AEPAKABHA CIAYXBA 3 HIKAPCBKHX 3ACOBIB TA KOHTPOIO 3A
HAPKOTHKAMMY ¥V KHIBChKIA OBJACTI

npos, Csitnugaol Hagii, 3, m.Knis, 02099, ren/axkc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €EIPIIOY 37078774

BHICHOBOK
Npo AKICTL BBE3EHOI0 B YKpainy AikapceKoro zacofy

22.01.2025 Ne-71160/25/10

APIIEHTAJ

{Haiimesypantui Aikapepxoro 3acofy 3riago 3 peecTpaLiiHis HoCBiueHHsM)
tabaerxs no 10 Mmr, no 7 Tabaerok y aicrepi, o 4 dJicrepn y mavui

{(popmMa BUDYCKY, NOIYBAHAL, BHE TAKYSZHHEA AIKAPCLEOrD 33C0GY)
Howep peectpauitinoro noceiguckus UA/14376/01/01 crpok aii peecrpauifiore noceiguensn 01.01,2099
Cepis nixapcsxoro sacofy Ne 150322 Kinexicrs neesenoro aikapenxoro sacody 1920

Brpobunx Axraple JIra., Mansta

{maiiMeRyBaHHA BipobHIKa Jikapchkoro 3acofy, kpailia NoxoaseHT)

Baesend B Yxpainy Crinshe ykpaincsKo-eCTOHCEKe NIANPHEMCTBO Y Gopii ToRapueTBa
3 ofmesreHol0 BianosinanbHicTio " OnTiMa-®apm, JTA", iaent. xoa:
21642228

(nafiMenynanna ta ko 3a EPIIOY ropuanyyol ocobit abo npiseimge, iM'a, no GaTpKeB issngHol
ecabi - ninnpHenML, TT Micue npokieatHg Ta peccrpauiiiunil Romep 0ONIKOEOL KAPTKH MIATHHKE
nopatkie afe cepid Td Homep nacnopra)

IfpoToron Bisyansuoro xeutpoesio sig 21,01.2025 Ne 4264/1,

32 peaynpTATAMIL OEPAABHOTO KOHMTDONK BCTAHOBIEHO, (NG fikapeskidi  3acif  seezeno B Yrpainy 3
AOTPHMAHHAM BHMOT 33KOHOAABCTRE 1100 3a6e3NcHeHHA AKOCT] AIKAPCEKHX 3acobin.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPI JIIKAPCBKOI'O 3ACOBY

Name of product/Hazsa nponyxry
(strength, dosage form, package size and
type / nosymaHHs, mixapcexa Qopma,
PO3MIp i THIT yIaKOBKH)

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

APIJTEHTAJI, tabnetku no 10 Mr, mo 7
Tabnetox y 6uictepi; o 4 Gricrepu y nauni 3
MapKyBaHHAM yKpaiHCHKOI MOBOKO

Active substance / xixoqa peyopmHa

Each tablet contains 10 mg of aripiprazole /
1 Tabaerxa MicTHTE apuminpasoxy 10 mMr

Manufacturing  country /  Kpaima- | Malta / MansTta
BUPOOHHK

MA number / Homep PI1 NeUA/14376/01/01
Batch number and size / Homep Ta | 159322

po3Mip cepii

9 155 packs /
9 155 ynakoBox

Date of manufacture / Jlata Bupo6umTa

08.2024
Expiry Date / Crpox uprxataocTi 07.2027
Name, address and license number of | Actavis Ltd.

manufacturing site / Hasea, ampeca i
HOMEPp Millen3il BEpoGHIIOT Hinpammi

BLBO01S5, BLB016, Bulebel Industrial Estate,
Zejtun, ZTN3000, Malta /

Axrasic JItn.

BLBO015, BLB016, Byne6en Innacrpian Ecreir,
M. 3elityr, ZTN3000, Mansta

Manufacturing license Ne ML001 /
Jlinensia va BupoGauuTso Ne MLO001

By cu w $SA7

. ek,
TG (}//\
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Indicator/Iloxazaux

Specification/Cnenudixanis

Result/PesyastaT

Appearance / Onuc

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

/ Tabnerkm  6L10ro  KONBOPY,
KancyIonomioHi, IIBOOIIYKJI, 3
rpasipyparEsM «10» 3 omHOoro 6oky,
Ta «ZL» 3 iHImoro.

Complies / Binnosinae

Identification /
InenTudikanis

Test A (HPLC) / Tecr 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 IIKY
Ha Xpomarorpami  BHIPOOYBaHOTO
PO3UMHY Ma€ ChiBNajaTH 3 JacoM
YTPUMYBaHHS OCHOBHOTO Ky Ha
XpoMaTorpami CTaHTApPTHOTO
PO3UMHY, OHEP)XaHOrOo B TecTl
«KinpxicHe BU3HAYCHHA».

Complies / Bigmoginae

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

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.

/ V®-cniexTp OCHOBHOIO DiKy Ha
XpoMaTorpami BHIPOCOBYBAHOTO
posumHy Mae Bigmosimatw Y-
CIeKTPY  OCHOBHOIO  MiKy  Ha
XpomaTorpami CTaHJapTHOIO
PO3UHHY.

Complies / Binnosinae

Uniformity of dosage
units / OanopinnicTs
XO30BAHMX OXUHUIL

Must comply with Ph. Eur. 2.9.40 /
Mae ButprMyBaTH BUMOTH €Bp.DapM.
2.9.40.

5,98

Average tablet mass
/ Cepennst Maca
TabNeTKH

100.0 mg + 5% (95.0 mg — 105.0 mg)
/100,0 Mr+5%
(95,0 mr — 105,0 Mr).

100,30 mg / 100,30 mMr

Assay
/ KipKicHe BH3HAYECHHA

95 — 105 % of the stated amount
/95 — 105 % Bix 3a9BIEHOrO BMICTY.

103,86 %
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Related impurities /
Cropounni xomimgmu:
N-oxide impurity' / Not more than 0.2 % / <0.1 %
Hominxa N-oxcun! He 6inpme 0,2 %.
Any unspecified impurity
/ Bynp-sxa He Not more than 0.2 % / <0.1 %
inerTndixoBana nomimmka | He 6impme 0,2 %.
Total impurities / Cyma
TOMIIIOK Not more than 0.4 % / <0.1 %
He 6Ginsime 0,4 %.
Dissolution? / Not less than 80 % (Q+5) in 45 min / | Min 98,8 %/
PozunsenHs’ He menme 80 % (Q+5) 32 45 xs. Mix. 98,8 %,

Max 101,5 %/

Makc. 101,5 %,
Mean 100,2 % /
Cep. 100,2 %

Microbiological purity® / | Total ~ aerobic  microbial  count | Not conducted / He

MikpoGiomsoriana (TAMC) — not more than 10* CFU/g / | nposoxmscs
THCcTOTA’ 3aransHa KINBKICTh aepodHuX
mikpoopranismis (TAMC) - wme
Gimeme 10° KVO/r.

Total yeasts and moulds count
(TYMC) — not more than 102 CFU/g /
3aranpHa KiMBKiCTh rpubis 1 Apixmkis
(TYMC) ~ e 6impmre 10?2 KYO/T.
Escherichia coli — Absent in 1 g /
BiXCYyTHA B 1 I

'~ N-oxide impurity: 7-[4- [4-(2,3-dichlorophenyl)-1-oxide-1-piperazin-1-yl]butoxy]-3,4-

d1hydro -1H-quinolin-2-one / Homimxa N-okemn: 7-[4-[4-(2,3-mmxnopberin)-1-oxcun-1-
mnepasxm- 1-in]0yToxcu]-3,4-nurinpo-1 H-kBiHOMiH-2-BaK

— If one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur.
2.9.3 / SIxmo omma abo Gimbine rabneTox He BiamoBimac mif BEMO3i, HOZABINI TaGNeTKH
nommm Syt Brnpobysani Binnosigeo g0 €rponeiicskoi Papmaxornel. 2.9.3

— Not routinely performed. Tested on the first three production scale batches and then at
least annually / TlpoBomuTses He perymsipHo. IlepeBipsioTh Ha IEPIIHX TPHOX MPOMUCIOBHX
Cepifx, a HOTIM AK MIHIMYM OLMH pa3 Ha piK.

The batch meets the requirements of QCM for MA Ne UA/14376/01/01. / Cepis Binmosinae
samvoram MK o PIT Ne UA/14376/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Viaxoska,
MapKyBaHHA T4 TEPMIiH IPHIATHOCT] BiAnOBizatTs BuMoram MKS.

Storage: In original packaging at a temperature below 25 °C. / B opurinanssii ynakosui
Ipu Temueparypi Be Bume 25 °C.

I 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
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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 responsible persons of the above mentioned manufacturer. / Llum 5
TIATBEPIKYIO, IO HaBeAeHa Buiue indopmania € HOCTOBipHOKO Ta TouHoK. Lt cepis
Opoaykuii Gyna BHTOTOBIEHA, BKMIOYANOYM IIAKYBAHHSA, MAapKyBaHHA Ta [POBCHCHHS
KOHTPOJXO il SKOCTI Ha 3a3HaueHid BupoOHwwi#t mimsuui y nosmIM BimnosizHocti 3
suMoramu GMP, BCTaHOBIEHMME MICUESBEM PEryJIITOPHEM OPraHOM, a TaKoX BiANOBLZHO
no cneunixanilf, mo MICTATECS B PEECTpalifiHOMY IOChE, 3aTBEPIKEEOMY B YKpaidi mmis
JOCIIIDKYBAHOTO  JKApehKoro 3acoby. IlpoToxonum BHpOOHMUTBA, NAKyBaHHS Ta
NpoBeeH s aHani3iB Oynu Nepemipeni, BCTaHOBIEHO Biamopimmicts BuMmoram GMP Ta
TiIMHCaHo BiANOBi manbHAMH 0cOB6aMy BUPOOHHUKA.

Complited by / ITinrotosneno: Issued by / Bugasno:
Quality Assurance / KoHTpon® sIKOCTI: Qualified Person / Vnoszosaxera ocoba:

Kevi Malh «eBLH Manns Kevin i alha/ : eBm Manns
L/” A {

Date‘/ Tlata: 05.09.2024
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JAEPKABHA CJIYKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIM OBJIACTI

apos. Cpitnaunol Haaii, 3, m.Kuis, 02099, ren/hakc: (044) 576-40-41
E-mail: dls.kof@dls.gov.ua, Kox CAPIIOY 37078774

BHUCHOBOK
Opo SIKICTE BBE3eHOro B Yxpainy Jiikapchkoro 3acoby

19.03.2025 Na 12223/25/10

APLIEHTAJI

(HaltMeUYRAHES NKAPCEROTO 30¢0BY 2riaHo 3 peccTpatiiitin NOCBTeHHAM)
tafaerku no 10 mr, no 7 rabaerox y Gaicrepi, no 4 dxicrepn y nayni

{(thopya BHIEYCKY, M03YBAHRY, BiA NAKYBOHHA NiKAPCLKOrO 3C06Y)

Hownep peccrpanifinoro noceiasenns UA/14376/01/01 crpox aif peectpauiiinoro nocainuenns 01.01.2099

Cepixn nixapcskoro sacoby Ne 159321 Kinekictn B2e3enoro nixapesroro sacofy 2880
BupobHik Axragic J1a., Mansta
(mafimMeuysarHa BRpoGHHKA MikapeEKOro 3acoby, KpalHa NoxomReENT)
Beeseno B Ykpainy Cruinpze yxpaiHcbhr0-ecTOHCEKe RIANPHEMCTBO Y HOPMi TOBAPHCTBA
3 ofmeskenoio sinnosigaaenicTio "Onrima-Mapm, JITH", nent, wox:
21642228

(HaliseryBuims Ta xox 3a €JIPIIOY topuanaol oeobn aba npiseniue, iv', no G21bEOR] dizHUHCT
0ceBH - HANpHEMUR, T MiCLEe NPOEHBIHHA Ta peecTpanifisii HoMep o6nikoeoT KupTRM naaTHI KA
nogaris afo cepin Ta HoMEp MmacmopTa}

Ipotokon sisyansuore xentpomo six 13.03.2025 N 0770/1.

32 pesyabTaTaMlil ACPMABHOIO KOHTPOMIC BCTANOBICHO, WO JiKapcskuil 3aci6 peeseno B Yipainy 3
AOTPHMAHHAM BHMOr 30K0HOAABCTES WOA0.3a0€3NeeHAA AKOCT] ATKapCHKHX 3ac0BiB,

Omera EPLOMEHKO

orixourpono). ' {nincmc)y {ininizms ra mpizsnne)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHPIKAT AKOCTI CEPII JIKAPCHEKOI'O 3ACOBY

Name of product/Hassa npoxykry
(strength, dosage form, package size and
type / nosymamEs, Jikapceka Gopma,
PO3MIP 1 THI YIIAKOBKH)

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

APITEHTAJL, rabnerxu rio 10 Mr, o 7
TabneTox y Gnictepi; o 4 Gaicrepy y navir 3
MapKYBaHHSM YKPaTHCLKOIO MOBOKO

Active substance / nitoya pegoruna

Each tablet contains 10 mg of aripiprazole /
1 rabreTxa MICTHTS apuinpasony 10 Mr

Manufacturing  country /  xpaima- | Malta / Mansta
BUPOOHUK
MA number / Homep PI1 NelJA/14376/01/01

Batch number and size / Homep Ta
poamip cepii

159321

8 470 packs /8 470 ynaxosox

Date of manufacture / lata sBupoGuuLTE

08.2024
Expiry Date / Ctpox npunarsocTi 07.2027
Name, address and license number of | Actavis Ltd.

manufacturing site / Haspa, amgpeca i
HOMED NileH3il BHpoCHAYOT MinpHuLi

BLBO015, BLB016, Bulebel Industrial Estate,
Zejtun, ZTN3000, Malta /
Axrasic JItn.

BLBO01S5, BLB016, byneben Ianactpian Ecreir,

M. 3efityn, ZTN3000, Mansta

Manufacturing license Ne ML0O1 /
Jlinensis Ha supodHuITBO Ne MLOO1




Indicator/Tloxazuur

Specification/Cnenudixkauis

Result/Pezyarrar

Appearance / Onuc

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

/ Tabnerkn  Oimoro  KOIeoOpYy,
KaTCyI0TIoniou1, TIBOOMYKII, 3
rpasipysagEsM «10» 3 omsoro Goky,
Ta «ZL» 3 iHImoro.

Complies / Binmosinae

Identification /
InesTadikanis

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.

/ Hac yTpUMYyBaHHS OCHOBHOTO iKY
Ha Xpomarorpami  BumpoSyBayoro
PO3YMHEY Mae CHIBOAJaTH 3 YacoM
YTPUMYBAHHS OCHOBHOIO IIKYy Ha
Xpomarorpami CT@HIApTHOTO
PO3YMHY,  ONEPXKaHOro B TECTI
«KLTBKICHE BH3HAYCHHS .

Complies / Biznozigae

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

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®-criexTp OCHOBHOTO MKy Ha

XpomaTorpami BHITPOOOBYBAHOTO
posumHy Mae Biamorijatm  YO-
CHEKTPY  OCHOBHOTO  MHiKy  Ha
XpoMarorpami CTa@HIApTHOTO
PO3YHHY.

Complies / Bignosizae

Uniformity of dosage
units / OpropianicTs
HO30BAHHX OJHHHLL

Must comply with Ph. Eur. 2.9.40 /
Mae BuTpuMyBaTH BEUMOrK €Bp.Papm.
2.9.40.

5,98

Average tablet mass
/ Cepenns maca
TabJIeTKH

100.0 mg + 5% (95.0 mg — 105.0 mg)
/ 100,0 Mr# 5 % (95,0 mr — 105,0 Mr).

100,30 mg / 100,30 mr

Assay
/ Kinpxicue puznavensg

95 — 105 % of the stated amount
/95 — 105 % Bix 3asBIEHOTO BMICTY.

103,86 %
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Related impurities /
Croponui pominmxs:

N-oxide impurity' / Not more than 0.2 % / <0.1%
Tominrka N-oxcw! He 6insire 0,2 %.

Any unspecified impurity

/ Bymb-sixa ue Not more than 0.2 % / <0.1 %

inerTHdixoBana nomimka | He Ginmsure 0,2 %.
Total impurities / Cyma
JIOMIILIOK Not more than 0.4 %/ <0.1 %
He Ginpmre 0,4 %.

Dissolution?® / Not less than 80 % (Q+5) in 45 min /| Min 98,8 % /
Pozunnenns’ He menme 80 % (Q+5) 3a 45 xB. Mis. 98,8 %,
Max 101,5 %/
Maxe. 101,5 %,
Mean 100,2 %/
Cep. 100,2 %

Mierobiclogical purity’/ | Total  aerobic  microbial  count | Not conducted / He

Mixpo6ionoriuna (TAMC) — not more than 10° CFU/g / | nposoauBes
qucrora’ 3aranpua KITBKICTD aepoOHuX
Mmixpoopramismie  (TAMC) - =e

Gimpmre 10° KYO/r.

Total yeasts and moulds count
(TYMC) - not more than 10> CFU/g /
3aranega KiNBKIiCTE TpUbIB 1 APDKIVKIB
(TYMC) — me 6inpime 10% KYO/r.
Escherichia coli — Absent in I
BINCYTHS B I T

g/

b~

I' — N-oxide impurity: 7-[4-[4-(2,3-dichlorophenyl)-1-oxide-1-piperazin-1-yl]butoxy]-3,4-

dihydro-1H-quinolin-2-one / omimxa N-oxcum: 7-[4-[4-(2,3-muxaopbenin)-1-okerna-1-
ninepasus-1-in]oyroxen]-3,4-nurizpo- 1 H-kBinoiH-2-Ban

2 — If one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur.
2.9.3 / Sxuio ompa abo OGinpiue tabieTox He Bipgmosimae wi¥ BuMO31, noxansul TabneTkH
noBuxHi 0yTH BUnpoOyRaHi BIANOBIAHO no €rponeiicsxoi Papmaxonel. 2.9.3

¥ — Not routinely performed. Tested on the first three production scale batches and then at
least annually / IlposoauTecs ge peryaapHO. IlepeBipgioTh Ha MEPLIMX TPHOX MPOMHCIOBHX
cepisix, a DOTIM K MIHIMYM OJUH pa3s Ha PiK.

The batch meets the requirements of QCM for MA Ne UA/14376/01/01. / Cepis Bianosigae
Brmoram MKS no PTI Ne UA/14376/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Vnaxoska,
MapKyBaHHsS T2 TEPMIH IPUXATHOCTI BLAIOBIna0Ts BiMoray MK

Storage: In original packaging at a temperature below 25 °C. / B opurinasissi#t ynaxosui -
IpH Temneparypi ge sunie 25 °C.

I 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
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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 responsible persons of the above mentioned manufacturer. / Llum 5
IIOTBEPMXKYIO, IO HaBeAeHa Buile iHQOpMauis € HOCTOBIPHOIO Ta Tougow. Llg cepis
npomyxuii ©yna BHIOTOBNCHA, BKIIOUAIOYM IAKyBaHHi, MapKyBaHHS Ta IIPOBCACHHS
KOHTPOMIO 1i fKXOCTI Ha 3a3uaueHilt BHpoOHWuUIX mingmmi v mosmilt mimmoBimmocti 3
BuMoramu GMP, BCTaHORNEHUMMY MICUERHM PErYISTOPHUM OPraHoOM, & TaKoX BIiNITOBIIHO
Jo creurdikauiy, mo MICTATHCS B peecTpalitHOMy ZOCHE, 3aTBEPDKEHOMY B YKpaiHi wist
JOCHLIKYBAaHOTO  MiKapchKoro 3acoby. IlpoToxonu BHPOOGHHMUTBA, [NAKyBaHHI T4
NpPOBEJCHH: aHani3iB Oyay NEpeBIpeHi, BCTAHOBICHO BIATOBigHICTH, BumoraM GMP 712
T IIHCAHO BIMIOBLRAIBHUMY 0cobamu BHpoOHUKA.

Complited by / ITgzroTosne 0} Issued,by / L frano:
Cront ]
Quality Assuranée / Kogmponn aKxocTi: Qualified:Person / YnosroBaxera ocoda:
Kevin Mallia/Kesin Manng Kevin Mallia/Kesin Masms
Date / Jara: 05.09.2024 Date / lata: 05.09.2024
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