JAEPKABHA CJIYXXBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

npos. Hanii Ceitanynof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPI10Y 37079055

BUCHOBOK
Npo sIKiCTb BBE3€HOro B YKpainy JIikapcbKoro 3acoby
14.06.2024 Ne 30717/24/26
KABEPJIAT®

(naiiMeHyBaHHA Jikapcbkoro 3acofy 3rigno 3 peecTpauifinuM NOCBiAYCHHAM)
Tabaerku mo 0,5 mr, mo 8 Tadaerok y masimui, no 1 nuisiiuui y kaprouniii kopobui

(dopma Bunycky, 403yBaHHA, BHA NaKyBaiin JiKapeekoro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/19113/01/01 ctpox gif peectpauiiinoro nocsiauenns 22.02.2027
Cepis nikapcekoro 3acoby Ne 1982216 KinskicTs Bre3seroro nikapeskoro sacofy 12731

BupoGHuK Anortekc Iuk, Kanana

(HaHMcHYBaHHA BHPOOHHKA JIIKapCLKOTo 3aco0y, KpalHa IIOXOAMKCIIHA)

Baeseno B Vkpainy AKIIOHEPHE TOBAPUCTBO "®APMAK", igenT. xoa: 00481198

(Haiimenysanua Ta xoz 3a €JIPI10VY 1opuanunol ocobu abo npizsuute, im's, no Gartkosi
(pizumHOT 0cobH - nianpuemus, ii Micue IPOXHBAHHA Ta peccTpauiiiuui Homep obGnikosoi
KapTKH MIaTHUKA NojaTKiB abo cepid Ta HOMEp nacnopra)

IpoTtokon BisyansHoro koutponio sin 14.06.2024 Ne 2044/1.

3a pe3ynbTatamMd JIepKABHOTO KOHTPONK BCTZHOBIEHO, WO Jikapchbkuil 3aci6 BeeseHo B VYkpaiHy 3

cobis.

AOTPHMAHHSM BHMOT 3aKOHOAABCTBA OO 3ade3rneyCHHA AKOCTI NiKapcbKy

Mukona XOJIOJEHKO

(nianuc) (iHiuianu Ta npisediue)

CCI
B! #,

Hauaibuu oo Rl




APOTEX

Innovaling for
palient aflordability

Certificate of Quality

CABERLAT TAB 0.5 MG 8BTL CHLD- RES FAR

Name of praduct: | : CABERLAT | Importing country: | : Ukraine
Registration No: : UA/19113/01/01
Strength/ Potency: | :0.5mg | Dosage form: | : compressed tablets
Packaging size: 8'S/HDPE BOTTLE
Batch No: 1 1982216 Quantity Released: 12,731 EA
Date of : 15 January 2024 Expiry date: : 102025
manufacture:
Manufacturing APOTEX INC.
site: 130 Signet Drive, Toroato, Ontaris, MIL 1T9, Canada
Packaging site: PCI Pharma Services Canads, Inc., I Rimini Mews, Mississauga, Ontario L5N 4K1,
Canada
TEST SPECIFICATION RESULTS
APPEARANCE White coloured, capsule-shaped, flat, scored tablets Conforms
engraved “APQ” on one side and “CA” bisect *“0.5” on
the other side
IDENTIFICATION UV Spectrum: Corresponds to Standard Conforms
HPLC Retention Time: Corresponds to Standard Conforms
WATER CONTENT NMT 2% 0%
DISSOLUTION Q=75% Mean: 97%
Time= 15 minutes % RSD: 2.6%
Minimum:93%
Maximum: 100%
PASS
STAGE}
UNIFORMITY OF As per USP/EP Mean: 94.4%
DOSAGE UNITS
% RSD: 4.2%
Minimum: 89.2%
Maximum: 102.8%
AV:13.7
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E PASS
STAGEI
DEGRADATION CABI:NMT 0.5% BRT ]
PRODUCTS )
Cabergoline RC A: NMT 2.0% BRT
Cabergoline N-Oxide: NMT 1.0% BRT
Unidentified Impurity: NMT 0.5% 0.1%
Total Impuritiss: NMT 2.5% 0.1%
ASSAY 95.0 to 105.0% (% of claim) 97.5%
RESIDUAL The drug product complies with residual solvents Complies
SOLVENTS requirements USP <467> Cption 1.
Legend:
The drug complies with ICH Q3D
BRT: Below Reperting Threshold
ND: None Detected
Reporting 0.1%
Threshold:
Certification I hereby certify that the above information is authentic and accurate, This batch of
statements: product has been manufactured, including packaging and quality control at the above

mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the imporiing
country. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP

. - .. e ey (e T
Name and position/title of person authorising the batch release o OROITIDE. Gy i ELENLER

Signature of person authorizing the batch release W v

Date of signature;
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AMNOTEKC

Karaacbka rnoBansHa koMnawis
B ranysi 0XopoHu 3q0pos's

Ceprudikar axocri

KABEPJIAT TAB 0,5 MI' No 8 V [T (CHLD-RES FAR)

Haiimenysanns KAPBEJIAT Kpaina-imooprep: | Vipaina
HPOXYKTY:

Homep peectpaniiinoro | UA/19113/01/01

HOCBilYeHHN:

Jlosyeanns/akTHBHICTS: | 0,5 Mr | ®@opma Bumycky: | TaGneTku npecosani

Posmip ynakoskn: [TJIAIIIKA 8'S/TTEBII]

Homep cepi:

1982216 Kiabkicts samymenoi| 12 731 O]

NpoayKimii:

Jara BHpobunuTBa:

15 ciung 2024 p. Tepmin npuaatrocti: | 10.2025

Bupo6uuua gitbanns:

«AIIOTEKC IHK.»
150 Cirner /Ipaiig, ToponTo, Ourapio, MOL 1T9, Kanana
(APOTEX INC. 150 Signet Drive, Toronto, Ontario, M9L 1T9, Canada)

Ainbuuns nakysanns:

«IKI ®apma Cepsices Kanana, Ink.» 1 Pimini M's03, Micciccora, Onrapio,
L5N 4K1, Kanaxa (PCI Pharma Services Canada, Inc., 1 Rimini Mews,
Mississauga, Ontario, L5N 4K1, Canada)

IIOKA3ZHHUK CIEODUPIKAITA PE3VJILTATH
OITMC bimi, mmacki, xancynomoni6ui Tabrerku 3 pHCKOIO, 3 | Binnorinae
THCHCHHAM «APO» 3 onmHoro 6oky Tabrnetk Ta
THCHEHHAM «CA» mo ommH Gik Bix puckw i «0,5» mo iHmuit
OiK Bia pUCKH - 3 iHmoro Goky.
INEHTU®IKALILSA VY ®-cnexrp: Bianosigae CTaHIapTHOMY 3Da3Ky Binnosinae
Yac yrpumysanns BEPX: gimnopinae CTaHaapTHoMmy | Bianosinmae
3pasKy |
BMICT BOJIU He Gibe 2 % 0%
PO3YMHHICTE Q=75% | Cepenne 3HaueHHs:

97 %
Yac = 15 xsummn
% BimHOCHOrO
CTaHIapTHOrO
Binxwienns; 2.6 %

Minimym: 93 %
Maxkcumym: 100 %
BITIOBIIAE

CTAIA 1
NS

el CTOleKa 132

{3/




OIHOPIIHICTH Bignoeiawo xo ®apmakonei CILIA/Esp.Papm. Cepenne 3HaquHa:_‘
JIO30BAHUX 94,4%
OTUHUILIb % BimgHOCHOIO
CTaHAapTHOTO
BiaxwieHHS: 4,2 %
Minimym: 89,2 %
Maxkecumym: 102,8
%
[puitmansse gnco:
13,7
BIZIIOBIIAE
CTAIIA 1
CYITPOBIJIHI CAB I: He 6utsme 0,5 % HMB
JOMIILIKHA
KaGepronin RC A: ne 6insime 2.0% HMB
Kabepronin N-okcuz: He 6inbme 1,0 % HMB
Heinenrudikorana gomimka: e 6impme 0,5% koxHOT 0,1 %
Cyma gomimok: He 6itbmre 2.5% 0,1 %
KUIBKICHE Bix 95,0 1o 105,0 % (% Bia HoMiBaTEROrO BMiCTy) 97,5 %
BU3HAYEHHS
3AJTMIIKOBI Jlikapcekuii 3aci6 BiNOBiTaE BHMOraM MO0 3ATHIIKOBIX Binnosigae
KUIBKOCTI KiBKOCTeH OpraHiunmx pozunsnukis USP <467> Bapiaur
OPI'AHIYHHX I
PO3YUHHHKIB
IToznayenns:

HMB: Hmxue Mexi BH3HauCHHS

HB: ne Bussneno

Iopir peectpauii nomiuxu: 0.1%

3asea npo ceprudikaniso:

[um s 3acsigdyio, mo Buweskazana IHQOPMANiS € JOCTOBIPHOK Ta TOYHOIO. o cepito mpomykuii Gyno
BHIOTOBJICHO,  BKJIIOYAOYH  YNAKOBKY Ta UpOBEACHHH KOHTPOJb  SKOCTi, HA BHIIe2a3HaYeHid
AUTBHHL/OUBHALIAX Y TOBHI BiAnoBinHOCTI 10 BuMOr GMP, BCTaHORIEHMX MICUEBHM perynaTopHmM

Ilpiseuwe, iM's Ta nocama ocobn, CAPAHJDKI TA®PI (SARANJI GAPHRI)

BINOBINABHOT 32 BHITycK cepii Koopnunarop, daxisens 3 sunycky NpONyKILi{
[Tinrmuc ocobu, BinnorizatsHoOT 3a Migmac/

BHITyCK cepii

Jata nigmacy: 22 Hepesns 2024 poky

[lewatka: ATIOTEKC IHK., TOPOHT O, KAHAJTA
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