CEPTUQIKAT AKOCTI Ne: N/A

CERTIFICATE OF QUALITY

HakMeHyBaHHA npoaykuii: (Product):

Kpaiva noxoaxoHua (Country of origin):
PN N# (Mo, of registration certificate):

Bua Ta poasip ynakoeku (Packing type and siza):

Homep EudraGMP (No. from EudraGMP):

Cepia (Batch no.):

Oata surotopnexHAA (Manufacturing date):

Tepmin npuaatHocti (Expiry date):
KinukicTh (Quantity):

|
ehe bt T 0

Tpykean, 1abneTu, BEpUTi NNIBKOBOK OBONOHKO, NO 50 Mr
{Truxaf® film-coated tablels 50 mg)

Hawin (Denmark)

UAJ2208/01/02

50 ranerok y koMTeAHepi B KapToHHiA kopobul (container of 50
tablets in carton box)

DK H 10000681

2784346

09.2023

09.2023

14 681 ynakonox [packages)

Roport 1D CWMC_DDIGES5_T (1 3) UA

Tecr: PeaynsraTa: Kpurepil BignosigHocTi:
Test: Results: Requirements:
Onwmc: Bianosipac CeanksHi, ABoonykni TaGneTks, sgpuTi
Description Conforms nAiE0BOW OGONOHXOK, TEMHO-KOPUHHEBOTD
koneopy. QiameTtp: 6,5 x 9.5 MM,
Oval, biconvex, dark brown, film-coated tablets,
Diamater: 8.5 x 9.5 mm.
InenTudikagiR: XnopnpoTUKCEH, Bignosinae Mokasiuzm yacy yTpumysakkn Lu 00-014 va
BEPX: XpoMatorpami AcCEYBaHONe Ta CTaHAapTHOM
Identification: Chiorprothixena HPLC: Conforms POSUMHIE M3KTL BINOBIRATH
The retention times of Lu 00-014 in the sampla
and the standard solulions are in accordance
lpeHTHikaudn, Y& rorruHaHHA: Bignonigac Cnexrp mac BianoBiaaT CTaHaapTy
| Idemtification, UV: Conforms Spectrum conforms to standard
CaHoplaHICTE A030BAHKK OOMHWLE:
Uniformity of Dosage unils:
BigxvneHHa Macu; Bianosigae Bignosinac eumoram 9 ta @, CLUA
Mass Variation: Conforms Complies with Ph.Eur and LISP
JHAYEHHA BANCBIGHOTTI
Accaplance Value: 1.7 =15.0
KinbkicHE BU3HaqenHs, mr by 00-
014frabneTea XNopNpOTHKCEH:
Assay, mg Lu 00-014hablet B8in 47500 525
Chilorprothixene: 49.8 47.5 10 52.5
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CEPTUDIKAT KOCTI Ne: N/A il
CERTIFICATE OF QUALITY

Hafmenyeasnn npoaysuii (Product): Tpyxcan, TabneThw, BRPUTI NNIBKOBOK 0DONOHKGH, Mo 50 Mmr
{ Trueeal® film-coated tablets 50 mg)

Kpaina noxogeenrn (Country of origin): Dauin (Denmark)

PT Mg (Mo. of registration certificate): UA/Z208/01/02

Bug va poamip ynakoskd (Packing type and size): 50 raBnevok y kowreanapi 8 kapronnli kopobul (container of 50
tablets in carton box)

Homep EudraGMP [No. from EudraGMP): DK H 10000681
Copin (Batch no.): 2784346
bata surorooneusn (Manufacturing date): 09.2023
Tepsmin npuoarkocTi (Expiry date): 09.2028
KineklcTs (Quantity): 14 661 ynakosox (packages)
TecT: PaayNbTaTH: Kpurepii signosiaHocTi:
Test: Results: Reguiramants:
MNpoAyETd POINAAAHKA, % BKTHRHOMD
IHrpeniEMTY:
Degradation products, % of aclive ingredient:
Lu 14-118: 503
Below quantification |mit/
Husiewe meai pisanavenng
Lu DO0-122: ] =2
Hesigomui, komHu: Bignosigac 0.2
Unknowns [each] Conforms
Hesigomi, B cymi: 0.0
Unknowns (in total): =05
Q=75% (3a 30 x8). BUKOHYKITLCA KpUTERIT
PoauvHEHHA aignoaigro ¢, CLUA. TECT BUKOHYCTOCA D MEXAX
Dissolution: erany 2.
Min. (Mik. o0 Q=75% (30 min). The acceptance criteria stated in
Max_ (Makc.) 101 the currenl USP are followed. Mo further testing
Ay, (CepeaHin); 101 than stage 2 is permitted
MikpoBionorrna wacraTa: He smsowysasca fNol Bignosigae rapmonizoaanum aumoran (S0,
Microbiotogical quality: performed ClUA). TecT BUKOMYETLCR NARIDGWIHD,
mikineyre ANA 1 Cepil 3a K. He NpUcyTHIA ¥
CEpTHRIKATI AKOCTI
Complies with harmonised pharmacopoeias
(ERPUSP). The test is carmed out peradically,
al lzast one balch a year.

:1-““ Npo CapTWEnan (Cenboation statmenty L A 332140, LUD HIBEASHE BILE HEGPMILIA € ASSTOMPHON T8 TE4HCN, LI copm npadywyl Gyno

(s W Kyn yBAHAR) T8 NEORSLERD EONTEOMS (| BOOCT K BRI IEaid [ nsHeL) Y NOBHIA BANGBIALKCCT 3 Buioraue GNP,
mmnﬂ.ﬂcﬂauu MICLERAM DEry NETOoH uu CErOH0L, § THEO BNONA S &0 CnEpatinIgd, U0 MICTETRER Y PEEETRALRROMY EOC0E A5G0 TORNDEE AiLIGIH Epainm-
aupoleaea abe epaiw-iwnoprepa. Mpotosonm BvpodawUTea, NaxyREHHR T3 GHaNix0 SyNoe NEPITNERYTO T BCTRHOANGHD RIANGDIRKETe G,
| herchy cartify that the above information ks authentic and accurate. This batch of product (including APE) has becn manulactured, including
packaginglabelling and quality contral ins full compliance with the GMP requirements of the local Regulalory Authority and with the speafications
in e Marketing Authorisation of the importing coumtry of product speciication fle for imiestigatonal Medicanal Products. The: balch processing,
packagang and analysis records were reviewed and found 1o be in comphance wilh GMP,

BapofSnaa: (Manufactanerk X FysaSae AC, Orvimaseh §, 2500 Band, Oawn 1ea. +45 36530 1311, @asc +45 3630 1940 (M. Lundbeck A'S, Ditiiave) 9, 2500 Varby,

Denimiark)
H. Lundbeck N?i

Houep mpsiail sepotdnca (MA Ma): 102967

Oars {Cate): 14 rpygem 207 /q/
Migmwc {Signatura) .ﬂ;;' K{';’:ﬁ »’¢

(Ha Bengisson (Ora Gewrroson)
YnopHoBaxesa ocola 3a Bunyck cepil, X ﬂyuﬁe:NG Kum!mar\e | 2
(P-delegate authorising the batch release
H. Lundbeck A/S, Copenhagen, Denmark
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