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Certificate of Analysns [ CeprudikaT sicocti No 378985-7652252

Product / TpoaykT: TOPIRAMIN, 25 mg coated tablets, Ne 60-in botile
TOH!PAM!H TabneTku, BKpuT oﬁononkoro, no 25 mr Ne 60 v donaxkoHax
Registration Certificate / PesctpaLliniHe Hocal,qquHs; Ne UA/4294/01/017of / Big 23.04.2021;
Valid till/ Tepmin gil A Valid uniil; unlimited registration / [lie go: 6escrpokosa peecrpauin
Batch number / Cepis Ne 7652262
Quaniity in a batch / KineKicTs npoaykuit 8.cepil 916 packages / yrakoBoK
Manufacturing date / Aara sMpoGHULTRE 1022024
Expiry date / TepmiH npuaaTHocTi ' 02.2029
Name, location address, license number (GMP) of the | Pharmascience Inc,, 6111 Royalmount Avenue, 100, Montreal, Quebec
production site and quality control / Ha3sa, agpeca | H4P 2T4, Canada/ @apmaoauﬂc 1HK., 8111 Ponnmaym Asemo 100,
MICLIE3HaXOMKEHHS, HOMED NiLieHsiT (GMP) Bwpoﬁﬁnqm MOHpeanb KeeGex HAP 274, KaHaAa
RifbHMUI | KOHTPOMK SKOCTI: License / Nitiensis No1 00241-A
Testing standard / CTaHaapT TeCTyBaHHﬂ ] USP, EP, in chse / CDapmakoneﬂ CUA, €0, MeToANKM BUPOGHUKE
Test/ Tect Spec:f‘cat;on 1 Cneunmmaum 1 -Result! Peaynbrar Method / MeTon
Description/Onuc | White, round, coated tablets, on ong side there are.imprints | Conforms / Bignosifae Organoleptic
b and lmpnnts "25" the other side ./ TabrieTkur Binoro | method /
KOFLOPY, KPYrni, BKPUTI 0BONOHKoto, 3 sinbutkom "T" 3 | OpraHonenTHuHui
ofHoro 6oKy Ta BifBUTKOM "25" 2 iHiLioro Boky. MeTon
ldentification / RT in sample preparation conforms to that in standard | Conforms/Bignosinae |USP / ®apmakores
laenTudbikanin preparation / Yac yrpumysaHHs Miky PO34YUHY 3paska CLUA <621>
NIOBUHEH BIANOBI4aTY TAKOMY ANsi CTaHAapTY. PMSLC-0480
Assay / KinexicHuit | 23,8-26,3 mg/tablet / mr s TabneTui 25.08:mg/tablet / USP / dapmakonen
BMicT (95 105% of labeled amount / Big. KiNbKOCTI, BKasaHOl Ha Wi B TabreTu CLUA <621>
ynakosiii) PMSLC-0480
Dissolution/ PO3uMHeHHs NLT / He menie 80% (Q).in /33 30 minutes 100% USP / dapmakones
(Water 500 ml, 37 ° C, App 2, 75 rpm)| / xsunuH. - CLA <711>,
1 500 mn Bogu, 37 °C, anapar 2, 75 | Acceptance criteria / Kpurepii npuiAHsiTHoCT PMSLC-0483
06/xs USP <711
Uniformity of dosage units./ Oano- | Meets the requirements of / Bignosigati Conforms / Bignosigae |USP 7 ®apmakones
pigHicTb 4O30BAHUX OOAUHUUL 1 Bumoram LISP <8056> ' CIUA <905>
Acceptance value / gornyctune AV <150% 4.1%
BioXWNEHHA '
Degradation products / Tipopykty. gerpagauit], =~ ~ ; USP ] ®apwarones
Impurity 2 / Qomiwka 2 NMT J He Binswe 0,2% 0.06% CLUA <621>
Individual unspecified impurities / InaueigyansHi | NMT / He binbwe 0:2% 0.06% PMSLC-0481
HelneHTUIKoBaHT JOMILLIKA e .
Total / Cyma BCiX AOMILLOK NMT/ He Binblwe 0, 7% 0.06%
Microbial limit tests / MikpobionoriuHa The testis not routine {to do once-a year) /
4YUCTOTA ‘ _TecT He '€ pYTUHHUM, NPOBOAUTECSR OOMH Pa3 Ha pik
Total aerobic microbial count / BaraneHa | 'NMT/He Ginblue 10° CFU/gIKYO/r | Conforms/ Bignosigae EP/E® 26.12
KinbkicTs aepobhnx Mixpoopradizmis (TAMC) r’
Total yeasts and molds count / 3aranbHa -NMT/He 6inbive 10% CFU/g/KYQ/r | Conforms / Bignosinae
KinbKiCTe gpbkoxis T4 rinicHasn:(TYMC) '
E. coll | Absence in/BigcyTHicTe B 1 9/r : Absence./ BigcyTHi EP/E9 26,13

Conclusion: TOPIRAMIN, 25 mg coated tablets, Ne 80 in bottle fully compliant to the In House standards, 'and the requirements of
the US Pharmacopoeia and the European Pharmacopcera I'BucHoBok: TOMIPAMIH, Tabnetku, BrpuTi oﬁonoukom no 25 mr Ne 60y
chrakoHax eignosigae cneundikauil BUpoGHUKa, BUMOram ‘bapmat{onen CUWA 18 E)aponemcamf cbapmaxonel

Certification Statemenit: | 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 reqmrements established by the local regulatory
authiority, as well as in accordance with the specifications contained in the registration dossier. Production, packaging and analysis
protocols have been revised and GMP corpliance established / 3agea npo cepTrdikayiio: UMM 8 niATBEPANYIO, WO HaBeaeHa Bulle
iHchopmaLlis € gocTosipHoK | TouHow. La cepia npoaykuii 6yna eupobneHa (BxnovalodM yNakoBKy/MapKyBaHHs) | nposedeHuit
KOHTpONb 1i SIKOCTI B MOBHIA BigNOBIAHOCTI fO BMMOr GMP, LU0 BCTAHOBMEHI MICLIEBYM PEry/iSTOPHUM OpPraHoM, a TakoX Y
signosigHocTi 3 creyudikaliamy, 1O MICTATECA B peecmaumu—tomy LOChe; TIpOTOKCHW BUPOOHWLTBE; ynakosky ta anariais Gynv
nepernaryTi | BCTaHoeneHo sipnosigHicTe GMP

Authorized supervisor of the Quality ControlDepéfrtmentl
Ynosrosaxena ocoba sigainy Konrponio axocri
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