JEPYKABHA CJIVIKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos, Haaii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-ma I: dis.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK
1npo sKicTe BBE3CHOTO B Y Kpaiuy jiikapchioro 3acody
30.09.2025 Ne 49369/25/26
APLJIEHTAJI

(HaiiMCIy RaHIS TiKapCLKOre 3acoBy 3rino 3 peecTpalifnmnm nocsiayennam)
TabsieTki 1o 15 mr; mo 7 rabaerox y Gaicrepi, 1o 1 fJicrepy vy nauii

(opN @ BUIIYCKY, N03yBaills, BHI NaKyBaKHS NiKAPCLKOTO 3aC06Y)
Homep peectpauiiinoro nocsinuen:s UA/14376/01/02 crpok aii peectpauiitnoro nocsinuenns HeOOMEXEHHH
Cepis nikapeskoro 3acoby Ne 168670 KinbkicTs BBe3eHOro fikapchkoro 3acofy 1526

Bupobruk Axtasic JIta., Manbta

(Haitmeiynanis BUpoOiKKa aikapchkoro 3acoly, kpaita NOXoLKeHIIA)

Baeseno s Ykpaiity CuuibHe yKpaiHchbKo-eCToHCbKe mianpuemcrso y Gpopmi Tosapucrsa
3 o€ Meskeno1o Bixnopiaanuicrio "Onrima-®apm, JITI, inenr. won:
21642228

(saimictynanns ta ko 3a CJPIIOY jopuanuiioi ocobu abo npizsuiie. iM'e. no Garskosi Giznanol
ocolH - nianpHeMust, i Micue npoxuBants Ta peecrpatifuni Homep o6nikorOT KAPTKH NIATHHKA
nonarkin ado cepis T4 HOMEpP NACNOPTA)

[Iporoxon Bisyasibiore kontpos o sin 30.09.2025 N 3591/01.10-25/2.

3a  pesynnTataMH  ACPKABHOIG  KOHTPOMKO  BCTAHOBACHO, WO Jikapchkuily 3aci6 meeseno 8 VYkpainy 3
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHU®DIKAT SIKOCTI CEPIL JIKAPCBKOT'O 3ACOBY

Name of product/HazBa npoRyxTy
(strength, dosage form, package size and
type / nosysaHusi, Jnikapceka (Qopma,
pO3MIp i THII YIIaKOBKH)

ARILENTAL, tablets, 15 mg, 7 tablets per
blister; 1 blister per carton pack with the labeling
made in Ukrainian /

APUIEHTAJ, rtabnerxyr mo 15 wmr, mo 7
Taberox y Guicrepi; mo 1 Guictepy y mavui 3
MapKyBaHHAM YKPaTHCEKOK MOBOIO

Active substance / firoua pedyoBHHA

Each tablet contains 15 mg of aripiprazole / 1
tabieTKa MiCTUTD apurinpaszony 15 mr

Manufacturing  country /  kpaiga- | Malta/ Majsra
BUPOOHUK
MA number / Homep PI1 NeUA/14376/01/02
Batch number and size / Homep ta | 168670
po3mip cepii

5367 packs /

5367 ynakoBox
Date of manufacture / Jlata Bupo6uunTsa | 08.2024
Expiry Date / CTpox IIpHIaTHOCTI 07.2027

Name, address and license number of
manufacturing site / Ha3sa, ampeca i
HOMeEp JTinen3il BUpoGHHIOT HUTBHMAII

Actavis Lid.

BLBO015, BLB016, Bulebel Indusirial Estate,
Zejtun, ZTN3000, Malta /

Axrasic Jirn.

BLBO015, BLBO016, byne6en lunacrpian EcreiT,
M. 3eiityn, ZTN3000, Mansta

Manufacturing license Ne ML001 /
Jinensis na supoGuuurso Ne MLOO1
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Indicator / Hoxaznuk

Specification / Cneundixanis

Result / Pesyaprar

Appearance / Onuc

White, biconvex, round tablets with
“15” debossed on one side and “ZL”
on the other side

/ Tabnetku GLIOro KOABLOPY, KPYI,
JBOOILYKJI, 3 rpaBipysaHusM «15» 3
omHoro 6oxy, Ta «ZL» 3 1HIIorO.

Complies / Biarosinae

Identification /
Inenmugirais

Test A (HPLC) / Tect A
(BEPX) '

The retention time of the major peak
in the chromatogram of the test
solution corresponds to that of the
major peak in the chromatogram of
the standard solution obtained upon
assay.

/ Yac yTpuMyBaHHS OCHOBHOIO iKYy
Ha XpoMmarorpami BHIPOOYBAaHOI0O
pO3YMHY Mae CHIBIAfaTH 3 YacoM
YTPUMYBaHHsS OCHOBHOTO TIiKy Ha
Xpomarorpami CTAHJIAPTHOIO
pO3YHHY, ONEPKAHOTO B  TECTI
«KinpKicHe BU3HAYSHHS Y.

Complies / Bianosinae

Test B (HPLC-DAD) /
Tect B (BEPX-JIMD)

The UV spectrum of the major peak
in the chromatogram of the test
solution corresponds to that of the
major peak in the chromatogram of
the standard solution.

/ VP-crexTp OCHOBHOIO TiKy Ha

Complies / Bixnosinae

Xpomarorpami  BHUIPOOOBYBaHOIO
po3umHy Mae BimnomigatH Y-
CIIEKTPY  OCHOBHOIO MKy  Ha
XpoMmarorpami CTaHJAPTHOTO
PO3UHHY.
Uniformity of dosage Must comply with Ph. Eur. 2.9.40 /| 3,37
units / OpxopigicTs Mae BUTPUMYBATH BHMOTH

A030BaAHNX OB NIL

E€sp.Papm. 2.9.40.

Average tablet mass /
Cepeans maca TabJaerku

150.0 mg + 5 % (142.5 mg — 157.5

mg)
/ 150,0 mr £ 5 % (142,5 mr — 157.5
MT).

149.34 mg / 149,34 mr

Assay / KinbkicHe
BH3IHAYCHHS

95 ~ 105 % of the stated amount
/ 95 — 105 % Bizm 3asBAEHOrO BMICTY.

97,63 %

Page 2 of 4



Related impurities /
Cropouni JOMIMKH:

N-oxide impurity! / Not more than 0.2 % / <0,1 %
Jomimxa N-oxeun! He 6inpie 0,2 %.

Any unspecified impurity

/ Bynp-sika we Not more than 0.2 % / <0,1 %

inenrtudikosana gomimka | He 6insie 0,2 %.
Total impurities / Cyma

TOMILIOK Not more than 0.4 %/ <0,1 %

He oinpie 0,4 %. ,
Dissolution? / .| Not less than 80 % (Q+5) in 45 min/ | Min 95,6 %/
Posunuenus’ He menrme 80 % (Q+5) 3a 45 xB. Min. 95,6 %,

Max 98,9 %/
Maxc. 98,9 %,
Mean 97,3 %/
Cep. 97,3%

Microbiological purity®/ | Total aerobic microbial  count

Mixpo6ionoriuna (TAMC) — not more than 10* CFU/g | Not conducted/ He
gnerora’ / 3Baranpga KIIBKICTH aepoOHMX | HPOBOIMBCSH
mikpoopraumiamiz  (TAMC) - mne

Ginsmme 10° KYO/T.

Total yeasts and moulds count
(TYMC) — not more than 10> CFU/g
/ 3BaranmpEa ximskicts rpubiB 1
apiigpkis (TYMC) — ne Ginpe 107
KYO/r.

Escherichia coli — Absent in 1 g/
BIICYTHS B 1 T.

I N-oxide impurity: 7-[4-[4-(2,3-dichlorophenyl)-1-oxide-1-piperazin-1-yl]butoxy]-3,4-dihydro-
1H-quinolin-2-one / Jomimxa N-OKcH: 7-[4-[4-(2,3-muxnopdenin)-1-oxcun- 1 -minepasun- 1 -
in]6yroxcu|-3,4-nuringpo-1 H-xBiHOMIH-2-BaH

2 _If one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur. 2.9.3
/ STxuio onHa abo Ginpine TabneToK He BiAIOBLIAE Uil BEUMOS3i, MOJAILINI TAONCTKH NOBWHHI 6yTH
BHIIpOOYBaHi BIANOBIAHO J0 €BponeHchKOl Papmarornei. 2.9.3

3 — Not routinely performed. Tested on the first three production scale batches and then at least
annually / ITposomutbest He peryasapro. IlepesipsoTs Ha Depmux TPLOX IPOMUCITOBHX cepisix, a
TOTIM SIK MiHIMYM OJIMH pa3 Ha piK.

The batch meets the requirements of QCM for MA NeUA/14376/01/02. / Cepis Binmosigae
suMoram MICST o PIT NeUA/14376/01/02.

The packing, labeling and expiry date correspond to the requirements of QCM. / Vnaxosxa,
MapKyBaHHs! Ta TCPMiH NPHIATHOCTI BiAIOBIAIOTH BUMOTraM MK

Storage: In original packaging at a temperature below 25 °C. / B OpHIiHANBLHIN YTIAKOBII TIpH
temueparypi se srme 25 °C.

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP requirements and were signed by the
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responsible persons of the above mentioned manufacturer, / IluM s minrBepkylo, 1O HaBeacHA
pume iHdopmManis € JOCTOBIpHOK Ta TouHOK. Ll cepis mpomykuii Oyna BUIOTOBIEHA,
BIIOYAIOYYM MAaKyBaHHs, MapKyBaHHsS Ta IPOBEACHHS KOHTpoMo i1 sxocTi Ha 3a3HauyeHiit
BUPOOHWYIH minsHui y noBHIA Bimmosigmocti 3 BuMmoramu GMP, BCTaHOBIEHHMH MiCLEBUM
PEryJIATOPHUM OPraHoM, a TaKoXK BIANOBINHO JO creuudikaiii, 1o MICTATECS B peecTpatifiHoMy
JOCBE, 3aTBEPMKEHOMY B VYKpaiHi s ZOCIiZXKyBaHoro mixapesixoro 3sacoby. Ilporoxosm
BUPOOHHIITBA, ITAKYBAHHS Ta MPOBENEHHS aHATi3IB OYJIM IIEpeBipeHi, BCTAHOBNEHO BIAIOBIJHICTE
pumoram GMP ra mifmucano BIANOBIJabHUMI ocobaMit BEpoOHUKa.

Complited by / ITinrorosneno: Issued by / Bunano:
Quality Assurance/KonTpomns siKocTi: Qualified Person / YrioBaosaxena ocoba:
Ruben Caruana / Kevin Mallia /
Py6en Capana Kenin Manis
Cr -
Date/ [lata: 05.09.2024 Date/ Hara: 05.09.2024
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