NEPKABHA CIOYXBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMN Y KHIBCBKIA OBJACTI

npos. Ceitanuroi Haaif, 3, m.Kuie, 02099, ren/axc: (044) 576-40-41
E-mail: dls.kogiidls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo SKICTh BBE3EHOI0 B YKPainy Jikapchroro sacody

06.06.2025 No 25754/25/10

SIKAJOP®

(nativeHysanns fikapeskore 3acoly aringo 3 pecerpauiiians nocsizuennan)
Tabaericn no 15 mr, no 10 TabaeTok y Giicrepi; no 3 Gaicrepn B xapronsiii kopobui

(rpopaa BHIYCKY, 03YBAHHR, BIL DAKYBAHHS THKUPCLROrO 3ac00y)
Honep peectpauifinero nocinyernn UA/17089/01/03 crpox ait peecrpauiiinoro nocriguenns 01.01.2000
Cepin mixapebroro sacody Mo ASLOOT Kiavkicts seesenoro nikapeakore sacody 40

BrpoBauk Menexeni Jlimiten, Kinp

(uaiissertypapny sipoGHIKa AIKAPCHKOTO 300Gy, KpaiHa HOXOAKENIN)

Bresero 8 Yrpaity Cninbue yRpalHCLKO-€CTORCHKE WiZNPHEMCTRO ¥ (FOpMi TOBAPHCTBA
3 obMeseHoro signoBigansuicTo "Onrima-®apm, JITH", izenr. xoa:
21642228

(nafivenyBasus Ta xoa 3a CAAPTIOY wpaniaoi ocodin aGo apitnmue, im'e, no Gareros diznytol
ocobi - aizuplemip. T Micue MpOKIBANAS T2 peecTpaiilzii mosep 0GaikurLT KApTKY Ttk
noaaTkin afio cepis 1o HOMEp NacnopTa)

Iporokon BisyassHoro konrposo sia 04.06.2025 Ne 1682/8.

Ja  pesysbTaramil AEpIKABHOTO KOMTPOMD BCTAHOBAGHO, MO  AiKapehkuii 3aci6  Bpeseno B Vipajny 3
AOTPHMaHHSM 3HMOr 30K0HOARBCTBA WIOR0 2a0e3NedeHNs SKOCTI SikapehKig 3acobin,

\ ' Omsra EPLOMEHKO

PEKOHTPOED) {ninucy {inigiams T2 npissmue)-




[TepBuUHHE Ta BTOPUHHE NAKYBaHHA: BupoGHHUTBO FOTOBOrO poayKTy in bulk;

KOHTPOJIb AKOCTi, BUITYCK cepil: Wxewssn Xyaxat dapmaceioTikai
Menokemi Jlimiten Ko. Jlta. Cionbuso-Caitr
Axnoc Atanaccioc [umycrpiansta 3oHa, Uenssan Xyaxalt @apmacsiotikan Ko. Jita.,
Mixain Ipakneyc 2, Axuoc AtaHaccioc, CronbLio, Jlinexai 317024 Uxeussn Kuraii
Jlimaccon, 4101, Kinp Jliuensis romep: Zhe 20000311
Jlinensis nomep: 032 HBII Ceptudixar Ne: DE_HH_01_GMP_2017_1027

HBIT Ceprudixar Ne: MEDAZ/2022/001

CEPTU®IKAT AHAJII3Y
Tpenapat: 3IKAJIOP, Tabnetkn no 15 mr Hara supobuuursa: 11/2024
Vnakoska: o 10 Tabnetok y 6rictepi, no 3 Gnicrepu B kapToHHil kopobui
Cepis Na: ASL001 [TpupaTHul 10: 11/2028

IMokyneus: «TOB «XOK «biokon» Ykpaiua

HominaneHuif BMicT: 1 Tabierka MicTuTb apumninpasony 15 mr
Posmip cepii: 294117 (9803 ynaxosku Na30)

Peectpauiline nocsiguenns B Ykpaini: UA/17089/01/03

X HokasHHKH Bumorn cneundgikauil PeayabTaTn
i | Onuc CaiTno-xoBTi kpyrni Tabnerky 3 npubmusHum Jiametpom | Binnosinac
M 7,0 MM
i | Imenrndirauis: Yac yTpMMaHHs OCHOBHOro IiKy Ha Xpomarorpami
k! BUNpo6YBAHOrO PO3YMHY MOBMHEH chiBrazaTd 3 uacom | Bixnosinae
H yTpUMaHHA  OCHOBHOTO  miKy  Ha  Xpomarorpami
i CTAHAaPTHOrO PO3UMHY B METOMI KiNbKICHOIO Bu3HaueHHs,
MakcuMyM HOIHHAHHS npy 216 £ 2 HM Binnosinae
i | Inenrudikauis Y TBOPIOETHCSA CHHIM 0Call 3 PO3YHHOM peakTHBY Kanito | Bianosinae
GapBHMKa dbeppounaniny
@ | 3aniza okenay
I | KinbkicHe BusHauenns | 95,0 - 105,0 % 102,4 %
3
| CepenHs Maca 153,0 Mr £ 5 % (145,4 — 160,6 mr) 153,2 Mr
4
H | OjHopizHicT AV <150 3,6
i | J030BaHHUX OAMHMLUD (L1=15,0, L2=25,0)
PozuuHeHHs He menwe 80,0 % (Q) 3a 20 xBuauH 99,0%
(HCU/KCI 6ydep pH 1,2)
CynyTHi OMiLLKH Koxnoi inausigyansHot nomimkn: He 6inbwe 0,2% Huwxue niMity
Cyma pomiwok: He 6inbiue 0,5% Hikue nimity
MikpoGiosoriuna 3arajbHa KinbKicTb aepobuux mikpooprauizmis (TAMC) — | <10 KYO/r
yucrorta* He 6inswe 10° KYO/r <10 KYO/r
Of61iee YMCI0 APONOKEBbIX U TulecHeBbIX Tpubos (TYMC)
— He 6inpwe 102 KYO /r. Bianosinae
Escherichia coli: [Tosuuni 6yTH BigcyTHi /T

; Llum 5 3acBinuyIO, IO HaBeleHa BHLLe iHdopMaLia € JocTOBIpHOIO Ta TOYHOKW. Lo cepno nponyxuii 6y.r10

1 Bnp06neno (BKIIFOYAIOUH ﬂaKyBaHHﬂ/MapKyBaHHﬂ) Ta NpOBEEHO KOHTPOJIb 1i IKOCTi Ha BHLIE3a3HAueHI]

I }J,lJ'Ile/lILl Yy NOBHiH Bl}IHOBl,ILHOCTl 3 BUMOraMiu GMP BCTAHOBJICHUMH MlCLIGBHM pEeryJjiiTOpHMUM OpraHomMm, a
TaKoX BiAMOBiAHO A0 creuudikalliit, o MicTATbCH y peecTpauiiHOMy Aocke aBo Toprosilt niueHsii kpaitu-
BupoGHUKa a6o KpalHu-iMIOpTepa, SKLIO NPOAYKILio iIMIOpTOBaHO, a60 y Aocke cneuudikauiii Ha npenapar i
JOCHiAXKYBaHOTO JIIKApChKOro 3aco6y Iporokonu BUPOBHHLTBA, [TaKyBaHHA Ta aHanisis Gy10 nepernsHyTo Ta
BCTaHOBJICHO BiANOBIAHICTD GMP "

*Ha BUIYCK TECT npOBoambcs{ Ha,ne‘pwnx prox cepisx, notim nepioauuno (ans koxuoi 10-1 cepii abo He piawe
OZIHOT'O pasy Ha pik) ;

YrosHoBaxkeHa ocoba: ............. .:i.' ....... H. Aurtoniy Hara: 19.12.2024
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Primary and secondary packing., Manulacturing in bufk:
batch control, batch release:

MEDOCHEMIE Medochemie Limited Zhejiang Huahai Pharmaceutical Co. Lid. Xungiao-Site
Agios Athanassios Industrial Area. Zhejiang Huahai Pharmaceutical Co. Lid..
Michail Trakleous 2, Agios Athanassios Nungiao. Linhai 317024 Zhejiang China
Limassol. 4101, Cyprus
ficense number: (32 License number: Zhe 20000311
GMP Certificate No: MEDAZ-2022:001 GMP Certificate No: DE HH 01 GMP 2017 1027

CERTIFICATE OF ANALYSIS

Product: Zykalor 153mg tablets Manuf. Date: 1172024
Pack: 10 tablets in blister. 3 blisters in carton
Batch No: ASLOO] FExpiry Date: 1172028

Customer: LTD "CPC" "BIOCON" UKRAINE
Label claim: Aripiprazole 15my per tablet

Batch size: 294117 (9,803 packs x 30)
Registration certificate in Ukraine: UA/ 17089/01/03

ANAE YSIS PERF OR'\/IF D SPECIFICATIONS RESULT
- Appearance Light yellow. round tablets with diameter 7.0mm | ¢ oo
h The retention time of the major peak in the
e —— chromatogram of the test preparation should correspond Conforms
m | ldentification s IR e
to that of the standard preparation in Assay. Conforms
; Absorption maximum at 216 - 2 nm
¢
a | ldentification of colorant With potassium ferrocvanide reagent solution a blue T —
1 | (ron oxide) precipitate is tormed '
- 95.0 - 105.0% )
4 | Assay Aripiprazole 5,0~ 10004 102.4%
n
d | Average mass [153.0mg & 5% (145.4mg-160.6mg) 153.2my
p | Uniformity of dosage units AV £ 15.0 6
. s « - - Ji
L (content uniformity) (L1= 150, L2==25.0)
¥ | Dissolution _ . 99 ()9
s | (HCVKC! buffer pll 1.2) Not less than 80.0% (Q) in 20 mins 2.0%
i
¢ e z 5 y : . . § g
Related substances Any unspecified imp: Not more than 0.2% Under disregard limit
a % ] o
I Total impuritics: Not more than 0.5% Under disregard limit
Total Aerobic microbial count: Not more than 107 e.fude < 10 e.fufg
Microbiological control®
Total. combined Yeasts’Moulds count: Not more than <10 e.fu'y
10%c.fujg
F.colic Absent from lg Conforms

Hereby | confirm the above mentioned information is complete and accurate. The batch was manufactured (including
packing/marking) and inspected for quality in the above mentioned site in strict correspondence to GMP requirements. established
by regulatory ‘xu(hmmc and also in accordance with specifications inciuded into the Master File or trade license of manufacturing
or importing country, if the products are imported, or in the Drug Master File for drug for an investivation medicinal product.
Reports on production. packing and analyses were reviewed and the correspondence with GMP established.

Al release tested on the first 3 batches. then periodically (every 10th bateh or at least once a year).

Qualified Person............. ' N.Antoniou Date:19.12.2024
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