CEPTU®D! CTINe: N/A
CERTIFICATE OF QUALITY ‘L"lét’-‘ (“'L] x

HaimenyBasun npoaykuli: (Product name} Knonikcon-Axydas, poausH gns iH'exuli 50 mMrivn
no 1 Mrt B aMnynax
Clopixol-Acuphase®, solution for injection 50 mg/ml 1 ml ampoules

Kpaina noxogwenun (Country of origin): Hania (Denmark)
PT1 Ne (No. of mgistration caertificate): UA/2206/01/01
Bua Ta poamip ynakosxn {Packing type and size): 10 amnyn no 1 mn e xapToxHiid kopotul (box of 10 ampoules)
Homep EudraGMP {No. from EudraGMP): DK H 10000681
Cepla {Batch no.): 2786802
Lara awrotoenennn {Manufacturing date): 09.2023
Tepmin npuaarrocTl {(Expiry date): 09.2026
KinkkleTes (Quantity): 8 445 ynakoBokK [packages)
TecT: Peaynerarn: Kpurepil pignosigHocTi;
Test: Results: Requirements:
Onue: Bignosinae Mpo3ophii, MOBTYBATOrO XQNLOPY CIHAHNA
Description: Conforms PO3HMH, NPAKTVUHO BiNLHURA Bl MEXARMH WX
BRIKMEHE
Clear, yollowish oil, practically free from
particles
IlnenTucpikavin, BEPX: Bianopigae AR, £ 0.2 y noplaHsndi 3l craugapron
Identification, HPLC: Conforms AR; £ 0.2 compared to standard
laenTUg IkaLia, RnwiHs |Y-cnekrpocxkonia: Bigncaigae Bigrorigas
Identification, NIR Conforms Pass
Kineidche swanavesHsn, BEPX, mr Lu 18-069/mn 48.4 47.5-52.5
Assay, HPLC, mg Zuclopenthixol Acetate/mi:
MpogykTi poznanasina, % Big akTMBHOMO
inrpegieHTy:
Degradation Products, % of Active Ingredlents:
Lu 00-108 (ayknonexTukcon) 0.08 5 0.25
Lu 14-118 5025
Below quantification limit/
Humuye MoK BU3HaueHna
Lu 18-111 {rpanc{E)-wToneHTuktoTy ayeTaT) 0 =1
Lu 14-131 (syKnoneHTUKCONY OKTaHOaT) £02

Below quantification limit/
Hwxkne Mexi BHIHAHESHHA

Lu 08-008 (syxnoneHTHkConY gekaHar)

KoxauA Heajaomuil npoaysT Bianosigae
Unknown Degradation Products, Each: Conforms
Heaigomi mpogykrn y cyml: 0.00

Uniknown Degradation Products in Total:

Of'eM, WO OTPHMYETCR: 1.18

Volume Control:

KansoposicTs, A (440 Hu), 1 om: 0.008

Colour, A (440 nm}, 1 cm:

CTepuncHicTs; Bignosigae BignosigHo 3 €%

Sterility: Conforms Complies with Ph, Eur.
BaxrepianoHi engarokcunu, MO/Mn: Biznobsisae 2110 y mignosigHocti 3 €

Bacleral Endetoxins IU/mi: Conforms Max 110 in accordance with Ph. Eur.
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Ha#menysanHn npogyxruil: {Product name) Knonikcon-Axydas, poauuH ans in'exuin 50 mrimn
no 1 Mn B aMnNynax
Clopixol-Acuphase®, solution for injection 50 mg/mi 1 ml ampaules
KpaiHa noxogamesHsn (Country of origin): Dawin (Denmark)
P Na [No. of registration cartificate): UA/2208/01/01
Buji Ta po3mip ynakosxn {Packing type and size): 10 amnyn no 1 Mn 8 KapTOHHIA kopoBul (box of 10 ampoules)
Homep EudraGMP (No. from EudraGMP): DK H 10000681
Cepis (Batch no.): 2786602
Barva suroTtosnexus (Manufacturing date): 09.2023
Tapwmix npugatHocTi {Expiry date): 09.2026
KinoxleTe {Quantity): 8 445 ynaxosox {packages)
TecT: Peaynuvaru: Kpwrepil BignoeigHocTi:
Test: Results: Requirements:

MexaHivni BRIOWEHHA;
Particulate Contamination Heauaumi yacTmyj:

Sub-visibia particles
2 10um 8 £6000 y signorinnocTi 3 €4
Max 8000 In accordance with Ph_ Eur.
z 25um (] S804 y signosignoctia Ed

Max 600 in accordance with Ph. Eur.

$amea npo caprudpikaio (Certificatian staterment); Livm A 3acaiguyio, 110 HEBEASHA BY LIS IHOPMALIA & GOCTOBIPHOK Ta Tour. Liie cepia nponykLi Gyno
BUPOBNBHO (RKNIONIIOYH NEKYMANKA/MEDKYEAWHS) T4 NPOSIAEHS KOHTPOMK 1T AKDCT HA BHLYBIAIHAMBHIA ALTEHALI ¥ NOBHIA miANORIGHOSTI 3 AnMerame GMP,
BCTRHONSIEHIMN MICLIEBM PETYIIRTORH KM CRTEHOM, @ TAKOM BANOGIAHO AC CNeurdikaLiR, (o MICTATLCR ¥ PECTTPAUIlHONY A0CKE A0 Toproeli niyeHail KpaTHu-
BUPSSHAKE A0O XpaTHu-mnopTepa. NpoTCKONK PMPOGHWLTES, NAKYBAHHA T dxdniyia Byno nepernAHyTo T4 BCTAHORNGHD pignosigHicT: GMP,

| hereby certify that the above information is authentic and accurste. This batch of preduct (including API) has been manufactured, including packagingfabelling and
quailty control in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
imparling country or preduct specification file for Invastigatnal Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to ba in compRance with GMP.

BupoSunk: (Manutaciurer): X, NlyuaBek A/C, OTriniaped 9, 2500 BanBi, Aavis, Ten. +45 3630 1311, dakc +45 3630 1540
(H. Lundbeck A/S, Ottillave] 9. 2500 Valby, Denmark)

Homep nilemail smpoBHuke: (MA No): 102987
H. Lundbeck A/S
Dara (Date}): 18 rpyaHA 2023

Nignae (Signatura}: "2’23 4 -/ 8 W L ——

[aTa va nianMc ynasHosaxaHor ocobi da eumyck cépil X, Mywater A/C, Konesrares, favin:
QP-delegate autharlsing the batch release: Ulla Hjerme (Ynna XuopHe)
H. Lundbeck A'S, Capenhagen, Denmark

Addiional remarks / flogaTeosi 3ayRaKaHHa:
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