harma )
sclence
Certificate of Analysis / Ceprudikar axoeti Ne 20240314-7TV2558

Product Tablets for the treaiment of metion sickness and nausea 50 mg tablets, blister pack of 25 tablels 1 biister per a carlon package
Mpogykr | TaBneras sig sasuryaanss 1a wyaore, Tabneriy no 50 mr, no 26 vatinerox y nicrepl no 1 6nicTepy y kapTonsii YNRKOBLE

R‘egi&tmiim Cetificate 7 Pecctpauinne Flocsipyéns Ne UA/OBE3/01/01 of fein 21.03.2019;
Unlimited 7 Geacrpokaso
:m N&? 7TV2658

______________ 59 156 packages / ynakopoxk
Mmufac{mmg .{lam Bm}«:@mmﬁa 02 2024
Expiry date /T 4 IPUOATHO 02,2029
MName, éocatton address, license number (GMP) of the | Phammascience Inc., 611 H{’nyaimmm? Avenue, 100, Montreal, Ciebee H4P
production site ard quality control / Massa, aspeca 274, Cana a/ma;ymamwm i, 6111 Pommaym Asenic, 100, Moxpeans,

MICUESHAXOIMEHNA, HomMep nilensll (GMPY  BrpoSHYQ) 59‘3‘3"”* 1/4?1P7F4 ﬁ“f@i} a
ATTRHIALE § KOBTPOINO SKOCTE icense / Miersin No100241-A

#

Testing standard / CTaHAAPT TECTYBANHS ‘ UBP, BF, in House / Dapmakcnes CIUA, €&, mevoanm supobiuia o
Test/ Tecr Specification / Crxmxmbmaum Result / PesynnTar Mathod [ Mevon
Description ! Qnue Peach coral, beveled edge round tablet Conforms / Bianosigae Qrganocleptic
On one side of the fablet there is an | Peach coral, beveled edge round method
imprint "APO 50 or not, quadnsecied on | fablet. On one side of the tablet there | Qpranonentiunng
other side / Opowmesi, &Pyl onack ¢ i an impednt "ARD B0°, quadnsected METCH

Tabrietii. 3 oaHoro Goky Tabnetku e | on other side / Oparokenl, Kpyr
pinBuror  «APQ A0y abo wewmae, 3 | nnacki Tabnenm. 3 opnorg Goky
HLOro ~ A8 nonepeuko-nepetsTt puckk. | Tabnetky ¢ sigburor «APQ 80», 3

JHLOIG -~ aBl [ONePEYHo-TIEPETHT
pUCHIL
Identification / Inenrudpikauin | RT conformus 1o that in standard Gonforms / Binnosiiac <B21> USSP/
preparation. Hac yrpusMysanna Dapakones CLA
HIANOBIAGE THKOMY A% CTRHAARTY.
fhissolution { PoauuHenHs NLT 7 ve menie 76 56 (Q) 95 % <1t USSP/
in 45 minutes / npoTarom 45 xeuiue, rb:apmamneﬂ CLUA
Disintegration f Poanagantn NI 7 ue Binswe 15 min /7 xg (I water / 12 fin ] 1B CPQTe USR
¥ Bl Gapmarones CLUA
Uniformity of dosage units / Meets the requirement / Bighosigae Conforms / Binnosiaas <008 UBP /
OanoptaHic T JO30BANAKX BUMOFamM apmarones GHIA
ORUHALE »x\! 15% %
Assay f Kinbkicne 5-52.5 myfiablet /wr/rabnetry 4915 mahablet f mr/vabnerey B2 1> UBP /
GUIHAMEHHH MOS % of labelled amount 7 aig Dapmaanes DA

| DimenhydrinatelgumenrigonmaT amwuc 3 HE YNakoRu)
- S-chlorotheophyliine /
8-xnopracdinik (% from the 43,447 8 % 456 %
content of dimenhydnnate / sig
SIICTY ZMMERIIPHRETY)

sicrobial imit tests 7 The lest is nof routing (to do once & year) /
MpOBInNOruRg SUETOTE TecT #E £ DYTUHEAR, DPOBOAVTBCH OAVH DAY Ha DIk

Total aerobic microbial count {TAMC) / } <B1> USPY
JaraneHa KpekcTs  aepobhux mikpo- | NMT 7 He Sineswe 107 CFULg 7 | Conforms 7 Bignosigae Gapmarkonon CUIA
apradismis KY Ol

Tolal yeasts and melds count (TYMC) /| NMT / He Sinewe 10" CFUlg 1| Conforms / Banoeiaae
Jaraneua  wnexkicrs  apbigeids e | KYO/r
FHCHARY <2 USP {

£ ol Absence in/ Bicyrns s 1g/r Alisence / Bincyrsi Gapmarones GLIA

Conclusion: Tablets for the treatment of motion sickness and nausea. 50 my lablets, blister pack of 25 tablets; 1 blister per & carten
package fully compliant to the In House standards, the requirements of the US Pharmacoposia and the European Pharmacopoeia /
BucHosok Tabnarni fif sexuTyBanks 18 HyoTy Tabnerd no 50 mr, no 25 vaBnetor y Gpicvepl no 1 Grictapy y KATOHMIA yriakoBL
FOSHICTIO BUNOBIARINTE CTANAAPTAM METOAVK BUPDEHILTEA, Brmoran Gapmakonel CLUA 1a Esponeiiceyol Gapvarone
Cert f.-mmm Statoment: 1 hereby cerify that the above information is true and correct. This series of products was P’(;uUfé{% {including
pac ';mg labf’nng; and quality control was carried out in full coropliance with GMP requirements, established by the locai regulator
authority, as well as in accordance with the specifications contained in the registration dossier. Production, packaging and analysis pro
have been revised and GMF compliance established / Sanga npo cepmuhikati, aym 8 NgTBERL 2 HG emua m@)up

ADCTOBIPHOIO i rouHoo. Lis cepis npoaysull Byra supolinena (Bunoaaoqy ynammyfmam“ mssﬁ ¢
mz‘ cmm 00T A0 BUNMOT CBM:— uxu P't'ramomwm mwugawys pwynmowmm opranow Zwow y m“x mgm:sm 3 {;nmmw

Authiorized supervisor of the Quality Controf Degartmcznt/
YnopHogakena ocoba sinniny Kodrpomo skocti
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JNEPKABHA CJYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKINA OBJIACTI

npos. CeiTanunol Hagii, 3, M.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BHUCHOBOK
NpPo AKiCTH BBE3€HOr0 B Y KpaiHy JIiKapchKOro 3acody

02.07.2025 Ne 31076/25/10

TABJIETKH BIJA 3SAXUTYBAHHA TA HYA1OTH

(naiiMeHy BaHHs Nikapcbkoro 3acoBy 3rinHo 3 peecTpalliiiHiM NOCBIRUEHHAM)
Tabaerku no 50 mr, no 25 y Gaicrepi; no 1 6Jicrepy y kapTonHiii ynakosui

(dopma Bunycky, A03yBaHHA, BUJL TAKYBAHHS JiKapchkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/0653/01/01 crpox nii peecrpauiiinoro nocsinuenns 01.01.2099
Cepis jixapcbkoro 3acoby Ne 7VEQ728 Kinekicts BBE3€HOTO Jikapchkoro 3acofy 77838

Bupo6iiui ®dapmacaiine Ink., Kanaga

(naiiMenyBanus BUPOGHuUKa JHKApPCbKOro 3acoBy, kpaiHa NoXoKeHH)

Baesero B Yipaity Hignpuemcrso ""®apmacaiine Ykpaina Ink", izent. kox: 22900900

(HaitmenyBanns Ta ko X 32 €IPTIOY 1opunnuHoi ocobu abo npissuLLe, im's, 1o GaTbkoBi

KapTKH TJIaTHHKA MoJaTkis abo cepis Ta HOMep MmacropTa)

Mporokon Bisyansuoro konrposuo sig 30.06.2025 Ne 2008/1.

3a pesyiabratamu AECPIKABHOrO KOHTPOJIO BCTAHOBJIEHO, MO Jiikapchkuii 3aci® Beeseno B VYkpainy 3
AOTPHMAHHAM BHMOTr 3aKOHOAABCTBA 100 3a0€3NEYEHHS AKOCTI JIIKapCbKUX 3aCO0IB.

SERTA IO
Ry o

/RS )
e VA TLEVKE
S i 3.

Onsra EPBOMEHKO

(mignuc) {iminianu ta npissne)




»  pharma
l# science

Product els for the tre atme t of molion szumms and nauses
Mpoaysr IETKA BIL 3AXNTYBARNA T8 HyA0TW, Tabnerin no 50 mr
& %tm ion (‘em‘smu Peccrpavinne Nocsiguers Ne ]

50 mcz 1abse>Ls b’:stm p‘aw of ?Otab‘eis 1 blister pm a caton pacx Qe
repi o 1 BRICTERY ¥ KAPTORKIA YRAROHEL
2014

i Quantty in a batch { KingricTs > IPOAYKLT B Cepi b(’s %9 packages { ynakoank
- Manufacturing date ( lata supobnvurea 1102024 .
‘hmuy date / Tépm H TIPUAETHOCT) 01.10 2028

Name, location address, license number (GMP) of the Pharmascience Inc., 6171 Royalmount Avenue. 100. Montreal. Quebec
production sife and quality control / Hassa, agpece H4P 274, Canada /7 ®apmacanne bk, 6111 Fosinnaydr Asedio, 100,

MICUE3HAXOAHEHHR, HOMED FILEHI (GMP) sipobniwol | Moripeans, Kaebex HAP 2T4, Kanapa.

mnbwu» | xcwmor 10 AKGET License / Jligensis No100241-A
asting & ard / C nm,.zavw TECTYBAHHS USP EP, in House / ®apmarones CUA €0 weroy Vkn BM SGBHIKE
Test! Tecr Specsf;cation ! Cneunthikayis Result! Peaynwrar NMethod / Memu
Descnption / Onune Peach coral, beveled edge round Caonforms / Bignosigae Qrganoleptic
tablet. On one side of the tablet | Peach corgl. beveled edge round Imethod
there is an imprint "ARO 50" or not, | tablet. On one side of the {ablet there |Opravonentiyrig
guadrisected  on  other side /| s animprint "ARPQO 507, quadrisected on méTon
Oparwesl, wpyrnl, rmack ralpeten. | other side [ Oparokesi, kpyonl, nnacki
3 oaHore Bory tabnetky ¢ gigburox | tabnetivs. 3 opnoro Ooxy Tabnertiu €
«ARD 50y abo nemae, 3 auoro ~ | Biabutox «AROC 50», 3 Hworo -~ A8l
LB NONEReYHD-NERETATI PUCKIA, NONEPEUHO-NSPETATI FUCKY,
fdentification / lgexTudirauis RT conforms to that in standard preparation, Cuonforms / Bignosipas <B21> USP /
Hao yTRUMYBaHHR BIANOBIASE TAKOMY ANH Gapnmaraonea CLIA
CTAMAADTY,
Dissoltion / PoaunHeHHa NLT / me menwse 75 % Q) 90 % <71t USSP/
N 45 minutes / npoTsiroM 45 xennus, Gapwmakones CUIA
Disintegration / PoananaHus NRAT 7 1e Ginswe 15 min / xe {in water / y soai 12 min/xs =731 USHE 7
Wapmaranes CLIA
Uniformity of desage units / Meets the requirement / Bianosigae sumoram Conforms / Bipnosigae <8056> USP /
OQHODIARICTL ZO30BAHNYX AV 5 15% 7Y% Gapmarones CLIA
OIHAUL S
L Assay / KinekicHe suskavenns | 47.58-52 5 mgiablet / mriraBnetcy (85-105 % of '50.20 my/tablet <621> USP/
Dnmemhydrinatefgmmemrmgmﬂa'r labelled amount / Bia BRa3aHOIC Ha YREKOBUI) mritatneriy Papmakones CLUA
- B-chlorotheophylling /
8-xnopreodinm (Y fmm the 43447 G % 45.4 %
content of dimenhydrinate /
Bl MmicTy gmw»mgx{)mzﬂy)
Microbiat imit tests / The test is not routine (to do once & year) /
| MikpoBionoriusa wcToTa TeCT HE € PYTUHHIAM, NPOBOANTLC CAMH DE3 HA DI : -
Totat gerobic microbial count (TAMC) / NMT / He 6inbiwe 10° CFUIG / KYOir | Conforms / Bianosiaae . <B1» USSP/
Jarancua  KNBKICTE  ZepolHux MIKpo- - Gapuarones CLUA
opravismia
Total yeasts and molds count (TYMC) /| NMT / He Binbwe 10° CFUIg / KYOir | Conforms / Bignosinae
3araneka KineKCTe APMYRKE T2 rricHssy
Eocoli Absence in/ Bigeytwi 8 T g/t Absence [ Blaoyra «G2= USSP/
Gapmakones CUl

Conclusion: Tablaets for the freaiment of motion sickness and nausea, 50 mg higts, bhister pacx of 10 tablets. 1 biister per a carton
package fully comphant 1o ihe In House standards. the requirgments of the US Pharmacoposia and the Euwropean Pharmacoposia /
Bucnauox Talnerin Big 3axuTyBaHHR T8 Hypoty TaBnetky no 50 mr. no 10 tabnerox y Bnicrep; no 1 Onictepy Y KARTOHHIN
YIAKOBLI DOBRICTKY BIANOBIL afmb cranjapram Metoavk Bupabrnutea, ammoran Gapmaronel CLUA 1a €sponevcerol hapmakonel.

Certification Statement: 1 hereby cedify that the s bova information is true and corect. This series of products was produced {including
packaging / labeling) and guality control was carried out in full compliance with GMP requirements, established by the local regulatory
authority, as well as in accordance with the @pecmwmons contained in the registration dossier. Production, packaging and analysis
protocols have been revised and GMP compliance established / 3agea npo cepmudiikayio, UAW s ATBRRANYIO, WO HaBeARHE BULLE
IHEIOPMABLIA £ A0CTOBIPHOK | TONHOW. Lig cepir npoayi Dyna supolnenra (8x wm\mmm “yHgK 'mymapwmm«m i NpOREREHUR
KOHTROME T BKGCTE & NOBsi SIANOBIAROCTE Jo umor OMP, Wo ectanosnes M;cue,zsm Qumm*opm M OPraHCM, 8 TakoX y
BIANCBIAHOCT 31 CReundKaUiAMI, WO MICTATHOR B DEECTRauidHOMYy J0Cbe. ﬂpo*fof«gnm awpo@wuma \ynaxow Ta adanisis Gynu
nepernaHy T BCTaneEneHo sianosigricTs GMP

Authorized supervisor of the Quality Control Department/ \ 'Roma‘r‘; Friedman / Poman ®pinman
YnosHoaakera ocoba signiny KoHTpomo sikocTi J T

Jj{ S A7 (/ S f OZ»

2
P

O T o I ru-‘:-"z.f,/'


http://www.tcpdf.org

