Jtororan xomnanii

Cepruginar srocri Ne 4093/2024

AEIPATAM, radaerev ssunkosoposorund 1o 30 s

Kpatna supoion: Homana
Pecerpaniiine eniionrso N

UAT428401704

Cuaa aitfasoasuicrns:  Ayaoxeetn 30 ar
Jhkapenka opyac 1adacTri KINIKOROPOFHHIHI
Fun ra possip vimwonwn: Ne 28 (o 7 vafneror v Saicrepis mo 4 Quicrepin ¥ Kaprousiit kopodi)

Honep cepil: 13300673

Kiankicrs yraxoser s cepiit 3 544 yn.

Haea supotimicraa: 06 2024

Crpor upsaarnocti: 03 2027

adlcne 207 1eodMeKRSHBT

Bupeimik aikapeskore sacoly, sianosizatsiugii 33 sHPOOUHUTBO «TPAHYANTYH!
Hinvouns: AT "Aaasex Dapaa”, Homsu
Aapeca: wyi, Mapun Jia. Nigeyacskoro 5, 95-200, Ha8 nuine, Nospma

Hostep ainensit dasi: 204/0039/15

Bupoduur  aikapeuhroro
HARVBANLN, BHUVCK Ccepli ¢

1acody,

phaositaanmmit  3a

Japms: AT "Aqasea apsa”, Tonsig
Aspeen: wva, Mapin [l Hiseyaeskoro 3, 952200, Tad smine, Hoxbna

Cepraginar simosimocri GMP: Ne 1S

Homep ainensii adap gz 204/0030/15
Kowrposan nposesennil y siamonianocti 3 MKSH o PIT UA/17428/01/01
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He Oiapme nik O, 1%

Te Gmine niw 0, 1%
He Ginpre wik 0, 1%
He Ginpie wiw 0,1%
He Gizmue nim 0,4%
He Giasme wink 1,0%

(.03 %, 0,03 %

(.61 %
HI3

< 0,01 %
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0 %

7. Pormenng (BEPX):
8 eIl dasi

He Giasue nik 3% (Q) nix sasmacnol
KETLKOCT] DOSHIGISETHER 3 2 PO/,

Cepeane 1 0 % (0-0 )
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Jlororan kosrandi

Ceprugirar axoeri N 409372024
AENPATAJ, radacren samikosoposauani wo 30 sx

Kpaima sapodonk: [orsia

Pecorpaniiine epizonrso N UA/I74280 101 Aicue ao; ueodMeRenuil

Cuan gitfasrupicrn:  avaokeerin 30 v

Jikapeska gopaac TadICTRE KHITKOBOPOBHIHI

Tun ra possip yrakosrn: No 28 (1o 7 tadacrok v Gaicrepi: no 4 Guicrepn y kaprounili kopobi)
Hostep cepil: 13300673

Riankicrs yakoBor s cepii: 3 544 yin

HJara supotinresa: 06 2024

Cepor upsiarnocri; 05 2027

npuitnaTi rooauiokl Gyastauky 1a
sropepxul TadaeTor

B Sydeputii das Pl stene i 75 % (€ ) A sannaenol Cepeane: 93 %
KIZBROCTE 3 2 7O (92 - 963 W
8.1 Yac pontaaniy He Blaniuc wik 60 xu 17°51
9. KIABKICHT BHAHANMCHHA 0.0 M & 3% (28,5 - 31,5 wia 305 mr
(BLEPX) JARBACHOT KUIRKOCTT AYIOKCCTHITY

l"i,’{l‘)() NAOPHILY, 1D CKB IBAICHTHO
AVAORCCTHHY

10, ¢ MixpoGiosoriana ugerora TAMC < 1¢ “ 100
{(Cap.hapar.) TYMC < 1F < 100
Escherichia coli sincytuin I r Bigcyrni

Pesyavmant anaaizy: s cepis siznosizme mimorass Merogin Konrpomo Skoeri o Peccrpatiiinoro
TMocsiauenns UA/ITA28/01/04

Kouyenmapi: -

Basaa npo cepmudirani. s s weaiduvio, o HaEeoend SULe Jopaalist ¢ QOCHMORIPION [ IHOTHOI0.
Lo cepho npadviil Gyio Bupolaeno, GRAUMAIONE NaRVEaIHR [/ MAPRYBAIILT d aposedens Kotnpo.h i
HROUIT 16 SUMERIRUGu el dlapiutl v RosHIR gionosidnoenti 3 6Lo2a GAMP, semauogieini s ienesus
PCSVARBIOPITIN OPAEOAL, (1 IRAROXNC GIONOGIoNo 96 CHOQUAIRANIE | 10 MICTSROCH Y PECempaiiuosy
docuc.  TTpomoxoa  pupoSiugmea,  aaRysauis md  anaaizia  GRI0 NepeisiynG  md senaniciciy
aionoaionicmn GMP.

Pewaisanis npodviany doisoachd,

Jarta unvery:  09.08,2024 Knaaipirosaua Ocoda: Kazdia Fpadgaanenka
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CERTIFICATE OF QUALITY Ne 4093/2024
DEPRATAL, gastro-resistant tablets, 30 mg

Country mavulacturer: Poland

Registration Certificate Moo UA/17428:014]
Strength/Potencyr duloxetine 30 mg

Dosage forne gasteo-resistant tablets

The size and type of packaging: No 28 {7 tablets in a blister, 4 blisters in a carion box)
Batch pumber: 13300673

Total quantity of packs in bateh: 3 544 packs

Muanufacturing date: 06 2024

Expiry date: 05 2027

Manulacturer of the medicinal product, production of granulate:

Siter Adamed Pharma 8.4, Poland

Address: ubmarsz. L Pilsudskicgo 5, Pabianice, 95200, Poland

Certifieate of GMP: - Ne 1SF.408.7.2024.1P.1 WTCAO039 41 0171}

Manufacturing License: 2040039715

Manufacturer of the medicinal produet, primary, secondary packing, batch velease:
Site: Adamed Phanma S A, Poland

Address: ul.mursz. L Pilsudskiego 5, Pablanice, 95-200, Poland

Certificate of GMEP: Mo {SPA05.7.2024.1P.1 WTCAAO039 01 01711

Manufacturing License: 204/6039/15

RS valid 1 unlimited

Controls made in acvordance with the methods of quality contral of the RC Ne UA/T7428/01/01

Mo | Controls Specified values (permissible Hmits) © Resulis

White or almast white, coated, round, confonms

biconvex tablets, on the one hand therg

I8 an enuraving «m

70-75 mm

162,77 mg g

50,5 - 1748 men
AVZI50(LD

t. | Appearance

2. Tablet diaraeter

161.8 mg

3.1 Average mass of tablet
AV (L) 3.6
conforms

4. Uniformity of dosage units
S5 Identification

of duloxetine hydrochloride

Lo T2 mm

UV method
HPLC method

of titanitm dioxide

Adamed Pharma SA,

Ipurities (HPLCY:
- any unidentified impurity

| - total irmpurities

According to the requirements
According to the requirements

Accarding to the requirements

Conforms
Conforms

Confoms

0.03%, 0.03%

- fmnpurity € 0.01%
6. | -impurity D NP

- impurity b ~0.03%

- impurity I (3.04%

0.1%







 ADAMED

CERTIFICATE OF QUALITY Ne 4093/2024
DEPRATAL, gastro-resistant tablets, 30 mg

Country manufsctarer: Poland

Registration Certificate Ne: UA/17428/01/01 RS valid 1 unlimited
Strength/Potency: duloxetine 30 my

Dosage form: gastro-resistant tablets

The size and type of packaging: No 28 (7 tablets in a blister, 4 blisters in a carton box)
Batch number: 13300673

Total quantity of packs in batch: 3 544 packs

Manufacturing date: 06 2024

Bxpiry date; 052027 - |
L Ne | Controls ¢ Specified values (permissible timits) Results
1 1 IP] Oy
Dissolution (HPLLY: Not more than 5% () from claimed mean 0%
7. ST quantity dissolves for 2 hours, {0-0)%
-In acid phase acceptable single bubbles on the surface
of the tablets
In buffer phase Not less than 75 % {Q) from claimed ‘E mean: 93%%
: auantity for 2 hours 192.963%
8. | Disintesration time ' Not more than 60 min (751"
300 mg + 5% 30.3 mg
N 2 - o) Fro ~ clalme
9. Assay (HPLO) (-?.S ,31A5 m;Q from the clam}ud
quantity of duloxeting hydrochloride that
o gnuivalent to duloxetine
Microbiological purit TAMC <10’ <160
0. Gucbby TYMC = 10 | <100
e Escherichia coli are absent in 1 = are absent

The result of the analysis: This batch meets requirements of the Methods of Quality control of
Registration Certificate Ne UA/17428/01/01

Comments: -

Certification statement: I hereby certify that the above information is authentic amd aceurate, This batch
of product has been manufactured, including packaging / lubeling, and guuolity contrel has been carvied
aut at the above site in full compliance with GMP requirements established by the local Regulatory
Anthority and in accordance with the specifications contuined in the registration dossier. The
production, packaging and analysis protocols were reviewed and Sfound in compliance with GMP .

Realization of the product is allowed.

Date of issuer Qualified Persan

074 -08- 0 9

if.damed Fharma $.A,
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