BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI JIHIKAPCHKOTO 3ACOBY

Name of product/Hassa nponyxry
{(strength, dosage form, package size and
type / Zo3yBamms, Ilikapchka Qopma,
PO3MIp I THIT YIIBKOBKH)

ARILENTAL, tablets, 10 mg, 7 tablets per
blister; 4 blisters per carton pack with the
labeling made in Ukrainian /

APIIEHTAJ, radnetxu o 10 M, 00 7
tabaeToK y GricTepl; mo 4 HaicTepH y Mayudi 3
MapKyBaHHAM YKPATHCEKOIO MOBOKO

Active substance / iiloua peuoBHHA

Fach rablet contains 10 mg of aripiprazole / |
tabrnerka MICTET aprninpazony 10 Mr

Manufacturing  country /  xpaime- | Malta/ Massta
BEPOOHHK

MA number / Homep PII NeUA/14376/01/C1
Batch number and size / Homep 71a | 144555

po3Mip cepil

9 126 packs /9 126 ymaxosox

Date of mamifacture / Jlara supobuuntsa

06.2023

Expiry Date / Ctpox npuzaTsocTi

08.2026

Name, address and license number of
manufacturing site / Hassa, agmpeca 1
HOMep miler3il BupoCHIHC! RIMbHHI

Actavis Lid.

BLB015, BLB016, Bulebel Industrial Estate,

Zejtun, ZTN3000, Malta /
Axrasic A1,

BLR0135, BLB016, Byneden Ianacrpian Ecteiit,

M. SedTyn, ZTN3000, Mansta

Manufacturing license Ne MLOO1 /
Jlinensis ga BupodaunTeo Ne MLOOI
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Indicator/Ilorasmur

Specification/Cnenudixauis

Result/Pesynprar

Appearance / Onuce

White, biconvex, capsule-shaped tablets
with “10” debossed on one side and
“ZL” on the other side

/ Tabuerxy  Oimoro  Xoms0py.
KancyaononioHi, JIBOOITYKJIL, 3
rpaBipysagHam «10» 3 oxsoro Soky, Ta
«ZL» 3 igmoro.

Complies / Bianogigae

Identification /
Inemrudixania

Test A (HPLC) / Teer
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.

/ Hac yTpuMYBaHHA OCHOBHOIO HIKY Ha

XPOMATOTPaMi BEIPOOYRAHOTC POIHHEY
Ma€ CTIIBIATATH 3 YUacoM yTPHMYBaHHS
OCHOBHOIC UWIKY Ha XpomMarorpami
CTRHAPTROTC PO3YHHY, ONEPIKEHOIO B
Tectt «KINDKICHE RUSHAYCHHESY.

Compiies / Biaposinae

Test B (HPLC-DAD) /
Tecr B (BEPX-IIMJT)

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.

[ Y®-cmexTp OCHOBHOTO IHKY Ha
XPOMATOrpaMi BHIIDOOORYBAHOTO
POYYMHY Mae BIMMOBIAATH YD-ClieKTpY
OCHOBEOrD TiKY Ha XpoMarorpami
CTAHAGPTHOIO POZYHHY.

Complies / Bigriosizae

Uniformity of dosage
units / Opuopinnicre
A030BARUX OAMEXNE

Must comply with Ph. Eur. 2.9.40 / Mae
BATpAMYBATE  BUMOrH  CBp.Dapw.
2.9.40.

Average tablet mass
! Cepeprs Maca

100.0 mg £ 5% (95.0 mg - 105.0 mg)
7 100,0 mr< 5 % (95,0 Mr — 105,0 mr).

99.98 mg/ 99,98 Mr

TalJerTKH

Assay 95 - 105 % of the stated amount 101,09 %

/ Kinbxicne /95 — 105 % Bix 3agBIeEOro BMicTY.
BHZHAYECHHH ’




Related impurities /
Croponni gomimxm:
N-oxide impurity’ /
Homimxa N-oxeun'
Any unspecified
impurity / Bynp-sika He
ImeETHGIKOBAHA
TOMITLIKA

Total impurities / CyMa
JOMIHIOK

Not more than 0.2 %/ He 6imsme 0,2 %.

Not more than 0.2 %%/ He Sinprue 0,2 %.

Not more than 0.4 %/ He Gimswe 0,4 %.

N/D / ge sugsieno

<0.1 %

<0.1 %

Dissolution? /

Not less than 80 % {(Q+3) in 45 min /

Min 96.9 %/Mix. 96,9

Pozunnenus’ He menme 80 % (Q+5) 3a 45 xa. %, Max 103.7 %/ Maxc.
103,7 %,
Mean 101.3 % /Cep.
101,3 %
Microbiological Total aerobic microbial count (TAMC) | Not conducted/ He
purity’ / — not more than 10° CFU/g / 3aransha | nposoasscs
Mikposiojorivua KIABKICTE aepobEMX  MIKPOOPragiaMin
THCTOTR (TAMC) — ne Sinprue 16* KVO/r.

Total yeasts and moulds count (TYMC)
- not more than 10?2 CFU/g / 3araisna
KizpkicTs rpudis i apbrnxis (TYMC) —
e Gimpme 102 KVO/r.
Escherichia coli — Absent in |
BicyTHa B I I

g /

! — N-oxide impurity: 7-[4-[4-(2,3-dichlorophenyl}-1-oxide-1-piperazin-1-yljbutoxy}-3,4-
dihydro-1A-quinolin-2-one / Jlomimxa N-oxeug: 7-[4-[4-(2,3-mmxopderin)-1-oxkena-1-
minepasus-1-in]8yroxeu]-3,4-aurinpo- 1 H-xBigonin-2-gan

2 . If one or more tablets fail this requirement, further tablets should be tested as per Ph.
Fur. 2.9.3 / ko opza abo Oimpiie tabieTox He BiAmopigae Wil BwMmo3l, nodaisun
tabraerky TOBMEHI OyTy wunpofysani Binnosingo no €epornekicsiol Papmaxomel. 2.9.3

3 — Not routinely performed. Tested on the first three production scale batches and then at
least annually / Ilposoawrtecs He peryiaspae. llepeBipsioTs Ha MEPIIMX  TPHOX
IPOMHACTIOBHX CEPIsK, 4 FHOTIM AK MIHIMYM OZHH pa3 Ha PiK.

The batch meets the requirements of QCM for MA NelUUA/14376/01/01/ Cepis signosinae
srmoram MEST o PIT NelUJA/14376/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Ynaxosxa,
MAPKYBaHHS Ta TepMiH NPUAaTHOCTI BlANoBIHaIoTs BYMoram MKA.

Storage: In original packaging at a temperature below 25 °C. / B opurisane#ifi ynaxopmi
TPy TeMIepatypl ge Bume 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 authorily and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch processing, packaging
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and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / Linm x
TATBePAKYIO, MO HaBexena Bmme indopManis ¢ AOCTOBIPHOK Ta TOUHOW. Llg cepim
npoaykuii Gviia BHTOTOBNEHA, BIUHOYAMOWH NaKyBaHHH, MAapKyBands Ta NpPOBENSHEHSN
KOHTPOMO 11 saKoCTI Ha 3assageHilt BrpoOHuWTiY mimauni y moeHiM miumosingocti 2
BxvoraMu GMP, BCTaHOBNEHHME MICUEBHM PETYISTOPHHM OPTaHOM, & TAKOX BIALOBLIHO
1o cnetu@ikaif, mo MICTATECS B pecCTpailifHOMY JOCHE, 3aTBEPIDKeHOMY B Yxpalui nis
LOCIDKYBARHOTO  gixapcexoro 3acody. [lporoxonm  BupoOHumuTBa, naxysasHs Ta
HpOBEACHH anamiziz Oynw nepesipedi, BCTAHOBICHO BIXNOBiAHICT: uMmoram UGMP Ta
MIANHCAHO BIANOBLAANEHUME 0coDaMy BUPOGHUKA.

Complited by/TlixroTosaeno: Issued by/Bunano:

Quality Assurance/KoRTPOIs SKOCTI: Qualified Persen/Ynosgopaxena ocoda:”

Ruben Caruana/Pyten Kapyana Rachelig%m E}oorem’ Petigen Bar Xopen
QC&L’JJ\__/ f;‘}{f&‘!‘ o

Date/ Hara: 27.09.2023 Date/ JfaTa: 27.09.2023
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