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CERTIFICATE OF QUALITY

Ha%enyBaHHA npoaykuii: (Product): Tpykcan, TabneTku, BKPUTI NNiBkoBOK 060NOKHKOI, No 50 mr
. (Truxal® film-coated tablets 50 mg)

Kp@iva noxogxenns (Country of origin): Hanin (Denmark)

PI'1 ke (No. of registration certificate): UA/2208/01/02

B#¥Ata poamip ynakoBku (Packing type and size): 50 TabneTok y KoHTerHepi B KapTOHHIA kopobui (container of 50
tablets in carton box)

HoMep EudraGMP (No. from EudraGMP): DK H 10000681
CePis (Batch ne.): 2811212
DaT: surotoBnenns {Manufacturing date): 06.2024
TePnin npupnatHocTi (Expiry date): 06,2029
KirikkicTe (Quantity): 14 747 ynakosok (packages)
Tecr: PeaynebTaTth: Kpwrepii gignosigHocti:
Test: Results: Requirements:
Oy Binnosinae OeanbHi, gaoonykni TabneTky, BKpuTi
Description: Conforms NMiBkoBoK 0GONOHKAK, TEMHO=KOPHYHEBOTO
koneopy. JiameTp: 6,5 % 9,5 MM,
Oval, biconvex, dark brown, fim-coated tablets.
Diameter: 6.5 x 9.5 mm.
loenTudpikalis: XnopnpoTHKCeH, Bipnosigae MokaaHukKn Hacy yTpumyBandsa Lu 00-014 Ha
BEPX: XpomaTorpami 40CniAXyYBaKHOro Ta CTaHAapTHOro
Identification: Chlerprothixene HPLC: Conforms pO3uMHiB MaloTh BiANORIAaTH
The retention times of Lu 00-014 in the sample
and the standard solutions are in accordance
laenrTudbikauidn, YO nornuHaHHa: Bignoeigae Cnekrp mae signosigaru cravjapry
Identification, UV: Conforms Spectrum conforms to standard

OAHopigHICTL A030BAHUX OAUHWLb:

Uniformity of Dosage units:

BipxuneHHa Macu: Bignoeigae Bignogigae sumoram €9 ta @. CLLA
Mass Variation: Conforms Complies with Ph.Eur and USP

BHaYeHHs BIANOBIAHOETI!
Acceptance Value: 1.5 215.0

KinbkicHe suaHaueHHs, mr Lu 00-

D14/rabneTka XnopnpoTukceH:

Assay, mg Lu 00-014/tablet Bin 47,5 no 52,5
iIChlorprothixene: 491 47510 52.5
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CEPTUDIKAT SIKOCTI

CERTIFICATE OF QUALITY iR

HAWMeHyBaHHs npoayKuli {Product): Tpyxcan, Tabnerku, BKpUTi nniskoBow o6onokkow, No 50 mr
) (Truxal® film-coated tablets 50 mg)

Kpdina noxommxenns (Country of origink: Haxis (Denmark)

PI'THe (No. of registration certificate): UA/2208/01/02

B#mAta poamip ynakosku (Packing type and size): 50 tabnetok Y KOHTelHepi B KapTOHHIA Kopobui (container of 50
tablets in carton box)

HoMep EudraGMP (No. from EudraGMP): DK H 10000681

Cepin (Batch no.): 2811212

BATa suroToaneHHs (Manufacturing date): 06.2024

Tepwin npupartocti (Expiry date): 06,2029

KingicTes (Quantity): 14 747 ynakosok (packages)
Teer: Pezynurartu: Kpurepii BignoeigHocTi:
Test: Results: Requirements:

[TponykT™ poaknaaanHs, % akTMBHOIO

iHrpegieHTy:
Degradation products, % of active ingredient:
Lu 14-118: 0.3
Below quantification limit/
Husxue mexi BUSHAYCHHH
Lu 00-122: 0 2
Hesinomuin, koxHui: Bignoeigae £0.2
Unknowns (each): Conforms
Hesigomi, B cymi: 0.0
Unknowns {in total): =05
Q=75% (3a 30 xB). BUKOHYIOTLCR KpuTEpIi
P o3unHeHHs: 8iAnosigHo ©. GLUA. TecT BUKOHYETLCH B Mexax
Dissolution: etany 2.
Min.(MiH.): 96 Q=75% (30 min). The acceptance criteria stated in
Max. (Make.): 102 the current USP are followed. No further testing
Avg. (CepegHin): 99 than stage 2 is permitted

3asma npo caprucbikaliio (Certification statement); Linm s 3aceiguyio, Wo HaseseHa Bue inchopmayin & 4ocTosipHolo Ta TouHoH. Lo cepilo npogykyi’ Gyno
BUPOGNEHO (BKNKOYAI0UM NAKYBAHHAIMEPKYBAHKA) T8 NPOBEAEHOD KONTRONL 1 AKOCT! Ha BHILEIAIHAMEHIR AiNbHUL ¥ NOBKIlA BIANOBIAHOCTI 3 BUMOramu GMP,
BCTAHOBNERUMY MICLIEBUM PEryNATOPH M OPraHoM, @ Takox BiANOBIAHO 10 creuudikauill, wo MicTsThes ¥ peecTpauiitHoMy Accke abo Toprosii MueHail kpainw-
BUPoGHuKa abo kpaiHu-imnopTepa. MpoTokonu BUpOGHULTEA, NakyBaHHA Ta aHanisie BYNo NepernaHyTo Ta BCTAHOBNEHO BignosigHicTs GMP,

| hereby certify that the above information is authentic and accurate. This batch of product {including API) has been manufactured, including
packaging/labelling and quality control in full compliance with the GMP regquirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

BrpoGnuk: (Manufacturer): X, NyunGex A/C, Orriniasei 9, 2500 Bani, [laHin, Ten. +45 3630 1311, dakc +45 3630 1940 (H. Lundbeck A/S, Gttilizve] 9, 2500 Valby,

Denmark)
Howmep niensil supo6huka (MA No): 103746 w“““*\\
Narta (Date): 10 BepecHs 2024 '{M "‘;{ '“'“; ”““::_”;m :
Mignuc (Signature): — f Q-UQ—H“ OC?; . {O

Christian Dyhl Sommer-Larsen (Kpicrian flixn Commep-Napcen)

YnosHosaxeHa ocoba 3a sanyck cepil, X. NyHabek A/C, Konenrarew, [awia

QP-delegate authcrising the batch release
H- LundbSCk NS H. Lundback A/S, Copenhagen, Denmark

A Tatae

Acditional remarks / JopaTsosl 3aypaxenHs
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