JNEPJKABHA CJYIXEA 3 JIIKAPCHLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIMPOOETPOBCBHKIN OBJACTI

Juinpo, mi.CoGopna,4, . 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BUCHOBOK
npo AKicTh BBE3eHOTo B YKpainy JikapcbKoro 3aco0y
17.05.2024 Ne 25487/24/0411
KJONIKCOJI JAEIIO

(HalMeHYBaHH. TiKapcEKoro 3aco0y 3rifHo 3 peccTpaLifHEM NOCBIIIeHHSM)
po3unH g in'exuiii , 200 Mr/ma, o 1 ma s ammyJi; mo 10 aMOyJ B KapTOHHIH Kopooui

((hopma BHITYCKY, 03YBAHHA, BHJL TaKyBaHHA AikapceKoro 3acoby)

Homep peecpaitinoro nocsizenna UA/2278/01/01 crpox aii peectpanifiioro noceigwenss 01.01.2099

Cepis nikapcekoro 3acofy Ne 2788050 KinbkicTs BRE3eHOrO dikapeskoro 3acoby 1600
BupobHuk X. Jlyna6ex A/C , Janist
(naliMeHyBaHH BMpOGHHKA JikapcsKoro 3acoly, kpaina NOXOIKEHHA)
Bresero B Ykpainy ToBapHCTBO 3 0GMEKEHOI0 BINOBINAIBHICTIO "BaJIM", inen. Kkoa:
31816235

{naliMeHyBanHa Ta koa 3a EJJPTIOY wopnauiHol ocoGH abo npiseuilie, iM's, 10 5aTexoBi iuuHol
ocobu - nianpremLs, il MiCIe NPOXKUBAHHA Ta peccTpanifinuii Homep 061ikoBoT KAPTKY TUTATHMKE
nonarkie aGo cepia Ta HOMEp MacnopTa) .

MpoToke BisyassHoro koutposio six 16.05.2024 Ne 07-01/1253/8.

3a pesyNbTATAMH JEPXKABHOTO KOHTPONEG BCTAHOBJICHO, IO mikapcekmit  3aci® BBE3eHO B VkpaiHy 3

JOTPHMAHHSAM suMOr 3aKOHOJAABCTEA LIOTO 3a6esnevenss SKOCTi IIKapchbKUX 3acobiB.

B. 0. HayaisHuKa J{epxaBHO] ciayxOH 3

jlixapchKHX 3aco0iB Ta KOHTPOJIIO 32 P Harans MAHJZIPUKA :
HapKOTHKAMH Y JHinponeTpoBChKii ‘

obnacTi

(nocanoBa oco0a OpraMy JepHaBHOTO KOHTPOJIO} (miznuc) LCHOHI M Ta [IPI3BMIIC)
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CEPTUODIKAT AKOCTI Ne: 3237923

CERTIFICATE OF QUALITY
Halmeny BaHHs npoaykuii:
(Product name)

Kpaina noxogkeHHs (Country of origin):
PN Ne (No. of registration certificate):

Bug Ta poamip ynakoekw (Packing type and size):

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

[fara surotoanenns (Manufacturing date):
Tepmin npugarHocTi (Expiry date):

Lodbeck

==

Knonikcon feno, po3und ans iv’exuii 200 mr/mn

no 1 Mn B amnynax

Clopixol® Depot, solution for injection 200 mg/ml 1 ml ampoules

Oaxia {Denmark)
UA/2278/01/01

10 amnyn no 1 Mn B KapToHHIX kopo6ui (box of 10 ampoules)

DK H 10000681
2788050
11.2023
11.2026

KinbkicTe (Quantity): 7 512 ynakoBok (packages)
TecT: Pesynbraru: Kpurepii BignosigHocTi:
Test: Results: Requirements:
Onuc: Bignosigae Mpo3opni, XOBTYBATOrO KONLOPY ONiRHKUA
Description: Conforms PO34UH, NPAKTUYHO BiflbHW Bif MEXAHIYHUX
BKITIOYEHL
Clear, yellowish oil, practically free from particles
laeuTudikayis, BEPX: Bignosigae MokasHukn Hacy yrpumanisa Lu 08-008 y
Identification, HPLC: Conforms sunpobyeaHomy Ta CTaHAaPTHOMY PO3UUHiI
BianoBigaloTL
The rentention times of Lu 08-008 in the sample
and the standard solutions are in accordance
laeHTudbikauia, BnuxHs I4-cnekTpockonia Bignosigae Bignosigae
Identification, NIR Conforms Pass
Kinbkiche BusHauenHs, BEPX, mr Lu 08-008/mn:
Assay, HPLC, mg Zuclopenthixol Decanoate/m!: 200 190-210
MpoayKkTu po3knagarHa, % akTUBHOrO
iHrpeaieHTy:
Degradation Products, % of active ingredient:
Lu 00-108 <05
Below quantification limit/
Huxue Mexi BU3HAYEHHS
Lu 14-118 <0.25
Below quantification limit/
Huxue Mexi BU3HAUEHHS
Lu 14-131 <0.2
Below quantification limit/
Huxcue mexi BUSHAUEHHS
Lu 13-122 s0.6

KoxHa HeigeHTudikosaHa g0oMilKa:
Unknown Degradation Products, Each:

CyMa HeiaeHTUDIKOBAHUX AOMILLOK:
Unknown Degradation Products in Total:

MpoaykTu po3knagaHHaA y cymi:
Degradation Products in Total:

Below quantification limit/
Hukue mMexi BU3HayeHHs

Bianogigae
Conforms

0.0

0.0

£ 0.2, ane Tinbku oaHa >0.1
Max. 0.2 and not more than one > 0.1

<0.25

Report 1D: Manual certificate 8_008_20_04_016_A (16) UA
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CEPTUDIKAT AKOCTI Ne: 3237923

CERTIFICATE OF QUALITY

HawimeHyBaHHs npoayKuil: Knonikcon fleno, po3uuH ans iv’exuin 200 mr/imn

no 1 Mn B amnynax

Clopixol® Depot, solution for injection 200 mg/mi 1 ml ampoules

{Product name)

Kpaina noxomkerHts (Country of origin): Banis (Denmark)

PN Ng (No. of registration certificate): UA/2278/01/01

Bupa ra poamip ynakosku (Packing type and size): 10 amnyn no 1 Mmn B kapToHHin kopobui (box of 10 ampoules)

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

Cepin (Batch no.): 2788050

Hara suroroanenHs (Manufacturing date): 11.2023

Tepmin npupatHocTi (Expiry date): 11.2026

Kinbkicrs (Quantity): 7 512 ynakoBok (packages)
Tect: Pesynbraru: KPUTEPII BIANOBIAHOCTI: i
Test: Results: REQUIREMENTS: E
O6'em, WO OTPUMYETLCA: He meniwe 1 mn :
Volume Control: 1.18 Min. 1 mi

KonboposicTe poaduHy (poabasnerHs V4),
A (440 Km), 1 cm: 0.026 <0.200
Colour of Solution (diluted 12), A (440 nm), 1 cm:

CrepunbHicTb: Bignosiaae BianosigHo 3 €¢

Sterility: Conforms Complies with Ph. Eur.
bakrepianbhi eHgotokcukn, MO/mn: Bianosigae s 110 y sianosigHocTi 3 €O
Bacterial Endotoxins, [U/mi: Conforms < 110 in accordance with Ph. Eur.

KoHTamiHauia BKIIOYEHHSMU
Particulate Contamination
MexaHiuHi BknoueHHs

Sub-visible particles
2 10pum 134 < 6000 y signosigHocTi 3 €P
< 6000 in accordance with Ph. Eur.

> 25um 3 < 600 y signosigHocTi 3 €O
< 600 in accordance with Ph. Eur.

3asea npo ceprudikauio (Certification statement): Lium s 3acBiguyI0, WO HaBeaeHa BuLe inhopmalLlis € AOCTOBIPHOK Ta TOYHOK, L0 cepilo npoaykuii Syno
BUPOBNEHO (BKMIDHBIOUN NaKYBAHHSA/MAPKYBAHHS) T2 NPOBEAEHO KOHTPONS Ti AKOCTI HA BULL@IAIHAYEHIN AiNBHUUI y NOBHIW Bif NOBIAHOCTI 3 BUMOramm GMP,
BCTAHOBNEHUMM MICLIEBUM PEryNATOPHUM OPraHOM, a TakoxX BiANOBIAHO A0 cneyudikauini, Wo MICTATLCR y peecTpauiiiHomMy Aocke aBo TOProail NiLeHail kpaiHu-
BupoGHwka abo kpaiHun-imnoprepa. MNpoTokonu BupoBHULTEA, NakyBaHHs Ta aHaniis Gyno NEpernsHyTo Ta BCTAHOBNENO BIANO8IARICTE GMP,

I 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 praduct specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP.

Bupobuk: (Manufacturer): X. fMyng6ex A/C, OTtiniaseit 9, 2500 Ban6i, lanis, Ten. +45 3630 1311, ¢hake +45 3630 1940 (H. Lundbeck A/S, Ottiliavej 9,
2500 Valby, Denmark)

Homep niuenaii Bupobruka: (MA No): 103486
Aarva (Date): 6 6epearn 2024 "r//, H. Lundbeck A/S

Mianuc (Signature):
Nara Ta nianuc ynosroeaxeHoi ocobu 3a sunyck cepii X. Jlynabex A/C, Konenrarew, dawis
QP-delegate authorising the batch release: Morten Sidelmann (Mopren CaigenmariH)
H. Lundbeck A/S, Copenhagen, Denmark
f\ddmonat remarks / JJOAaTKOBI 3ayBaXeHHS: 1

> nd
'1()}\'}"_\\}-'.11'1'13

Report ID: Manual certificate 8_008_20_04_016_A (16) UA




TEPICABHA CJIYIKBA 3 JIIKAPCBKAX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH
Y IHIMPONETPOBCBKII OBJIACTI

Jninpo, na.CoGopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BHUCHOBOK
npo AKiCTH BBE3eHOro B YKpainy JiKapcbKoro 3ac00y
29.08.2024 Ne 43450/24/0411
KJOMNIKCOJI AEIIO

{naltMeHyBaHHA NiKapchKoro 3aco0y 3rigHo 3 peecTpauifiHiM NOCBITHEHHAM)
posuuH A in'exuiii , 200 mr/ma, mo 1 M B amuy.ii; no 10 ammys B kKapToHHiii Kopo6ui

{((popma BUNTYCKY, A03YBAHHA, BUI NAKYBaHHA nikapcekoro 3acoby)

Homep peectpauiinoro noceimuenns UA/2278/01/01 erpox aii peectpauifinoro nocsingenns 01.01.2099

Cepis nixapcbkoro 3aco6y Ne 2801004 KinskicTs BBE3€HOIO Mikapehkoro sacoby 240
BupoGnuk X. Jlynn6ex A/C , [laHis
(HaiiMeHyBaHHS BHPOOHHKA NIKAPCLKOTO 3acoby, kpalHa MOX0KEHHA)
Baesero B YxpaiHy ToBapHCTEO 3 00MEXeHO0 BiINOBIAATLHICTIO "BaJM", igenr. Kox:
31816235

(najivenyeanns Ta koA 3a €PIIOY ropuautnoi ocobu abo npizemIe, iM'A, 10 GaTEKOBI
diznanoi ocoliy - mianpuemus, il Micle NPOXHBANHA T2 peecTpattifinuii Homep obnikosol
KapTKH N7aTHUKA NoJaTkis abo cepia Ta HoMEp TacTopta}

Hporakon BisyansHoro korTpomse sin 28.08.2024 N 07-01/2167/11.

3a pe3ynbTaTaMu [IEPHKABHOIO KOHTPONK BCTAHOBJICHO, mo Aikapckkud  3acid  BBe3eHO B Vkpainy 3

AOTPHMAHHAM BMMOT 3aKOHOIABCTBA OI0 3a6e3medeHHA AKOCTI Nikapcekux 3acobis.

B. o. HayanpHUKa JlepxaBHO! ciyx0H 3
JiKapchKHX 3aco0iB Ta KOHTPOJIO 33
HAPKOTHKAaMH y JIHITPOIETPOBCHKI
ofnacti

Mapis BPE3ILIBKA

(imiLtianw Ta npisBHILE)

e NN
TOKY MEHTIB )

Hikitivepa Oxcana +38(066)345-41-71



CEPTUDIKAT AKOCT]

CERTIFIGATE OF QUALITY
HafimeHyBaHHA Npodyxuir:
{Product neme}

Hpala noxogxeHun (Country of origin):
P N¢ (No. of registration cerdficate):

BwA Ta poamip ynakosxu (Packing type and size):

Homep EudraGMP (No. from EudraGMP):

Lindbet x

Knonlkcon feno, po3un gnm In'exulid 200 mrivn
ne 't M B amnynax
Clopixal® Depat, solution far injection 200 mg/ml 1 ml ampoules

Danin (Denmark) .

UASZZTBIO1101

10 amnyn no 1 un » xapronnlil kopoSul {box of 10 ampoules)
DK H 10000881

Cepin [Batch na.): 2801004
Aara eurcrosnennn {(Manufacturing date): 03.2024
Tepmiu npuparHocT! {Expiry date): 032027
Kinwsicta {Quantity): 8 605 ynakownox (packages)
[ Tecs: PeaynuTaTu: Kputepll signoslanoctl:
Teat: Results: Requiremants:
Onues Bianoalgac FIpo3cpmii, MOBTYRATGrD KONLOPY
Description: Conforms ONIKHRE POIUMH, IPAKTHUHO BiltbHUA
2la mexankMHrX BXIO4EHE
Claar, yellowiah oll, practically free
from particles
laexmpiauin, BEPX: Bipnowsinac MOKASHAKA YHGCY YTRHMaHHRA Lu 08-
entificaton, HPLC: Confarms 008 y sunpolysanomy Ta
CTEHAAPTHOMY POIMMHI
mignoeipaoTe
The rentention times of Lu 08-008 in
the sample and the standard
solutions are in accordance
lxermgivauin, Bnva 14-cnexmpotkania Blanoninae Blanceinae
identification, NIR Conforms Pags
KingklcHe smamaqenHs, BEPX, mr Lu O8-008/Mn: :
Assay, HPLC, mg Zuclopenthixel Decanoate/ml; 205 190-210
nmml poIKnEAaHHA, % aKTMBHOMD
Hrpaglenty:
Degradation Products, % of active ingredient:
Lu 0G-108 50,5
Below quantification fimit/
Huxcue wexi puznayeHya
Lu14-118 s0.25
Below quantification limit/
Hiogue mexi srsHavenHn
Ly 14131 =02
Below quantification limit/
Hroxqe mesd misuaseina
Lu 13122 506
Below quantification lmit/
Huzeie mexi BiHANMEHRS
| Kowna Helgewtmdikosana souhuea: Bianorinae < 0.2, ane TinLm ogra >0.1
Unknown Degradation Produocts, Each: Conforms ot more than one >
Cyma HeigeHTHdlironasix JoMILLoK: 0.0
Unknown Degradation Products In Totat: g
1{)}»\\ ME Hll
MpoAYKTH pOINAAAHKA ¥ Cymi: 0.0
Dagradation Products in Total:

Form_0103482 / Version 1 / SOP_03827 CMC_003189_11
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CEPTWDIKAT AKOCTI
CERTIFICATE OF QUAILITY
HadmMeHyBanrn npoayKuil:
{Product name)

Kpalha noxomeenna (Country of origin):
P11 Ne {No. of ragistration ceriificate):

Bug ra poamip ynaxoexu (Packing type and size):

Houep EudraGMP {No. from EudraGMP):

LMJLE.A‘ x

Knonikcon Qenco, po3aus ann iw'exylii 200 mrimn

no 1 Mn @ aunynax

Clopixal® Depot, sofution for injecion 200 mg/mi 1 mi ampoules
fanln (Denmark)

UA2278/01201

10 amnyn no 1 mn B xapToxnin xopobul (box of 10 ampoules}
DK H 10000681

Capin (Batch na.): 2801004
Aara surotomnenna (Manufacturing date): 03.2024
Tepuix npuparrocT (Expiry data): 03,2027
Kinuxicrs {Quantity): 8 605 ynaxoaox {packages)
Tecr: Poaynuram: IPMTEPH BIANOBIHOCTI: ]
Tast: Resaults: REQUIREMENTS:
QO cm, Wo OTPAYETHCA; He meHwe 1 mn
Volume Control; 147 Min. 1 mt
KomoposicTe posunny (posfiaaneHka 1),
A (440 rim), 1 car: 0.025 <0200
Celour of Solution {diluted %), A (440 nm), 1 cm:
CrepanbHicTh: Bignoeiane Blanoalano 3 E¢
Sterility: Conforms Compiias with Ph. Eur.
BaxrepiansH! exaoraxcure, MO/MnN: Bignowlaae % 110 y pignonighocTl 3 €0
Bacterial Endotoxins, [U/mi: Corforma £ 110 in acsurdance with Ph. Eur,
KoHTaMIHELIN BITI0MEHHAMN
Particulate Contamination
MexaHiHi sxrmoMeHHA
Sub-vislbla parlicles
2 10um 68 % 6000 y sigrorigHocTi 3 €¢
5 6000 In accorence with Ph, Eur.
2 25um 3 . % 800 y slanosighoct a €4
< 600 in accordance with Ph. Eur,

Sanwa npo cepwdivaylic (Cavtification sirtement); Liwse
polineno (u y /uapyy ) 13 npt
BETSHOBNSIAMH MICUSTMM PATYIATORHWM GpFSHOM, )
aupotinueg 360 Kpaixu-iNnaprapa. MNpoTormnM BHpo FleyTea,
| haraby sartify that the above imfarmation is authangd esc
quality control In full compRiansa with the GM® requh g
lmporting country or product spectication fite for Imine:

{0 ke in gompliance with GMP.

Bigrobun: (Manufachurer); X. MynaSex A/C,

Howep niuenal eupolnwea: (A No): 103746
Date (Dale): 14 yepanA 2024
Nignue (Signature);

A iHPopMALIn € JOCTORPHOIC Ta ToUHDIC. LD copiio npogysull Syno
Duaaziaveniil AlnsHnui ¥ nosHid signoaliHOCT! 1 Bumccani (SMF,
LR WETATLCA ¥ peECTRAAHOMY FOcht 350 TORrORi NiueHT KpaTHW-
CNBLATNANYTO T8 RCTRHOMMIHE BinnOR{S HcT: GMP.
(ciiding AP1) has been menciactured, Including packaging/abelling and
d with the spacifications in the M arkeling Authorisation of the

‘ D m-PidWNW ¥ qCarcs warne

""J J630 1341, hake +45 3630 1940 {H. Lundbeck A/S, Ottillavej 9,

H. Lundbeck A/S

¥noaHosaweHa ocoGa sa aunyck cepil, X. fyxabex A/C, Konexraran, lanis
QP-delegate authorising the batch release :
H. Lemdbeck A/S, Copenhagen, Danmark

Fﬁuﬂal remprks / [logaTeoal agyRaXeHKA:

Form_0103482 / Version 1 / SOP_03827 CMC_003189 11
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