CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

HalimeHyBaHHA NpoAayKLii:

(Product):

KpaiHa noxogxeHHs (Country of origin}):

PN Ne (No. of registration certificate):

Bua Ta poamip ynakoeku (Packing type and size):

Homep EudraGMP (No. from EudraGMP}):
Cepisi: (Batch no.):

Hara Burorosnenuns: (Manufacturing date):
TepmiH npupatHocTi: (Expiry date):
Konu4ecTso: (Quantity):

MroaHKcon, TabneTKK, BKPWUTI NNiBKOBOIO 0GONOHKOW, no 1 Mr
(Fluanxol®, Film-coated tablets, 1 mg)

Hanis (Denmark)

UA/10197/01/02

100 Ta6neToK y NNacTMKOBOMY KOHTeWHepi B KapTOHHIA Kopobui
{container of 100 tablets in a box)

DK H 10000681

2811447

03.2024

03.2027

12 227 ynakosok (packages)

Tecr: Pesynerar: Kpwrepii signogigHocri:
Test: Results:

Requirements:

Onue: Bianogigae OsanbHi, anerka ABoOONyKNI, XOBTOrO KOMbopy,

BKPUTI NNIBKOBOK 0OONORKCI TAabneTku 3

Description: Conforms mapkysaHHam FF.
Oval, slightly biconvex, yellow, film-coated tablets
marked FF.
laenTudikauis:
|dentification:
BEPX Bignosinae ARL = 0,2 xB, ¥y NOpisHAHHI 3i CTAHAAPTOM
HPLC, retention time: Conferms AR, £ 0.2 min. compared to standard
Y& Cnexrp/UV Spectrum: Bianosipae Bianoeigae crangapty/Conforms to standard (UV)
Conforms
BuicTt Boau, %
Water Content, %: 8 s12
OAHOPIAHICTL N030BAHNX OAMHULE!
Uniformity of Dosage Units:
CaHopigHicTs BMICTY: Bianosigae Bignosinae sumoram €@ ta ¢. CLIA
Complies Complies with Ph. Eur. and USP
Content Unifarmity:
KpuTepiit BianosigHoCTI:
Acceptance value: 5.0 s 15.0
KinskicHe Braxaderns, BEPX:
ur dhnionexTukcor/Tabnerka
Assay, HPLC:
mg Flupentixol Lu 00-012/tablet: 0.97 0.95-1.05
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HaitMeHyBaHHA npoayKuii: dnioaxKkcon, TabneTky, BKpuTi NNiBKoBolo 060NOHKOW, ro 1 mr
(Product): (Fluanxol®, Film-coated tablets, 1 mg)

Kpaina noxomseHHa (Country of origin): [anin (Denmark)

P Ne (No. of registration certificate): UAM0197/01/02

Bua Ta poamip yriakoeku (Packing type and size): 100 tabneToK y NNacTMKOBOMY KOHTEWHEPi B KapTOHHIA Kopobui
(container of 100 tablets in a box)

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

Cepis: (Batch no.): 2811447

[ara suroroBneHHs: (Manufacturing date): 03.2024

Tepmid npugatHocTi: (Expiry date): 03.2027

Kinbkictb: {Quantity): 12 227 ynakoBok (packages)
TecT: Pesynbrar: Kpurepii signosinsocti: 7]
Test: Results: Requirements:

MpoaykrTu posknagaHus, BEPX, % sig
AKTUBHOTO IHTPERIEHTY:
Degradation products, HPLC % wiw of active

ingredient:
Lu 14-119" 0.1 <0.2
Lu 28-159% =0.45
Below quantification limit/
Huxue mexki BU3HAYCHHS
Lu AF55807°: 0.1 =0.2

Hepigomuit, KoXHWA
Unknowns, each: Bignoeiaae/Conforms 0.2

Hesigomi, B cymi
Degradation preducts, total: 0.2 =0.8

PozuuHeHHs:
noneHTukcon, % vepes 30 xe
Dissolution Flupentixol, % Dissclved after 30 min.

Bignorigae sumoram E® 1a ©. ClUA
Min/ Min: a5 Q=75
Max/ makc: a0 Complies with Ph. Eur. and USP
Average/CepegHii: 88

' 2-TpudnoopoMeTHA-TIOKCaHTEN-9-0H
2 9.(3-(4-(2-T'iapokcueTHn)-minepazun-1-in)-1-riapokeunponin)-2-rpudmoopome TH- 110K CaHTEH-8-011
22-(1-0kci-4-{3-[2-rpudunioopomeTii-Tiokcanten-(9Z/E)-ininen]-uponin} -nunepasun-1-im-cranon

Janna npo ceprudbixauino (Certification statement): Liuv 5 3aceiguyio, Lo HABEAEHA BULLE HOPMALLA € AOCTOBIDHOIO TA TONHOIO Lio cepito npoaykuil Byno
BUPOENEHO (BKMIOYAIOHM NAKYBAHHA/MAPKYBAHHA) T NPOBEAEHO KOHTROML 1T AKOCTI HA BULLIE3A3HAUEHIA AlnbHWLL Y NOBHIRA BiRnOBIAHOCT] 3 BUMOramy GMP,
BOTAHOBMEHAMIA MICUEBUM PETYNATOPHUM OPraHOM, & TaKOX BIANICEILHO A0 CNeUUIKaLi, WO MICTATLCH ¥ peccTpauiiHomy gocke abo Toproeii niuensii xpaikm-
81pobHuka abo kpaiHu-imnoprepa, poTokonu BUPOGHULTEA, NAKYBAHHA Ta aHanNilie ByNae NepernfHyTo Ta BCTAHOBNEHO signoeigHicTe GMP.

| hereby certify that the above information is authentic and accurate. This batch of product (including AP} has been manufactured, including packaging/labelling and
quality control in full compliance with the GMP requirements 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.

BupoSrux: (Manufacturery: X. MyngBex A/C, Orriniased 9, 2500 Ban®i, flawis, Tent. +45 3630 1311, thaxc +45 3630 1940 (H. Lundbeck A/S, Cttiliavej 8, 2500 Valby,
Denmark)

Homep niuenaii supoBruka (MA No): 103746

H. Lundbeck A/S
CE | 13°99-20tYy

Morten Sidelmann (MopTtex CanaenmanH)

[Hata (Date): 23 pepeckn 2024

Mignuc (Signature}):

YnosHosaxeHa ocoba 3a sunyck cepil, X. Nynabex A/C, Konenraren, [aHis
QP-delegate authorising the batch release
H. Lundbeck A/S, Copenhagen, Denmark

Additional remarks / JloaaTkeBi 3ayBaXKEHHS:
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