JEPJKABHA CJIY2KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHITPONETPOBCHKIN OBJIACTI

Huinpo, m.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
Npo SKICTh BBe3eHOro B YKpaiHy JikapcbKoro 3aco0y
18.12,2023 Ne 64788/23/0411
OJIIOAHKCOJI AEIIO

(natiMenyBaHHA NIKGPehKoro 3acofy 3rinHo 3 peecTpauiifnuy NocBiAueHHIM)
PO3YHH A5 in'exuiii , 20 Mr/mir, mo 1 M1 B ampyi; mo 10 amiys B KapToHHii KopoOIti

(dopma BRITycKY, JO3yBaHHs, BHJI TIAKYBAHHR NiKapCekoTo 3acoby)

Homep peectpauitisioro nocsimuenns UA/2209/02/01 ctpox aif peectparsitiroro nocsimaenns 01.01.2099

Cepia mikapcekoro 3acofy Ne 2762379 KinbkicTs BBE3¢HOTO Nikaperkoro 3acoby 200
Bupo6uuK X. yunGex A/C , [anis
(HattMeHyBaHHa BUPOGHUKA NiKapcskoro 3acoly, KpalHa MOXOMKeHHS)
Beesero B YkpaiHy ToBapucTBo 3 00MexeHo10 Bixmopinaapnictio "ba/IM", ixenr. kox:
31816235

(nafiMerysanns Ta Kox 3a €JIPTIOY ropumiHol ocobn abo npispuiile, iM'a, 110 6aTsKOBI
dizmunot ocobu - nianpuemng, ii Micue NPoXHUBAHHS Ta PeccTpaLiHHA HoMep 00nikoBOT
KapTKH NNaTHUKA MOAATKIB af0 cepid Ta HOMEp NacmopTa)

MpoTtoxosn BizyansHoro xoutpouio six 15.12.2023 M (7-01/3582/10.

3a pesyJsTaTaMu EPKABHONO KOHTPOJIO BCTAHOBACHO, IO Nikapcekwit 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSM BUMOT 3aKOHOJIABCTBA 010 3a6e3neueHns AKOCTi Tikapchkux 3ac06iB.

B. o. HauanpHHKa [lepxaBHOT ciyx6u 3
JiKapchKHUX 3aco0iB Ta KOHTPOIIO 33
HapKoTHKaM# y JlHinporneTpoBehki
obnacrti

Mapis BPE3ILIbKA

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



CEPTUDIKAT AKOCTI Ne: 3166453 i enclloech

CERTIFICATE OF QUALITY ’l
HailimetyBanna npoayxuit: ®Omoanxcon [ieno, po3umH ans in'exuin
20 mrimn No 1 MN B aMnynax
{Product name) Fluanxol® Depot, solution for injection 20 mg/mi in ampoules 1 m|
Kpaina noxogwenss (Country of origin): RNauia (Denmark)
P Ne (No. of registration certificate); UAJ2209/02/01
Bua v poamip ynaxoaxu (Packing type and size): 10 amnyn no 1 Mn B kapronHin kopobul (box of 10 ampoules)
Howmep EudraGMP (No. from EudraGMP): DK IMP 10000077
Cepin (Batch no.): 27623719
Lara suroroanenxna (Manufacturing date): 12.2022
Tepwmin npunarsocTi (Expiry date): 12.2026
Kinexicts (Quantity): 8 604 ynaxosox {packages)
Tecr: Pesynurar: Kpurepil BignosigHocTi:
Test: Results: Requirements:
Onuc: Bignosigae Mpo3opui, Bia 6e3bapaHoro Ao nean
Description: Conforms KOBTYBATOro KONOPY ONIAHIA POIUNH,

NPAKTUMHO BiNbHUIA BiR MEXAHMMHWX BKNIOHYEHD
Clear, colourless to slightly yellowish oil,
practically free from particles

Ipenmdixanin, BEPX: Bianosigae Mokasnuim vacy yrpumanns Lu 05-110 na
ldentification, HPLC: Conforms Xpomarorpami Bunpobyeanoro Ta craugapTHoro
po3uvnny BlgnosigaoTs

The rentention times of Lu 05-110 in the sample

and the standard solutions are in accordance
laenTudikauin, Bnvxus 14-cnexTpockanin: Binnosigae Bianosinae
Identification, NIR Conforms Pass

Kinexicts, BEPX, mr Lu 05-110/mn:

Assay, HPLC, mg Lu 05-110/mi: 18.8 19.0-21.0
Muroma sara, dyo, riMn: He nposoauscs/Not performed Tecr He NPOBOAUTLCH NPW PYTUHHOMY AHANIdI,
Specific gravity, dzo, g/mi moxe He ByTu npucyThim y ceprudikari/ the test
is not carried out as a routine and will not be
issued in the CoQ
NpoAy«TH Po3kNagenHa, % aKTuaHoro
mHrpeaieHTy:
Degradation Products, % of active ingredient:
Lu 15-045 Bignonigae/Conforms $1.0
Lu 00-010 Bignosigae/Conforms £0,5
Lu 14-119 Bipnosinae/Conforms £0,2
Lu 14—(_)54 . . Bignosigae/Conforms s03
Konaimin nemefcmqamoaaﬂun NPOAYKT Bianosinac
POMNAREHHA. Conforms £02
Unknown degradation products, each:
HeigenrudixoBaHi npogy«Tv poaknageHs,
BCBOO: 0.0 503
Unknown degradation products in total:
MpoAYKTH PO3KNAAGHKN, BCLOTO: Bianosigae/Conforms $15
Degradation products in total:
Ob'em, WO OTPRMYETHCH 1.47 He menwe 1 Mn
Volume control: Min. 1 mi
CrepunsHicTs: Bignosigace BianosigHo 3 €@
Sterility: Conforms Complies with Ph. Eur.
BaxrepianbHi esgorokcuHn, MO/mn: Bianosigae < 110 y signosigrocti 3 €0
Bacterial endotoxins {Uimi: Conforms < 110 in accordance with Ph. Eur,
KoHTamixalls sknioveHHsMy
Particulate contamination
Hesnaumi vacrryi
Sub-visible particles
2 10um 50 S 6000 y sianosigHocri s €0
< 6000 in accordance with Ph. Eur.
2 25um 6 < 600 y signosigHocria €0

< 600 in accordance with Ph. Eur.

3asea npo cepradikauio (Certification statement). Linm # 3acaiquy10, L0 HABEARHA BMLLE IHPOPMALIA £ ACCTOBIPHOID Ta TONHOD. LYo Copio NpORYIA Syno
BIPOEAEHO (BKIIOMEIOUH NAKYBAHHA/MEPKYBaNHS) TR NPOBEAGHO KONTPOND IT AKOCT] Ha BILeIaHaMeH|R AinbHW Y NoBHIA BIANCAlAHOCTI 3 BRMOraMu GMP,
BCTAHOBIEHMMI MICUEBWM PEryTIATODHHM OPrason, @ TaKoX BIANOBIAKO A0 CeuutbiKauil, WO MICTATLCA Y peecTPaLiAHOMY A0Che 260 TOprosii NiusHal KpaiHu-
BupoSunka a6o xpalHu-iMnoprepa. NpoTokonu BupoBHALTEE, NAKYBAHHS TA aHaNI3is GyNo NBPErNAHYTO Ta BCTAKOBNEHO BIANOBIAHICTS GMP.

I hersby certify that the above information is authentic and accurate. This batch of product (including API) has been manufactured, including

packaging/labeiling 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, packagin
were reviewed and found to be in compliance with GMP.

BupoGriux: (Marufaclurery. X fly AIC, OT 9, 2500 Bantsi, [lanin, Ten. +45 3830 1311, darc +45 3830 1540
(H. Lundbeck A/S, Oltiliave] 9, 2500 Valby, Denmark)

Homep niyeHall spobiuxa: (MA No); 102271
Aara (Date): 4 kBiTHR 2023

o ST 12, Loy OV

» nad
AOKVMEHTIB
TOKY MELH

g 1
Dara ta nignuc ynoswosaxenoi 0coby 3a sufiyck cepll X, NykaGex AIC, Konextarer, Jania
QP-delegate authorising the batch release, H. Lundbeck A/S, Copenhagen, D & .
E 3 P A
Additional remarks / NI T8 N/
i rel [ORSTRON JayBaNeHtx \ A ‘.\\“/\\’\'/ l

Report ID: Manuat cersificste §_110_2 04 _010_A (17} (UA) NS> "Page 1 of 1



JTEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN
Y JHIMPOIIETPOBCBHLKIN OBJIACTI

Jtninpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dIs.dp@dls.gov.ua, Kox €IPTIOY 37070665

BHUCHOBOK
po AKicThL BBe3eHOro B YKpainy JikapcLKoro 3acody
15.07.2023 Ne 35904/23/0411
OJIIOAHKCOJ JEIIO

(HaliMeHYBaHHA Nikapcukoro 3acoby 3rifHo 3 peecTpauilHAM TIOCBI AYEHHAM)
po3umH ans in'exuiii , 20 mr/mu, mo 1 ma B amnyai; mo 10 amnya B KapTOoHHIii KopoOui

{(hopma BHTIyCKY, AO3YBAHHS, BUI NAKYBaHHS JiKAPCLKOTo 3acoly)

Howmep peectpauiiitoro nocsimuenns UA/2209/02/01 crpok aii peecTpauifinoro nociayenHs 01.01.2099

Cepin nikapcekoro 3acoby Ne 2748552 KinsKkicTb BBE3eHOro Aikapcbkoro sacoby 155
Bupo6Huk X. Jlynnbex A/C , Jlanid
(HaliMeHyBansa BEPOOHHKA NiKapchkoro 3acoby, KpaiHa HOXOMKEHHA)
Bee3seHo B YkpaiHy ToBapucTBO 3 06MekeHOI0 BiIOBiIANLHICTIO "BaJIM", inent. kox:
31816235

(HaiimelyBanns Ta koa 3a CJIPTIOY ropunuHoi ocobu abo npizsniue, im'a, o GarexoBi (izHyHoT
0coGH - niAnpHemuz, Ti MicLie IPOXKUBAHHS T PEECTPaLIAHNIA HOMED 001ik0BOT KAPTKH MLIATHHKA
HOAATKiR 260 cepis Ta HOMEp MAaclopTa)

MpoTokon sisyaasnoro kourpomo sin 14.07.2023 Ne 07-01/2014/18.

3a  pe3yNbTATAMM JEPKABHOIO KOHTPONIO BCTAHOBJEHO, 1UO  JKAPChKHH 3aci6 BBeseHO B YEKpaiHy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTEA MIOAO 3a6e3NeueHHs AKOCTI JIKAPCEKIX 3acobis.

B.o. mHavansuuka JlepxaBHoi ciryxOu 3
JKapceKuX 3ac00iB Ta KOHTPOJIIO 3a
HapKoTHKamu y JIHIIpONmeTpoBCEKiH
obmacTi

€rop BOJIKOB

(nocanosa ocoba opraHy AepAaBHOIC KOHTPOIO) 4 (gvizxnncj (iniuiand T2 npizsuule)
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CEPTUDIKAT AKOCTI No: 126444
CERTIFICATE OF QUALITY
HalmeryaaH HR Npoay Kyl

{Product nama)
Kpaita noxogxerHn (Country of origin):
P N2 (No. of registration certificate):

Bwng » posmip ynaxoekm {Packing type and size):

Homep EudraGMP {No. from EudraGMP):

dnwoaHxcon [eno, poauuH Ana [H'exuin
20 mrfmn o 1 mn B aMaynax

Fluanxol® Depot, sclution for injeciien 20 mg/ml in ampoules 1 mi

Danin {(Denmark)
UAS2209/0201

10 amMnyn no 1 Mn a kaproHHiR kopobul (hox of 10 ampoules}

DK IMP 40000077

Cepla (Batch no.): 2748552
faTa awroroaneHns (Manufacturing date): 09.2022
Tapmin npugatnocTl {Expiry date): 09.2026
Kinbxiets {Quantity): 8 725 ynaKoBoK (packages)
TecT: Pezynbrart: Kpurepli Bignosiguocti:
Test: Results: Requirements:
Onwe: Bignoxinae MNposcpuis, Big GeabapsHoOro 4o negs
Dascription: Conforms KOBTYBATOTO KONLOZY QNMIAHWA pOIUMH,
NPAKTHUHO BINLHWA Bi MEXAHIYH WX BRNIDYERD
Clear, colourless to slightly yellowish ail,
practically free from particles
laenTudikauin, BEPX: Bipnosiaae MokaaHnin Hacy yTpumaHya Lu 05-110 Ha
|dentification, HPLC: Conforms xpomarorpasi BANPoByBaHOMS Ta CTAHAAPTHOM
POIYHMHY BiANOEIRAKTE
The rentention times of Lu 05-110 in the sample
and the standard solutions are in accordance
lgeHTrdikain, BrnmHA 1M-cnexrpockonin; Bignosiaac Bianorigae
Identification, NIR Conforms Pass
Kinericte, BEPX, Mr Lu 05-110/mn.
Agsay, HPLC, mg Lu 05-110/mi: 19.9 18-21

TuToma sara, dy, fmn:
Specific gravity, dae, gfmi

FpoaykTn pos<raseHHa, % akrnsHoro
IHrpEARHTY:
Oegradation Products, % of active ingredient:

Lu 15-045

Lu 50-010

Lu 14-118

Lu 14-054

Konmil HeigenTiuchikoaanui npoaykT
po3KNafEHHA:

Linkapwn degradation products, each:

Heigenrudrikosani npagykna poaknageHnn,

ackone:

Unkngwn degradation products in totak:
MpofyKTIA PO3KNALEHHRA, BCHOMD:
Degradation products in total:

O6'em, UG OTPUMYETRCA

Volume contrel:

CrepuneHicTh:

Sterility:

BaxTepianbHi BHAOTORSH MM, MO/ mn:

Bacterlal endotoxins {U/mi:

Konraminauin BKNICHEHH AMM

Particulate contamination
HeBugnmi yacTnui
Sub-visible particles

210um

= 25um

He nposogweca/Not performed

Bianceipnas/Confarms
Bianceinas/Confarms
Biancelaae/Confarms
Bianoslgas/Conforms

Binnosigag
Conforms

0.0
Bianoeipae/Conforms
1.7

Bignoeigae
Conforms
Bignoeiaae
Conforms

Tecr He NpoRCAWTECA NPH PYTAMHOMY aHaniai,
Mowe ve Gy T NpucyTHiM ¥ cepTudikarTi/ tha test
is not carried out as a routine and will not be
iasued in the CoQ

£1.0
=05
0.2
503

=02

£1,5

He menwa 1 Mn

Min. 1 mi

BignoeigHe 3 €0

Complies with Ph. Eur.

< 110 y signosigHocTi 3 €9

5 410 in accordance with Ph, Eur.

= 6000 y signosiaHocTi 3 69

£ 6000 In accordance with Ph. Eur.
s BCO y mignosigHocTi 3 €O

£ 600 in accordance with Ph Eur.

Janea mpo ceprrddikauia {Certification statarmrent): Lngl/ s st
ARpoBnene (BrNYaNYM NEKYBAHHAMADKYSIHHA) T2 e

BCTAHCENEHAMA MICUSBAM DEMYNATORHWM ORFAHOM, &
sApoliHuka 260 kpaiHu-imnoprepa, Npororonk supol
| hareby cerlify thal the above informatianm is authanticli
packaging/labaliing and quallty contral in full compliande
Authorsation of the imparting cauntry or product specifigs
were reviewed and found 10 be in compliance with GMP.

BupoStur: (Manfactwer): X fynaGex AIC, OTTinisaed 9, 2500 Banth

'.‘. the GMP requirements of {

[H. Lundback A5, Ottiavej 9, 2500NeR

Hamep riuandil svpofaa: (MA No): 101758

Dara (Date): 15 nucTonana 2022
Nianue (Signatura): Souad Cheurfa

G
. ,q,eﬁo KOHTPONG T AXOCTI hHaueHIl AlNeHUL] ¥ NOBHIR amnoaiuuocﬂ 1 sumoramm GMP,
Rt mmﬁo\uma y peec'rpauiﬁuomy ACCEE a0 TORroBifA NiuewsT KpaiHW-
s a‘nquﬁ rmnyro Ta ACTAHDANBHO BiaNGRigHitTs GMP.
Accura ich of pmquc‘, {incifding AP} has been manufactured, including
el Ragulatory Authority and with the apecifications in the Markelng
inal/Praducts. The batch procassing, peckaging and analysis records

H. Lundbeck A/S

(Coyan Hevpda) [aTa T8 NgRWC YNoaHOBAMEHOT DCOBK 38 BUNYCK Copil X. Fysnbes A, Konevrarew, fawin
0P-delegate sutharising the batch release, H. Lundbeck AfS, Copanhagen, Denmark

e Th 3

Report [D: Manual certificate 5_110_2_04_010 A {16) (LA}
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