JTEPKABHA CIIYKBA 3 JIKAPCBKHX BACQEIB TA KOHTPOIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJACTI
1ipoB. CeiTmagwol Haaii, 3, s.Kiig, 02099, re/dakc: (044) 363-06-50
E-mail; dls.ko@d!s.gov.ua, Kog €PIIOY 37078774

| BUCHOBOK
Hpo AKICTH BBE3CHOro B Yxpainy JikapcsKoro 3acofy

02.05.2024 Ne 21285/24/10

CHMOIA

{uniiMenyBagis ikapesroro 3acofy 3riaHo 3 p:’:ﬁ.’lﬁﬁﬁliﬂﬂihi HQCBI.EI,‘IEHH.HM] -
KallCYJIH racTpopesucTentTii Tepmi, o 30 mr no 7 kancyay Gaicrepi; mo 4 Gaicrepn y
KAPTOHHIH mauni

((hopma simTycky, So3yEANS, BiA DIKYBUINA JiRaperkoTo 3acoby)

Homep peectpaniitnoro nocsiguenng UA/15445/01/01 erpox gil peecrpauiiinore nocsigucerna 01,01,2099

Cepis mixapeskoro sacofy Ne- 150761 KinsxicTs peesenoroe nikapeskoro sacoby 3840
Bipobunk BM@RPM&-,H?IIHM' St AJL, Bosrapis
(HaiiMenyBRuUA BUpoOHIKA NIKAPCLKOra 3acody, Kpaiea MOXoHReHS)
Baesero 3 Yipaliy Crhinblie yRpaiHCEKO-eCTOHCHLKE NNPHEMETBO ¥ dopmi ToBapHCTBa
‘3 g0Mesrero1o Rignopizanericrio "OnTisa~-@apy, JITI", igent. kox:
21642228

(alverysanng T2 koA 32 €JIPIIOY wpuaminol ocobin abo apissine, M, no Gavhroei diznuxof
ncobit - AiAnpitemus, 1 Miclle BpoAaBaHN T4 peccTpantiiimiii HoMep ofaikorol KapTRY MARTINIK:
TIOAGTKIB 200 CCPIR T HOMED IACTIOpTa)

Opetoxon pizyankiore xonrpomo eiz 01,05.2024 Xe 1145/41,

3a pedynereramil ACpKABHOrO KOHTPOMO BCTAWOBMEHD, WO mikapeksuit 3acif  Beetedo '®  Vipainy %

AOTPHMAHHAM sustor 3axoH0aBcTsa W00 320e3NeYeHN S AKOCTI AlkapChENX 3acobiB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPII JIIKAPCHRKOT O 3ACOEY
Ne 1202

Name of product/Hasga Hpoﬁyﬁ'ry

(strength, dosage form, package size and
type / Jjo3yBamHS, nikapchka (opma,
PO3MIp I THII YIIAKOBKH)

szrnoda, hard gastro-resistant capsulés, 30 mg, 7

30 Mmr,
[Ho 7 xamcyn y OiicTepl; no 4 6micTepm y

capsules per blister; 4 blisters per carton pack
with the labeling made in Ukrainian /
CrMoza, Kamcymu racTpopesHeTeRTHI Tepi, o

KapTOHHIA 241l 3 MapKyBaHHAM YKPaiHCHKOK)
MOBOO

Active substance / miroua pegosyna

Each hard gastro-resistant capsule contains
duloxetine hydrochloride equivalent to 30 mg of
duloxetine / 1 xancynma racTpoOpesHCTEHTHA
TBEPAA MICTHTH IHYIOKCETHHY TiIPOXJIOPHAL, LIO
€KBIBANCHTHO IyNOoKCeTHHY 30 Mr

| Manufacturing country /  xpaiua-

Bulgaria / Bonrapis

| BEpOOHHK |

| MA number / Homep P11 NeUA/15445/01/01
Batch number and size / Homep Ta 150761

| PO3MIp cepii 17 488 packs /17 488 ymaxoeox
Date of manufacture / Hara BupobuunTsa | 02.2024
Expiry Date / C*rpox.ﬁpmamocﬂ 02.2026

| Name, address and license number of

manufacturing site / Haspa, ampeca i
HOMED JINCH31 BUPOSHIYOT i IbHUI

'3 Samokovsko Shosse Str., Dupnitsa 2600, |
Bulgaria / ?
BAJIKAHOAPMA-IVITHUI (S AJ]

1 Byn. Camoxoscko Ioce 3, Oynaumns 2600,
1 bosrapis

| Jlinensis 5a BupobrunTEe Ne BG/MIA-0391

BALKANPHARMA-DUPNITSA AD.

Manufacturing license Noe BG/MIA-0361 /
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Indicator/Tloxaznui

Specification/Cnenudixanis

Result/PesynbTar

Appearance / Qune

Capsules with grey opaque body and
blue opaque cap. Marking: «DLX 30
on» the capsule body and cover /
Kancymr 3 cipum

KOpIyCOM Ta CHHIM HEIpPO30pHM

KOBIIAYKOM. Mapkyparua: «DLX 30» |

Ha XKOPAYCI 1 KOBIIAUKY KACYIH.

HEIPO30PUM |

Coinplies_/’ Bianorizae

1dentification Complies / Bignosizae
/ InenTadikanis
I* identification (UV) / | Complies / Bixmoginae.
I-a 1neHTHDIKAIS
(YO) N
2" identification | Complies /Bimmosizac t Complies / Binnosigae
(HPLC) / 2-a
igenTndikanis (BEPX) : L -
Water Not more than 5 % 1%
/ Bopna / He 6insnre 5 Y.
Uniformity of dosage | Acceptance value < 15 AV=64
units / Kpuarepi#t npuitagrrocTi < 13.
1/ OpHopigHicTH
1030BaHAX
OOAHALL e .
1 Assay 95 ~ 105.% of the label claim 102 %
1 / Kinekicue /.95 — 105 % Bif 3a9BRACHOT KiLKOCTL.
| BH3HAQ9eHHHA -
| Related impurities
/ Cynyrri fomimxn:
Impurity Il / Jomimka | Not more than 0.2 % / He Giumme 0,2 | Not detected/ He
{I Yo. BUSIBIICHO
Impurity IV / Jomimxa
134 Not more than 0.2 % / He 6insnte 0,2 | Not detected/ He
Duloxetine phthalimide | %. BHSIBIICHO
/ HymokceTuny
Granamiz __
Any unmdentified Not more than 0.2 % / He 6insuie 0,2 0,05%(0,046%)
impurity / Byns-sxa ve | %. | o
inesTudikopana Under 0,05%(0,033%)/
JOMiTKa ‘Not more than 0.2 % / He 6insnte 0,2 | Heoxae 0,05%(0,033%)
Total impurities / Cyma | %.
HOMIMIOK
| Not more than 0.5 % / 0,08%(0,079%)
Free phthalic acid Not more than 1.0_ CTA ) -3\ | Under
1/ BuisRa dranesa / He 6insme 1,0 %087 ’ '\ 0,075%(0,033%)/
L KHACI0TA g5 2 W Hioxae

et e E110,075%(0,033%)
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| Dissolution
i / Posunnenns
Acid stage (120 min) / | Notmore than 10 % / He 6imsme 10 %. | Min 0%/Mix. 0%, Max

Kucnorsa cramgis 0%/ Maxkc. 0%,
(120 xB.) Aver 0%/Cep. 0%
Buffer stage (60 min)/ | Not less than 75 % (Q) / He Mewuiue 75 | |
Bybepra craziz (60x8) | % (Q). Min 95%/Min. 95%,
‘Max 102 %/ Maxe.
1 102%,
e o . 1 Aver 99%/Cep. 99%
Microbiological Total aerobic microbial count (TAMC)
purity! / —not more than 10° CFU/g / 3aransra
Mikpo6ionoriaaa KUIBKICTE acpoOHMX MIKpoOpranizMin
yHeToTal (TAMC) — ne 6imeme 10° KYO/T. |
T ot | v | Not conducted/ He
otal yeasts/moulds count (TYMC)- |
HPOBOJHUBCS

not more than 10* CFU/g / 3aramsua
KINBKICTH APIKIXOBEX Ta IUIICEHEBAX
| rpubiB (TYMC) — He 6iimme 102
KVOrr.

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

Impurity IT: 4-[3-methylamino-1-(2-thienyl)-1-propyl] naphthol hydrochloride / Nomimka I 43
METHNaMIHO-1-(2-Tierin)- 1 npomin] madyron TIIPOXTIOPHA,
Impurity IV: 1-naphthol / Homiuixa IV: 1-nadron

! Microbiology test performed on-every 20th batch or at least annually at release. Test included in __
stability protocol at end of stability / Mixpo6iomorivte RoCTiDKEHAS 3MHCHIOETLC Ha KOXHIH 20-1i1
HapTii abo npuHaiiMu mopiteo npu BUITYCKY. JocDKeHHs BRIOYEHE 10 IPOTOKONY BH3HAYESHHS
CTa0UIbHOCTI HATIPHKIHLI TepMiRY IPUIATHOCTI.

The batch meets the requirements of QCM for MA Ne UA/15445/01/01/ Cepis Binnosigae

BaMoram MKS go PIT Ne UA/15445/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Vrrakoexa,

MapKyBaHHs Ta TEPMiH NPUIATEOCTI BiATOBINAIOTE BUMOTAM MK,
Storage:

In original packaging at a temperature below 25 °C. / B opuripansuift yaxosmni npu
TeMIIepatypi He Bume 25 °C.,

[ hereby certify that the above information is authentic and acciirate. 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

atfirmed in Ukraine for investigational medicinal product. The batch processing, packaging
and .!5 .1-,;,.-..;__.-.—

g records were reviewed and found to be in compliance with GMP requirements

R AN

PRy, B\ HaBelena BHIIC tHhOpMALS € JOCTOBIPHOIO T& TOYHOIW. Uz cepis
*. ui TOTOBIICHA, BKIKOYAXOYH [aKyBaHHS, MapKyBAHHS Ta IIPOBENEHHS

NPy the responsible persons of the above mentioned manufacturer, / LM g




BumoraMy GMP, BCTaHOBISEUMY MICICBUM PETYIATODHHM OPraHOM, & TaKOX BLITOBLIHO
o creum@ikaii, oo MICTATECA B PEECTPaliiHOMY JOChE, 3aTBEP/DKEHOMY B YKpaldi g
HNOCHDKYBAaHOTO  JliKapeskoro 3acoly. IIpoToxons BHpOGHHITEA, IaKyBaHHs T&
IpoBeAeHHs aunamsis Oymm mepeBipeni, BCTAHOBIEHO BimnoBimwicTs pumoram GMP Ta
TAOACAHO BMIOBINATHUME 0cobaMy. BHpOGHUKA.

Complied by/ ITigrotosnennit: Issued by/ Bunago:
Quality Assurance/ siznin 3abe3neuerng Qualified Person/Yiosaosakena ocoba:
AKOCTI
A Stoilkova/ .A.CTO'I'II%@@ N :'Z:Falinafg.'@aﬂi?{?‘_ |
. |

Date/Ilata: 15.03.2024 Date/fTara: 15.03.2024/




