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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHDIKAT SIKGCTI CEPII JIIKAPCBKOIO 3ACOBY
Ne3048

Name of product/Hazpa npoayxry
(strength, dosage form, package size and
{type / no3yBaHHS, Jixapchka Gopma,
PO3MIp 1 THII YIIAKOBKH )

capsules per blister; 4 blisters per carton pack
‘with the labeling made in Ukrainian /

‘CuMoza, xarcynu racTpope3ucTeHTHI TBEPI, 1O
60 mr,

|no 7 kamcyn y Omictepi; mo 4 OGnicrepu ¥
| KapTOHHI# nadLi 3 MapKyBaHHSM YKpaTHCHKOKO
| MOBOIO

Active substance / niroua pedosuHa

Each hard gastro-resistant capsule contains

duloxetine hydrochloride equivalent to 60 mg of
‘duloxetine

/1 Kancyna racTpope3uCTeHTHA TBEPAA MICTHTE

OYNOKCETHHY T1APOXJIOPHA, IO eKBiBAJEHTHO

BYIOKceTHHY 60 Mr

Manufacturing

country  / Kpai'ﬁa— ‘Bulgaria / Bonrapis
BHPOOHHUK |
MA number / Homep PTI NoeUUA/15445/01/02
Batch number and Hsize / Homep Ta
pO3MIp cepil 137559
| - 9979 packs / ymakosox
Date of manufacture / Jlata BupoGuunrsa | 06.2023
Expiry Date / CTpOK-ﬁpH*naTﬁbcTi 06.2025

Name, address and license number of
manufacturing site / Hasea, azapeca i
HOMEP JILeH31l BUpOOHUIO! JINBHAII

BALKANPHARMA-DUPNITSA AD.
3 Samokovsko Shosse Str., Dupnitsa 2600, |
Bulgaria /
bAJIIKAHOAPMA-IIVITHALL AT

By Camoxogcko [Hoce 3, Qynuunsg 2600,
Bonrapis

Manufacturing license Ne BG/MIA-0360/ |
Jltnensis Ha BupoSHuuTEO Ne BG/MIA-0360
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Indicator/Tloxkazuux

Specification/Coenudikanis

Result/PezyabTart

Appearance / Onuc

| Capsules with grey opaque body and

white opaque cap. Marking: «DLX 60»

.on the capsule body and cover /
Kancynu 3
KOPIIYCOM
KOBNagkoM. Mapkyparusa: «DLX 60»
|_Ha KOPITYCi i KOBIIAYKY KATCYIIH.

CIpHM
O11UM

HENPO30PHM

Ta HETIPO30PUM

Complies / Bianosinac

[ Tdentification
1/ InenTudikanis
| 1" identification (UV)/

Complies / Binnosinae.

.(iiljmplies / .BiﬂHOEiﬂaE

Ila 1neHTHQIKAL S
| o) ) __
2nd 1dentification | Complies / Binmoginae. Complies / Bianosinae
(HPLC) / 2-a
| inerTHdiKanis (BEPX) | » |
| Water Not more than 5 % 2 %
|/ Boaa / He Ginpme 5 %.
| Uniformity of dosage | Acceptance value < 15 AV=54
units / Kputepi#t npuiiasraocTi < 15.
/ OpHOpiaHicTE
| ZO30BaHHX
OJHHHI L o . i
| Assay 95 — 105 % of the label claim 102 %
/ Kinbkicne /95 — 105 %, Bin 3asBiIeHO] KITLKOCTI.
BH3HAYCHHS
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Related impurities

/ CymyTHi nomimkn:
Impurty I / JoMimka
1

Impurity IV / JJomimka
I\Y

Duloxetine phthalimide
/ Hynokcetuny
dranamin

Any unidentified
impurity / byap-sxa ge

| Not more than 0.2 % / He 6insme 0,2 %

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

-Not more than 0.2 % / He 6insme 0,2 %

Under 0,05%(0,001%)
Hmwxuae 0,05%(0,001%)/

Not detected/ He
BUABIICHO

Under 0,05%(0,017%)/

1TeHTH(IKOBaHA Hmxge 0,05%(0,017%)
JOMIMIKA | |
Total impurities / Cyma |
‘Not more than 0.2 % / He 6insmie 0,2 | Under 0,05%(0,030%)/
Y. Hmxse 0,05%(0,030%)
‘Not more than 0.5 % / He 6insiue 0,5
. |
Under 0,5 %/Hmkae 0,5 |
Free phthalic acid Not more than 1.0 % (w/w) Under 0,075%
|/ BinbHa ¢ranesa 1/ He 6inpme 1,0 % (m/m). (0,047%)/
1 KHEI0Ta Hroxae 0,075%
(0,047%)

| Dissolution

| / Po3unaenns

1 Acid stage (120 min) /
| KuenmorHa cTanis

1 (120 xB.)

1 Buffer stage (60 min) /'

{ bygepna cranis (60 x8.)

Not more than 10 % / He 61nsme 10 %.

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

Min 0%/Miu. 0%, Max_ |
0%/ Makc. 0%,
Aver 0%/Cep. 0%

| Min 94%/Min.94% |
| Max 99%/ Maxc. 99%, |

Aver 97%/Cep. 97%

Microbiological

| purity! /

{ Mixpooiosoriuna
YHCTOTA!

_BiicyTHi B | T.

Total aerobic microbial count (TAMC) |

- not more than 10° CFU/g / 3aransna

KINBKICTB acpOGHHX MiKpOOpraHizMiB
(TAMC) — me 6inmsme 10° KYO/T.

Total yeasts/moulds count (TYMC) —
not more than 10° CFU/g / 3aranegsa

- KIUJIBKICTD APDKIDKOBHX. TA IJliCEHEBHX

rpubiB (TYMC) — ue 6inbrue 102

KYOrr.

Escherichia coli — Absent in 1 g /

1 Not conducted/ He

IIPOBOJAUBCA
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Impurity II: 4-[3-methylamino-1-(2-thienyl)-1-propyl] naphtho! hydrochloride / Homimxa II: 4-[3-
METHNAMIHO- 1-(2-Tiexin) - 1 niponin] nadron riapoxnopna
Impurity IV: 1-naphthol / Tomimka IV: 1-Hadron

! Microbiclogy test performed on every 20th batch or at least aninually af release. Test included in
stability protocol at end of stability / Mikpo6ionoriune nocmizmkenss 3niHcHIOETbCA Ha KOXHIH 20-iit
napTii abo npHHaHMHI OPIYHO NpY BUMycKy. JIocnimKeHHs BKIIIOUEHE A0 APOTOKOAY BH3HAYEHHS
cTabiNbHOCT] HATPHKIRII TEPMIHY IPHAATHOCTI.

The batch meets the requirements of QCM for MA Ne UA/15445/01/02/ Cepis sinmorinae
BuMoram MK go PIT Ne UA/15445/01/02.

The packing, labeling and expiry date correspond to the requirements of QCM / Ynaxoska,
‘MapKyBaHHS Ta TEPMIH ODPUIATHOCTI BIANOBINAI0TE BMOramM MK 5.

Storage:

In original packaging at a temperature below 25 °C. / B opurigaibiit YHaKOoBHI IpH
TeMneparypl He suine 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 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, / Uum 5
TUJITBEP/DKYIO, IO HaBeNEHA BHIE iHpOpMamis € OCTOBIpHOI Ta TowHOW. 1la cepis
nponykuii Oyna BHTOTOBNEH4, BKIOYAIOYM HAKYBaHHS, MapKyBaHHA Ta NPOBCHEHHS
KOHTpOmO 11 AKOCTI Ha 3a3HadeHi BUpoOHM4iM AiMgHNi y NOBHIE BinnopigHocTI 3
saMoramut GMP, BCTaHOBIEHHMM MICLUEBEM PETyYIATOPHAM OPraHoOM, & TAKOX BiJIIIOBIAHO
RO cueuuQiKauii, o MICTATHCS B PEECTPALIMHEOMY OCHE, 3aTBEPIDKEHOMY B Ykpaiui mug
TOCNIIKYBAaHOrO  jikapcbxoro zacoby. I[IpoToXonmM eupoGHWUTEA, ITAKYBAHHS Ta

MPOBEHCHHS aHamM3iB Oynd nepeBipeHi, BCTAHOBJICHO BIAMOBiNHICT: BuMoraM GMP Ta
TATIKCAHO BiANMOBINAIEEMMY 0cobaMp BHPOOHIKA.

Complied by/ ITinrotoBnenuit: Issued by/ Bunaio:

Quality Assurance/ pimnin 3abesnevenns -Qualiﬁed.Personfyﬁaaﬂaﬁaﬁteﬁame@:ﬂ
SIKOCTI . A )
D.Katsarova/I[_Kauapo{ - Zh. Yordanova/ X. Iépnanosa -
Date/[lata: 21.06.2023 / Date/Jlata: 21'0596-23 e
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