AEPKABHA CJIYKBA 3 JIIKAPCLKIiIX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npoB. Ceitignoi Hanii, 3, m.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kop CAPIIOY 37078774

BHCHOBOK
PO SIKICTH BBE3€HOI0 B YKpainy JIKapPCLKOT0 3aC00y

22.12.2023 Ne 63974/23/10

KBETIIIIH

(HaMEeHYBaHHS JKAPCEKOTO 3ac00Y 3TifHO 3 peecTpalifiHuM TIOCBIAYECHHIM)
Ta0JIeTKH, BKPHTI 00010HK010, 10 200 Mr, o 10 TabneTok y 0aicrepi; o 3 Guicrepu B

KapPTOHHIN Kopoﬁui

(dbopma BunycKy, nO3yBanHs, BuX MaKyBaHH JIIKapCLKOTO 3ac00y)
Homep peectpaniiitoro nocsiguerns UA/12146/01/03 CTPOK Jii peecTpaiiittoro noceiguenns 01.01.2099
Cepis nixapcskoro 3acofy Ne 7184551 Kinbxicrs BBesenoro nikapcrkoro saco6y 2003

Bupo6uuk Dapmacaituc [ux., Kanana
(HaliMeHyBaHHA BUPOGHHKa JIKapCEKOro 3acoby, kpaina MOXO/KCHHA )

Beeseno B Yipainy Hignpuemcrso "®apmacaiine Yxpaina Ink", inent. xon: 22900900
(HaliMenyBaHHs Ta kozx 3a CJIPIIOY ropuau4HOl 0cobu abo npizsuile, iM's, o 0aTBEKORI (hi3UYHO]
0co0u - miAnpHeMILd, Ti Miciie NPOXHBaHHA Ta PEECTPALIHHUE HOMEP 06MIKOBO] KapTKH [JIaTHHKA

OAaTKIB abo cepist Ta HoMep IIaCIOpTA)

IIpoToxon Bisyansuoro xourpomo six 21.12.2023 N 4093/1.

3a pesymbTatamu ACPKABHOTO  KOHTPOJII0 BCTAHOBJIGHO, MO JUKapChKHH 3aci6 BBe3eHO B Ykpainy 3

AOTPHMAHHAM BUMOTr 3aKOHOIABCTRA IO/10 3a0€3NECIEHHA AKOCTI MKAPCHKIUX 3aCOBiB.

Birami BOHJJAPEHKO

A s e E

(iniuiany Ta npi3BHILE)
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Certificate of Analysis / Ceprudixar skocti Ne 230653-7184551
Product / MpogyxT: QUETIPIN 200 mg coated tablets, 10 tablets in blister, 3 blisters in box
KBETINIH 200 mr tabneTtku, BKpUTI 060n0HKo©, 10 TabneTok y Gnicrepi, 3 BnicTepu 8 kopobuii
Registration Certificate/PeecTpauinHe Floceiguerts UA/12146/01/03 of / Big 16.08.2017

Ne Valid until:/0ie ao: unlimited registration / 6eactpokosa peecrpauia

Batch number / Cepisi Ne 7184551

Quantity in a batch / KinbkicTb npogykuii 8 cepil 2 503 packages / ynakosok 2

Manufacturing date / [lata BUPOBHULITRE 07.2023

Expiry date / Tepmin npuaaTHOCTI 07.2028 |

Name, location address, license humber (GMP) of the | Pharmascience Inc.,

production site and quality control 6111 Royalmount Avenue, 100, Montreal, Quebec H4P 274, Canada/

Hassa, appeca miclesHaxomkeHHs, Homep niuensii | PapMacaiHe IHk.,
(GMP) Efﬁgﬁﬂmﬂ ;;ﬂbi-luui ﬁcourpunm Rmfﬁ: o] 5111 PosnmayHT Aserio, 100, Monpeans, KeeGex H4P 2T4, Kanapa.

License/flitieHain No 100241- _
USP, EP, in House / Papmakones CLUA, _ED, MeToauKkM Bu oBHuka

__Testing standard / Cranpapr T&CT}*B%QHH

Test/ Tect Specification / Creuudikauis “Result Pesynstar Method / MeToz]|
Description / Reund, biconvex tablets. coated white, | Round, biconvex tablets. coated Organoleptic
Onuc debossed with the "P" logo or smooth on one white, smooth on one side and method /

side and debossed with "200" on the other / | debossed with “200" on the other | OprarkonenTuuHui
Kpyrni  gsoonykni Tabnertku,  BKpPUTI / Kpyrni asoonykni Tabnetky, MeTog

obonoHkow 6inoro konsopy 3 BinbuTKOM | BKPUTI OBONOHKOK Binoro
norotuna "P" abo rnaaki 3 oaHoro Ooky Ta | kenbopy rnagki 3 onHoro Boky Ta

BladuTkom "200" 3 iHworo Boky. : 8iaduTiiom "200" 3 iHworo Boky.
Identification / A) RT conforms to that of reference standard / Conforms / PMSLC-0783
lAeHTUdIKELIR KBeTianiva Hac yrpumarns signosigae TakoMy AN CTaHaapTy. Bignosiaae
B) The absorption conforms to that in the standard preparation Conforms / PMSLC-0783
when injected on a PDA detector / Bignosinae |

Mornuxanks signosinae TAaKOMy ANK CTavAapTy NPU BU3H3YEHHI
Ha AeTekropi 3 doronioaHow MaTpuueto.

Assay / 190-210 mg/tablet / mr/rabnerky 200 mg/tab PMSLC-0783

KinbKicHui BMicT ksetianinal (95.0-105.0% of labeled amount / sin Brasaroro Ha ynaxkoesui) / Mr/Tab

Unifermity of dosage units / OAHOPIAHICTL A030BAHNX OAVHUUL USSP/

Mass Variation / Bapiiosanns no maci Meets the requirements / MosurHi BignosipaT Conforms / | ®apmakones CLUA
BUMOram Bignosiaae <805>

Acceptance Value / [lonyctume sigxvnerts | < 15.0% 1.7%

Dissolution / 2 80% (Q) in / 33 30 minutes / XBUNUH, Acceptance criteria / 89%

Po34yuHeHHs Kputepii npuiHaTHocTi arinHo USP <711> PMSLC-0785

Microbial limit tests / The test is not routine (to do once a year) /

MikpobGionoriuna uicrota | Tecr He e PYTVIHHAM, NPOBOAUTLCS OAUH Pa3 Ha pik -

Total aerobic viable microbial count / NMT 10° CFU/g / Conforms/ EP/E€0286.12

3aranbHa KinsKicTs MUTTE3AATHNX aepobrux| He Ginbwe 10°KYO/r Bignosiaae

MiKpoopraHiamis

Total yeasts and molds count / NMT 10° CFU/g / Conforms/

3aranbHa KinbKicTs APPKAXIB Ta nnickgau He Ginble 10° KYO/r Bignosigae

E. coli Absence in 1 g/ BigcyTHicTe B 1 r Absence/ | EP/€®26.13

BincyTHi

Conclusion: QUETIPIN. 200 Mg coated tablets, 10 tablets in blister. 3 blisters in box compliant to the In House standards, and the
requirements of the US Pharmacopoeia and the European Pharmacopoeia / BucHoBok: KBETIMIH, Tabnetku, BKpUTi oBonoHkoio, no
200 mr, no 10 Tabnertox y Oriicrepi, no 3 Onictepu B kopobuj BiANOBiAalcTs cneundikauii BupobHMKa Ta BUMOram ®apmakonel CUIA
Ta €8penencokoi dhapmakoner. |

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 regulatory
authority, 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 / 3asga npo cepmugbikayiro: Uuum s MIATBEPAXYIO, WO HaseaeHa BUlLle
iHbopMmauis ¢ AOCTOBIPHOK | TOYHOIK. s cepin NpoAyKUIl Byna supobnexa (BKniovaoyu YNaKoBKy / mMapkyBaHHR) i nposegeHu
KOHTPOMb 11 SKOCTI B MOBHIM BignoBIgHOCTI A0 BUMOT GMP, wo BcraHosneHi MICUEBUM DErynsTopHuM OpraHoM, a TakoX Yy
BIANOBIAHOCTI 3i cneyndikaviamu, WO MICTATLCE B Dot T8a, ynakoeku Ta aHanisis Gynu
NEPernsiHyTi | BCTaHoBNeHo BianoBiaHicTs G |

/BN Lol

Authorized supervisor of the Quality [
YnosHoBaxeHa ocoba Biaainy Konrpon




