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ADAMED

CERTIFICATE OF QUALITY M 16602026
DEPRATAL, pustro-resistant (ablety, 30 ma

Country manufncturer: Foland

Hegistration Certificate N UAST 7428010
StrengthiPotency: dulovectine 30 myg

Dosape form: saslio-resistant “aklos

‘The slze and type of packaging: M+ 24 {7 wblets in a hlister, 2 blisters in 5 eacton buse)
Lateh momleer; | 3R60725

Total quantity of packs in batch: 1] 910 packs

Yanufuciuring dare; [ | 2025

Expiry date: 10 2028

Manufacturer of the medicinal product, production of granulate:

site: Adaized Poarma 8.4, Poland

Address: ul marsz. 1. Filsadskiege 5, Pabiznice, 05-20, Poland

Certificate of GMP; : Mo ISF.£05 72024 1P, 1 WTC A0 0101211

Wanulacluring 1icense; 2040039715

Manufacturer of the medicinal product, prinary, secon dary packing, hatch releasc:
Site: Acamed Pharme S.A., Polacd

Addreess: al.mursz, ) Mlsudskdere 5, Pabianice, 95-200, Polend

Certificate of GMP: K= 1SF.205 7 20241 ] WTCANEY _01_0l:1 |

Muculectuning | icense: 20650035715

RS valid : unlimited

Cantrols made in aveardance with the methods of yuality control of the RC Mi UAT428:01401

30 Averuge mass of Lablet

Mz | Conirals Specified values fpermivsible fmies) Hersrlts
i L —
; Sehite or alimosl white, coated. round COnLOTTE
Lo ADpLarance , " g iy g i
PpeATale bicomves Lublets, on the one band fhers
: 15 Gb eTAving o)
2| ekt dianeier TA-TUA mm T2 s
162.7 mp =75 % 1515 mg

i’ "
; _ (13005 — 1"4*?' mgl
<. Uniformity of dosage units AVZ15,00L0 AV L= 322
sarlorms
3| Tdentification -
af efifavetine fvdrachforide
LY mertiod Accordiny o the requirements Cenfarms
HPLC methnd According o e requirements Cenlonng
af mriam fiuvide Acenreéing to tz requirements Chanforms
Impuntics (HPLCY:
- Ay unddentified purily < 0,1 %% 0020 0.02%
- Imparity C =L1 4 0.01%
M. |« mpurity [ < {1 % = 00145
- impurily C <01 % <4 (1] %
- impurity F =L RNES
tolal impuritics <] 0% 0.1%
1
Adaomed Phorma 5.4, st e D B Rojos = ot i
Hurueie, A, 2dambkesdrsn A LA e T o Lees Sracd Bejonrceen Ak rrion-, oo, Bl w 1t
£ 40 200 Ll 2 IO N 1Oy LR TS vl Sndlowane,
ral: erdamad Sacdams o Inr KES OO £ Rl St Kizps led
n Solomes o gl il Faan LR i La] 1
o

ADAMED




ADAMED

CERTIFICATE OF QUALITY Nt 166102020
DEPRATAL, pastro-resistant tublets, 30 mg

Cuounlry manufactorer: TPolaog
Registration Cerlilicale N: LA/LT225:000] HS walid = unlimnized
strength/Potency: duloxetine 30 ma
Dosage farm: ga-lro-resisiant raalets
The size and Lype of packaging: 3 25 (7 tablers i oa hlister, 4 blsters 1na cavlon Hox]
Batch ouenber: 13609725
Tutal quantity of pacls in bateh: 11 910 packs
Manofacturing date: 11 2025
Expiry date: 10 202k

N Comivols | Specifed valies (permissinle ffmis) Rosutrs

issoludon (HELL: e : : e
Pissoluion (HELES Mo ma-s than 3% (00 rom claimed mean D

aquanaty dizsulves Lor 2 howrs, L=
acceqable single bubklcs on the surfoce
of the lubles

A aeic nihasse

I huffer phass

Peal Less than 75 S 000 Promn clamd M 920
cuanty lor 2 lours (pl-sdty |
MHainteeration e Mot mare then 50 mun . =7 L&
AL e+ 5y Z08 g
) 245 - 315 my [fem the clammed
AT cantily of duleger e kydrochlenids that |
equivalent W dulosaline | _
T P! TAML <P =100 |
o _:.I._h.:r_-jm'lgE_|c'a| purily TYMC = 107 ST
| {FurPh.) Cxoclierizhita woli arc absentim 1 g ars assenl

The resedt of fiee anedpsis; This batch meets recuitements of the Methods of Quality control of

Regd stration Cerlillcae N L As17828:01:0]

Caminemniy:

Cersificarion sturenent: T hevely certifi that ihe above informazion is aatfeentic and qecerate, Tiis baeel
of product hus beer manufoctured, inclnding packagieg 7 labeling, end guatity conrol fias been cavried
inet i the cebowe site in full compliaeee with GHE reguiresivils extablivired By tha foeal Kegaletory
Astrheorivy and i eccordarce with the speefflcarions contained in the registraifion dossier. Tihe
production. packeging and anafysis profocals were reviewed wid fonnd in complizece with G,

Roatizarion of the product s ollawed.

Dute of Tesite! Chrafifivd PersoR
J:.' II' 1 '| |_-. -r' I:- ﬂﬂl_'ll"il 'n"‘.-l'l_ll_-:'l.'-"I!:I-ll":lq]"ll':-'l“u
it ot el Cusi e, Seraan

2

- g
P e

sclamed Pharma 5.4, Hoj 1 jomy TeEh K x i
Ferikine, vl oAl cednmg da DE-188 Lanarns press 5T Foos e olen e WL < T
w4 I3 TR S, foe AL 2 TER TE G Goenlo £ 5y oo e A

LEREa o | o = D 8 ot gLt M B PG T AEF 00T T AF2E NP I o Enpaitod
T R e R gl srbemr s £ AR D0 FLH, e a T cretlm

¥
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Homep cepli: 137007019

KinLkicr YRAK0EK B cepliz 23 355 v,

Jara mrpibapuie: U1 2006

Covposs npeopeoneced: 13 2009

Heedimne Jikapesial e aeody, siyeul ThaTnmit 13 REpoiHTcrs srpansmye;
AdineHnoa: AT "Anames dkipeat, Eloasnga

Avpeps; o, Vapnn, JEE TTimesacegoro & B3-200, Lal e, TTorng
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