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Certificate of Analysis / Ceprudikar sikocti No 349643-7646605

Product / MpoayxT:

RISPETRIL 4 mg coated tablets,60 tablets in bottle /
PUCNETPWUI taBneTku, Bxputi 0BonoHkow, no 4 mr, 60 Tabnetok ¥ dnakoHi

Valid till / Tepmin aii

Registration Certificate / Peectpauinte TNocsigyeHHs

Ne UA/3556/01/03 of/sig 30.07.2020;
Valid until: unlimited registration / [ie ac: BescTpokosa peecTpadis

Batch number / Cepia Ne 7646605
Quantity in a batch / Kinskicts npoaykuii 8 cepif 12 829 packages / ynakosox
Manufacturing date / Jara supobHuUTEa 08.2023
Expiry date / TepMiH npuaaTtHoCT 08.2028

Name, location address, license number (GMP) of
the production site and quality control

Hasea, agpeca micuesHaxoKeHHA, Homep niueHail
(GMP) evpoBHWHO1 AinbHUALI | KOHTPOTKO AKOCTI:

H4P 2T4, Canada

Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreaf,’r(}uebec

dapmacaitHe Mk, 6111 PosnmayHt Asento, 100, Moxpeans, Keebexk H4P
2T4, Kanaga. License / Nliuexain No100241-A

Testing standard / CtaHaapT TecTyBaHHa

USP, EP, in House / ®apmakones CLUA, €&, meToavku sBupobHuka

Test/ Tecr Specification / Crneundbikauis Result/ Method / Meton
Bl PesyniTaT
Description / Light green, oblong film-coated tablets, on one side there  |Conforms / Visual /
Onuc are imprints "R" and "4" with a line between them, the Bipnoeigae BiayankHo
other is smooth / Ceitng-3eneni, gosracTi TabneTku,
B8KPWTI 0O0MNOHKOK, Ha oAHOMY Goui BigTUCK «R» i «4» 3
PUCKOIO MK HUMW, [HWS - rnagka.
Identification / A) IR spectrum in sample preparation conforms to thatin  |Conforms / |PMSGE-51
InenTuchikauin standard preparation / |HhpauepBOHAA CNEKTP 3pa3ska Binnosigae |USP / ®apmakones CLLA
NMOBUHEH BIANOBIAATA TEKOMY 4NA CTaHASPTY. <197K>
B) RT in sample preparation conforms to that in standard  [Conforms / |PMSLC-399, USP monaograph /
preparation / Hac yTpuMyBaHH#A Niky posuvHy 3paska Bianoeinae {moHorpachis ®apmakonei CLUA,
NOBVHEH BIANOBIAATY TAKOMY ANs CTAHASPTY. USP / dapmakonen CLUA <621>
Assay / 3,80-4,20 mg/tablet / mr/rabneTky 3.96 mg/tablUSP / ®apmakones CLUA <621>,
KinbkicHe BuanaveHHs| (95-105% of labeled amount / sia BrasaHoro Ha ynakosuij |mr/tabnetky|PMSLC-389
Dissolution / NLT / He meHuwe 75% (Q) in / 3a 45 min / xB. 91% USP ! ®apmarkones CLIA <711>,
PoO34YuHEHHS Meets the requirements of USP / BignosiaaTtu sunoram Conforms / [USP / ®apmaxones CLUA <621>,
Gapmakoner CLUA <711> Binnosinae IPMSLC-397
Uniformity of dosage | Acceptance criteria are from USP / Kpuepil npuiHaTHoCTi {3,894 mg/tabUSP / dapmakones CLUA <9052,
units / Oguoplasicts | arigHo ®apmakonel CLUA <805> mr/rabneTky PMSLC-398
0030BaHMX oauHuue | Meets the requirements / Bianoeinartu sumoram. AV=15% 23%
Related impurities / CynyTHi nomiwku: USP monograph / moHorpadis
Bicyclorisperidone / BiunknopucnepracH NMT / He Ginblue 0,5 % | <0.06% |®apmaxonei CLUA
Risperidone cis-N-oxide / PucnepuaoH uvc-N-okcua NMT / He Ginowe 0,5 % | <0.06% |USP / ®apmakones CLUA <621>
Individual unspecified / liausiayansHi HeiaexTudikosadi | NMT / He Ginswie 0,3 % | <0.06%
Total / Cyma AOMiLLIOK NMT / He Binbuie 1,0 % | <0.08% :
Microbial limit tests The test is not routine (to do once a year) / £
Mikpo6ionoriuxa uucroTa TecT He € pYTUHHUM, MPOBOAWTLCA OAMH Da3 Ha PiK
Total aerobic microbial count (TAMC) / NMT / He Ginbwe 10° CFU/g / KYO/r| Conforms / Bianosinae EP/E®286.12
3aransHa KinbkicTs aepobH1X MIKpoopraHiamis
Total yeasts and molds count (TYMC) / NMT / He Binswe 10° CFU/g / KYQIr| Conforms / Bianoeinae
3aranbHa KinbkicTs APKIB Ta NNICHABK
E.coli Absence in 1 g/ BiacytHicte s 11 | Absence / BigeyTHi EP/€$926.13

Conclusion: RISPETRIL 4 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: PUCTIETPIIT 4 mr TabneTky, BKpuTi oBonoHkoto, 60 TabneTok
y chnakoHi NoBHICTIO BiANOBIAaTs cneumdikauil BupobHvka Ta Bumoram Eeponeiicskol dapmakonei Ta Gapmaxone] CLA.

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 /
3assa npo cepmudhikauiio: UMM st NIATBERAXYIO, O HaBeAeHa BiLie iHpopMaLis € A0CTOBIPHOK i TouHoto, Lis cepin npoaykuil 6yna
BUpoSneHa (BRAIOHAIONN YNAKOBKY / MapKyBaHHs) | MPOBEAEHWA KOHTpONs Ii AKOCTI B noBHIA signosigHocTi Ao sumor GMP, wgo

BCTEHOBMNEHI MICUEBUM PErYNATOPHUM OpraHOM, @ TakoX Y signosifgHoCTi 3i cne:_;u
=4%a DB+l

focke. MNpoTokony BUpoSHUUTBEA, yNakosku Ta aranisis 6ynu nepernsaHyTi | BCTAHOBI

Authorized supervisor of the Quality Control Department
YnoBHoBaxeHa ocoba sigainy KoHtporo sikocTi
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MICTATLCA B peecTpauiiHoMmy
GMP,




