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HAEPKIINKCIIYKBA :
AEPKABHA CIHYXBA 3 JIKAPCBKHUX 3ACO§IB TA KOHTPOJIKO 3A -
HAPKOTHKAMMU Y BIHHUIBKINU OBJACTI

ByJl. XMCHbHHULBKE Wwoce,7, M. Binuuug, 21036, (0432) 66-07-69, 66-03-51
E-mail: dis.vn@dls.gov.ua , htipsi//region.dls.gov.ua Kog EAPTIOY 37084828

BHCHOBOK ,‘w
IIPO SIKICTb BBE3EHOrO B YKpaiHy JIKapChrKOro 3aco0y

12.01.2024 Ne 1029/24/02

APIJIEHTAII

(nafistenysanis sikapenkoro sacoly 3riAHO 3 peccTpaitifnymM rocsinueism)
TabseTin 1o 15 Mr; no 7 tabnerok y Gicrepi, 1o 4 Gnicrepy y mayi

(hopma BnyCKy, HOIYBaAHNS, BUA MAKYBANHS IKAPCLKOrO 3ac06Yy)

Howmep peectpauiiinoro nocsinuenns UA/14376/01/02 crpox uii peectpauiiinoro nocsizuennsa 01.01.2099

Cepis nikapcskoro sacoby Ne 141042 KinekicTs BBesenoro nikapeskoro sacody 3840 yr.
Bupo6HHuk Bupobuuiurso ta Bunyck cepii: Axrasic JItn., Mansra
(Haiivenyeauis supoSiKKa NiKapeLkoro 3acoby, KPaTHA NOXOMKCHHS)
Beeseno B Ykpainy CriteHe yKpainchKo-icnanchKe MianpueMcTso y Gopmi TOBAPHCTBA 3
obmesxeroro BianosigansricTio "CTIEPKO YKPATHA" inen. xox:
20112362

(mafimenyvams Ta kod 3a €JIPIIOY 1opranaiof ocoby ato rpispune, iM's, no 6aTekob]
(pisunol ocodu - mianpuemus, T Micue nposuBalis Ta peecrpatinui HOMep obnixosof
KApTIcH nutariika nojarkis ado cepis Ta nomep nacriopra)

[Tporokon sisyansroro kowtpomo Bin 11.01,2024 Ne 9/0/01.02-24/9.

3a  pesyibTaTtamH  NEPWABHOTO KOHTPOMIO BCTAHOBACHO, 110 nikapebkuit  3aci6 Beezeno B Vkpainy 3
AOTPHUMAHHSM BUMOr 3aKOHOAABCTRA LIOMIO 3a6E3NEUYESHHS SKOCT] nikapcekHx 3acobis,

Havanbuuk ciyxbun Ipuna BJIACIOK

(iriniany Ta npissuue)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI{ JITKAPCLKOIO 3ACOEY

Name of product/Haspa nponyrry
(strength, dosage form, package size and
type / Ho3yBaHms, niKapebka diopwma,
PO3MIp i THII YIIaKOBKH)

ARILENTAL, tablets, 15 mg, 7 tablets per
blister; 4 blisters per carton pack with the
labeling made in Ukrainjan /

: APHIEHTAN, 1a6nercu no 15 Mr, o 7|
Tabsierok y Dmicrepi; no 4 Smictepu y mawui 3
MAPKYBAHRIM YKPAIRCHKOIO MOBOL)

; TabNerKa MICTHTL apunin pasosy 15 mr

Manutacturing  country  / Kpaiia~
BHPOBHHK

| Malta / MampTa

MA number / Homep PIT

NalJA/14376/01/02

Batch number and size / Homep Ta
PO3MID cepil

141042
7 201 packs / 7 201 yntaxosok

Date of manufacture / Mara supoGruuTsa

*

08.2023

Lxpiry Date / Crpok mpusaTtrocTi

07.2026

'Name, address and license number of
: manutacturing  site / Hazna, aapeca |
| IOMEp MUEH3IT 8upodHMIo! Jimsiny

Actavis Lid,
BLBOIS, BLB016, Bulehe! Industral Estate,
L Zejtun, ZTN3000, Malta /
| Axcranic Nty
BLBGLS, BLBO16, Byneten IHpactpian Ecreitr,
M. 3edryH, ZTN3000, Mansta

Manufacturing license Ne MLOOt /
Jliuensis va BupodunuTre No MLOO]
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Indicator / Qorazmux Specification / Cneundixanis Result / Pesyanrar
| Appearance/ Guuc | White, bicanvex, round tablets with Complies / Bignosinae
| L4157 dehossed on one side and “Z1L.on | ;
the other side '
! Tabrerxn Ginore xoswopy, KPyLii,
ABOOIYKill, 3 I'paBIipyRaHugM «]5» 3

e i
oanoro 6oxy, ta «ZL» 3 iHimoro. S

| identifieation / ! The retention time of the major peak in | Complies / Bignosigac
neHTHRIRAanIS the chromatogram of the test solution
Test A (HPLC) / Tect corresponds to that of the major peak in
A (BEPX) the chromatogram of the standard

solutton obtained upon assay.
/ Hac yIpaMyBasis ocnoBuoro HIKY Ha
XPOMATOrpaMi BHUPODYBAHOrO pasurRy
MA€ CIHBIOAAATY 3 HaCcoM YTPUMYBAHHS
OCHOBHOIO  [NKY Ha  xpomarorpasi
| ' CTAHASIYTHOTQ DO3YHHY, OHCDKAHOTO 5
b recti «Kizsxicne Brsnanennsy, o _ -
Fest B (HPLC-DAD) /1 The UV spectrum of the major peak in | Complies / Binnos aac
Teer B (BEPX-AMJL | the chromatogram of the test solution
? corresponds to that of the major peak in
the¢ cluomatogram of the standard

solution.

[ YO-cuexrp  ocnosHOro IKY [a

XpoMarorpawvi BHIPOBOBYBAHOIO

POIUKILY Mae Blmosinaty Yd-cnexrpy |

OCHOBHOIO  JIKY HAa  XpoMarorpami !
CTAHIANTHOTO POIHUHY,
Uniformity of dosage | Must comply with Ph, Bur, 2.9.40 / Mae | 4.2
units / Guuopianicrs BITpUMYBATY  BHMOrH  Erp.Papsm.
A030BRIUX GAuHML | 2,940,

e -

Average tablet mase/ | 130.0 mp = 5% (142.5 mp ~ 157.5 mp) | 149,92 mg/149,92 mr

| Cepeigst Maea FE50,0 mr 5 % (142,35 Mr— 137.5 ME )

L radieTrn )} i

- Assay [ Kinbxiese 95 - 105 % ot the stated amoun? 102,353 %
BIH3HECHER /95 — 103 % pin saapaenoro BMICTY.

Belated impurities /
FCTopoHEE HoMiniR:

N-oxide impurity! / Not more than 0.2 % / N/ID / 1e mustnneHO
Jowmitixa N-oxeig] He 6Ginvie 0.2 %,

Any unspecitied

impurity / Byas-sixa ge | Not more than (0.2 %/ <(,1 %
eHTH(pIKORA He Sinne 0,2 %,

FEOMUIIKA

Not more than 0.4 %4 / <0,1 %
te Hinnure 0.4 95,

- Total impurities © Cywua
TOMGK

|
|
|
|
!
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Yotal yeasts and moulds count (TYMC)
= not more than 10° CFU/g / Saransima
~' XIILKICTE Tpubip i npuioekis (TYMC) -
He Sinsime 10° KVQ/r,

Escherichia coli ~ Absent in I g/
| Bltcyrusie | r

rl}issﬁiutiﬂnlf Not less than 8¢ % (Q+3) in 45 min / | Min 94.9 Yo/Mijt. 94 9

Posuwanensg? He menme 80 % (Q+5) 32 45 xm, %, Max 99.3 %/ Maxe.
99.3 %,
Mean 97.6 % /Cep, 97.6
%

Micrebisclogical Total aerobic microbial count (TAMCQ) |

DUriy” f =~ not move than WY CFU/g / Saransya Not conducted/ He

MikpoGionoriuns KUIbKiCTs  acpoSuux MIKpOOprauiamis | ipososmes

UBCTOTY (TAMC) - ne Gixnsme 103 K¥O/r,

'~ Neoxide impurity: ‘?~[4-{4—(2,3-{:11'chlumphmnyl)-luaxidrzvl-piperazin-}-yi]-butoxy]d,d-
diltydro-1H-quinolin-2-one / HoMinika N-okeny: ?-{4-[4-(2,3-m{mmpth}iiﬂ}nl~0RCHﬂ~1-
THepas -1 -i1)6yro KeH]-3.4-gurizpo-1 Hoxni POosN-2-pay

P4 one or more tablets fail this requirenient, further tahlets should be tested as per Ph,
Eur. 2.9.3 / Skno oiHa alo dinbine radnerox HE BINMOBIAas 14k BHMOZI, TIOFannii
TabIeTK W BosuHy; O¥Tu ninpodysari BIATOBIZNG fo Cnponeiichkol Gapyaxomer 2.0.3

- Not routinely performed. Tesied on the first three production scale batches and then at
feast  annuall y / llporoantncy e peryiapno.  Iepesipssors ga MePIIdxX  TPLOX
HPOMHCHOBYX CePIfX, A HOTIM g MIHIMYM OJIHM paz Ha pIx,

The batch meets the requirements of QCM for MA NeUA/14376/01/02. 1 Cepis siznonijac
Busoram MK no PIT NaUA/143 76/01/02,

The packing, labeling and expiry dae correspond to the requirements of QCM / Vnakonka,
MAPRYBRHEN T2 TepMiH BpUAaTHOCT] BINLOBIXAMOTE BUMOTaM MK

Storage: In origina packaging at 4 temperature below 25 °C. / 3 OPHTIHANLHIM YIaKoBH]
HPH TeMIepartypl we sutue 25 °C

I nereby certify that the above information is authentic and accurate. This vatch of product
as been manufactured, including packing/ labeling and qualily control at rhe above
mentioned gite in full compliance with the EU UMP requirements assigned by the loeal
health authority and also m accordance with specification of registration documentation
atfimed in Ukraine for tnvestigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found 1o be in compliance with GMP requirements
and were §igned oy the responsible persons of ithe above mentioned manutacturer. / Huy g
NLEYBEPIDKYIO, 1O HABCACHA BRWE Ihopmaity ¢ AQCTOBIDHOWY Ta TOYHOIO. Ha cepis
HPOAYKLYY Gvia BHIOTOBICHA, BKRIOYIIQuY NakyBRanw#, MapkyBauug ra NPOBEACHIS
ROBTPOImMD i1 sgxoct wma 3azHaveli  BHpOSHNY{H TUIHI Y NosuiY BIATIOBINHOCT] 3
BAMOTaMIt GMP, Beranosneu MICUCRIM PEIYILITODHEM OPrasoM, 4 Takos BLIUIOBIAMO
A CHERHDIKAHIHN, o MicTarhes 13 peeeTpanitinomy nocse, SATBCPIGKCHOMY R Yxpaiwi any
JOCHUDKYRAROTO ALKADPCHKOID 3acoby.  Iporokony BUPOGHHLTE,  nakysapms 4
HPOBCHEHHY ananivig Gynu Hepepipedi, neranoseo RIANOBIAMICTE Bisoran GMP Ta
FHUIMCEHO BLAOBI RGN M p ocobamu BUpOGHHKA,
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Complited bvw/ITiarorosneno:

Quality Assurance/Kosrpons siocti:

samue] Caruana/ Camyens, {apyana

o
Date/ Jara: 12.09.2023

A
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Issued by/Bunauo:

Qualified Person/Ynonnosasena ocoda:

Javier Moscardo Polo%ﬁa‘::_ Mockan/o
Honon /

VS

Date/ ara: 13.09.2023 i
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