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Certificate of Analysis{ Cepmcbma'r sikocTi No 294105-783710?

t Product / ZOFETRON, 8 rng film-coated tablets, 5 tablets in a blister; 2 blisters in a cardboard box 7 T
[poaykT: 30DETPOH,TabieTkv, BKOUTI 050M0HKOM, 110 8 Mr no & TaBneTox y Griicrepl; no 2 BricTepu y kapTorHii kopobui _|
" Regqistration Certificate / PeectpauiiiHe NocsiguerHs Ne UA/ST762/01/02 of / 8lg 16.08.2017; |
Valid till / repmin gl ) ‘Valid until; unlimited registration / Bie go. 6escTpoKosa peecTpaulis |
“Batch number / Cepia Ne | 7637107 ]
Quanlity in a batch / KinbkicTs npoayxuil B cepil 1 8 914 packages / ynakoBoX o
Manufaciuring date / [lata aupobuuyrea 0.2021 o
' EXpiry date / TepMiH npUaaTHOCTI (9.2026 -

‘Name. location address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec |
‘production site and quality control / Hassa. sapeca | H4P 2T4, Canada / ®apmacaiiuc luk., 6111 Posnmayrt Agerrs. 100.
MICUE3HaxXoAKEHHS, HoMep niyersil (GMP) supobrudoi | Mokpeans, Keebek H4P 2T4, KaHapa.

“AINbHULI | KOHTPOMIO SIKOCTL ‘License / NiueHsis No100241-A :
- Testing standard ! CtanaapT TeCTysaHHS USP, EP, in House / @apmakones CLUA, €@, MeToanku BUpODHMKE
Test/ TecT Specification / Cneuugixayia Resuit / PesynbTar Method / MeTon
Description / Onuc Oval. film-coated tablets with yeliow-beige color, on one Conforms /Bignosifael QOrgancleptic method /
' side there are imprints "OD" and imprints "8“_th8 other | OpraronenThyHmg
side. / TabneTtky osanbHoi Mopmn, BKPUTI 0GONOHKOK METon
oBTO-DexeBoro konsopy 3 sigTuckoMm «OD» 3 ofHOro
DoKy | «8» — 3 iHWoOro. e
Average we[ght! Nominal value / HominanbHe 3HaserHs 257,500 mg/mr. onforms /Bignosipnae EP/ED 2985
CepenHA Maca Acceptance value / Jonyctume BI,EIXHHEHHFI + 5% 2 tahlet%c
out of / TabneTtku iz 20 and none by / i Hi oaHiel Ha £10% |
Identification / RT in sample solution conforms to that in Conforms /Bianosigael USP / dapmakonen
laerTUchikauia standardsolution/ Hac yTpUMaHHa niky po3uury npobu : CLUA <621>
NOBUHEH BIGNOBIAGTU Yacy YTPUMAHHSA MKy CTaHA3PTHOrO PMSLC-498
PO3IYUHY
Assay of ondansetron | 7.60-8,40 mgitablet / mriTadn. - 7.78 mgitabiet / USP / ®apMaKkones
| BMmicT oHaaHceTrpoHy | (85-105% of labeled amount 7 Big xiibkOCT, BRA3aHol Ha | - wMr/fTabn. CLUA <621>
ynakosu) : o N PMSLC-498
Uniformity of dosage units / 6,80-9,20 mg/tablet / mr 8 TabneTyi 7.84 mgitablet/ USP / ®apmakones
OaRopigHICTL AO30BAHUX OANHUL mr/rabn. CLIA <621> , <905>
AV s 156,0% 6.7% | PMSLC-501
Relatlve standard devlation / BigHocHa | NMT / He Binswe 6.0% 3.7%
cTaHgapTHa noxubka
Dissoiution / PO34UHEHHR ‘ 2 80% (Q) in 30 minutes / 3a 30 Xs. 99% USP 7 @apuakones |
300 mi/mn 0,1 N HCI, 37 °C, App/ anaparT CWA <621>, <711> |
2. 75 rpm/ oBixs. ) PMSLC-500
Microbial limit tests / Mikpo6Gionoriuga | The test is not routine {to do once a year) / , ;- |
YHUCTOTA Tecrt He £ pYTUHHUM, 11IPOB0ANTRCR 0AVIH Pa3 Ha PIK D

Tolal aerobic wviable microbial count | NMT / He Ginbwe 10° CFU/g / KYO/r  [Conforms /Binnosinae EP/ED 2612
(TAMC) / 3aranbHa KINbKICTD
HKUTTEIASTHUX 3epODHUX MiKpoOoprasiamia |
Total yeasts and molds count (TYMC) / NMT / He Ginbwe 10° CFU/g 7KYOIr  [Conforms /Bianosigag|
3araneHa KinsKictb APINANIB Ta NRicHABWY | e
E. coli Absence in/ He gonyckaeTbcs B 1 g/r Absence / BincyTHi EP/ED 2613
Conclusion:ZOFETRON, 8 mg film-coated tablets, 5 tablets in a blister; 2 blisters in a cardboard box fully compiiant to the In
House standards, and the requirements of the US Pharmacopoeia and the European Pharmacopoeia [
BucHoBok:30DETPOH,TabneTtky. BkpuTi 06ONOKKOK, o 8 Mr no 5 TabneToK y BnicTepi, no 2 Bnictepy ¥ KapToHHIN kopodui
Bianoeiaae cneyundikauii eupobHuka, BuMoram ®apmakone! CLUA Ta Epponeficskoi hapmaxonei.

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 reguiatory authorily. 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 / 3ansa npo. cep'rnqamauno UM 8
NIATBENAXYIO, WO HaBeaeHa BULLE IH(hopMauia € AoCTOBIPHOI i TowHowW. LA cepis npoaykuil Oyna supodneHa (Brntouaoun
yNaKkosKky/MapKyBaHHA) | NPOBEAEHWA KOHTROND 1 AKOCTI B NOBHIN BignosigHocTi A0 BuMor GMP, wo sctaxdosnexi micuesum
PErynaTOPHYM OPraHOM. a TaKoX Y BignosBiAHOCTI . 3i cneyumikadiaMu, WO MICTRTLCR 8 peecTpauiiHomy Aocke. lNpoToronw

BupobruUTBa, YN3KOBKW Ta aHanisie. 5)’.'1!.‘1 a"“"*ri}--_:.._.- BignosigHicTb GA

Authorized supervisor of the Qualtt
YrioBHoBaxeHa ocoba Biaainy KoHs o *
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