HEPKIIKCIIYKBA
AEPKABHA CJIYXKBA 3 JJIKAPCBKHX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKINA OBJIACTI

npocniekT Basiepia Jlobanoscpkoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog E€JIPTIOY 37078774

BHCHOBOK
Npo AKICTHL BBe3eHOro B YKpaiHy JiKapcbKoro 3acody
01.08.2022 Ne 29182/22/10
PUCIIETPIJI

(HaiiMeryBanis ikapcsKOro 3acofy 3riZHO 3 peecTparifHIM TIOCBiMEHHSIM)
Tab/1eTKH, BRPUTI 060,10HK010 110 2 Mr no 10 Ta6ierok y Ouicrepi; mo 2 Gaicrepn y
KaApTOMHiil kKopobui

((bopma Bumycky, 103yBaHHs, BRI NAKYRAHHS JTIKAPCEKOTO 3acoby)
Homep peecrpauiiitoro noceiguenns UA/3656/01/05 crpox aii peecrpaniiinoro nocsimuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 7639244 KinekicTe BBe3eHOrO Nikapeekoro 3acody 20452

Bupo6uuk Dapwmacaituc [uk., Kanajga

(maiimenyBannsa BUpoOHuKa TikapeLKOro 3acoby, KpaiHa IOX0 ke H )

Beeseno B Ypainy Hinnpuemcrno ""Papmacaiine Ykpaina Ink", ixent. xon: 22900900

(nafiMenysanns Ta kog 3a CJIPTIOY ropianynoi ocobu abo npi3suie, imM's, no 6aTbKoBi
thiznaroi ocobu - mignpremus, i Micue npoxuBaHus TA peecrpaniiunii Homep 06nikoBol
KaPTKH [TATHHKA NI0AaTKiB abo cepi Ta Homep nmacriopra)

IpoTokon Bisyansnoro kourpomo six 26.07.2022 Ne 1816/1.

3a pesyibTaTaMM  JIEPKABHOTO KOHTPOJIO BCTAHOBIGHO, LIO mikapcekui  3aci6 BBeseno B Vkpainy 3
AOTPHMAHHSIM BHMOT 3aKOHOAABCTRA 100 3a0e3Neuen s AKOCTi JiKapCEKHX 3aco6iB.

3acTynHuk
Jepranrof 3aco6is % 3y6apesa H. B.
T4 KOHTPOJIO giBCEKiH
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- Certificate of Analysis/ CepTudikar akocti No 306764-7639244

Product / MpogykT: RISPETRIL 2 mg coated tablets, 10 tabiets in blister 2 blisters in box
PUCMETPWN 2 mr Tabnetkn, akpuTi obonoHkoio, 10 TabneTok y Bnicrepi, 2 Bnictepy 8 kopobLi
Registration Certificate/Pecctpauiire MoceiguerHs | Ne UA/3656/01/05 offsig 30.07.2020;

Valid till /repmin gii Valid until: uniimited registration / flie no: 6eactpoxosa pescTpayis
Batch number / Cepia Ne 7639244
Quanility in a batch / KinegicTs npogykuii B cepii 21 452 packages / ynakoBoK
Manufacturing date / lata supoBhuuTaa 08.2021
Expiry date / Tepmid npuaarHocTi 08.2026
' Name, location address, license number (GMP) of the | Pharmascience Inc.,
~ production site and quality control gﬁ‘l Royglm?um Avenue, 100, Montreal, Quebec H4P 274, Canada. ;
Hazsa, agpeca MicUe3HaxOgWeHHA, Homep niuewsii | PAPMACcaiHC IHK.. i
o P .. 6111 PoanmayHT Asewio. 100, Moupeans, KeeBex H4P 2T4. Kanapa.
(GMP) BupoGHUYOT QinsHuL mo&*rpomo aKoCTi: Licenselﬂiuemfm NG 100241-A B
i_Testing standard / CTaHaapT TecTyBaHHS USP, EP. in House / ®apmakonen CLUA, €EC, MeToauky BUpOBHUKa
Test/ Tecr Specification / Cneuudpikauia Resuit Method / MeTog
PesynwTar
Description Salmon, oblong, coated, scored tablet debossed with Conforms Visual
Onuc | "R" and “2" respectively on either side of the score on Biagnosinae BisyansHui
| both sides of the tablet / Poxeso-nomapanuesi, gosracri
| | TaBneTiu, BKpUTi 0BonOHKOI0, 3 060X CTOPIH BiaGUTOK
] _«R» | «2» 3 poanofinsUYoK PUCKOD MK HAMMU,
: ldentification A) IR spectrum in sample preparation conforms to that Conforms | USP ®apmaxones
| laenTndikauin in standard preparation/lHtbpadepeoHni cnexTp apaska  [Bignosinae | CLUA<197K>
i NOBUHEH BIANOBIASTY TAKOMY ANA CTAHAAPTY.
B) RT in sample preparation conforms to that in Conforms | PMSLC-399, USP monograph /
standard preparation/Mac yTpumyBaHHs niky poaqnHy Bignosinae | moHorpadiin ®apmakonel CLUA,
3paska NOBUHEH BIANOBIAATA TAKOMY ANA CTaHAADTY. USP <621>
Assay 1,90-2,10 mg/tablet// mritabneTky (95-105% of labeled  |1,95 mg/tab| USP/®apmakones CLUA <621>,
KinckicHe BHaHaueHHsR amount / Bif BKa3aHOIO Ha ynakoeyi) mritad PMSLC-389
Dissolution NLT/He menuwe 75% (Q) in 45 min/3a 45 xs. 92 % USP/®apmakones CLUA <711>,
Po3uuHeHHn Meets the requirements of USP/ Bianosinatu sumMoram Conforms | USP/®apmakones CLUA <621
®apmakonel CLUA <711> Bignosigae | PMSLC-397
Unifarmity of dosage Acceptance criteria are from USP/KpuTtepii 1.97 mgitab| USP/®apmakones CLUA <805>
units OgHopigHicTs NPURHATHOCTI arigHe Papmaxonel CLUA <905> mriTab PMSLC-3938
[030BaHUX OAHHNUDL Meets the requirements/Bignosiaatv Bumoram. AVs15% 29%
Related impurities / CynyTHi gomiwxu: USP monograph Mororpacis
Bicyclorisperidone / BiuuknopuenepuaoH NMT /He Binswe 05 % | 0.06% ®Gapmakonei CLIA
Risperidone cis-N-oxide / Pucnepuion unc-N-okcua NMT / He Ginbwe 0,5 % | 0.06% USP [ dapmaronesa CLUA
individual unspecified / lHgusiayancHi HeinerTVbikoBaKI NMT / He Ginblue 0,3 % 0.06% <621>
Total / Cyma gomiwox NMT / He Ginbie 1.0% | 0.06%
Microbial limit tests Mikpobionoriyna The test is not routine {to do once a year)
YyucToTa TecT He € PYTUHHUM, NPOBOAWTLCH OAMH Da3 Ha PiK
Total aerobic microbial count (TAMC) 3aranbHa | NMT/He Ginswe 10° CFU/g/ KYOIr | Conforms
KINbKICTh aepoSHUX MiKpoOpraHiaMis Bignosipae EP/IE® 2612
Total yeasts and molds count (TYMC) 3arantHa | NMT/He 6inswe 10° CFU/g/ KYOIr | Conforms
KinbKICTb gpixguie Ta nnicHasn Bianosinae EP/E€® 26.12
E.coli Absencein1g Absence
BigcytHicTeB 11 Bigcyrri EP/€E926.13

Conclusion: RISPETRIL 2 mg coated tablets, 10 tablets in biister 2 blisters in box fully compliant to the In House standards, the
requirements of the US Pharmacopoeia and the European Pharmacopoeia ! BucHosok: PUCTMETPUN 2 mr tabnetku, BKpuTi
obononkao, 10 raBnetok y Gnicrepi, 2 BnicTepn B kopoBui NOBHICTIO signosigaiote crneuudikayil supobuuka 13 BuMOram
€Bponencerol dhapmakonei Ta @apmaronei CLUA,

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
protocois have been revised and GMP compliance established / 3assa npo cepmugikaliQ; Lum s NiATBEPIKYIC, WO HaseaeHa BUULE
iHpopmalin € A0CTOBIPHOK | TouHow. Us cepia npoaykuii Gyna supoGneHa 'r;« JOAKOBKY [ MapKyBawWHa) | npoBegeHni
KOHTpONs 11 AKOCTI 8 noBHIA signosigHocTi A0 sumor GMP, wo scTaxosreh ICUEBMY PerynaATOPHWM OpraHoM, a TakoX y
BIANOBIAHOCTI 3i cneumdikalliamm, WO MICTATLCS B peecTpauiHomy focke. fIIpdTokony BUPODHAUTEA, YNakoskW Ta aHaniais Oynu
NepernAHyTi | BCTaHoBNeHo BignosigHicTs GMP { Pmﬁ;‘;\xﬁﬁmé _
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Authorized supervisor of the Quality Control Department
¥YnosHosaxeHa ocoba siaainy KoHTponio AKocTi
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