S. Nicold a Tordwo (TE)
Ceptudikar BignosigHocTi

HallMmeRyBanHs HPpOLYRTY:
LEDTASUANM-BICTA NnOpowoK Ans po3ununy aas iH'exyi no 1 r

Cuna aii/akTuBHICTL:
1 ¢nakoH mictnTb uedTashanmy neHTarigpaty 1,164 r, W0 eksiganeATHO UedTaznanmy 1 r

JlikapcbKka dopma;
CTCRBUABHKUIA NORCIWOK

Pozamipy yNMakoBKMW Ta TUMN:
10 GnakoHiB y KapTOHHIA RGPOBIK

Kop.rotosoro npoaykty komnauii ACS Dobfar / nomiep capii: F1001592 / 23104514
Kpaina-imnoprep: YKPAIHA

Homep peecrpauifinoro nocgigyeHHs nikapcbkoro 3acoby: UA/18227/01/01

flata BuroroBaeHHq: ClueHb 2023

Tepmin npnpatHocri: Ciuonk 2026

KinexicTh BUnywmernx ogmnHmye: 5100 ynakosok

AaHi Npo cnpoBuHY/NpomibkEWIA Mmarepian:
Cepin: 23J01020 Koa: F3000519

Ha3zBa Ta agpeca micigt BUroTOBNRHHA, MaKyBaHHA, KOHTPOJIKO AKOCTI Ta BUNYCKY NapTil rOTOBOTO MPOAYKTY:
AUC Hobdap CHLA. - Hykneo [nayctpiane C Atro C. Hikono'a Topgaitio (TE)
Homep niyensii Ha Bupobuunreo/ Cepridikar signosigHocri GMP: AM-101/2022 - 1T/129/H/2022

3anBa npoe ceprudikayio
Linm g s3acsiguyto, 1o skasaira BULC IHOpMaliia e A0CTOBIPHOK 1 TOUHEGIO, Lia cepia npoayKTy Byaa BrpobacHa, BKAOYaoun

YIIGKOBRY/MapRYBatlts Ta KOHTPONbL AKOCTI, Ha BMUIE3raaaHvx o6'ekTax y MOBHIN signosiaHocri a0 sumor GMP €C Ta

NMpumitkn:

cnelnGIKaLIn, 333Ha4eHnX y PeecTpAiNHOMY AOCBIAUEHHI MICLIEBOrO PerymicioNoro OpraHy KpaiHu- imnoprepa. Cepist He.
MICTUTE NPOAYKTIB; OTPWUMEHWX i3 TBAPUHHUX YW KAITUHRUX RYALTYR. 3aruchn npo obBpobky cepn \,mal-{ Ky T3 aHanis bynu.
nepesiperi Ta BU3HARI BIAnoBigHumMmKn Bumoram GMP EC. Yl BigxvMneHRs, SIKWO BOHM BUSIBAEH ﬂiﬂ%ema i

i, a cepio
CXBaNEHO Ta BUNYLLEHO yNOBHOBaMeHO0 0cobolo. '

KomenTapi / saysarkers: _
[ia vyac BUroToBACHHA, Makysakia Ta TCCTYBAHNS Wiel napTii byno: :
RJ Bincythnicrs cepiosHnx/KpuTnuiin BIAXUAEHD, SKI MOXYTh BRAWHYTU Ha BUNYCK. npf::,er
U1 OcHOBHI/KpUTWIHI BifXUMACHHS, STKE MOMYTH BMAMHYTH Ha BUMNYCK NpOAYKUIi FAVE Ny
[} Noparkosa signiosigHa inbopmalis, SKIWO BOHA 3aCTOCOBHA, LIOAO AKOCT] naprii 104aeTLC

AUC AOBDAP C.ILA. - HYKAED IHAYCTPIANE CATTO {/IOK. C. HIKONO'A TORPIIHO), 64100 TEPAMO {TE), ITASIH

Im'a va nignuc ynoBROBaeHoi 0cobU, sIKa YHOBHOBAKYE BANYCK cepii; i Aara nignucy:
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-ACS Dohlar Sp-A.. itrnrerly §petad Farmacwutici SpA)

CEPTUDIKAT AHANIZY
NpOAYKT:

Cepia-Ne;

Hata BupcoHuUTEa:

TepmiH NPUAATHOCTI.

Manota ured in. ACS Doblar SPA Riic'eo Indusinale S, AR S - Nicolo d Tording (TE}

LESTASUANM-BICTA NOpoILOK AN PO3UMHY s iH'ERUii no L T

23104514

Civenb 2023

CiveHs 2026

Koa npoayKkTy:
Poamip cepii:

F1001592
5100 ynak.

TecTvm Crneuundikauii OAMRULI BUMIPKOBAHHA Pesynbratu
JoliT = BT ABO BAIAO-HOBTUIN MOPOLIOK Bianoceinac
[aeHTHIKALIS KapBonaT No3nTUBHYMA No3WUTYEHKEA
iaeuTrdikauin BEPX No3nTUBHKUA [MO3UTHUBHIIA
Tipo3opicTb {308KIHIA BATAAL PO3YRY) <=1 CycneHsis <1
Noravuanbs (30BHIIKIK BUrNsQ PO3YMHY) <= (0,30 OfAMHWLUbL MOTAMHaHNA 0,09
PH 5,0-7.5 0AWUHWUI pH 6,7
Brparta macvi npu BUCYlIyBaii <=13,5% % 11,7
BricT HaTphd kapbohaTy 8,0-10,0% % 94
BmicT 95,0-105,0 % (Big 3aaBneroro) 100,0
CynpoBIaRT LOMILIKAT - -
Crncumdikosani AomilliRA: - . )

- [lenbra-2-uedTasnamm (Jiomiltka Aza PhiEur) <02 Yo AR LiepTA3NNM <L0Q(<0,05)

--aomilka B.3a Ph.Eur. <=(),2 % AK LedTasuamm <LOQ(<0,05)
- aomithka G 3a Ph.Eur. <=2 % Ak uedTasnarm: <LOQ[<(,05)
Byab aKka HecneumdikBBaR. J1IOMILLIKS <= 0,10 % AK Luedrasvanm: 0,06
LCyma gomiliok. <=1,0 % 0,1
Yac sigHOBAEHHSH <= 120 CeKVHA, 35
Aomilka F <=1000 Jelpg! 258
Teepal YacTuHKW ':z'«-::-fl.'f.".'}"rﬁi'r{pth' <=6000. HacTu HG’H?&}'NHI{GH' 55
TBEPA] HACTUHKK >= 25 MIKPOH <=600 YacTunok/dnakoH 1
Opnop. gososaimx of. — OAHOPIAH. BrMiCTY <=15,0 Yo 1,4
LlinicHicTs 3aKpUTTH KOHTERHEPa KinbKICTE GAUMHULE 3 NPORWKHEHHAM DAPBHUKA 0
YNaKkoBKa.Ta MapKyBaHHA Bianosiaae Bignosinac
TecT Ha CTePUALHICTS CTepUAbHKUIA CTepuibHUI
BakTepiantHi enAcToKCURY (JIAST-TeCT) <0,10 MO/ < 0,10

TEPMIH NPUAATHOCTI PO3PAXYBAETBCH BIZL AATH BUPOEHULTBA CTEPW/IBHOTO 3MILLYBAHHS, HE BI{ ZIATM HANOBHEHHS
ONAKOHIB

OaHop. gososannx on. — OaAHOpPIAH. BMiCTY: OAKOPIAHICTD £,030BaHMX oaUHMLL - OAHOPIgHICTL BMiCTY.

LLA cepis byna BUroTOoBNEHE, yNnakoBaHa Ta NpoTeCTOBaHa BiANOBIAHO A0 NOTOYHUX BUMOr GMP.

Lynia bapongenni
Hata gpyKy 06 xoBTHA, 2023 pory 0 09:02 am-
HaapyxkosaHo MaTtpuuicio e banricTic
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