AEPZKABHA CJYJKBA 3 IKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKIHN OBJACTI

npoB. Ceitnmunoil Hapii, 3, M.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B Y KPaiHY JIKAPChbKOIo0 3ac00y

08.12.2023 Ne 59976/23/10

JIKAJIOP

(HaliMeHYBaHHS AiKapChKoro 3acoly 3riHo 3 peccTpanifHUM [MOCBIAMEHHAM)

TadaeTkn no 10 mr; no 10 rabaerok y GJicrepi; mo 3 6Jicrepu B KapTOHHIA kKopoOui

(Qopma BUITYCKY, NO3YBAHHS, B NAKYBAHHA JIKapChKOTO 3ac0oGy)

Homep peecrpauifinoro nocsiquenus UA/17089/01/02 crpox nif peecrpaniiinoro nocsiguenns 01.01.2099

Cepis nixapeskoro 3aco6y Ne A7G046 KinpkicTs BBE3eHOro sNikapebkoro 3acoby 50
BHpoGHHUK Menoxemi JIT/ (3aBoa AZ), Kinp
(HaliMeHyBaHHs BUpoOHNKa JikapchKoro 3acoly, kpaiHa ITOXOMKEHHS )
BpeseHo B YkpaiHy CrnijibHe YKpalHChbKO-eCTOHChKE MiANPUEMCTBO Y dopMi TOBapucTBA
3 o0OmMexeHo10 BianosigaabHicTIO "OnTiMa-®apm, JITI", inent. kon:
21642228

(nafivenysanHa Ta ko4 3a €JIPTIOY ropuanuHoi ocobu abo mpi3Buiue, iM's, 10 6aThKkoBi (izHHHO]
ocobu - manpuemLy, ii MicLie NPoXUBaHH TA peecTpauiftHuii Homep 061iKOBOT KAPTKH TIATHIKA
roaarkis ado cepist Ta HOMep MacropTa)

[IporokoJ BizyaasHoro kourpomo six 06.12.2023 Ne 3831/11.

3a pesyipTaTaMH JEPKABHOTO KOHTPOJIO BCTAHOBJEHO, IO Jixapcekuit 3aci6 BBeseHo B Yipainy 3

HAOTPHMAHHAM BHMOr 3aKOHOAABCTBA WIOA0 3a0€3Ne49eHHS AKOCTI NikapChkHX 3ac00iB.

Bitaniit BOHIJAPEHKO

(imiuians Ta npiIBHILE)
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TTepsrAne T8 BrOPpUHHE HAKYBAHHSN. BapoOHuuTEO TOTOBOrO NpoRykTy in bulk:
KOHTPONb AKOCTI, BRNTYCK Cepil: . m om
Menoxkemi JITHX (3ason AZ)  Uxewssu Xyaxalt ®apmacsiorikan Ko. Jita, Cronsuso-Calr

2 Mixaen Epakneoc Crpir, Uwertsar Xyaxal dapmacetotican Ko, Jra,,
Adkroc Aranacioc [rrycTpiaibHa 30Ha, Cronnuso, Jlinexait 317024 Yxemsan Kurak
Axnoc Aranacioc, Jlimaccon, 4101, Kinp Jlinensis nomep: Zhe 20000311
Jlinensis pomep: 032 HBII Ceprudixar Ne: DE_HH_01_GMP_2017_1027
HBII Cepradixar Ne: MED05/2019/001
CEPTHODIKAT AHAJTI3ZY
I"Ipeﬁapa:r:. IKANIOP, tabnerin no 10 mr Hara supobuuuraa: 07/2023
Ynakoeka: 110 10 TaGnerok y Gnicrepi, no 3 Onicrepu B xapTOHHIN kopoOui
Cepis Ne: A7G046 .. Mpuparauit no:  07/2027

Hoxynens: «TOB «XPK «biokou» Ykpaina

HominansHui sMict: 1 rabnerka MicTiTh apumnpazony 10 mr
Poamip cepit: 410,000 rabnerok (13600 ynakoBok Ne30)
Peectpauiitne nocsimienns B Yipaini: UA/17089/01/02

__ITokasHHKH Bumorn cnieundixanil Peayabrar
i [ Omuc Posxeni nipsMOKYTHI TableTKH 3 380KpyriaeHuMun Kpasmi, | Bignosinae
M posMipom npubnusno 8,5 x 4,0 mm, 3 ninieio poanomy 3 ;
i ) . ORHON0 GOK
4 | [nenrudicanis: Yac yTpuUMAaHHA OCHOBHOrO UiKy Ha XpoMarorpami E
n | A.BEPX BUNPOOYRAHOIO pO3YUHY NMOBHHEH cNiBnagaté 3 4acoM | Bianosinae |
| i YIPAMaHHS  OCHOBHOTO @iiKy Ha  XpoMarorpami '
| B, Y- CTAHNAPTHOND POIYUHHY B METOMI KINLKICHOTO BH3HAaYeHHA, | Bianoeinae
I | enerrpodoromerpis MaxcuMyM: nornraauHg npa 216 & 2 HM ,
| InenTudikauis YTBOPIOETLCR CHHIN 0Cal 3 pO3UHHOM peaxTusy xaxilo | He nposoanscs
@ 63;}51{[{!:& heppoumaniny 5
| : 381138 OKCHALY PP pg—— — | — |
; | Kinexicne pusHauenns | 95,0 - 105,0 % 97,9 %
% | Cepens Maca 102,0 Mr£ 5§ % (96,9 — 107,1 mr) | 1100,9 mr
H
| 1 | OnHopinmicTs AV <150 6,2
| JO30BAHKUX ORUHHLE L1=15,0, L2=250
Pozaunenns (HCI/KCI | He mene 80,0 % (Q) 32 20 xsnmmu | 97,9%
b6ydep pH 1,2
CynyTHi goMmitnxy Koxmnol i IHII,HBUUaJILHOI nomimku: He GLisine 0,2% Huxue nimiry |
Cyma pomimok: He 6inbuie 0,5% Hwxue nimity
Mikpobionoriuua ZaranpHa KUEKICTS aepoBHIX MIKPOOPTraHisMiB (TAMC) ~ | <10 KYO/r
| YHCTOTA He Ginnire 10° KYO/r
| JaransHa Kinekicrs aphxmxesux Ta mnicHaBux rpubis | <10 KYO/r
(TYMC) — He 6imeire 102 KVO /i
Escherichia coli: I'Topuuui Oyt Bifeytdi /r Bixnosinae

e

M 3 sacsinuyro, mo Haseiena sue indopmanis e nommpnom T4 TOYHO. Lo cepno NPORYKLIT 6yNo
BUPOGNEHO (BKNIOYAIOMH MAKYBAHHS/MAPKYBAHHS) T4 HPOBEHCHO KOHTPONS 1T AKOCTI HE BRUIEIaSHAYEHIH
HinsHALI y nosuil sinnopianocti 3 BaMoramu GMP, BeTanoBneRUMI MicuesuM PEryNSTOPHHM OPraoM, a
TAKOX BLINOBIAHO JIO cnemrq:ircauiﬁ IO MICTATECA Y peecrpamﬁumy zocke abo Topropii niuensii xpainu-
nnpoﬁuuxa abo kpalsu-iMnIopTepa, AKIO NPOAYKIHIO iIMHOPTOBAHO, 200 ¥ AOCHE cneuuq:iuaniﬁ Ha npenapar
JNA JOCHiPKYBAHOTO nixapcaxom sacoﬁy [TpoTokonn BUpoOHUITBA, NAKYBAHHS T4 AKAY

NePErISHYTO T2 BCTAHOBJIEHO anomnmcn GMP.
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Primary and secondary packing, | - Manufacturing in bulk:
batch control, batch release:
Medochemie LTD (Factory AZ} Zhejiang Huahai Pharmaceutical Co. Ltd. Xunqiao-Site
2 Michael Erakleous Street, Agios Athanassios Zhejiang Huahai Pharmaceutical Co. Ltd.,
SRR & Industrial Area, Agios Athanassios Limassol, 4101, Cyprus  Xungqiao, Linhai 317024 Zhejiang China
MEDOCHENIE License number: 032 License number: Zhe 20000311
GMP Certificate No: MEDG5/2019/001 GMP Certificate No: DE_HH 01 _GMP_2017_1027
| CERTIFICATE OF ANALYSIS
Product: Zykalor 10mg tablets Manuf, Date: 07/2023
Pack: 10 tablets in blister, 3 blisters in carton
Batch No: A7G046 Expiry Date: 07/2027
Customer: LTD "CPC" "BIOCON" UKRAINE .

Label claim: Aripiprazole 10mg per tablet
Batch size: 410,000 tablets (13,600 packs x 30)
Re |stration‘cert1ﬁcate Im Ukrmne*_ UA/ 17089/01f02
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The retention time of the major peak in the
chromatogram of the test preparation should correspond | Conforms

“I4] Identification

to that of the standard preparation in Assay. Conforms
) Absorption maximum at 216+ 2 nm 1
- P4 Identification of colorant With potassium ferrocyanide reagent solutionablue | o
sarl (Trom oxide) precipitate is formed |
¥ M _
"] Assay Aripiprazole 95.0~-105.0% 97.9%
| Average mass 102.0mg + 5% (96.9mg-107.1mg) 100.9mg

wps| Uniformity of dosage units T AVEIS0 B
“h] (content uniformity) L1=15.0,L2=25.0 | ' -f

v 1 Dissolution

$ | (HCVKCI buffer pH 1.2) | Not less than 80.0%(Q) in 20mins | 97.9%
. ~ Any unspecified imp: Not more than 0.2% UDL
V| Related substances Total impurities: Not more than 0.5% UDL

{ Total Aerobic microbial count: Not more than 10°.fu/g [<10 c.fu/g

Microbiological control , * & — '
B Toztal,combined Yeasts/Moulds count: Not more than <10c.fu/g
10-fu/p

E.coli: : Absent from 1g | ‘Conforms

Hereby I 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 authorities and also in accordance with specifications included 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 investigation medicinal product.

Reports on production, packing and gnalyses were reviewed and the correspondence with GMP established.

N.Antoniou Date: 13.10.2023
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