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JEPKABHA CJIYXKEBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitmmunoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JIKapcbKoro 3acody

31.08.2023 Ne 42092/23/10

KBETIIITH

78

(HaitMeHyBaHHS JIKapCLKOro 3acofy 3TiIHO 3 PeECTpaLiiiHIM IOCBIAYEHHAM )
Ta0JeTKU, BKPUTi 000JI0HKO10, 10 25 Mr, mo 10 Tadaetok y OJuicrepi; mo 3 6Jicrepu B

KaPTOHHiﬁ Ropoﬁui

(popma BHNYCKy, JO3YBaHHs, BH/ TAKYBAHHS JIKapCchKOro 3aco0y)
Howmep peectpauiitnoro rocsimuenns UA/12146/01/01 crpoxk gii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 7182839 KinekicTh BBe3eHOTO0 Mikapchkoro 3acody 2065

Bupo6uuk PapmacaidHc IHk., Kanana

(HaiiMeHyBaHHA BUPOOHMKA JliKapChKOTo 3aco0y, KpaiHa MOXOKCHHS )

Beseno B Ykpainy IlinnpuemMcTBo "dapmacaiHc Yxpaina Ink", inenr. xon: 22900900

(HaiiMeHyBanHg Ta ko1 3a CJIPIIOY ropuauuHoi ocodu abo npizpuile, iM's, 110 0aThbKOBI (PI3UHOT
0co0u - ninpuemMLd, il Micle MPOXKHUBaHHS Ta peecTpaliiHuil Homep 00/IIKOBOT KapTKU IJIATHUKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa BisyanbHoro koutpouio six 28.08.2023 Ne 2653/1.

3a pesynpTaraMu JEPIKABHOrO KOHTPOJIO BCTAHOBIEHO, IO JIiKapChkMH 3aci0 BBe3eHO B YKpalHy 3

JOTPUMAHHSM BHMOT 3aKOHOJABCTBA LIOA0 3abe3reueHHs SKOCTi JIIKapCEKUX 3aCO0IB.

» L 75
A / Ipuna [TAJJAMAP

(iningiagy 1a npizeuLIe)
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Certificate of Analysis / Ceprudikar sikocti Ne 20230809-7182839

- Product / MpoaykT: QUETIPINE 25 mg coated tablets, 10 tablets in a blister, 3 blisters in a cardboard box/
o KBETINIH TabneTky, skpuTi 06onoHkow, no 25 mr no 10 tabnetok y Gnictepi, no 3 GnicTepu 8 KaPTOHHIK KOpoouUl
r Registration Certificate / Peectpauiine Mocainuenyn Ne| UA/12146/01/01 of / i 16.08.2017,
Valid till / Tepmin ail h Valid until: unlimited registration / flic no: GeacTpokosa peecTpauin
Batch number / Cepis Ne. 7182838
_Quantity in a batch / KinbkicTe npoaykKuil 8 cepii 2 165 packages / ynakoBpok
Manufacturing date / lata supobHULTBE 05.2023 ‘
Expiry date / Tepmin npuaatHocTi 05.2028 o o
Name, location address, license number (GMP) of the | Pharmascience Inc.,
production site and qgggﬁy control / 6111 Royaimount Avﬁﬂﬁﬁ 100, Montreal, Quebec H4P 274, Canada /
Haspa, agpeca MICUBIHAXOMKEHHs, HOMep niueHaii | PaPMaCanHe IHk., 6111 PoanmayHT Asenio, 100, Moxpeans, Keebek H4P 274,
(GMP) BupoBHUUOT AinbHUUI | KOHTPOMIO AKOCT KaHapa. License / Riuersis No100241-A
Testing standard / CtanapT TECTYBaHHS USP, EP, in House / ®apmakonesn CLUA, €, meToavku snpobhnka
Test/ Tect Specification / Cneuudikauis Resuit/ Peaynbrar Method /
. i - ’ MeTton
Description / Round, biconvex, peach-colored coated | Conforms / Bignosigae Organoleptic
Onwuc tablets, debossed with the "P" logo or | Round, biconvex, peach-colored coated method /
smooth on one side and debossed with “25" | tablets, smooth on one side and debossed |[OpradonernTiay-
on the other / Kpyrni asoonykni tabnerku, | with "25" on the other / Kpyrni gsoonykni HUI MeToA
BKPUTI OBONOHKOK NEPCUKOBOrC KONbOPY Ta | Tabnertku, BKpUTI 0DONOHKOKD NEPCUAKOBOID
3 Biabutkom norotuny «P» abo rmageHski 3 | KONLOPY rnagexsii 3 oaHoro Boky 1a 3
opHoro Boky Ta 3 BiabUTKOM «25» 3 IHWOro | BIABUTKOM «25» 3 IHWIGIO DOKY
| Goky - .
ldentification of quetiapine/ | A) RT conforms to that of reference standard / Conforms / Bignosiaae PMSLC-0783
InenTuchikauin keetianiva | Yac yTpumaHHs BiANOBINAE TAKOMY ANs CTaHAAPTY.
B) The absorption conforms to that in the standard | Conforms / Bianosigae PMSLC-0783
preparation when injected on a PDA detector /
MornvHanys BIANOBIAAE TakoMy ANA CTaHQapTy npw
| BU3HA4YeHHI Ha AeTeKTop 3 hOTOAIOAHOI MATPHLIED.
Assay of quetiapine/ 23,8-26,3 mgftablet / mr/rabnerky 24.9 mgfiablet / mrivabneTky FMSLC-0783
KinkKicHun BmicT (95.0-105.0% of labeled amount / Big «inbkocTi,
KgerianiHa BKA3AHOT HAa yNaKoBLi)
Uniformity of dosage units / USP /
OaHoOpiAHICTE J030BaHUX Dapmaxones
OAUHULb CLUA <G05>
Mass Variation / Meeis the requirements / Conforms / Bianosinae
BapiosaHHsa 1o Maci [MoBMHHO BigNoOBIAaTA BUMOram = 15.0% 2.5 %
Acceptance Value /
Aonycrume BifxuneHHs
Dissolution / PosuuHenns | 2 80% (Q) in 30 minutes / 3a 30 xaunnH. a8 %
Acceptance criteria / Kputepii NpUMHATHOCTI 3rigHO PMSLC-0785
USP <711> h
Microbial limit tests / The test is not routine (to do once a year) /
MikpoBionoriyxda ynctora | TecT He € PYTUHHUM, NPOBOANTLCS OAWH pa3s Ha pik
Total viable aerobic | NMT 10° CFU/g / He Ginbiwe 10° KYO/r .-~ _Conforms / Bianosinae EP/IED 2612
microbial count / 3aransHa L pAHA
KINbKICTL KUTTE3AATHUX / QOPMY », "l:,
aepoBHUX MIKPOOPraxiamis ) & %.%
Total yeasts and molds count/| NMT 10° CFU/g / He Binbwe 10° KYO/ § w10 | CoN Bianosinae
JaraneHa KiNLKICTb APDHRIDKIB 125 | & 2 )
Ta NMiCHABK % "i 1 OMR S
E. coli Absence in 1 g / BiacyTHictb 8 11 e\ | L AasEAcE lIBincyTHi EP/ 89 26.13
Conclusion: QUETIPIN 25 mg coaled {ablets, 10 tablets in a blister, 3 -ﬁ BN 5@ t-‘i'l'-fﬁﬁ‘{/ ully compliant to the In House standards,

the requirements of the US Pharmacopoeia and the European Pharma® 1{ \)
Mr no 10 Tabnetok y Gnictepi, no 3 GnicTepu 8 KapToHHIK KOpoB B?@
€8ponencekoi thapmaxonel ta @apmakone] CLUA, \ 0430-0
Certification Statement. | hereby cerlify that the above information is true and™ * This series of products was produced (including
packaging / labeling) and quality control was carried out in full compliance with GMF‘ requirements, established by the local regulatory
authority, as well as in accordance with the specifications contained in the registration dossier. Productmn packaging and analysis protocols
have been revised and GMP compliance established / o

3asps nNpo cepryagikauilo: UMM A mmﬁepmm, uo HaseaeHa suule |chupmaum e _.u;_-ﬂ__ ] g QQHQ;Q, Lisn cepis npopykuii Byna

"'1 i 1T1IH TabneTkn, expuTi oBonoHko, no 25
DTk Cheyndikaull BUPODHUKE Ta BUMOram

umoramu GMP . BecradosneHnmMn
MiCLEeBUM PETYNSITOPHAM OPraHoM, a TAKOX Y BIANOBIAHOCTI 3i cneuudikauiamu, seOTpauinHoMy focee. [MpoTokonu

BUPOOHUUTBA, YNAKoBKK Ta aHanisis Gynw nepernsiHyTi | BCTAHOBNEHO BiANOBIAHICTL G

msrﬁr,ﬁqg* NCE
| Roman Friedman / Poman ©piamaH
2P OF _Col %
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Authorized supervisor of the Quality Control Department/ -
YnoBHoBaxXeHa ocoba sianiny KOHTporno AKocCTi

~
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