- Cinar AT, Xoxwmrpacce 201, [lladdxaysen 8200, [l peiinapis
Janssen ) C24007703/1

ren.: +41(0)526309 k1 L-daxg: +41(0)526309444

Ceprudikar ananizy
PUCIIOJIEIIT KOHCTA®, no 25 mr
Peectpauiiine mocsiguenns Y kpainu Ne:UA/1683/01/01

Kon mponyxkra: 416454 Jlata BupoOHHUIITBA 09 2023

Howmep cepii: NISK000 TepMin npuAaTHOCTI: 08 2026

ID cepii: NISK000 3aMOBIIEHHA: 0020912805

Kpaina-imnoprep: Ykpaina KinskicTs: 198 yn.

ID cepii Koa npoaykra Onuc

NIZTHO00 443096 Pucnonent, nopomox Ui [PUIOTYBaHHS
cycmenzii, y guiakoni, no 25 mr

NIS6Q 442976 Pucnonent, po34MHHMK y MITPHUII

Pucnosent, mopomok JAJisi NPUIoTYBaHHsA cycneHsil, y ¢uiaxkoni no 25 mr

Kon nponykra: 443096 JlaTa BUTOTOBIICHHS! 09 2023
ID cepii: NIZTHO00 3aMOBIICHH: 000020912806

Onuc ¢popmyan: [lopomoxk: Pucniepunon; nonimep: 75:25 DL JN1 [nomi(d, I-naktua-koraikosin)].

Meron: TV-SPEC-47291 v2.0

Iloka3sHuKH Crnenudgikanii Pe3yiabTaru
3oBHiMIHIH BUIIA] - Qnakon:
Besbapeuuil cxistHui Qiakon 3 Cipolo Bixnoeixae
TryMOBOI0 npoOKoto, oOkaTaHui
AJIFOMIHIEBMM KOBIIAYKOM 3 BIIJIAMHOIO
KPHUIIKOK POXKEBOT0 KOJILOPY
- llopouiok:
Oinuit abo maibke OLTHH CHITKKH y .
. - - Bignosinae
MOPOINOK, BUILHHH B/l BUIMMHX
CTOPOHHIX JaCTOK
- Cycnensia:
Jlerko yTBOPIOETBCS 3 PO3YHHHUKOM, HE Bi .
; : innmoBinae
MICTHTB IPY/IOK 00 BHIMMHX CTOPOHHIX
JACTHHOK;
- In'exyia npenapamy:
CycrieH3sis JIerko IPpOXOAUTh Yepes Binnosinae
rosky 0e3 abo 3 HE3HAYHUM ONIOPOM
inenTudikania pucnepugona (Y®- | Coekrp BunpoOyBaHOTO 3pa3ka
cnexrpodoromerpis) BiINOBIA€ CNEKTPY CTaHIAPTHOIO Binnosinae
3paska
InenTudixania pucnepugona (BEPX) | Ilonibnuit yac yTpuMyBaHHs IIKIB
PHUCHEPUIOHY Ha XpOMaTorpamax Binnosinae
BHINPOOYBAHOI'O 1 CTAHJAPTHOIO 3pa3KiB
KinbkicHe BH3HAYEHHH 95% - 105% Big 3asBIEHOT KITBKOCTI
pucnepujaona (362-400 mr pucnepuiony / r ) 100,5 %
mikpocdep) |
CynyTHI JoMilIKu: // ‘
-R071611 <0,3 % <0,1 %
-R072064 <0,3% <0,1 %
Kosxuoi necrrenudiynoi: <0,2 % <0,1 %
CyMH JIOMIIIOK: <0,6 % <0,1 %
Busintenenns in vitro
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Cinar AI', Xoxmtpacce 201, Illagdpxaysen 8200, Ilpeiinapis
ten.: +41(0)526309111, dake: +41(0)526309444

- , €24007703/1
DI i & g —
Ceprﬁwﬁéalf aHaIizy
PUCIIOJIEIIT KOHCTA®, no 25 mr
Peectpauiitne noceinuenns Ykpaian Ne:UA/1683/01/01
Koa nmpoayxkra: 416454 Jlata BUpoOHHITBA 09 2023
Howmep cepii: NISK000 TepMin mpuaaTHOCTI: 08 2026
ID cepit: NISK000 3aMOBIIEHHS: 0020912805
Kpaina-imnoprep: Ykpaina KinekicTs: 198 yn.
(37 ° C Bopsina Dans)
- Jenn 1 (cepeane 3HaYeHHd): <35% 0,3 %
Hens 1 (iHauBiAYyanbHe 3HAaYEHHS 1) <3,85 % 0,33 %
Jeus 1 (imauBinyajibHe 3HaYEHHA 2) <3,85 % 0,33 %
Henb 1 (iHaMBinyaapHe 3Ha4YeHHA 3) <3,85% 0,34 %
- Jlenns 15 (cepenHe 3HAYEHHSA): <12 % 2%
Heuns 15 (inpuBinyansHe 3Ha49eHHA 1) <132 % 1,9 %
Hens 15 (ImguBigyansHe 3HAYEHHS 2) <13,2 % 1,7 %
Heuns 15 (ingueigyansie 3Havyenns 3) <132% 1,8 %
BuBiabHeHHs in vitro
(45 °C Bonsina OaHs)
Tsp v, (cepeHe 3HAYCHHS): 5,8 nuis — 7,1 aniB 6,4 nuei
Tso+ (inpuBinyansHe 3HageHns 1) 5,2 nuiB — 7.6 nHiB 6,4 nuei
Tsoo, (IHAMBINyaNbHE 3HAUCHHS 2) 5,2 nHiB — 7.6 qHIB 6,4 nuen
Tsoe, (iHOUBiAyanbHE 3HaYEHHA 3) 5,2 guiB — 7.6 nHIB 6,5 nHei
Henr 8 (cepe/He 3HAUCHHA): >80 % 97 %
Hens 8 (iHAUBiNYyansHe 3HAaYeHHS 1) >80 % 98 %
Jens 8 (iHauBIAyansHe 3HAYEHHS 2) >80 % 98 %
Jens 8 (inauBinyanbHe 3Ha4eHHs 3) >80 % 95 %
OaunopinHicTs 103yBaHHSA Binnosinae sumoram ®Gapm. CIHIA Binnosinae
<905>, Egp. ®apm. 2.9.40
32/ MIIKOBI PO3YMHHUKH:
-Eranon <1,5% 0.4 %
-Erinauerar <0,5% 0,1 %
-CripT 6en3unosuit <1,9% 0,8 %
Po3noxain po3mipy 4acTuHOK
-doo <150 MM 124 mxm
- d50 60 — 110 Mrm 88 MM
-dl10 > 25 MKM 50 mxMm
BaxrepiaabHi eHI0TOKCHHH <1.40 OE/mr <0.33 OE /mr
Mounekyasipa Bara noJjiiMmepa 75 k[la — 120 x/a 98 x/la
CrepuibHicTh Mae 6yTH cTepUIBHUM Binnosinae
A
Pucnoaent, po3YHHHHEK y HINPHII
Kon npoaykra 442976 JlaTa BUTOTOBNEHH: 09 2023
ID cepii: NIS6Q 3aMOBICHHS: 000056028320
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PUCIHOJIENIT KOHCTA®, mo 25 m

Peectpaniiine noceinuenns Y Kpainu

Cinar AI', Xoxmitpacce 201, llladdxay3zen 8200, lseiiuapis
Ten.: +41(0)526309111, ¢akc: +41(0)526309444

C24007703/1

Ceprudikar ananisy

Ne:UA/1683/01/01 FamN

Hara Bup 6HPIIITBa i

(9l A

Koa npoayxra: 416454 o, 09202 V am VI
Homep cepii: NISK000 Tepmin npupatnocti: 08 2026
ID cepii: NISK000 3aMOBIICHHSA: 0020912805
Kpaina-imnoprep: Ykpaina KinekicTs: 198 ym.

Onuc popmynn: Hatpito kapmenosa 40 mIla.c; monicopbar 20; Harpito rigpodocdar, xurigpar; kucaora

JTUMOHHA 0€3BO/IHA; HATPIIO XJIOPHA, HATPIO TIAPOKCH/T; BOJA ANS iH EKITIH.

Cnenudikanisi: TV-SPEC-42648 v3.0

IMoka3HuK Cuoeundikanii PesyibTaTn
3oBHimHii BHrIAX IIpo3opuii 6e30apBHMME PO3YHH. Bi .
be3 BHAMMMX CTOPOHHIX YACTHHOK OB IAE
pH 6,5-17,5 6,9
Mexaniuni gromitnkm
> 10 MxM < 6000 yacTHHOK/IITIPHIL 249 yacTHHOK
> 25 MKM < 600 gacTuHOK/IIIPHULY 5 yacTHHOK
006’e¢M 110 BUTATAECTHCH ©
MinimMym He Menme 2,22 M ta He Oitsure 2,32 2,26 M
MJI
Makcumym He MeHIe 2,22 M Ta He Oumeme 2,32 2,29 M
M
Cpemie He MeHine 2,22 mii ta He Gisire 2,32 2,27 mn
MUJI
B’sizkicTn Bia 30 mlla.c mo 45 mlla.c 35 mlla.c
CrepuibHicTh Mae 0yTH cTepHIbHHUM Binnosinae
BakTepiaibHi eHIOTOKCHHH < 36,20 OE/Mn < 3,00 OE/mua
Indopmanis

3axkaryeHHs: BiImoBigac BHMOram

Homep sinensii Ha BupoOHUUTBP Ta ceprudikary BimnoBignocri GMP: 511726-102708351 ta

GMP-CH-1004711

Tun ynakoBKM: KOMIUIEKT IO MICTHTh: 1 (h1akoH 3 MOPOIIKOM, | IIpHIl 3 2 MII pO3YMHHUKA, |

OesronxoBui mpucTpid West Ui MpUroTyBaHHs CyCIeH3ii Ta 2 roJIKK JOBXHHOK 25 MM Ta 51 MM (i3
3aXUCHUMM IIPUCTPOSAMH ) JUIA BHYTPIIHBOM'S30BHX 1H'€KINIH ¥ maditi
Jlikapcbka opma: nopouok ta po3UMHHMK JUIS CYCIIeH3Ii JUIs 1H'€KIIiH IPOIOHT0BaHOT il 1o 25 mr.

Ilum migTBepIKyeMo, IO BHILEHaBeleHa iHQopMalis € TOuHOI 1 JocTOBipHON. [lanuit nor Oys
BUT'OTOBJIGHHH Ha 3a3HAYEHOMY IIIIIPHEMCTBI B IMMOBHIH BigmorigHocti 3 BuMoramu GMP wmicuesoi
BJIaM 1 KpaiHU-IMIIOpTEpa, BKIIOYauu 6e31mocepeiHp0 poiec BHPOOHUIITBA, IIAKYBAHHS/MAPKYBAHHS

1 KOHTPOJIb AKOCTi. 3anMcH 110 BUPOOHHITBY JIOTA, YIAKOBII Ta KOHTPOIIO AKOCTI Oynu mepesipeni,
BLTOBYHICTE BUMoraM GMP migTrepmxyeThes.

HMauui ceprudikar ananisy Bunymeno 24 cigna 2024 poky o 12:28 CET (1gHTpaasHOEBPOIIEHCHKH I
yac), 1 BUIyck cepii Oyn0o aBTOPH30BaHO 3a JOIOMOrOI0 EIEeKTpOHHOro myinucy Mapkyc Ilenninr,
YIIOBHOBaXEHOK ocoboro 24 cigus 2023 poky. Lleit ceprudikar 6a3yeT1{CH HA JIaHUX EJIeKTPOHHOI
CHCTEMH, 1 HEe MICTUTh TIOCTABJICHOTO BPYUHY ITiIITHCY. /
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e Cilag AG, Hochstrasse™2 8200 Schaffhause C24007703/1

J a n SS e n Telephone : +41 (0)52 6%0 91 1

PHARMACEUTICAL COMPANIES

oF fohuonfofimen

Certificate of Analysis

RISPOLEPT CONSTA, powder for preparation of extended release suspension for intramuscular
injection 25 mg

Product Code : 416454 Date of Manufacture : 09 2023
Batch Number : NISK000 Expiry Date : 08 2026
Batch ID : NISK000 Order : 0020912805
Importing country/territory :Ukraine Quantity : 198.000 PC
Packaging Type : Vial

Batch 1D Product code Description

NIZTHOO0 443096 RISPOLEPT MSPH ET VIAL 25MG UKR.

NIS6Q 442976 RISPERDAL DILUENT SYR CIL VK

RISPOLEPT MSPH ET VIAL 25MG UKR.

Product Code : 443096 Date of Manufacture : 02 2023
Batch Number : NIZTHO0O0 Order : 000020912806
Batch ID : NIZTHOO

Formula Description : Powder: Risperdone; Polymer: 75:25 DL JN1 [poly(d.llactide-coglycolide)].

Specification Report :  TV-SPEC-47291 v2.0

Test Specification Result
Appearance
Vial Package Colorless glass vial with a gray, rubber concave Pass

stopper and a tightly crimped, smooth seal with
pink flip-off cap.

Product White to off-white, free-flowing powder free from Pass
visible foreign material.

Suspension of the product Suspends readily in diluents without clumping or Pass
visible foreign matter present.

Injection of the product Product passes through needle smoothly with Pass

little to no resistance.
Identification risperidone

HPLC Retention time for sample solution corresponds ~ Pass
to reference solution retention time.
uv Sample spectrum corresponds to standard Pass
reference spectrum it o],
Assay of risperidone 95.0-105.0% of the stated amount (362-400-mg™~, 100.5 %

risperidone/g of microsphere) L \=

RISPOLEPT CONSTA 1X25MG KIT UKR. Page 1 of 5



- Cilag AG, Hoghstrasse 2C affaus
J a n Sse n Telephone : +41 (0)52 630 9111 - Fax: +41(0)52 630 9444

PHARMACEUTICAL COMPANIES

oF folwonaohmon

Certificate of Analysis

C24007703/1

RISPOLEPT CONSTA, powder for preparation of extended release suspension for intramuscular

injection 25 mg

Product Code : 416454 Date of Manufacture : 09 2023
Batch Number : NISK000 Expiry Date : 08 2026
Batch ID : NISK000 Order : 0020912805
Importing country/territory :Ukraine Quantity : 198.000 PC
Packaging Type : Vial
RISPOLEPT MSPH ET VIAL 25MG UKR.
Test Specification Result
Chromatographic purity
Each specified identified degradation <=03% <0.1 %
product: RO71611
Each specified identified degradation <=03% <0.1 %
product: RO72064
Any unspecified degradation product <=0.2% <0.1 %
Total degradation products <=0.6 % <0.1%
In Vitro release (37°C water bath)
Day 1 Mean <=35% 0.3%
Day 1 Individual 1 <=3.85% 0.33 %
Day 1 Individual 2 <=385% 0.33 %
Day 1 Individual 3 <=385% 0.34 %
Day 15 Mean <=12% 2%
Day 15 Individual 1 <=132% 1.9%
Day 15 Individual 2 <=132% 1.7 %
Day 15 Individual 3 <=132% 1.8 %

RISPOLEPT CONSTA 1X25MG KIT UKR.

Page 2 of 5



Siad Cilag AG: H.Qéh

0§ en, Switzerland C24007703/1
Ja nssen Telephone : +41 (052 630 9111 - Fax : +41 (0)52 630 9444

B

PHARMACEUTICAL COMPANIES

or folcn. s

) Certificate of Analysis

RISPOLEPT CONSTA, powder for preparation of extended release suspension for intramuscular
injection 25 mg

Product Code : 416454 Date of Manufacture : 09 2023
Batch Number : NISK000 Expiry Date : 08 2026
Batch ID : NISK000 Order : 0020912805
Importing country/territory :Ukraine Quantity : 198.000 PC
Packaging Type : Vial
RISPOLEPT MSPH ET VIAL 26MG UKR.
Test Specification Resuit
In Vitro release (45°C water bath)
T50% Mean 5.8 days to 7.1 days 6.4 days
T50% Individual 1 5.2 days to 7.6 days 6.4 days
T50% Individual 2 5.2 days to 7.6 days 6.4 days
T50% Individual 3 5.2 days to 7.6 days 6.5 days
Day 8 Mean >=80% 97 %
Day 8 Individual 1 >=80 % 98 %
Day 8 Individual 2 >=80 % 98 %
Day 8 Individual 3 >=80 % 95 %
Content uniformity Meets the requirements of current USP <905>, Pass

Ph.Eur. 2.9.40 and JP <6.02>
Residual solvents

Ethanol <=15% 04 %
Ethyl acetate <=05% 0.1 %
Benzyl alcohol <=19% 0.8%
Particle size distribution
dgo <= 150 pm 124 pm
ds0 60 um to 110 pm 88 um
d10 >= 25 um 50 um
Sterility Current Ph. Eur. 2.6.1 Pass
Bacterial endotoxins <= 1.40 EU/mg <0.33 EU/mg
Polymer molecular weight 75 kDA to 120 kDA 98 kDA
£
e
NG Lo et

RISPOLEPT CONSTA 1X25MG KIT UKR.
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Ja nssen Telephone : +41 (0)5é 630 9111 - Fax : +41 (0)52 630 9444

A o .

Certificate of Analysis
RISPOLEPT CONSTA, powder for preparation of extended release suspension for intramuscular
injection 25 mg
Product Code : 416454 Date of Manufacture : 09 2023
Batch Number : NISKO000 Expiry Date : 08 2026
Batch ID : NISK000 Order : 0020912805
Importing country/territory :Ukraine Quantity : 198.000 PC
Packaging Type : Vial
RISPERDAL DILUENT SYR CIL VK

Product Code : 442976 Date of Manufacture : 09 2023
Batch Number : NIS69 Order : 000056028320
Batch ID : NIS6Q

Formula Description ; Carmellose Sodium 40 mPa.s; Polysorbate 20; Disodium hydrogen phosphate dihydrate; Citric
acid anhydrous; Sodium chloride; Sodium hydroxide; Water for injection (WFI)
Specification Report:  TV-SPEC-42648 v3.0

Test Specification Result
Appearance Clear, colourless solution. Free from visible Pass
foreign material.
pH 651075 6.9
Particulate matter
>= 10 ym <= 6000 Particles 249 Particles
>=25um <= 600 Particles 5 Particles
Extractable volume (minimum) 2.22mLto2.32 mL 2.26 mL
Extractable volume (maximum) 2.22mLto2.32mL 2.29 mL
Extractable volume (average) 2.22mLto2.32 mL 2.27 mL
Viscosity 30 mPas to 45 mPas 35 mPas
Sterility Meets the requirements of current Ph.Eur. Pass
2.6.1/USP <71>
Bacterial endotoxins <= 36.20 EU/mL <3.00 EU/mL
Information

Conclusion: Approved
Market Authorization Number:  UA/1683/01/01

Manufacturing License number and Certificate GMP Compliance no.511726-102708351 and GMP-CH-1004711

Additional manufacturing site: Alkermes Inc., 265 Olinger Circle, Wilmington, Ohio, 45177-2484 USA
FDA Establishment Identifier: 1000142940

Additional Testing Site: Janssen Pharmaceutica N.V., Turnhoutseweg 30, 2340 Beerse, Belgium, Manufacturing
Licence: 2 H, Certificate of GMP Compliance: BE/GMP/2018_050.

RISPOLEPT CONSTA 1X25MG KIT UKR. Page 4 of 5



h— Cilag AG, Hochstrasse 201, 8200 Schaffiatisen); Switzefland C24007703/1

J a n S Se n Telephone : +41 (0)'§2-;-63(T 9111 “aFax

Pl o .

Certificate of Analysis
RISPOLEPT CONSTA, powder for preparation of extended release suspension for intramuscular
injection 25 mg

Product Code : 416454 Date of Manufacture : 09 2023
Batch Number : NISK000 Expiry Date : 08 2026
Batch ID : NISK000 Order : 0020912805
Importing country/territory :Ukraine Quantity : 198.000 PC

Packaging Type : Vial

We hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country.

The batch processing, packaging, and analysis records were reviewed and found to be in compliance with GMP.

This certificate of analysis has been created on 24-JAN-2024 12:28 CET and originally electronically signed for approval
under the supervision of Markus Penning, Qualified Person, on 24-JAN-2024. This certificate is produced by a validated
Laboratory Information Management System and therefore bears no handwritten signature.

RISPOLEPT CONSTA 1X25MG KIT UKR. Page Sof 5



