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Certificate of Analysis / Ceprudivar axocTi No20240321-7TX6895
Product | Tablets for the treatment of motion sickness and nausea 50 mg tablels, blister pack of 10tables 1 blister per.a carton package

Npoaykr | Tabnetky sig saxuTysaHus Ta HyAoTY, Tabnetu no 50 wr, no 10 TabneTok y 6nictepi no 1 6ricTepy ¥ KapTOHHIf ynakosui
Registration Certificate / Peectpauiiine TMoceiguenta Ne | UAJ0653/01/01 of /'8in 21.03.2018;

Valid till frepmin g Unlimitéd / 6eactpokoBo
Batch number/ Cepia Ne ‘ 7146885 '

Quantity in a balch / Kinskicts npoaykuii e cepit 300 555 packages / ynaxosok
Manufacturing date / lara supoSuuursa : 02:2024

Expiry date / Tepmin npuaardocTi ‘ 02.2029

Name, location address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec
production site and quality control / Hassa, appeca | H4P 2T4, Canada / ®apmacaiHc IHk., 6111 Posnmaynt Asenio, 100,

) \ SR ot | Modpeans; KeeGex H4P 2T4, Kanana.
MiCLIE3HAXOMKEHHS!, HOMEP NilieHail (GMP) BupoBruuot | MoHpeans, Keebek H4 T
RiNEHAL | KOHTDONIO SKOGTI . License / THLeHais No100241-A

Testing standard / Ctalgapr TecTysaHHs : USP, EP, in House/ ®apmMakones CUIA, €&, MeTOAVKN BUPOBHVKA
Test! Tecr Specification / Coenmnchivatiin " Result/ Peaynsrar Methad { Meton
Description / Onne Peach coral, beveled edge round Conformis / Bignosigae Organoleptic
tablet. On one side of the tablet | Peach coral, beveled edge round|method
there is an imprint "APO 50" or not, | tablet. On one side of the tablet there |Opranonentuunmii
quadrisected on other side /| isanimprint "APO 50, quadrisected on meTon
Opatkesi, kpyrni, nnacki Tabnetku. | other side / Opanskesi, Kpyrnl, rnacki
3 opHoro Boxy TabneTku & BigBUTOK Tabnendr. 3 opHoro Bory Tabnetkn e
| «APO 50» abo nemae, 3 jHWoro — | sinbutok «APO 50%, 3 iHWoro — ast
ABlnonepeyHo-nepaTaTi pUCKN. TronepeyHo-nepeTaTl pUcKy.
Identification / RT conforms to that in standard preparation. Conforms / Bignosifae <B21> USP/
laenrudpikauin Yac ytpumysanHs Bignosigae Takomy ana ®apmakones CLIUA
CT2HABPTY.
Dissolution / PozuntenHs NLT / He menuwe 76 %.(Q) ' 94% =711> USP/
in45 minutes ! NpoTArom 45 XBUNWH. : Papmakonea CLUA
Digintegration / Posnaganus | NMT/ He bineiwe 1 5min/ xa (in water /'y sopi) 12 min/ xe <701>USP/
; : Sapmakones; CLUA
Uniformity of dosage units / Meets the requirement / Bignosigae sumoram Conforms / Bignosinae <905> USP /
OpuopiauicTs gojosanux AV s15% ‘ ' 7% Dapmakones CLUA
OOWHMLE ; : ,
Assay ! KinoxicHe 47.5-52.5 mg/tablet / mr/raBneTry ; 48.00 mgftablet/ <B621> USP/
BUIHAYEHHHA (95-105 %:of labelled amount / sig Brasaroro Ha mritabnerky dapmarones CLUA
Dimenhydrinate/aumenrigpunat] ynakosuy) .
8-chlorotheophylline / ,
8-xnopreodinin (% fromthe | 43,4:47.9% 452%
content of dimenhydrinate 7 ~
BiA, BMICTY AUMEHTIADUHETY) ,
Microbial imit tests / The testis not routine (o do once a year) / ‘
MikpoBionorivna yncrora TECT He € PYTUHHIM, NDOBOANTLCA OANH Pa3 Ha Dik
Total asrobic microbial count {TAMC)Y 1 NMT/ He Binsle 107 CFU/g 1 KYOIr | Conforms 7 Bianoeigae <61> USSP/
SaranbHa  KiNbKicTe  aepoBHUX  Mikpo- dapmaxones CLUA
opraHiamis
Total yeasts and molds count (TYMC) / NMT / He Binbwe 10° CFU/g /1 KYOIr | Conforms/ Bignosigae
3aransHa KinbKicTe APKOKE Ta NNicHsBY ‘
E. coli Absence in/BigeyrHi 81g/r Absence / Bigcyrsi <G2> USP/
Gapmakonen CLIA

Conclusion: Tablets for the treatment of motion sickness and nausea, 50.mg tablets, blister pack of 10 tablets: 1 blister per a carlon
package fully compliant to the In House standards, the requirements of the US Pharmacopoeia and the European Pharmacopoeia /
Bucrosok: Tabnevkn Bif 3axutysanHs 7@ HypoTM Tabnetku no 50 Mr, no 10 Tabnetok y Bnictepi; no 1 Gnictepy y kapToHkii
YNaxoBLl NOBHICTIO BIANOBIAAIOTL CTAHAAPTAM METOAUK BUpoBHULITBA, BUMOraM Gapmakonel CLUA Ta Ebponeiicskol hapmakonei,
Certification Statement: | hereby certify that the abave information is true and correct. This series of products was produced (including
packaging / labeling) and quality-control was &artied out in full compliance with GMP requirements, established by the local regulatory
authority, as well as in acecordance with the specifications contained in the registration dossier. Produetion, packaging and analysis
LM A riaTeepXYIO, WO HaseeHa BuLE
ASYNakoBKY/MAPKYBAHHA) 1 npoBenenui
YISTOPHHM OPTaHOM, & TAKOX v
|TBa, Ynakosku Ta adaniais Synu

protocols have been revised and GMP compliance established / 3asesa npo cepmugi au;
inchopmayis € [ocTOBIPHO | TOYHOIO. Us cepist npogykuil Gyna BupobneHa., a@ﬁtg
KOHTpOne 1 AKocTi B nosxiit signosigHocT A0 Bumor GMP, 1o’ BeTaHoBABR icLies .
BiANOBIAHOCT] 3l creuvdbikauiaMm, o MicTaTeCH B peecTpauinHomy fOCkE.
NepernsHyT | BctaHosneHo signosigHicTs GMP. ] '
Authorized supervisor of the Quality Control Department /

YnosHoeaxeHa ocoGa Bianiny Koxtponw skocTi

Apgrokonu BUpOGH!
[PHARMASDIENGE Y !
| Roman Friedman / Poman ®pigman
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