CEPTU®DIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Haitmenymarns npoaykuii: BpiHrennike, Tabnetkn, BkpuTi nniekosoo 060noHKoW, No 10 mr

Product Name; Brintellix® Tablets 10 mg

Kpaiha noxogmmeHHs {Country of origin): Danin (Denmark)

Peccrpauiinte noceiguyenHs Ne: UA/14150/01/02

(No. of registration certificate):

Bua ta po3mip ynakoeku: 2 BnicTepu no 14 TabneTok y KAPTOHHIK KOpoOBLi

(Packing type and size): (blisters, 2 x 14 tablets)

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

Homep cepii (Batch no.): 2804552

Lava surorosnennn (Manufacturing date): 04.2024

TgpMEH npugatHocTi (Expiry date): 04.2028

KinekicTs (Quantity): 28 835 ynakosok (packages)

Tecrt: Pesynwraru: Kpurepil BignoeigHocTi:

Test; Results: Requirements:

Onue: Bianosiaae oeri, kpannesnaHo! hopmu TaBnetku,

Description: Conforms BKPWTI NNiBKOBOK CBOMOHKOIO, i3
cumeonamu «TL» 3 ogHoro Boky Ta «10» - 3
iHworo.

Almond shaped film-coated yellow tablets
engraved with “TL" on one side and “10" on
the other side

laeHTudikayis/identification:

BEPX Bignceinae PizHuLli Mix apaskom Ta crangapTom
=0, 2xs

HPLC, retention time: Conforms The difference between sample and standard
is £0.2 min.

Y® cnektp Bianosinae Bignoeigae crasgapty

UV spectrum: Conforms Conforms to standard

OpnHopigHicTL AO30BAHUX OOUHKLE!
Uniformity of dosage units:

OnHopigHicTs BMICTY Bignoeigae Bignosigae €, ©. CLLIA

Content Uniformity: Complies Complies with Ph. Eur. and USP
Kputepin signosigHocTi (AV)

Acceptance value: 2.4 215.0

KinbkicHe BusHaveHhn, BEPX, %
3aABneHol KinbKocTi

Assay, HPLC, % of Label claim: 100.3 95.0-105.0
Mpoagyxru nerpaaadii, % M/m aKTUBHOIO
iHrpepicHTy
Degradation Products, % w/w of active
ingredient:
Lu AE58061: <0.05 =0.5
Lu AF39904; <0.05 0.5
HeBigomuid, koxuuin /lUnknowns, each: Conforms/ signoeigae <0.2

Mpofy«t¥ Aerpanauil, cyma:
Degradation products in total: <0).05 2.0
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CEPTUDIKAT AKOCTI
CERTIFICATE OF ANALYSIS

HadiMeHyBaHHA NPORYKLUiT BpinTenrike, Tabnetku, BKpATI NiBKOBOO 060NoOHKOK, No 10 mr
Product Name: Brintellix® Tablets 10 mg
Kpaina noxomxenns (Country of origin): Dania (Denmark)
PeecTpauiiine noceiguents Ne; UA/14150/01/02
(No. of registration certificate):
Bua Ta poamip ynakosru: 2 Briicrepun no 14 TabneToK y KApTOHHIK kopoBui
(Packing type and size): (blisters, 2 x 14 tablets)
Homep EudraGMP (No. from EudraGMP): DK H 10000681
Howmep cepii (Batch no.): 2804552
[arta euroTosnenss (Manufacturing date): 04.2024
Tepwmin npupatHocTi (Expiry date): 04.2028
KinekicTs {Quantity): 28 835 ynakosok (packages)
Tect: Peaynerartu: KpuTepil einnosigHocri:
Test: Results: Requirements:
Po3uuHennsn, % uepes 30 xB Bignoeigae €&, ®.ClA. Q=75
Dissolution, % dissolved after 30 min.: Complies with Ph. Eur. and USP Q=75
Min. (Min): 95
Max.(Makc): 101
Average (Cepeghin): 98
Bumict Bogu, KF, % mim
Water Content, KF, % w/iw: 1 <5

3assa npo ceprudikauiio (Certification statement): Linm 5 3acBiguyio, wo HaBeaeHa BULLE IHGOPMALLS € J0CTORIDHOK Ta TouHOK. Lo cepi
NpoAYKUii Byno Bupobnedo (BKNICHAINN NakyBaHHA/MapKYBAHHR) T3 NPCBEAEHO KOKTPONL 1T AKOCTI HA BULE3A3HAYEHIR AINbHALI Y NOBHIRA
BIANOBIAHOCTI 3 BuMOramMy GMP, BCTaHOBNEHUMYU MICLIEBUM PErYNATOPHUM OPraHoM, a TEKOX BIANOBIAHO 40 cneuudikauii, Wo MiCTATbER y
peecTpauiiHomy gocse abo Toprosii niyexsii kpatHu-supoBHuka abo kpainv-imnopTtepa. MpoToKony BupoBHALTEA, NakyeaxHa Ta ananisis Gyno
NEepPernsHyTo Ta BCTaHOBNEHo BiANoBigHicTe GMP,

| hereby certify that the above information is authentic and accurate. This batch of product (including API1) 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.

BupaGruk (Manufacturer): X. Jlyng6ek A/C, Orriniasen 9, 2500 Ban6i, Oanis (H. Lundbeck A/S, Otliliavej 9, 2500 Valby, Denmark)

Homep niueHsil snpoBruka {MA No}:

103746

H. Lundbeck A/S

Hara (Date): 8 K0BTHA 2024

Nianwe (Signature): M %;%W\“‘

Ola Bengtsseh (Ona benrrccon)

YnosHosaxkeHa ocoba 3a Bunyck cepli, X. NyHabek A/C, KonenrareH, Jania
QP-delegate authorising the bafch release
H. Lundbeck A/S, Copenhagen, Denmark

Additional remarks:
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