BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPIi JIKAPCEKOI'O 3ACOBY

Ne3745

Name of product/Hazsa npoayxty
(strength, dosage form, package size and
type / no3ysaHs, Jikapceka dopMa,
pO3MIp 1 THII YIIaKOBKH)

Symoda, hard gastro-resistant capsules, 60 mg, 7
capsules per blister; 4 blisters per carton pack
with the labeling made in Ukrainian /

Cumona, xarcyiy racTpope3sHcTeHTHI TBepl, 1o
60 Mmr,

no 7 xamncyn y OGmicrepi; mo 4 GnictepH y
KapTOHHIM mauui 3 MapKyBaHHSAM YKpPalHCBKOKO
MOBOIO

Active substance / nifo4a pedoBHHA

Each hard gastro-resistant capsule contains
duloxetine hydrochloride equivalent to 60 mg of
duloxetine

/ 1 Kancyna racTpOpe3sHCcTeHTHa TBepAa MICTHTh
IOYJIOKCETHHY TiIpOXJIOPHNI, IO €KBIBANEHTHO
nyIoKceTHHY 60 MT

Manufacturing  country /  kpaina- | Bulgaria / Bonrapis
BHPOOHUK
MA number / Homep PI1 NeUA/15445/01/02
Batch number and size / Homep Ta
po3Mip cepii 159588

v 16 848 packs /ymaxoBok
Date of manufacture / Jlara Bupo6uuntsa | 04.2024
Expiry Date / Ctpox npupaTHocTi 04.2026

Name, address and license number of
manufacturing site / Hassa, agmpeca i
HOMep JiteHsii BUpoOHHYOT AIBHALI

BALKANPHARMA-DUPNITSA AD.
3 Samokovsko Shosse Str., Dupnitsa 2600,

Bulgaria /
BAJIKAHOAPMA-AYITHULIS AL

Byn. Camoxosexo [Hoce 3, Qynuuus 2600,
Bonrapis

Manufacturing license Ne BG/MIA-0360/
Jlinensis va pupobuuurso Ne BG/MIA-0360
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Related impurities

[ CynyTai xoMimKm:
Impurity II / Jomimxa
I

Impurity IV / Jomimxa
Y

Duloxetine phthalimide
/ JIynoOKCeTURy
dramamin

Any unidentified
impurity / byne-sxa ze
ineuTudixonaya
JIOMIIIKa

Total impurities / Cyma
JIOMIIIOK

Not more than 0.2 % / He Gumsme 0,2
%.

Not more than 0.2 % / He Ginsme 0,2
%.

Not more than 0.2 % / He 6lmpme 0,2
%. ,

Not more than 0.2 % / He 6inpue 0,2
%.

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

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

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

Under 0,05%(0,046%)/
Hunxue 0,05%(0,046%)

Under 0,05%(0,028%)/
Huxue 0,05%(0,028%)

Under 0,5 %/Huxue 0,5
%

Free phthalic acid
/ Binpua dpranesa
KHCJIOT2

Not more than 1.0 % (w/w)
/ He 6impie 1,0 % (M/M).

Under
0,075%(0,038%)/
Huxue
0,075%(0,038%)

Dissolution

/ Pozumuen s

Acid stage (120 min) /
KucnorHa cramis

Not more than 10 % / He 6insuie 10 %.

Min 0%/Min. 0%, Max
0%/ Maxc. 0%,
Aver 0%/Cep. 0%

(120 xz.)
Buffer stage (60 min)/ Not less than 75 % (Q) / He menute 75 | Min 99%/Mix. 99%,
Bybepra cranis (60 x8.) | % (Q). Max 101%/ Maxc.
101%,
Aver 96%/Cep. 96%
Microbiological Total aerobic microbial count (TAMC)
purity! / —not more than 10* CFU/g / 3aranena
Mixpobiogoriuuna xinbKicTh acpoBEEX Mikpoopramizmis
sreToTal (TAMC) — e 6inpme 10° KYO/T.

Total yeasts/moulds count (TYMC) -
not more than 10* CFU/g / Saranrua
KiIBKICTD APDKIKOBHX Ta IUTCEHEBHX
rpu6is (TYMC) — ne Ginpue 1 0?
KYO/r.

Escherichia coli — Absent in 1 g /
BicyTHSIB 1 I

Not conducted/ He
IIPOBOJIMBCH
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