AEPKABHA CIIYIKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMI Y KHIBCBKIM OBJIACTI

npos. Ceitmnunol Hanii, 3, m.Kuis, 02099, Tervdaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTTOY 37078774

BUCHOBOK
Opo AKICTL BBE3EHOTO B YKpaiHy JiKapchKoro 3acody

08.01.2025 Ne 71161/25/19

APLIEHTAJ

{HaitMCHYBaKHA JKapChKOro 3acoBy 3riaro 3 peecTpamifisim MoCRiNISUHAN)
Tabaerki no 15 ar, no 7 rabaerok y Giicrepi, no 4 Gricrepn y nauni

((popma sraycry, gosyeangd, BIET RAKYDAHHS MKApCLKOrD 32C06Y)
Homep peectpatiiinoro nocsigdenus UA/14376/01/02 crpox aii peccrpaniitroro nocsinuesns 01,01.2099
Cepisn nixaperioro sacofy Ne 141042 Kinexics BRe3eHOrO Sikapeskoro 3acaby 397

Bupobuuxk Axrasic JItxa., MansTta
(HofiMeHYRAHHA BIpoOHItKa AIFAPCEROre 3ac0By, KpalHa HOXOMmKeHEs}

Baesero B Ykpainy ChinbHe ykpaiHchKo-eCTOHCHKE MANPHEMCTEO ¥ dopmi ToBapucrea
3 o0mexenoo pianosigaapnicrio " Onriva-®apm, AT, iaewr. xox:
21642228

(rraiinsessypamud Ta kog 3a EJPIIOY ropunuunoi ocobi abo npisemue, iv'a, 1o Gatekosi fizrHoT
ocofH - minnpuenid, il Micue npaxHeatng Ta peecTpaniiui Hosep obitixesol xapTie TRATHHLES
RoAaTKiE abo cepin Ta HOMEp NacROpTa}

IIporoxon risyansuors xonrpoaro sia 08.01.2025 Ns 4264/2.

3a  pelyneTaTasmu ICPAEBHOFO KOHTPOMIO BCTAHOBACHO, IO Nikapcskiil 3acif  meesemo B Vikpainy 3
AOTPHMAHHAM BrMOT 33K0HOIABCTEA LIOAO0 3a0e3neYCHHs AKOCTI NIKAPCEKHX 3aC0BIB.

/g : Bixtop CTE®KIBCEKHHI

7 (manncy” (iniuiany Ta-npizsHIng)




JEPXIIKCIIYIKBA
AEPMKABHA CJIVYIKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A :
HAPKOTHUKAMM Y BIHHULBKINA OBJIACTI

ByJ. XMenbHuubke woee,7, M. Binnuus, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.vn@dls.gov.ua , htips://region.dls.gov.ua Kog EAPTIOY 37084828

BHCHOBOK 5
I1PO SIKICTB BBE3EHOrO B YKpalHy JikapehKoro 3acoby

12.01.2024 Ne 1029/24/02

APIJIEHTAJI

(n'umt,uymmuu JNKAPCLKOTO J(ICDO)‘ ITiAHO 3 |)cc¢1pamz‘imm IIUCI!IJ.{‘]CIIHHM}
TabneTkH 1o 15 mr; no 7 rabnerok y Gnicrepi, no 4 Gnicrepy y navui

(thopmsa punycky, 0O3YBAIIIS, DU NAKYBAIHA TIKAPCLKOrO 3aco0y)

Homep peectpauiiitioro nocsinuenns UA/14376/01/02 crpox aif peecrpauiiinoro nocninuerns 01.01.2099

Cepia nixapeskoro sacoGy Ne 141042 Kinvkicty noesenoro nikapeskoro sacosy 3840 y.
BupoGHHK Bupobrunrso Ta euilyck cepil; Axranic JItn,, Maista
(maitmenyvauns supoBiuka nixapebkoro 3acoby, KPATHA NOXOLMEHH)
Beeseno B Yipainy Ciinene yrcpamcmco iCrIancEKe NiANPHEMCTRO y (opmi ToBapHCTBA 3
obmerxerolo signoninansricTIo "CTIEPKO YIKPATHA" , inenT. kox:
20112362

(Hafivenyoanns Ta koa 3a €PTIOY opunuunol ocobr ada npiseuie, iM's, no Garukosi
Pisnmol ocolu - nianpuemng, W micue npossupalis ta pecerpauiitiit Homep obnikosol
KAPTIH TJETHIKA NOMaTKIB 260 cepin Ta nomep nacriopra)

[TpoTokon sisyansroro konrpomo sin 11.01,.2024 Ne 9/0/01.02-24/9.

3a  pesynuTatami  IEPAABHOMO  KONTPOIIO BCTANODAENO, WO nikapebkuit 3aci® Beeseno B Vipaimy 3
AOTPHMaAHHAM BHMOT 3aKOHOAABCTRA LLOI0 3a0E3MEYCHHS AKOCTI Nikapcexux 3acobis.

Havanbunk caymxbu . // Ipuna BIACIOK

(nocanosa ocoba @prfly p‘nmunol ‘0. KOHTPOJTIO) {ﬁ*i'mmc) (ininiany Ta npissinne)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI JIFKAPCELKOI'Q 3ACOEY

Name of product/Hasea nponyxry
{swrength, dosage form, package size and
type / nosysamms, nixapeska diopua,
poamip i THI yoakosky)

: APUIEHTAJN, <aBnerxa 1o

ARILENTAL, tablets, 15 mpg, 7 tablets per
blister; 4 blisters per carton pack with the
tabeling made in Ukrainian /

15 mr, o 7
Tabierck y Bnicrepi; no 4 Gmictepu y nawi 3
MapKyBAHRIM YEPATRCHKOI MOBOI)

Active substance / giona penobuna

Each tablet contains 15 ma of aripiprazole / 1
Tabneria mictars apaminpasony 15 mr

Manufacturing  country  / Kpaina- | Malta / MameTa
| BHPOBHHK
MA number / Homep PTI NalJA/14376/01/02
Batch number and size / Homep 1a | 141042
Po3mip cepii ] 7201 packs /7 201 yraxosok
Date of manufacture / Hara sy pobHELNTE: | 08.2023
fxpiry Date / Crpok npraatrocTi 07.2026

I Name, address and license number of
i manufacturing site / Hazaa, anpeca |
: IoMep NReEsT BupoSHNIt gimi

|
i
|
|
i

I
1

Actavig Lid.
BLBOIS, BLBO0!5, Bulehet Industrial Estaie,

! Zejtun, ZTN3000, Malta /

Axrasic g,

BLBO1S, BLBO1S, ByneBen pactpian Ecreitr, |

M. 3edryH, ZTN3000, Maisra

Manufacturing license No MLOOt /
Jlivensis na BupoSunurso Mo MLOO1

i
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Indicator / Qoxasmne:

Specification / Cienudixanis

Resalt / Pesyaprar

| Appearance / Grug
:

White, biconvex, round tablets with
157 dehossed on ong side and “ZIL" on
the other side
{ Tabaetkn Ginoro RONBOPY, KPYLL,
NBOONYEML, 3 IPABIpYRAMmiIamM «5» 2
oanoro foxy, o «ZL» 3 [HmoTo.

Complies / Biamosizae

|
!
1

| Ydentifieatios /
TenTngiranis

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.

/ Hac yrprMypanng ocnosuoro OiKY Ha
XpoMarorpaMi baupodynanoro peaunsy
Mag CHRLAATY 3 HACUM YTIPinyBagHs
OCHOBHOIO iKY  #a  xpoMarorpami
CTAHABNTHOIO DOZYHHY. OASDMANOTO B
recti «Kizsxicne pranadennsy,

Complies / Rinnosinac

Teer 3 (BEPX-IMIL

The UV spectrum of the major peak in
the chromatogram of the test solution
corresponds o that of the major peak in
the clwomatogram  of the standard
solution,

/' Y-criekrp  oeHoBHOIG WIRY  [a
XPOMATOIpAWE BHIpOBORYBAHOTO
pozurity smae glmosinaty Yb-cnexrpy
QCHOBHOIO  JIKY HA  XpoMarorpami
CTAHJIAPTIOTO POTYHLY,

Complies / Bianosinas |

Uniformity of dosage
units / Gpuopianicrs
ABAOBRANY 0N
Average tublet raass /
[ Cepeiutst staea

bitern

N —

Must comply with Ph. Fur. 2.9.40 / Mae
BITpRMyBaTE  BEMOrH  Crp.dapm.
2.9.40,

4.2

150.0 mg = 5% (i42.5 mg - 157.5 ng)
AU50,0 vy 25 % (142,53 wr— 1375 wir).

149,97 mg/149,92 mr

|

i Assay / Kinexicns
BH3HA: CHBA

YS — 105 % of the stated amount
/95~ 105 % pin saspaenaro nMICTY.

102,53 %

Related impuorities /

P Cropomi gomimen:
N-oxide impurity? 7
Hominxa N-okeig!
Any unspecitied
impurity / Byne-sxa e
Dnentudixosn
AoMIIKA

Total impurities ¢ Cyvaa
IOMITUGK

Notniore than 0.2 % /
He 6invone 0.2 %.

Not more than 0.2 % /
He 6imure 0,2 %

Not more than 0.4 %% ¢
e Ginture 0.4 %%,

N/ 1ie Bustneno

<0,1 %

<0,1 %
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{ Dissolution?/ [Not less them 80 % (Q+5) in 45 min / [ Min 94.9 %M, 949 ]
Posvanenzg® He venme 80 % (Q+5) 32 45 xa.

99,3 %,
Mean 97.6 % /Cep. 97.6

%o, Max 99.3 %/ Muarxe. [,
|

|

fri‘alic;égiﬁitgi;ai | Totat aerobic microl fal count (TAMC) | _li

| puriey? / |~ not more than {(° CFU/g / 3aransua | Not conducted/ He |

% MixpaGioaoriag LiffkxicTe  acpoduux MIKPOOPTaniavia TIPOBOAHACS ;
B eToTS (TAMC) ~ pe Ginsme 10 Ky

Total yeasts and moulds count (TYMC)
[~ 10t more than 10 CFU/s / Saransia

; KibKieTs Tpubin i apinopis (TYMC) -

, Ee Sinsme 107 KYQ/r !

| Escherichia coli ~ Absent in I gy ]
A Bireyrnap i e i

—— T T Y | R |

'~ N-oxide Lmpurity: 7~[4-{4—(2,3—dichlorophcnyl)-1~oxide-l-pipe_razin-%-yI]butoxy]»3,4-
ditydro-1H-guinclin-2-one / Honimka N-oreny: 7-{4-[4~(2,3-mimoprpe]{iﬂ}—l~0chm~1-
mingpasu- -4 Gyroken]-3 A-mmriapo-LH-xeinomin-2.nay

i one or more tablets fail this reguirenent, futher tablets shoytd be tested as per Ph,
Eur. 2.6.3 / Sxmo omna ado dimpine radaerax HC BiNMOBIDAs g BHMO31, nomannmi
TAbIeTHY BoBrHE; G¥Ta ninpodysani BiImoBiuNG Mo Enponeickol Dapmaxonsr. 2.0.3

P - Not routinely performed. Tesiod on the first three produciion scale batches snd thon at
feast annually 7 Tlpopopnrnes e perynapno. Tepewsipgssors ge TISPIIHX  TPLOX
IPOMHCIIORHX cepiny, a rmoTi s MIMIMYM 011 paz Ha pik.

The batch meets the requirements of QCM for MA NeUA/14376701/02. ¢ Cepis pianorixae
Brsoran MK ro PI] NaUAs143 76/01/02,

The packing, labeling and expiry dme cortespond to the requirements of QCM / Yuakonxa,
MAPKYUEHNA T2 Tepuin npugaTHocTi BIAUOBINAIOTE BIMOTEM MK,

Starage: In original packaging at a temperature below 25 °C, / 3 OpEriHANBLIl yIakos
HpH reMuepaTypi ue ppme 25 00

I hereby certify that the above information is authentic and sceurate. This bateh of product
s been manufactured, inchiding packing/ lebeling and quality control st the above
mentioned site in ful) compliance with the U GMP requirements assigned by the locaj
health awthority and also i sccordance with specification of registration documentation
affinned in Ukraine for investigational medicina product. The batch ptocessing, packaging
and analysis records were reviewed and found 1 be in zompliance with GMP requirements
ard were signed oy the responsible persons of the above mentiened manufacturer, / Lpw o
HITTBEpINYIO, 1m0 HARCACHA BRI nopyii o ACCTOBIPHOW T2 Tou4OIo. L cepis
upojyknil Gy BHIOTORNEHA, BXRowmQuy AKYRARNSE, Maplkysaugg ra NPOBE e HS
KOETPOI i1 sxocri wa sazmaueniii pHpoBHAYiH HATHY v nosujh sigmopinnocT] 3
raMoramit GMP, revaposneug; Mieneny DErYINTOPHEM OJIaHoM, 4 Takos BLIORIA MO
A0 Coeundhicanif, mo Micratnes s peectpanifiromy nocse, SUTBEPIGKCHOMY R Yipatmi gy
ARy aHOTO AKAPCLKOTD sacoBy.  [Mporokony BUPOOINUTRA,  naxypapms e
Uporeneans anarizis Symu nepesipeni, neranosmeno BUANOBIAMICTS BuMOram GMP 1a
MR sianosinansuMp ocoBamMm BHpOGHHKA,
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Complited by/TTarorosneno:

Quality Assurance/KonTporms sicocti:

Samue] Caruana/ Camyeng Kapyana

Date/ Jara: 12.09.2023

Tssued by/Bunauo:

Qualified Person/Yuosnosamena ocofa:

Javier Moscardo Poio% ‘(a%p\Mocm i

Honen

Date/ Ttara: 13.00. 2023 —
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