JTEPXABHA CJHYXEA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPOIIETPOBCBKIN OBJIACTI

Iuinpo, mn.Cobopua,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €JIPITIOY 37070665

BUCHOBOK
npo sKicTL BBe3eHOro B YKpaiHy JiKapcbKoro 3acoly
23.07.2024 Ne 37121/24/0411
KJOIIIKCO.JI

(HaliMeHyRaHHA nikapcLKoro 3aceby 3TiTHO 3 peceTpalitHkM NOCBIAUCHHAM)
Ta1eTKH, BKPUTI MIIBKOBOKW 06010HK010, Mo 10 Mr; no 100 TabieToK y IacTHKOBOMY
KoHTeiinepi; o 1 NIacTHKOBOMY KOHTEHHEPY Y KapToHHiil kopoOui

{(opMa BHITYCKy, L03YBANHS, BRI NAKYRAKHA AiKapcLkoro sacofy)

Homep peectpauiittoro nocsizuenns UA/2205/01/02 crpok nii peectpauilinoro nocsiauenns 01.01 2099

Cepin nixapcsxoro 3acoby Ne 2783576 KinbkicTs BBE3€HOTO MiKapcbkoro 3acofy 480
Bupo6uuk X. JTyun6ek A/C , Naris
(HaiiMeHyBaHHs BUPOOHUKA NiKApCLKOro 3aco0y, KPaiHa NOXO/KEHHS)
Beeseno B Ykpainy TosapHcTBO 3 06MexeHO0 BiinosiganbhicTio "baJAM", izent. koa:
31816235

(naiivenysanus Ta kox 3a €JIPTIOY 1opuaninoi ocobu aGo npizsuie, iM's, No GaTbkosi
izuarol 0cobu - miANpHeMLE. T Miclle TPOMKNBAKIA T peccTpalliftimit noMep oGnixorot
KAPTKU NNaTHHKa noaarkis afo cepia Ta Homep nacnopra)

IpoTokon BisyaibHoro kontposio sin 22.07.2024 N2 07-01/1852/7.

3a pesyibTaTaMH ACPKABHOTO KOHTPOMIO BCTAHOBNEHO, IO  NiKAPChKHHA saci Beeleno B YkpaiHy 3

JAOTPUMAHHAM BHMOT 3aKOHO/ZBCTBA IOAO 3a0e3Me eHHA AKOCTE NiKapChrUX sacofis.

B. 0. Havansuuka JlepkaBHOT CIy>KOH 3

mKapchKHX 3acoBiB Ta KOHTPOJIO 32 ) ) Hartans MAHJIPHKA
HapKOTHKaMK ¥ JIHINpONeTPOBCEKIH W

obsacTi

{nocanosa ocoba pMCE Yy ERGLO0 KOHTPOJTO) {ninnuc)

- B '-.\;'{,)’
nad %\
;IU}\')' MEHTIB ‘)?\

HixitiueBa Qkcana +38(066)345-41-71



CEPTU®DIKAT AKOCTI No: N/A
CERTIFICATE OF QUALITY

HanmenybaHhs npoaykuii: (Product):

Kpaina noxoaxeHHs (Country of origin):
P Ne (No. of registration certificate):

Bug va poamip ynakosku (Packing type and size):

Homep EudraGMP (No. from EudraGMP):
Cepis Ne: Batch no.:

Hara surotrornenHn (Manufacturing date):
Tepmin npuaarvocti (Expiry date):
KinbkicTb (Quantity):

D pndbeck

Knonikcon, TabneTku, BKpUTi NMIBKOBOK 060NOHKOI0, NO 10 Mr
Clopixol®, film-coated tablets 10 mg

Banin (Denmark)
UAJ2205/01/02

100 TabneToK y KoHTe#Hepax y kapToHHin kopobui (container of 100 tablets in a

carton box)
DK H 10000681
2783576
09.2023
09.2025

15 355 ynakoBok {packages)

TecT:

Test:

Onumc:
Description:

laenTundikauin, Identification

BEPX:
HPLC:

BrinxHa 1Y-cnekrpockonis (NIR)
NIR

OpHopigHicTL AO30BaHUX OAUHULL:
Uniformity of Dosage Units
3MmiHa macu;
Mass Variation
3HayeHHs BignoBiaHOCTI:
Acceptance Value

KinbkicHe Bu3HaueHHs, mr Lu 00-
108/rabneTka:
Assay, HPLC mg Lu 00-108/Tabl.:

Mpoaykru gerpagauii, % akTusHOro
iHrpegieHTy:
Degradation products, % w/w of active
ingredient:

Lu 14-118:

Lu 29-086:

Lu 28-114:

Pesynbraru:
Results:
Bignosinae
Conforms

Bianosinae
Conforms

Bianosigae (NIR)
Complies (NIR)

Binnosigae
Conforms
24

9.9

Below quantification limit/
Huxde Mexi BU3HaueHHs

0.08

Below quantification limit/
Huxue Mexi BU3HAYEHHS

Kpurepii BignosiaHocTi:

Requirements:

Kpyrni, aBoonykni TaBneTku, BKpUTi
NNiBKOBOIO 0HOMOHKOK, CBITNOIO YePBOHO-
KOPUYHEBOIO KONbOPY

Round, biconvex, light red-brown, film-
coated tablets

ARt = 0.2 y nopiBHAHHI 3i CTaHgapToM
ARt £ 0.2 compared to standard

Bignosigae (NIR)
Complies (NIR)

Bignosigae € ta ©. CWA
Complies with Ph. Eur. and USP.
<150

Bin 9,5 00 10,5
9.51t0 10.5

IA

0.1

Report ID: CMC_003371_10 (2)
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CEPTUDIKAT AKOCTI No: N/A
CERTIFICATE OF QUALITY

Knionikcon, TabneTku, BKpUTi nniskosoo o6ononkoto, no 10 mr

HanmeHyBanHA npoaykuii: Product:
Clopixol®, film-coated tablets 10 mg

Kpaina noxomkeHHs (Country of origin): RDanis (Denmark)
Pn Ne (No. of registration certificate): UAJ2205/01/02
Bug Ta po3mip ynakoskn (Packing type and size): 100 Tabnerok y KOHTeWHepax y kapToHHi# kopo6ui {(container of 100 tablets in a
carton box}
Homep EudraGMP (No. from EudraGMP): DK H 10000681
Cepin Ne: Batch no.: 2783576
flara Burotoanennn (Manufacturing date): 09.2023
Tepmin npuaaTHocTi (Expiry date): 09.2025
Kinbxicts (Quantity): 15 355 ynakosok (packages)
Tecr: PesaynbTartu: KpuTepii BinnosiaHocTi:
Test: Results: Regquirements:
Hegigomuit NpoaykT (KOXHWIA); Bignosigae
Unknowns, each: Conforms <01
Hesigomi npogyktu (cyma):
Unknowns in total: 0.0 <02
MNMpogyktn aerpapauii (cyma):
Degradation products in total: 0.1 < 0.5
Lu 00-109: 0 <2
Po3unnHicTb, % 4yepe3 30 xB:
Dissolution, Q=75%. BukoHytoTbecs KpUTepil
% dissolved after 30 minutes: sianosigHo ®. CLUA. Tect
Min.(miH.): 93 BMKOHYETBCR B MexXax etany 2.
Max.(makc.): 99 Q=75 The acceptance criteria stated
Average (cepeaHe). 96 in the current USP are followed. No
further testing than stage 2 is
permitted.
Mikpob6ionoriyHa yucrora*: He BukoHysascs/ Bianosigae sumoram €¢ ta ©. CLUA.
Microbiological purity* Not performed TecT BUKOHYETLCS NEPIOAUYHO, He
*He MICTUTBCA ¥ cepTuddikaTi SKOCTI nig yac ’ MeHLue, HiX ans 1 cepii B pik. He
sunycky/is not issued on the release CoQ NPUCYTHIA y cepTudikaTi SKoCTi npu
BUANYCKY.
Complies with EP and USP
requirements. The test is carried out
periodically, at least one batch a year.

3assa npo ceprugikauio (Certification statement): Llum 1 3acsiguyio, Wo HaBeaeHa BuLLe IHGOPMALIR € AOCTOBIPHOW Ta TouroI. L{to cepilo
npoaykuii 6yno BnpoBneHo (BKMOYAIOYU NAKYBAHHR/MAPKYBAHHA) Ta NPOBEAEGHO KOHTPOIL 1T AKOCTI Ha BULE3a3HAYEHIR AINbHUL Y NOBHiIM
BignosigHOCTi 3 BUMOramn GMP, BCTaHOBNEHUMU MICLIEBUM DEryNSTOPHUM OPraHOM, @ TakoX BiANOBIAHO 40 cneuudikauii, WO MICTATLCS Y
peecTpauiitHomy gocke abo Toprosil nileHsii kpaiuu-supobruka abo kpaitu-imnopTepa. NMpoTokonu BupobHUUTBA, NakyBaHHs Ta aHanisis Gyno
nepernsHyTo Ta BCTaHOBNEHO BiANOBIAHICTE GMP.

I hereby certify that the above information is authentic and accurate. This batch of product (including AP1) 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.

BupoBHuk: (Manufacturer): X. Nynp6ek A/C, OTTiniaeed S, 2500 Ban6i, fawis, Ten. +45 3630 1311, axc +45 3630 1840 (H. Lundbeck A/S, Ottiliavej 8, 2500 Valby,

Denmark)
Homep niueHsii BupobHuka: (MA No): 102987 SRR
[Lara (Date): 6 rpyaHs 2023 H. Lundbeck A/S

évd/' .Zz/‘js?//j-Qé;—'*

[aTa T3 nignuc ynosHosmeHo! ocobu aa sunyck cepii X. NlyHabek A/C, Konewraren, JaHis: e WE HOMo B,
QP-delegate authorising the batch release: Martin See Rasmussen (Maprit Coe Pacmyccer) cfo'e‘ "“\J%
/ nad %)
v |{}'\\l-‘_”’]“B %

H. Lundbeck A/S, Copenhagen, Denmark
/.
Additional remarks / [J04aTKOBI 3ayBaXEHHS: #: JAUT
v
S
o

vBaiM”

MNianuc (Signature):

Mgl g |

Report ID: CMC_003371_10 (2)
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