JTEPKABHA CJYXKBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMU Y KAIBCHKIA OBJACTI

npos. Ceitnuunoi Hazii, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO AIKiCTH BBE3EHOI0 B YKpaiHy JiKapchbKoro 3aco0y

24.10.2024 Ne 53204/24/10

30DETPOH

(HaifMenyBaHHS JIiKapchKoro 3acoby 3rifHo 3 peecTpaLifHIM TIOCBiIMEHHSM)
TaJIeTKN, BKPUTi 000J0HKO0, 110 8 MT, 110 5 TabieToK y gaicrepi; no 2 Guicrepn y xapronHii
Kopooui

(hopma BuTIyCcKy, KO3YBaHRA, BUA NAKyBaHHA NiKapcsKkoro 3acoby)
Homep peectpauiiiroro noceinuenns UA/5762/01/02 crpox aif pecctpanifinoro nocsigienis 01.01.2099
Cepis nikapcskoro 3aco6y Ne 7654674 KinbKicTh BBE3eHOr0 Nikaperkoro 3acoby 3042

Bupobuuk ®dapmacaiinc Iuk., Kanana

(naiiMeHyBaHHs BUPOGHHKA AiKapChKOro 3acoBy, KpaiHa TTOXOIKCHHS)

BaesceHo B Yipainy Hignpuemcteo "®@apmacaiinc Ykpaina Ink", izent. xon: 22900900

(HaiimeHyBanns Ta koxt 32 €APIIOY topuauunoi ocobu 260 rpiszBuLLe, iM's, 110 GaTbKOB (isHHIIOl
0co6M - TiIpHEMIA, Tf MicLie MpoXKHBAHHA T2 peccTpailiftiui nomep 06i1ikoBOT KapTKH IIaTHHKA
nozaTkis abo cepis Ta HOMep TIacTopTa)

MpoTokos Bizyansuoro kourpomo sin 16.10.2024 Ne 3166/1.

3a  pesynabTaTaM¥  ICPKABHOTO KOHTPOINIO  BCTAHOBIEHO, 1O mikapcekuit  3aci6  Bmesemo B Ykpaiuy 3

AOTPUMAHHSAM BHMOT 3aKOHOIABCTBA OO 3a0€3NEHCHHS AKOCTI JiKapChKHX 3ac00iB.
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pharma
science

A breed apart

Certificate of Analysis / Ceprudikar axocti No 387976-7654674

Product / ZOFETRON, B mg film-coated tablets. 5 tablets in a blister, 2 bhisters i a cardboard hox /
HTpogyer BOGETPOH, tabneTrv, skpvti 000nonkow, No 8 mr 1o 5 Tabnetor y BRicTept; fo 2 CTepn Y KapToHHI KOposLi
cistration Certficate 7 Peectpauiine Noceiauesnn Ne UABTE2/01/02 of / aig 16.08.2017,
ek W7 Tepm gl walid until undimited registration [ i no. Gescrpokesa pecctpaga
Y umber / Cepist Ng 7654674
uanity in a bateh / KinekicTy npogyiatl 8 cepll 4 042 packages ! ynakosox .
Manufactunng date / lata sypoburuTea 042024
Expiry date / Tepmin npugaTHect) 01042629

Name, localion address, license number (GMP) of the  Pharmascience Inc. 6311 Royaimount Avenue 100, Montreal, Quebec
production site and quality control / Hasea, agpeca H4P 274, Canada i dapmacainc k., 6111 PoanmayHr Asento, 100
LESHEXOLKEHHR, HOMER niuensll (GMP) anpobhuuoi | Monpeans, Kpebex 4P 274, Kanana,

1i | KOHTPOSIO RKOCTI, License / Miuenain No100241-A S
soting standard / CTaHapT 180TV HaKHHA USSP EP. in Mouse / dapmarones CUIA, €0 metoanin sepobmwa
Test/ Tecy Specification / Cneundirauis Result/ Peaynbrar Method / Meron
Dascription/ Onue Bval, fim-coaled tablels with yelow-beige color, on one Gonforms /Binnosinac Organoieptic
side there are imprints "O0" and imprints “8" the other side OpraHons
[ TaBneTey ORANLHOT MopMu, BHpUTH OBONOHKOID KOBTO- ME
GEmEeBOrD Kooy 3 sigtuokom «QD» 3 o/more Hoky § «B»
- 3 MO0,
Average weight/ Nominal value / HominansHe sHadedns 257 500 mgfur Conforms /Bnosigac ERP/EDP2A5
Cepeanst Maca Acceptance valua / Jonyerame simonenns & 5% 2 tadl

sut of { TafneTiw i3 20 and none by 71 i opniet va £10%
fdentification/ =T in sample solution conforms to that in standard Conforms Bunosinac USP 7 Ggpaarones
InenTupicayis solution / Yac yrpvmanus riky posdiHy npobu nosurey CLUA «821»
BIANOBIABTY MBCY YIDUMEHHH MKy CYTAHARPTHOIO DoOaYnHy PMSLC-498
Assay of ondansetron | 7,60-8 40 mg/tablet / mr/raln, 7.92 myltablet/ LGP/ Gaps
/ BMICT OHAHCETPORY | (95.0-105 0% of labeled amount ! 8ig KiNsKOCT!, BKABAHO! mritatn,
Ha yRaKosLi) PMSLC-498
Uniformity of dosage units / $.80-9,20 mg/tablet / mr 8 Tabnery 7.95 mghablet / LISP 7 dapuarones
OnHopiaHicTs Q030BaHKX OLAMHWUDL rarfrabn. CLUA <821 <505>
: AV 515 0% 3.9% PMSLC-501
Reisfive standard deviation / Bigrocsa | NMT 7 He Sinswe 6,0% 1.2%
cranpapTHa noxudxa
Dissolution [ Posvundenus NLT / He menwe 80% (Q)in 30 minutes 98%

seridimn 01 NCHCL 37 °C Appl anapat | 733 30«8
2. 75 mpm 7 obixe,
Wicrobial limit tests / Mikpobionoriuna | The testis not routing {to de once a yeary !
TEOT HE € PYTUHHUM, NPOBOAWTLOR OJNH DY Ha

HMCTOTA {

CTolgl aers Se rmerobial court /| NMT 7/ He dinpwe 167 CFLUG /I KYQHr Conforms /Bianosiass B Gm 28l
Bar A BRMIDT RATTESAATHIX 3epolaix
RIE ) MR
Tots vea net molds count 7 JaransHs | NMT 7 He Ginblue 10° CFURG FKYOH Canforms Bianosigas
HNBKICTE APIKANMIB T8 NIUCHABK i
E ool Absence in/ He gonycraetsca b 1 all Absence [ Blacytul BRI Ew 263

Conclusion: ZOEETRON, 8 'mg film-coated tablets, 5 tablets In a blister; 2 blisters in a cat hoard box fully compliant {o the In
House standards, and the requirements of the US Pharmacopoeta and the European Pharmacopoeia | BUCHOBOK!
JOGETPOH, rafnetin, srpri obonoHkomo, no 8 mr no 5 Tabnetok y Bnicrepl; no 2 SricTep v kapTOHRIE kopeOW BIANOBISEE
cneuudikauii snpobhuka. sumoram ®apmaronet CLUA 1a Erponelcbot hapmaronel

Certification Statement | hereby certify that the above information is true and correct. This senes 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 regisiration dossier. Production,
packaging and analysis protocols have been revised and GMP compliance established 7 3araa npo cepTrhIaLIo: M 4
MIATBEPIKYIO, L0 HABEAEHA BIE HOPMAaUs £ AOCTOBIPHOD i vounoio. Ll cepis npogyruil Oyna supolbneda (Bieqaios
YIAKOBKY/MBPKYBAHHA) | NPOBEAGHVN KOHTPONL 1 FKOCTI & nOBHIR BiAReBIAROCTE 40 Buvor GMP, WO BCTaHCANEH] MICLEBUM
PETYAATOPHUM ORIEHOM, @ TaKOW Y BIANOBIAHOCTI 31 Creundikaliamg, WO MICTATLCA B HEECTPALIRROMY ADCLE. TIPOTORCAN
EUPOOHULTRES, YrakoBky Ta ananisie Synn nepernsinyTi | BCTaHOBNEHO BLANOBIAHIC

.

Authorized supervisor of the Quality Control Department/
Yrnonrosaxena ocoba sigainy Kosrpono skocti




