JEPKABHA CJIYIKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJIACTI

npos. Ceitnuyunoi Hanit, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SAKICTh BBE3CHOI0 B YKpaiHy JiKapcbKoro 3acody

14.11.2024 Ne 53202/24/10

KBETIIIIH

(HaiiMeHyBaHHS NiKApChKOIo 3aco6y 3TiOHO 3 PEECTPaLfHIM MOCBiAYEHHAM)
TabJIeTKH, BKPUTI 06010HKO0I0, 110 25 Mr, o 10 TabjeTok y GJicTepi; mo 3 GJicrepu B
KapToHHiil KopoOui

(dopma BHITyCKy, TO3YBAHHS, BUJ IAKyBaHHs JiKapchkoro 3acoby)
Homep peectpauiittoro nocsiguenns UA/12146/01/01 crpox aii peectpaniitnoro nocsinuenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne 7191805 Kinbkicts BBeseHoro nikapeskoro sacoby 5174

BupoGuHuk dapmacaiinc Ink., Kanazna
(naiiMenyBanus BUpOGHHKA JIiKapCHKOTo 3aco0y, KpaiHa HOXOMKEHH )

Beesero B Ykpainy Iignpuemcrso ""®apmacaiine Ykpaina Ik", inent. xox: 22900900
(uaiiMenysanns 1a ko 3a CJIPTIOY opuanuHoi ocobu abo mnpiseuLe, iM's, 1o GaTekosi disuuHol
ocof - mianpuemus, ii MicLle NPOKHUBAHHS T3 PEECTPaLliiiHkit HoMep 00/TiKOBOT KAPTKH [UIATHHKE

nonatkis aGo cepis Ta HOMep MacnopTa)

Mporoxoa Bisyansuoro kourposo six 15.10.2024 Ne 3164/1.

3a  pesynpTaTaMH [O€pXKABHOTO KOHTPOJIO BCT@HOBIEHO, WO Jikapckkuit 3aci6 Beeseno B VYkpainy 3
JOTPHMAHHSM BUMOT 32KOHOJABCTRA 1110710 3a0e3reueHHs AKOCTI JiiKapChKHX 3aC00iB.
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sclence
Certificate of Analysis | Ceprudixar axocti Ne 20240930-71918085

( ; pharma

Product / Mpogysr: QUETIPIRE 26 mg coated tablets, 10 tablets in a blister, 3 blisters in a cardboard box/
KBETINMH ralnetn, sepuri obononkowo, no 28 wr no 10 1abinetok y Bnicrepi, no 3 Bricrepy 8 kapronkii kopobyl
Registration Certificate / Peccrpauiine Nocaizuents Noi UAMZ2T46/01/01 of / sig 18.08.2017;
Vahd till / reprain il Valid until: unlimited registration / [lic £0: 6e3CTPOKOBE PEECTPAUIR
Batch number / Cepin No 7191805
Quantily in a batch / Kinekicts npoaykuil 8 cepll 5 674 packages / ynaxosox
Manufacturing date / Jata sepobunuresa 03.2024
Expiry date / Tepsin npuaarHoc , 01.03.2028
Name, location address, license number (GMP) of the | Pharmascience Inc., -
production site and quality control / 6111 Royalmount Avenue, 100, Montreal, Quebec HAP 274, Canada / N
Hassa, appeca wicueaHaxomwenrs, Hovep niuenaii | $aPMAcaiiie Ik, 6111 Pornuaynt Asenio, 100, Monpeane, Keebex HaP 274,
{GMP) BAPOBHUNGT AlneHIL | KOHTPOMIC AKOCTT Kanapa. License / Nivensia No100241-A
Testing standard / Cranaapt 1ecryBanHg USP, EP, in House / ©apmakones CUA, €0, metoauiy aupoBinka
Test/ Tect Specification / Cneundhikauin Result/ Peaynowrar Mn::tmd H
grog
Dascription/ Round, biconvex, peach-colored coated | Conforms / Blanoninae Qrgenaleplic
Onue tablets, debossed with the “P* logo or | Round, biconvex, peach-colored coated method /
' smiooth on one side and debossed with "25” | 1ablets, smooth on one side and debossed | Oprasonerntiay-
on the other / Kpyrni geoonykni tatnerkn, | with "258" on the other / Kpyrni asconykni HAR METOL
BipIT] ODONOHROK NERCUKOBOIO Korbopy Ta | TabneTru, Bkputi oBONOHKGIO NEPCHKOBOIT
3 sinBurTeom norotvny «Ps aBo rmagdedski 3 | KONLOpY rnagexski 3 oanoro Boky Ta 3
oaroro Goky 1a 3 sinbuTkoM «28» 4 inworo | sinburkom «25% 3 tHuworo Boky
Bory
Identification of quetiapine/ | A) RT conforms to that of reference standard / Conforms / Bignoeigae PMSLC-0783
lanewTudikalis kserianina Hac yTpuUMaKHs BIRNOBIAAC Takomy AN CTaHAAPTY,
B} The absorption conforms 1o that in the standard | Conforms / Bignosinae PMSLC-0783
preparation when injected on a PDA detector /
Mornnyansn signosias rakomy ans Crasgapry npu
BUIHAYEHRI HB NeTeKTOP! 3 HOTORIOAHOIC MATPULEID.
Assay of quetiapine/ 23.8-26,3 mghablet f mrfrabnegrgy 24.5 mgftablet / rarfrabnercy PMSLC-0783
KinnxicHui smicr {95.0-105.0% of labeled amount / Bia kinekocTi,
Kaevianing BRAIAHOT HA yNakoau)
Uniformity of dosage units / Usk 7
ORHOPIAHICTE JOI0BARMK GapMakonss
OOMHHLLL ' ClUA «805>
Mass Variation / Meets the requirsments / Conforms / Bianosigae
Baptosaurn no maci Mosurne signogigaty sunoram s 15.0% 2.7 %
Acceplance Value /
Honyenime giaxunenns
Dissolution / PosunnesHs | 2 80% (Q) in 30 minutes / aa 30 xsunuu, 99 %
Acceptance criteria [ Kpurepll npuinataocTi srigro PMSLC-0785
USP «711>
Micrebial limit tests / The test is not routing (fo do once a-yeary /
MikpobGionoriunda wucrora Tect He € PYTVHHMM, NPOBOANTLER OAMH DA HA PIK
Total viable aerobic | NMT / He Sinswe 10* CFUIG /KYO/r Conforms | Bignosinae ERICE 2612
microbial count / 3aranwha
KibKIGTh HKUTTEAHATHUAX
aepobuux MIKpOOPranismis
Total yeasts and molds count/| NMT / He Sinswe 10° CFUIQ /1KY O Confarms / Bignosinae
3aranuHa KiNeKICTL Aphraxia
Ta NNICKABK
E. coli Absence in 1 g/ Bigcymictb s 11 Apsence / Biacyrui ERIED 2613

Conclusion: QUETIPIN 25 mg coated tablets, 10 tablets in a blister, 3 blisters v a cardboard box, fully compliant to the In House standards,
the requiremants of the US Pharmacopoeia and the Furopean Pharmacopoeia 1 Bucuosor, KBETHIH rafnetku, sxpuri oBonorkao, no 25
smr o 10 taBnetok y Gpictepl, no 3 GricTepy 8 KapTORHIA kopobui noeHicT0 BiaNoAIAATE cneundikaull BrpoluMKa Ta BAMOIamM
SuponenceLkol hapsmarnonel ta Lapmaronei CLIA, »

Centification 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 ouf in full compliance with GMP requirements, established by the local regulatory
authonty, as well as in gccordance with the specifications contained in the registration dossiperEroduition, packaging and analysis protocols
have been revised and GMP compliance established / e PN i o
Jansa npo ceprwhikauiio: UMM # RIATBEPAKYR, B0 WaseasHs suule HhopMadis ¢ m:%«‘émpﬁmo mNpoukoto. La cepin npoayxuit tiyna
BUPOBIIeHA (BRITOYAINI YIEKOBRY / MAPKYBARKS) | NPOBBASHO KOHTPOML TF sikoct a noghinAianosigHoCTi 3, Bumoramu GMP, acTanosnenimn
MICLEBUM DEFYNATORHUM OPIaHoM, @ Takox y signosiguocri 3 cneundikauinmu, ?t}“ﬁﬁ?ﬁbhmfﬁpe@rﬁamﬁﬂow nocwe. MpoTokond
BsupobHML(TEZ, YRakosky Ta awanizs Synu nepernadyti | aetanosneno signosinsicr GNP, i

Authorized supervisor of the Quality Control Department/

/o
Rofnan Friedman | Poman ®pinman
YnosrHosaxeHa ocoba sianiny Koxrpono axocri e
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