AEPKABHA CJ1YIKBA 3 JHKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCHKIM OBJIACTI

npos. Ceitnuunof Haxil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHMCHOBOK
Npo AKICTb BBE3€HOr0 B YKpaiHy JiKapcbKoro 3aco0y

12.12.2023 Ne §9977/23/10

3IKAJIOP
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(HaliMEeHYBaHHSI JIKapChKOro 3acoly 3riHo 3 peecTpanitHiM ITOCBIAUEHHIM)
TadjaeTKkd 1o 13 mr, mo 10 Tadserok y Oaicrepi; no 3 6aicrepu B KapTOHHIH KopoOui

((opMa BUITYCKY, AO3YBAHHA, BUJ NaKyBaHHS JIIKapChKOro 3acofy)

Homep peectpauiiinoro nocsiguenns UA/17089/01/03 crpox aif peecrpauitinoro nocsinuenns 30.11.2023

Cepis nikapebkoro 3aco6y Ne A7TB054C KinbkicTh BBE3eHOrO jikapcerkoro 3acofy 30
BupoGHHK Menoxemi JITI (3aBox AZ), Kimp
(HaliMeHyBaHHS BUPOOHMKA JIKApChKOro 3acoly, kpaiHa NOXOKEHHS)
BBe3eHO B YKpaiHy CnifnHe ykpalHCBKO-€CTOHChKE MIANPUEMCTBO Y (hopMi TOBapHCTBA
3 o0mexxenoro BignoBigaabHicTIO '"OnTiMa-®apm, JITA", izenr. xox:

21642228 B

(HaiiMenysanns Ta xoa 3a €JIPTIOY rwopuayusoi ocobu abo npi3suine, iM's, o 6aTeKoBi (hi3HYHO]
ocobu - manpHeMLy, i MiCLIE IPOKUBAHHS Ta peecTpauiiiHuit HoMep 06MiKOBOT KapTKK NAATHHKA
OAATKIB a0 cepist Ta HOMEp Mmacropra)

[Iporoxoa BisyanmsHoro xeurpomo ix 12.12.2023 Ne 3831/12.

3a pe3yneTaTaMM  JEPXKABHOIO KOHTPOJIO BCTAHOBIGHO, 0 Jikapcekudl 3aci6 Beeseno B Yipainy 3
AOTPHMAHHSNAM BUMOT 3aKOHOAABCTBA LI0A0 3a0e3neueHHs AKOCTI JikapChKHX 3aco0biB.
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[TepBHEHE T8 BTOPRHHE NAKYBAHHA: BupoGruuTeo rorosoro npoaykry in bulk:
XOHTPONH AKOCT, BUNYCK cepit: ;
Menoxemi JITH (3ason AZ) Umeyzan Xyaxah dapmacsiotian Ko. Jita, Cionvuso-Cafr

2 Mixaen Epaxneoc Crpir, Uewssny Xyaxatt Gapmacsiorikan Ko. Jlra,, B
Axuoc Atanacioe Inaycerpiansaa JoHs, Cronbusio, Jlinexal 317024 Yewsan Knvall

Axsoc Araracioe, Jlimaccon, 4101, Kinp Jlinewsia goMep: Zhe 20000311

Jinewsin somep: 032 HBI1 Ceprudixar No: DE_HH_01_GMP_2017_1027

HBII Ceprudirar No: MED05/2016/001

CEPTHOIKAT AHAJI3Y

[Npenapar: 3IKAJIOP, ranerky no 15 Mr Hara supobunirea; 02/2023
Vnaxosga: no 10 Tabnerox y Gaicrepi, no 3 Gnictepu » xaproHuifl xopobui
Cepin Ne: ATB054C IMpunaranit go: 02/2027

Mokyneus: «TOB «X®K «biokon» Yxpaiia -
HominansHud smicr: 1 tabretka MiCTHTL apuninpasony 15 MF
Poamip cepit: 294117 (9803 ynakobkn Ne30)

PeccTpauiline nocsixients B Yxpaiui: UA/17089/01/03
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X HOKSIHUKH e Bumiord cneumpirauil _
i | Omuc - Cpitno-xonti Kpyrni Tabnerky 3 npubnusuum giaMeTpom
M 7,0 MM R E _—
i | Inewrndikauin: Uac yTpHMaHHS OCHOBHOTO IMKYy HA8 XpOMarorpami
4 punpolyBaHoro po3uWHy (OBHHEH cnisnasatd 3 vacoM | Bianosizac
H  YTPHMAHHA  OCHOBHOFO DKy Ha  xpomarorpawmi | |
| | CTAHAAPTHONO POIYURY B MeToni KinskicHoro susHaueHns, | Bianoginae
L MakcHMyM NOrNUHaHNA npy 216 3 2 HM
i | Inenrudixauis - VT8OpIOETLC CHHIN ocall 3 po3uHHOM peakTuBy Kaniio | Bianosigae
OGapeuyka  (eppoumnaniny
D | samisaokewny | _ L I B
; Kinsxicne suanauenns | 95,0 - 105,0 % | 100,53 %
n [ Cepenusmaca | 153,0 Mr#£5 % (1454 — 160,6 mr) | 152,7 mr
Y ' |
u | OnnopinnicTs AV =150 1,8
| | 2030BAHUX ORHHUALD _
PactBopenue He menwe 80,0 % (Q) 3a 20 xsuun 98,1%
HCVKCI Gyde - | I
Cynythi goMimxu Koxuol inausinyansrol qoMitku; He Ginbwe 0,2% | Hiokue nimity
| Cyma gomimok: He 6inbue 0,5% Huskye nimity
MikpoGionoriuna - 3aransia kinbRicTs aspobuux mMikpoopranismis (TAMC) ~ | <10 KYO/r
RHCTOTA** - He binswe 10° KYO/r | <10 KYO/r
Of1ee YHCHO ApOACKEBBIX # ecHessX rpubos (TYMC)
~ He Ginsiue 10 KYO /r, Bianosinae
_Escherichia coli: ITouuni 6yth igeytsi/r

L{nm 1 3aceinuyio, o HaseneHa srule indopMallir € ROCTOBIPROIO Ta TOUHOMW, L0 cepiro npoayxuii 6yno
BHPOGNEHO (BKAIOYAIOMH NAaKyBAHHA/MAPKYBaHHA) Ta NPOBEALHO KOHTPOME 11 AKOCTI HA BUILE3aIHAYLHIN
AimsHAW Y NOBHIH BignopiaHocTi 9 BUMOraMy GMP, BCTRHOBIGHHMH MIiCLIERHM PEryIIATOPHUM OPraHoM, a
TaKOX BIANORIAHO A0 crienndikauii, 1o MicTATECS Y peecTpauifinomy Aocke abo Toprosiit niuensil kpafHu-
BHpoOHHKA 300 KpalHH-iMITOpTEpa, AKIO MPOAYKLIIO IMIOpTOBaHO, 800 ¥ Hocke cnetmdikanill Ha npenapar ans
XOCADKYBRHOTO RiKapebkoro 3acoby. IpoToKoNMH BUpOOSHUNTEY, NAKYBAHHS T4 ananidis Gyno nepernauyro Ta
BCTAHOBNIEHO Bignosinyvicts GMP.

**Ha BUNYCK TeCT NPOBORHTLCA Ha NMEePUINX TPLOX cepiix, NoTiM nepioaruuo (s xoxuol 10-1 cepii aGo we
PHALIE ORHOIO pasy Ha Pik)

YIOBHOBRKEHA OCO0A. «vvvviavserrererensirrensrnes ol AHTOHIY
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MEBOCHEMIE

Product: Zykalor 15mg tablets

Primary and secondary packing,

batch control, batch release;

Medochemie LTD (Factory AZ)
2 Michael Erakleous Street, Agios Athanassios
Industrial Aree, Agios Athanassios Limassol, 4101, Cyprus
License number: 032
GMP Certificate No: MED0S/2019/001

CERTIFICATE OF ANALYSIS

Pack: 10 tablets in blister, 3 blisters in carton
Batch No; A7B0O54C
Customer: LTD "CPC" "BIOCON" UKRAINE
Label claim: Aripiprazole 15mg per tablet
Batch size: 294,117 (9,803 packs x 30)

Re gistration certiﬁ‘ca:te in Ukraine: UAJ‘ i 7089!01/03

 ANALYSIS PERFORMED

Appearance

Identification

Manufacturing in bulk:

Zhejiang Huahai Pharmacgutical Co. Ltd. Xunqiao-Site
Zhejiang Huahai Pharmaceutical Co, Litd.,
Xungiao, Linhai 317024 Zhejiang China
License number: Zhe 20000311
GMP Certificate No: DE_HH_01_GMP_2017_1027

Identification of colorant
( Iron axtde)
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Assay Aripiprazole

Average mass

Uniformity of dosage units
(content uniformity)

Dissolution

| (HCVKCI buffer pH 1.2)

Manuf, Date: 02/2023
Expiry Date: 02/2027
| SPECIFICATIONS RESULTS
nght yellow, round tablets with diameter 7. Omm | Confonsis
The retentlon time of the major peak in the |
chromatogram of the test preparation should correspond | Conforms
to that of the standard preparation in Assay. | Conforms
Absorption maximum at216+2nm | N
With potassium ferrocyamde reagent solution a blue |
precipitate is formed Conforms o
95.0-105.0% - 1 100.5% N
153.0mg + 5% (145. 4mg-160 6mg) | 152.7mg i
——— oo | 1. , -
(L1=15.0, L2=25.0) T
98.1%

Not less than 80.0%(Q) in 20mins

1 Related substances

Microbiological control**

- Any unspecified imp: Not more than 0.2%
Total impurities: Not more than 0.5%
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Under disregard limit

Under disregard limit

Total Aerobic microbial count: Not more than 10°c.£.u/g

T<10cfulg
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Total, combined Yeasts/Moulds count: Not more than
10% ¢ fufe
E.coli: : Absent from 1g

[<10cfug

Conforms

Hercby I confinm the above mentioned information is campiete 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 analyses were reviewed and the correspondence with GMP established.

** At release tested on the first 3 &

Qualified Person........

ches, then periodically {every 10th batch or at least once a year).
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