JAEPXJIIKCIIYKBA
AEPKABHA CIHYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMH Y YEPKACBKINA OBJACTI
Bys. CminaHeeka, 171, M, Yepkacu, 18008, ten.: (0472) 66-38-95, ten/daxc: (0472) 63-04-13
E-mail: dis.ck@dls.gov.ua, https://www.dls.gov.ua, Kon €JIPTIOY 37067296

BUCHOBOK
PO SIKICTH BBE3@HOI0 B YKpaiHny JikapcbKoro 3acody

13.07.2023 Ne 35708/23/23

AJIEPI'O3AH®

(HaliMeryBaHHs TiKapebKOro 3aco0y 3rifHo 3 peecTpaliiiHuM HOCBigueHHAM)
Ta0JIeTIKH, BKPHUTI INIIBKOBO0IO 060JI0HK0I0, IO 5 MT, 1o 10 TaGaerox y 6aicTepi; mo 3 6aictepu
B KAPTOHHIH Hayii

(opma BunyCcKy, N03YBaHHS, BUJ NAKYBAHHA NiKapCLKOro 3aco0y)
Howmep peectpauiiinoro nocsiguennst UUA/17179/01/01 crpox xif peectpauiiinoro nocsimuenns 24.01.2024
Cepis sikapcskoro 3acoby Ne 120C23V KinbKicTs BBe3eHOrO Jiikapchkoro 3acody 19380

BupoGHuk AT "Codapma", Bonrapis

(HaliMeHyBaHHA BUpOOHHKA JlikapchKoro 3acoly, KpatHa noXomxKeHHs)

Beeseno 5 Ykpainy Tosapucro 3 00Mexeno10 BignosizanpHicTo "Copapma Yipaiua',
iment. kox: 38323318

(HafimMeryranns Ta koa 3a CJIPIIOY opunuanoi ocobu abo npizsuiie, iM's, o Sarskosi Gizusunoi
0Co0H ~ NiANpUEMLS, T MICLIC NPOXKUBAHHA Ta PeecTpaLiiinuil HoMep 001iK0BOT KAPTKH MIATHUKE
noaatkis abo cepis Ta HOMEp nacnopra)

IIporoxoen Bisyansuoro xourpomoe sig 10.07.2023 Ne 167/0/01.24-23/1.

3a pesyibTaTaMH JAEPXKABHOrO KOHTPOJIO BCTAHOBNIEHO, 1IN0 JiKapchkuit 3aciG Beeseno B Ykpainy 3
AOTPHMAHHSIM BUMOTr 3aKOHONABCTBA 100 3a0e3neueHHs AKOCTI JliKapehKuX 3acobis.
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CEPTHU®IKAT AKOCTI No 548 /19.05.2023

JlixapcebkHii 3aci0: AJIEPTCO3AH® tabnerku, BKPUTI TIIBKOBOIO 000I0HKO, 110 5 Mr x 30
Hitoua peuosnua / Tabn.; aesfnoparagui SMr
Cepin Ne: 120C23V
Hata supobuunursa: 30.03.2023
[MpunaThuii go: 31.03.2026
KinbKICTh YNAKOBOK / THIT YIIAKOBKH: 19380 yn. /3 6n. x 10 Tabn /
Miclie npU3HAYEHIA: YxpaiHa
AHaniTHYHA JOKYMEHTALIA 10 peecTpaLifiHoro nocriguenHs No; UA/17179/01/01, epcia 6.0
TepMin ait peecTpauifiHOTO NOCBiAYEHHA: 24.01.2024 r

Jlinensia ainbuuui BiANOBIAaNBHOT 3a BUITYCK cepil No;
GMP ceprudikar ainpHUUI BIATOBIAATBHOT 3a BUITyCK cepii Ne:

BG/MIA-0358

BG/GMP/2022/217

Aﬂpeca AUTbHHULT] anomnam.nm 3 BHnyc:{ cepii; AT ~Cotapma”, By.r. [nieuceke woce 16, Codis, 1220, Boarapis
‘ .]\“ HailimeHyBaHus mmamﬂma _ Xapamepucnma i HOpMH Pesyﬂmarﬁ
1. | 3opuimmii BHIJISL Caito- -CHHBOTO KOJIbOPY, KPYTAi, ABOONYKAI Bianosinae
TalONeTKH, BKPHTI MIBKOBOIO 0DOIOHKOI, ;

glaMeTpoM 6 MM + 0.2 Mm

1]
2. | BmicT BOAM _ He bineuie 6 % 3.70 i
3. | Imentudikauis geznoparaguuy ;
- BEPX Hac yTpuMyBaHHS OCHOBHOIO mrcy 3 Bignosinae 5
BHIIPOOOBY BAHOTO PO3YHMHY [OBHHEH BiroBinaTy ’
Hacy YTPUMYBAHHS NE3N0PATAIHHY 3 PO3UHHY
) ) Ul MPUAATHOCTI XpomaTtorpadivHol cHcTemu *
- Y®-cnexrp Y®-CriekTp OCHOBHOTrO TiKY 3 BUNPOGORYBAHOIO Binnogigae é
pO3uKHYy MOBHHEH BinoBigary Y O-cnekTpy niky
AE3N0paTafuHy 3 PO3YHHY [ (IPUOATHOCTI 3
B ) B XpomarorpadiuHol cucTeMH
4. | Po3unHeHHs - He menwe 75 % (Q) 3a 45 xs. 94.7 |
5. | CynpoBigHi JOMIKH
- N-popmingesnoparanun He 6inee 0.2 % Huxue Mexi |
? KiIBKICHOTO !
: - ~ Bu3HayeHHa /< 0.1/ |
- HecneuudikoBana fomimka He 6inbiue 0.2 % Hikue mexi
|[ KiIBKICHOTO
N ) | ] B BU3HAYEHHx / < 0.1/
- CymMa AOMIIIOK He Binbiue 0.5 % Huxue mexi
KUTBKICHOTO
L i ) B B BM3Ha4eHHs / < .1/
6. | Kinbkicuuit BMicT AC3OpaTaHHY B OIHIN Big 4.75 mr no 5.25 mMr 4.97 u
FENIGEL, ME - (95.0 - 105.0 % izt 3asBnEHHOrO BMiCTY) 99.4
g2 OAHOPIOHICTE NO30BAHUX OAUHHULLB -1
P AV <15.0 3.3
- BUNpoOyBaHH3a , OQHOPIAHICTD BMICE
8. 3a.n}11u1{031 PO3UHHHHKH
P - ETaHON He 6tnswie 5 000 ppm 19 !
9 [renTudikauisa THTaHY MOy El?~ — : 6 : ; ;
- KOJIbOpOBA peaxiyis S a£ BIAMOBIAATH BUNIPOOYBAHHIO Bianogigae
10. | MixpoGiosoriuua uncror “ 3 .Qﬁ“
- TAMC, CFU/r <10 < 1000 !
] TYM(_;, CFU/r <102 <100 !
“__“ - E. C'Dli, CFU/r B!,{[{Z}/THIETE BI,E[C}'THI
E 11, | Ilepsunna ynakoska o | _Mae Bianosinatu peECTpauluum AOKYMEeHTaLl] Binnosinae
12 EiTGpHHHﬂ ynakoBka Mae sianosinatv peecppatiiiiiiis ﬂ%ymemaun Binnosinae
= FoEm — = — R B Forearae ._.'.....:'E-; - R R |
.23 B

BIANOBIAAE BUMOTAM AHANITHYHOT HORY MEHTAaLIT.
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Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +3502 813 4 f_!%ﬁ

Codapma Afl | yn. "Mavencko woce” 16 | 1220 Codus, Bbnrapus | Ten: +359 2 813 4200557158

soplharmagroup.com
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JEKJTAPALILA BIANOBIIHOCTI: Jlikapcekuii 3acid AJIEPTO3AH® rabnerku, BkpHTI NAIBKOBOIO 06010HKO),
no 5 Mr x 30, cepisg Ne 120C23V BupobreHo, 3anakoBaHo 1 IPOKOHTPOJIEOBAHO BiANOBIAHO 10 BUMor GMP,

peecTpauliiHol A0KyMeHTalll Ta JiueH3il Ha BUPOOHHUTRO.

YnosHoeakeHna ocoba (QP): 1{)‘\.(/

/ A. Bupaaposa /

Hara Bummycka cepii: 19.05.2023 p.
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