BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPII JIKAPCLKOT O 3ACOBY
Ne 5546

Product name / Hasga mpogyxry

(strength, dosage form, package size and type
/ nosysammus, miKapebka Gopua, po3Mip 1 Tui
YIAKOBKH)

Symoda, hard gastro-resistant capsules, 60 meg,
7 capsules per blister; 4 blisters per carton pack
with the labeling in Ukrainian / _
Cumona, xarcymy racrpopesucrentsi Tsepi,
1o 60 mr, 110 7 kancyn y 6nictepi; 1o 4 onicrepu
Y  KapTOHHIM  maumi 3 MapKyBamuaM
YKPAIHCHKOK MOBOIO

Active substance / niroua peuoBuna

Each hard gastro-resistant capsule contains
duloxetine hydrochloride equivalent to 60 mg of
duloxetine / 1 kamcysa ractpopesmcTeHTHA
TBEPIA MICTHTDL AYTOKCETHHY MIAPOXIOPHIL, 1110
EKBIBAICHTHO JYNOKCETHHY 60 Mr

Manufacturing country / kpaiHa-BupoGHHK

Bulgaria / Bonrapis

Marketing Authorization number /
Homep peecrpauiiinoro nocsigyenus

Ne UA/15445/01/02

Batch number and size / Homep Ta posmip | 165389
cepil 12 581 packs / 12 581 ynmaxosox
Date of manufacture / [lata BupoGuuirsa 10.2024
Expiry Date / Crpok npuuarHocTi 10.2026

Name, site address and manufacturing
authorization number /
Hasga, agpeca 1 momep minemsii BHPOOHHYOT

IUILHHL

BALKANPHARMA-DUPNITSA AD.
3 Samokovsko Shosc Sir., Dupnitsa 2600,

Bulgaria /

BAJIKAHO®APMA JIVITHULIS A

ByJ1. Camoxoncko Uloce 3, Iynmnig 2600,
bonrapis

Manufacturing authorization Ne BG/MIA-0427 /
Jlinensis ga BupoGruuTEo Ne BG/MIA-0427
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Indicator / okasuux

Specification / Cuoeundixanis

Result / Pesysnrat

Appearance / Onuc

Capsules with grey opaque body and
white opaque cap. Marking: «DLX
60» on the capsule body and cover /
Kancymn 3 cipum  wenposapim
KopmycoM Ta  OUTMM — Helpo30opuM
KoprnaykoM. Mapkysanns: «DLX 60»
Ha KOPIYCI 1 KOBITAYKY KallCyIiu.

Complies / Binnopizae

Identification

/ InenTudixamis

I*identification (UV) /

l-a inesTrdixamis (Y ®)

7“d identification (HPLC) /
2-a imenTudikanis (BEPX)

Complies / Biunosiznae.

Complies / Bignoginae.

Complies / Bimoginae

Complies / Biumosinae

Water / Boaa Not more than 5 % / He 6insime 5 © 1%
Uniformity of dosage units | Acceptance value < 15 / AV =37
/ OpnopiznicTs Kputepift mpuitnstaocTi < 135,

A030BAHHX

OFMHHIH

Assay / Kinbxicue 95 - 105 % of the label claim / 100 %
BH3HAYEH T s 95 — 105 %, Bij 3agBJeHOT KIIBKOCTI.

Related impurities /
Cynyrni nomMimgu:
Impurity II / Homimuxa 11

Impurity IV / Jomimxa IV

Duloxetine phthalimide /
Hynokcetnuy (pramamin

Any unidentified impurity /
bynp-sxa ne
ieHTHIKOBaNA TOMIIIKA

Total impurities / Cyma
JOMIIIIOK

Not more than 0.2 % / He Ginbiue 0,2

/().

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

/.
%.

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

0/
/0.

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

%.

Not more than 0.5 % / He 6insme 0,5
%.

Under 0,05% (0,002%) /

Mewuiue 0,05% (0,002%

Under 0,05% (0,002%) /

MeHme 0,05% (0,002%)
% (0,059 %)

Under 0, OD 70 ( U 031 ”/f))/
Meume 0,05% (0,031%)

% (0,059 %

Free phthalic acid /
Binbua ¢ranesa xuciaora

Not more than 1.0 % (wiw) /
He binpe 1,0 % (m/m).

Under O 075 70 (( 034%)/
Menmie 0,075%(0,034%)

Dissolution / Posunrenns
Acid stage (120 min) /
KuciorHaa cranis

(120 xB.)

Buffer stage (60 min) /
by(epra cranis (60 xs.)

Not more than 10 %/
He 6inbime 10 %

Not less than 75 % (Q)/
He menie 75 % (Q).

Min 0% / Miu. (0%,
Max 0% / Maxc. 0%,
Aver 0% / Cep. 0%
Min 92% / Miun. 92% 70,
Max 97% / Maxe. 97%,
Aver 959 /u / CL 95/0




Microbiological purity' / Total acrobic microbial count
Mixpebiosoriuna (TAMC) - not more than 10° CFU/g /
HHCToTal 3arapHa KIIBKICTD aepoOHux
mikpoopranizmis (TAMC) — ne
6impie 10° KYO/T.

Total yeasts/moulds count (TYMC) —
not more than 10> CFU/g / 3araibha
KINBKICTh APDKUKOBHX Ta IUHCCHEBUX
rpubis (TYMC) — ne 6inpe 10?
KYO/r.

Escherichia coli — Absent in 1 g /
BimeytHa B 1T

Not conducted /
IHe nposonugcs

Impurity II: 4-[3-methylamino-1-(2-thienyl)-1-propyl] naphthol hydrochloride / Homimxa 1I: 4-[3-
MeTHamMiHO-1-(2-Tienin) - 1 nponin] wadyron rigpoxnopui
Impurity IV: t-naphthol / Jomiuika IV: 1-nadpron

' Microbiology test is performed on every 20" batch or at least annually at release. Test included in stability
protocol at the end of shelf life. / MikpoBionoriunue nocaiukeHus 3iHCHIOCTbES Ha KOcHIN 20-1H naprit
b0 npuHaHMHI HOPIUHO Npy BuIyeKy. JOCHUDKEHHs BKIOUCHE IO NPOTOKOLY BU3HAUEHHS CTAGLIBHOCT]
HANPUKIHLT TEPMIHY TIPUAATHOCT].

The batch meets the requirements of QCM for MA Ne UA/15445/01/02 / Cepis sianosinac
srmoram MICH mo PIT Ne UA/15445/01/02.

The packing, labeling and expiry date correspond to the requirements of QCM. / Vnaxoska,
MapKyBatHs Ta TEPMIH IPUAATHOCT] BIIIIOBINAIOTEL BUMoraM MICS.

Storage: In original packaging at a temperature below 25 °C. / B OPMIIHANLHIA YHakoBUl pH
TemuepaTypi He suie 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 affirmed in Ukraine for 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. / [um a migrsepmkylo, mwo Haseaena puule iHopMaLis € JIOCTOBIPHOIO
Ta TOuHO0. Llg cepis mpouyxnii 6yima BHroToBIeHa, BIINOYAIOYM TTAKYBAHHS, MAapkyBailHs Ta
KOHTPOTb AKOCTI Ha 3a3HaveHil supobHuuill NinsHIl y moBHil BimosigrocTi 3 Bumoramun GMP,
BCTAHOBJICHUMU MICIIEBUM DErYNATOPHUM OPrasoM, & TakoX BiNIOBIZNO 10 cneundixamii, mo
MICTATBCS B PEECTPAIiHHOMY JIOCEE, 3aTBEPIKEHOMY B Vipaini 111 JHKapehkoro zacody.
[poroxonu BrpoSHULITBa, MaKyBakus Ta MPOBCLCHHS aHali3ip Gyin meperipedi, BeTanorneno
BILIOBIAICTL BUMOraM GMP Ta minnucano BiANOBILAANLHEMY 0COGAMI BUPOBHHUKA.

Approved by: / Bumano:
Qualified Person: / Ynosnosame;

Anita Shavarska / Agira Ulasap

Date: / JaTa: 10.12.2024



JAEPXKABHA CJIIVXKEBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTAKAMMY Y KHIBCBKIN OBJIACTI

npos. Ceitumurot Hanl, 3, m.Kuis, 02099, ten/gaxe: (044} 576-40-41
E-mail: dls.ko@dls. gov.ua, Koa EAPTIOV 37078774

BUCHOBOK
Npo AKICTE BBE3eHOr0 B YKpaiuy Jikapcnioro zacody

26.05.2025 Ne 24467/25/10

CHMOJA

{naiimenysanns AiKapebKOTO acoby 3rigno 3 peecTpauiiteing DocsingeHHAM)
Kalcy.1} racTpopesncrenTHi TBePAi, no 60 mr, mo 7 kancya y duicrepisno 4 faicrepn v
KAPTOHH nauni

(thapma Binycky, NO3YBANHA, NI NAKYBANHA SIKOPCEKOTO JaC0GY)

Honep peectpaniiinoro nocsiaueny UAS15445/01/02 crpox aif peectpauiiinore nocsiasenns 01.01.2099

Cepig aikapcskoro sacofy Ne 165389 Kinexicts BeescHoro sikapekroro 3acody 2160
Bupobuux BAJIKAHOAPMA-IVITHULL AL, Bosarapis
{(Hafincayrants BIEPoGHIKA AIRAPCLKOrO 3ucoly, Kpafua NoXDSKCHIT)
Baeseno B Ypaiuy Croiapie YKPaICsKO-2CTOHCHKE NEIMPHEMCTRO ¥ (Jopai ToBapuCTRa
3 oOmexenolo Bignosinansaicrio "Onrina-@apa, JTH", igent. woa:
21642228

(naiiverysanns Ta kog 3a €JIPTIOY 1wpiutistiol ocobn ado npizshie; is's, 00 GaThkoR (iziiEoT
ocofiu - nianpitemua, i Micile npaxnsanig T pecerpanifisl nomep oBnikosol KapTEI MAATHIRY
MOAATKIB 2l cepis Ta HOMep Bacnopra)

[poroxos eizyaasHore konrpoms six 26.05.2025 x 1579/27.

33 pesymbTATaMil JRePKABHOTO KOHTPOAN BCTAHOBAGHO, MO Jjixapebkuil 3acif  meeseno B Yipaity 3
}IOTPH MAaHHAM bior 3nK0H02aBCTSa 1WOAO 3a0C3NCYEHHA AKOCT] AikapenrNX 30cehiB.

Oiera €PLOMEHKO

.ix'omponm) ' (mizome) {ininiam Ta npizenite)
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