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CEPTUOIKAT AKOCTI
CERTIFICATE OF QUALITY
HaliMenyBaHHS NpogyKLiT: Lunpamin, TabneTku, BKpUTI NniskoBo 060MoHKo, no 20 Mr
Product: Cipramil® film-coated tablets 20 mg
Kpaina noxomkenns: (Country of origin); Panin (Denmark)
P11 Ne (No. of registration certificate): UA/2210/01/02
B#ua ta posmip ynakosku (Packing type and size): 2 6nicrepy no 14 TabneTok y KapToHHIA Kopobui
(blisters, 2x14 tablets)
Howmep EudraGMP (No. from EudraGMP): DK H 10000681
Cepin Ne: (Batch no.): 2805390
[Oarta surotoenenHs: {(Manufacturing date): 02.2024
Tepmin npupartHocTi: (Expiry date): 02.2029
Kinkkictb: (Quantity): 34 177 ynakogok {packages)
Tecr: PesyneTaru: KpuTepii BignogignocTi:
Test: Results: Requirements:
Onne: Bianoeipae OsanbHi (8x5,5 MM) TaBNETKN 3 pUCKOIO, BKPWTI
Description: Conforms nniskosor obenonkowo, Binoro konsopy, 3
TucHeHHsAM «C» Ta «N» CAMETPUYHO BIGHOCHO
puvcKm
Oval (8x5.5 mm), white, scored, film-coated
tablets marked “C" and "N" symmaetrically around
the score
laenTudikauin, yuranonpam:
Identification, citalopram:
BEPX/HPLC: Bignosigae AR = 0,7y NOPIBHAHHKI 3i CTanpapTom
Conforms AR, = 0.1 compared to standard
Bnvxng 14-cnexktpockonia/NIR: Bignosigae Bignosigae/Pass
Conforms
OAHOPIAHICTE 4030BAHUX OAUHULb:
Uniformity of Dosage Units:
3mMiHa macu: Bianosinae Bianosigae €& ta . CLUA
Mass Variation: Conforms Complies with Ph. Eur. and USP
3Ha4YeHHA BIANOBIAHOCTI
Acceptance Value: 2.1 £15.0
Kinbkiche BusHaveHus, BEPX,
mrLu 10-171/raéneTxka: 8ig 19,0 go 21,0
Assay, HPLC, mg Lu 10-171/tablet: 20.0 18.0t0 21.0
MpoAyKTw po3KkNagaHHa, % akTWeHOro
IHIPEAIEHTY:
Degradation Products, wiw % of Active ingredient:
Lu 14-017: 0.0 =0.1
Lu 28-215: <0.1
Below quantification limit/
Hixue mexi BU3HAUEHHA
Lu 29-075: <0.1
Below quantification limit/
Huskye Mexci BHIHAYEHHR
Lu 11-305: <0.1
Below quantification limit/
Hiusxede meski BH3HAYEHHA
KoxHWii HeBIgOMUA NpoAYyKT:
Unknowns, each: Conforms/Bianopiaac <0.1
CyMapHO nNpoaykTiB pO3KNaaAaHHs: 0.0
Degradation Products in Total: <0.5
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CEPTU®IKAT SIKOCTI

CERTIFICATE OF QUALITY

HahMeHyBaHHs NpopayKuii:

Product: ‘

Kpaiha noxomkenHn: {Country of origin):

PIT Ne (No. of registration certificate):

BwA Ta posmip ynakoeku {Packing type and size):

HowMep EudraGMP (No. from EudraGMP);
CepiaNe: (Batch no.):

Aarva sarorosnedus: (Manufacturing date):
TepMid npunartHocri: (Expiry date):
Kinbkicts: (Quantity):

Uunpamin, Tabnetku, BXpuTi NniBkoBor 06ONoOHKOW, o 20 Mr
Cipramil® film-coated tablets 20 mg

Hanua (Denmark)

UA/2210/01/02

2 6nicrepu no 14 TabneTox y KapTOHHIA KopobLi
(blisters, 2x14 tablets)

DK H 10000681

2805390

02.2024

02.2029

34 177 ynakosok (packages)

Tecr: PesynetaTtu: Kputepli signosigHocti:

Test: Results: Requirements:

Po34nnenns, % nicns 30 xa.: Q=75%. BuxoHyoTbCA KpUTepli BianosigHo

Dissolution, % dissclved after 30 Minutes: @, CLUA. TeCT BUKOHYETLCH B MeXax eTany
Min.(wiK): 95 2.
Max. (makc): 100 Q=75 The acceptance criteria stated in the
Average (cepeprin): 398 current USP are followed. No further testing

than stage 2 is permitted.

3an\a npo ceprudikayiio (Certification statement): Lium s 3aceiguyio, wio HapeaeHa aule iHcbopMaLis e gocTosipHoi Ta TouHo. LIio cepile npeaykuil Gyno
81MPOBNEHO (BKIIOYAIOHM NaKYBAHHA/MAPKYBAHHS) Ta NPOBEAEHO KOHTPONG Tl AKOCT] HE BULLE3AIHAYEHIH AiNbH AL y noskii 8ignosigHocTi 3 sumoramu GMP,
BCTAHOBNEHUMU MICLIEBAM PETYNISTOPHUM OPFaHOM, @ TAKOX SIANOBIAHO A0 CN2UMMIKaLIRA, O MICTRTLCH v peecTpayitHoMy aocke aBo TOProBii niueHail kpaiHu-
sup0BHUKa ato kpaiHK-iMnopTepa. MpoTokonu BUROBHULTBE, NaKysaKHs Ta ananisis Gync NepernARYTO Ta BCTAHOBNEHO BigNosigHicTs GMP.

| hereby certify that the above information is authentic and accurate. This batch of product {inciuding APl) has been manufactured, including packaging/labelling and
quality control in full compliance with the GMP requirements of the local Regulatory Autharity 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 compfiance with GMP.

BupotHuk: (Manufacturer): X. flyng6ex A/C, Orriniared 9, 2500 Ban6i, anis, ten. +45 3630 1311, thakc +45 3630 1940 (H. Lundbeck A/S, Ottiliavej 9, 2500 Valby,

Denmark)

Homep niuensii Bupobkuka: (MA No):

[Nava (Date):

Nignue (Signature):

8 cepnHa 2024

103746

H. Lundbeck AIS

A A
e, 4

Zostam Abdallah (3octam Abpannax)

YnosHosaxeHa occba 3a Bunyck cepil, X. flynabek A/C, Konewrraren, [lania
QP-delegate autherising the batch release
H. Lundbeck A/S, Copenhagen, Denmark

Additional remarks / [104aTkoBi 3ayBaXeHHs:
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