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Certificate of Analysis [ Ceptundikar sikocTi Ne332058-7643769
Product / MNpogykT: RISPETRIL 2 mg coated tablets, 60 tablets in bottle

PUCNETPWN 2 mr TabneTky, skputi oBonokkot, 60 Tabnetok Y dinakoHi
Registration Certificate / PeectpaLjiiite MocBigyeHHs Ne UA/3656/01/05 of/sia 30.07.2020;

Valid till / Tepmin aii Valid until: unlimited registration / [ie go: 6esctpokosa peecTpauis
Batch number / Cepis Ne 7643769

Quantity in a batch / KinbkicTe npogykuii B cepii 20 518 packages / ynakosok

Manufacturing date / llata sMpoBHuUTEa 11,2022

Expiry date / Tepmin npugatHocTi 11.2027

Name, location address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec
production site and quality control H4P 2T4, Canada

Hasea, aapeca MicLesHaxomkeHHs, Homep nitensii Papmacaitc Ihk., 6111 PosnmayHt Asenio, 100, MoHpeank, KeeBek

i e it H4P 274, Karaga
(GMP) BupoBHUYOT RiNbHULI IKOHTPONIO SIKOCTI: License / NliLienais No100241-A

Testing standard / CTaHaapT TecTyBaHHA USP, EP, in House / ®apmakones CLUA, €®, MmeToaukK BUPobHWKa
Test/ Tect Specification / Cneundpikanis Result/ Method | Meroa
Pesynbrar
Description / Salmon, oblong, coated, scored tablet debossed with “R” Conforms / Visual /
Onuc and "2” respectively on either side of the score on both Bignosigae BisyanbHui
sides of the tablet / Poxeso-nomapaHyesi, AoBracTi
TabneTku, BkpuTi 0BoNoHKo, 3 060X CTOpIH BiABUTOK «R»
i «2» 3 pO3NCAIIEYOK PUCKOK MK HUMW.
Identification / A) IR spectrum in sample preparation conforms to that in Conforms/ | PMSGE-51,
laenTudpikauis standard preparation / IHdypayepBoHUiA cNekTp 3paska Bignosigae | USP / ®apmaxones GLLA
NoBWHEH BIANOBIAATM TaKoMy ONs CTAaHAAPTY. <197K>
B) RT in sample preparation conforms to that in standard ‘Conforms / | PMSLC-399,
preparation / Yac yTpumyBaHHS Niky po3ynHy 3paska Binnosigae | USP monograph /moHorpadisy
roBWHEH BiANOBIAATY TAKOMY ANS CTAHAAPTY. dapmakonei CWA, USP /
®apmakones CLUA <621>
Assay 1,90-2,10 mg/tablet / mr/tabneTky (95-105% of labeled 2,00 mg/tab /| USP / ®apmakones CLIA
KinbKicHe BH3Ha4yeHHs| amount / Bif BKasaHore Ha ynakosLli) mritTabnerky | <621>, PMSLC-399
Dissolution NLT/He meHwe 75% (Q) in / 3@ 45 min / xB. 100 % USP / ®apmaxones CLUA
PozunHeHHs Meets the requirements of USP / Bignosigatu sumoram Conforms / | <711>, USP / ®apimvakones
dapmaronei CLLA <711> Bignosigae | CLUA <621>, PMSLC-397
Uniformity of dosage | Acceptance criteria are from USP / Kputepil npuithsiTHocTi | 1.97 mg/tab /| USP / ®apmakones CLLUA
units / OgHopiagnicTe | srigHo ®apmakonel CLUA <905> mr/Tabnetky | <905>,
[1030BaHUX oavHMLEL | Meets the requirements / Bignosigatu sumoram. AV=15% 21 % PMSLC-398
Related impurities / CynyTHi noMilukn: USP monograph /
Bicyclorisperidone / bBiuuknopucnepuaoH NMT / He 6inbwe 0,5 % 0.06% MoHorpadis Papmaxonei
Risperidone cis-N-oxide / PucnepuzoH unc-N-okeug NMT / He Ginbiue 0,5 % 0.06% CLIA
Individual unspecified / IHavsigyansHi HeineHTudikosadi | NMT / He Binbiwe 0,3 % 0.06% USP / ®apmakones CLUA
Total / Cyma nomiliok NMT / He Ginbwe 1,0 % 0.06% <621>
Microbial imit tests The test is not routine (to do once a year) /
MixpoBionoriyHa yucrtoTa TecT He € pYTUHHWM, NPOBOAUTLCH OAWH Pas Ha piK
Total aerobic microbial count (TAMC) / NMT / He 6inbwe 10° CFU/g / KYO/r Conforms /
3araneHa KinbkicTs aepobHUX MIKpoopraHismis Bignosigae |EP/€d 2.6.12
Total yeasts and molds count (TYMC)/ NMT / He 6inbwe 102 CFU/g / KYOIr Conforms /
3aranbHa KinbkicTb APRKAXKIB Ta NMICHABK Bianosinae |EP /€% 2.6.12
E.coli Absencein 1 g/ BiacyTtHictb B 11 Absence /
BiacyTHi EP/E®2.6.13

Conclusion: RISPETRIL 2 mg coated tablets, 60 tablets in bottle fully compliant to the In House standards, the requirements of the
US Pharmacopoeia and the European Pharmacopoeia / Buchosok: PUCIETPUN 2 mr TabneTku, BkpuTi oBonoHkok, 60 TabneTok
y thnakoHi NoBHIicTIO sianoeiaatoTe cneuudikauii BupoBHrka Ta BuMoram Esponeicekol dapmaxenei 7a dapmakonel CLIA.
Certification Statement: | hereby certify that the above information is true and correct. This series of products was produced
(including packaging / labeling) and quality control was carried out in full compliance with GMP requirements, established by the local
regulatory authority, as well as in accordance with the specifications contained in the registration dossier. Production, packaging and
analysis protocols have been revised and GMP compliance established /

3anga npo cepmuchikayilo: LM 5 NIGTBEPAXYIO, WO HaseAeHa BuLle iHhopMaLlia e ,u,ocmai}pﬁ?’ﬁ jsrouHoK. Lis cepis npoaykuil Byna
BUPOGIEHa (BKMIOYAUN YaKoBKy / MapkyBaHHsA) | NpoBe/eHWA KOHTPOn Ti sIKOCTI a\?a" BighosigHocti go sBumor GMP, wWo
BCTAHOBMEH! MiCLUEBWM PEryNAaTOpPHUM OPraHOM, a TakoX y BignosigHocTi 3i cneuldikauismn, WY MICTATECA B peecTpaliiHomy
GMP.
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