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C24095827/1
CEPTH®IKAT AHAJII3A

PUCIHOJIENT®, raduierkn, BKpUTi 060.10HK010, M0 2 Mr, Ne 20

Peecrpaniiine nocsiguenns Yxpainu Ne UA/0692/01/02

Kon mponykry 090893

ID cepii: PDL4L01

Homep cepii: PDL4L01
Kpaina-imnoprep: ¥Ykpaina

Jara surorornenns: 04-2024
Tepmin nmpupatnocTi: 03-2027
3amoenents: 000020938769
Kinekicts: 3280 yn

Ilokasznuk Cnenndgiramii Pesyapratn
Onuc CBITJIO-OpamiKeBa, BUOBIKEHA, ABOONYKIA, | Bianosinae
BKpHUTa 000N0HKOIO TalneTka, 3 HanucaMu
«Ris» 1 «2Z», pO3AINEHUMH POZIOIIBUOIO
PHCKOI0
PozunHenHs Q=75 % uepes 45 xB 93 %
OnnopiauicTs noszosaunux | Bignosignae sumoram Eur. Ph. 2.9.40. Bianosigae
OJHHHIUL AV <150 1,9

InenTndikanis
pHcnepUaIOHy
-BEPX

-YD-criekTpockonis

[MogiGuui qac YTPUMYBaHHS nmiky | Bignosigae
pHUCIIepUIOHY Ha Xpomarorpamax
BHMIPOOYBAHOTO | CTAHIAPTHOrO PO3UHHIB

36ir MakcuMyMiB criekTpiB BunpoOysaHoro | Bigmosigae
1 CTAH1APTHOIO PO3UHHIB

Kinbkicaui BMicT 95,0 - 105,0 % Bix 3agBieHOI KIIBKOCTI 100,3%
IIpoaykTu poznaay:

- OKpeMi, <0,2% <0,05%
110 1AeHTUDIKYIOThCA

R076960

- OKpeMl, <0,2% <0,05%
10 11eHTUDIKVIOTBCA

RO71611

- OKpem, <0,2% <0,05%
110 He 11eHTHDIKYIOThCS

-CYMH <0,7% 0,0 %

SAKJIIOYEHHA: BIAITIOBIIA€ BUMOI'AM

Yunakoska: tabnetku, BKpUTI 000710HKOI0, 10 2 Mr; 110 10 Ttabnerok B Gaicrepi; no 2 Gaicrtepu y KapTOHHIHA

nayil

Onupc  dopmynu: pucrepy/ion 2 Mr; J1akTo3a, MOHOTMIAPAT; KPOXMallk KYKYPYA3SHHWH, Lejolosa
MIKPOKpHCTaliuHa; rimpoMeno3a; MarHilo creapaT; KpPeMHII0 JIOKCHI KoOJOIAHMH Oe3BOojHME; HATPiKO
naypuicynegar, turany miokcua (E 171); Tajibk; NpornineHrikois; opan:keso-xosTHH S (E 110).
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C24095827/1
CEPTH®IKAT AHAJII3A
PUCITIOJIEIIT®, Ta6.1eTkn, BKpHTI 06000HK010, IO 2 MT, Ne 20
Peecrpaniiine nocsiguenns Y kpainu Ne UA/0692/01/02
Kon npoayxty 090893 MHara suroropnenunsa: 04-2024
ID cepii: PDL4L01 Tepmin npuparnocri: 03-2027
Homep cepii: PDL4L01 3amosunienns: 000020938769
Kpaina-imnoprep: ¥kpaina Kinbkicts: 3280 yn

Mikpo0ioioriunuii MOHITOPMHY: NIPOBO/IMTHCH 3 BCTAHOBJIEHOT YAaCTOTOO.

Howep ainemsii wa pupoGunirso 1a ceprudixary sianonianocri GMP: aM - 67/2024 va IT/93/H/2024

Llmm miaTBepAAy€EMO, 1110 BHILEHABeAeHA iHpOpMAaLlia € TOYHOIO | JocToBipHOK. JlaHa cepis Oyna BupobieHa
Ha 3a3HAYEHOMY MIANPUEMCTBI B NIOBHIN BijnosiaHocTi 3 BUMoramu GMP micuieBoi Bnaawm i kpaiHu-iMnoprepa,
BKJIIOUAIOUM Oe3rmocepeHb0 Mpollec BUPOOHHMLITBA, TAKYBAHHSA/MAapKyBaHHA 1 KOHTPONB SKOCTi. 3amucH 3
BUPOOHMIITBA cepii, YMakoBKM Ta KOHTPOMW sKocTi Oynu mepeBipeHi, BianoeigHicte eumoram GMP
MATBEPIAKYETHCS.

Hanuii ceprudikaT aHanizy Bunyiuenuii 27 cepnias 2024 poky i Bunyck cepil apTopuzoaHo Anecis [erpi,
VIIOBHOB&XKEHOIO 0c0b010 JIaTiHK, 3a JOMOMOrOK eeKTpoHHOro nignucy 27 cepnHa 2024 poky o 18:50 CET
(LlenrpansHo-esporneiicekuii yac). Ileit ceprudikar GasyeThes Ha JaHUX EIEKTPOHHOT CHCTEMH, i, OTXKe, He
MICTHUTE TIOCTABIEHOTO BPYUHY MIAMHCY.



- Janssen Cilag S.p.A., Via C. Janssen, Borgo S. Michele,

Jjanssen 04100 Latina, Italy

Telephone : +39 0773 6161 - Fax : +39 0773 241312

PHARMACEUTICAL COMPANIES
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Certificate of Analysis caaossez
RISPOLEPT®, coated tablets 2 mg, Ne20
Date of Manufacture : 04-2024
Product Code : 090893 Eepiry: it ; 03-2027
Batch Number : PDL4LO1
Batch ID : PDL4LO1 Order : 000020938769
Importing Country : Ukraine Quantity : 3280 PC
Test ificati Result
Aspect Slightly orange, oblong, biconvex, coated half- Pass
scored tablet with the inscription "Ris/2" on one
side
Dissolution
Dissolution Q= 75% at 45 minutes 93 %
Identification of Risperidone (UV) Maximum at the same wavelength for sample Pass
and reference
Identification of Risperidone (HPLC) Similar retention time for sample and reference  Pass
solution peak
Assay of Risperidone (HPLC) 95.0 - 105.0% of label claim 100.3 %
Chromatographic Purity
R0O71611 <=0.2% <0.05 %
R076960 <=0.2% <0.05 %
Any unspecified degradation product <=02% <0.05 %
Total degradation products <=0.7 % 0.0 %
Uniformity of dosage units (Content Uniformity)
Acceptance value <=15.0 1.9
Uniformity of dosage units (Content Conform to current Ph. Eur. <2.9.40> by Pass
Uniformity) Content Uniformity
Information
Conclusion: Approved
Packaging Type : 2 mg coated tablets; 10 tablets in a blister; 2 blisters in a carton box

Formula Description : Risperidone 2 mg; Lactose; Maize starch; Micro-crystalline cellulose; Hypromellose; Magnesium
Stearate; Colloidal Anhydrous Silica; Sodium Lauryl Sulphate; Titanium Dioxide (E 171); Talc;
Propylene Glycol; Orange Yellow S (E110).
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Certificate of Analysis C24095827/1
RISPOLEPT®, coated tablets 2 mg, Ne20
Product Code - 090893 Date of Manufacture :  04-2024
Batch Number : PDLALO1 Expiry Date : 03-2027
Batch ID ; PDL4LO1 Order : 000020938769
Importing Country : Ukraine Quantity : 3280 PC

Market Authorization Number:  UA/0692/01/02
Microbial monitoring statement: Microbiological testing is performed on an established frequency

Manufacturing License number and Certificate GMP Compliance no. aM — 67/2024 and [T/93/H/2024

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.
TThis certificate of analysis has been created on 27-AUG-2024 and the batch release has been authorized by
ALESSIA PETRILLI, Latina Qualified Person, by means of an electronic signature on 27-AUG-2024 18:50 CET.This

certificate is produced by a validated Laboratory Information Management System and therefore bears no handwritten
signature.
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