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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®DIKAT AKOCTI CEPIT IKAPCHKOT O 3ACOBY

Name of product/Hazea npoaywry Desloratadine-Teva, film-coated tablets, 5 mg Ne10 in blister/ fleanopatapun-Tesa, Tabnetkuy,
(strength, dosage form, package size and BKPHTI NNiBKOBOI0 060N10HKOIO, MO 5 Mr Ng10 a Gnictepi
type/aoaysanHa, nikapceka popma, po3mip
i TN YNaKkoeKM)
Composition/Cknag, Desloratadine 5 mg /nesnopaTtanmiy 5 mr
Manufacturing country/Kpaina supo6Huk Malta/ Manbra
Importing country/Kpain a-imnopTep Ukraine/Yxpaira
MA number/Homep P UA/18739/01/01
Batch number/Homep cepi 151260
Batch size/Po3smip cepii 59,175 packs/ynakoeok
Date of manufacture/flara BUpOBRULTBA 02.2024
Expiry date/CTpok npuparHocTi 01.2027
Narme, address and authorization number Actavis Ltd, BLB 015, BLB 016, Bulebe! industrial Estate, Zejtun, ZTN3000, Malta/
of manufacturing site/Hassa, anpeca i Axtaaic NTA, BLBO1S, BLBO16, Byreben Inpacrpian 6yamnok, m. 3edimyH, ZTN 3000, ManbTa
Homep AineHsil snpobLuyoi ginormyj MLCO1
Test / MoxazHuk AKOCT Specification / Aonycrumi Hopmu Results / Pesynbraruj
Description / Blue, round, 6 mm in diameter, biconvex, film-coated tablets, Complies / Bianosigae

QOnmne with “LT” engraved on one side / BEnakurhi, kpyrni, aiametpom
6 Ma, ABOONYKA TafAeTKK, BRPUTI NAIBKOBOIO oBoAoHKoD, 3
THCHeHHAM «LT» 3 oaHoro Goky.

Identification/ igerTudikauin:
- HPLC/ BEPX | The retention time of the major peak in the chromatogram of Complies / Bignosinae

the assay preparation corresponds to the major peak in the
chromatogram of the standard preparation / Yac yrpumysanns
OCHOBHOTO NiKy Ha xpomartorpami A0CHOMYBAHOMO PO3UMRY,
OTPUMAHOI MiA Ya< KINbKICHOMO BUSHAYEHHA MOBMHEH
BianosiaaTM uacy YTPUMYBaHHA OCHOBHOTO Niky Ha
XpOMATOrpami CTaHAAPTHOIO PO3UMHY.

The UV spectrum of the major peak in the chromatogram of Complies / Bignorinae

~HPLC-DMD/ BEPX-AMA the assay preparation corresponds to that of the reference
solution / Y® cnexTp ocHosHoro niky Ha xpomaTorpami
DOCAILPKYBAHOTO PO3YKHY, OTpUMAHOT NI Yac KinbkicHoOro
BUSHAYEHHA BIANOBIAAE TAKOMY M CNEKTPY AN OCHOBHOM
nika Ha xpomarorpami craHgapTHoro pO3yUHY
Uniformity of dosage units (by Complies with Ph, Eur. (2.9.40) / AV: 26
content uniformity}/ OgropignicTs Bianosiauo Ao €sp.o. (2.9.40}
A030BAHUX OAMHMLD (MeTos
MPAMOro BU3HAYEHHRA)
Average tablet mass / 103,0 mg £ 5% (97,9 mg - 108,2 mg)/ 101.99 mg/mr
CepeaHa maca 103,0 mr £ 5% (97,9 mr — 108,2 mrj
Assay / Kinokiche BusHaveHHn
HPLC/ BEPX | 4,75-5,25 mg/ mr 4.9mg/mr
95 % — 105 % of labeled amount/ 8if 3a9BMaHOT KiNbKOCTI 98.85%
Related substances /
CynyTHi gomiwxm:
- N-hydroxy impurity / N-riapoxcu NMT 1,0 % / He Ginbwe 1,0 % <0.05%
Aomitska *
- any unknown impurity / Gyab-axa NMT 0,4 % / He 6inbiwe 0,4 % <0.05%
Hesinoma aomiwka
- Total impurities / cyma gomiwok NMT 1,0 % / He 6inbwe 1,0 % <0.05% ]
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Dissolution / PosunHenus** NLT 85% (Q + 5%) after 30 mins / Complies at 52 level/
{paddles, 0,1 M, HCIpH 1.2, 50 rom / | He menHwe 85% {Q+5%) vepes 30 xguaun Bianosiaae pisnio 52
nonacri 0,1 M, HCl pH 1.2, 50 06/xs}
Mean/Cepeame: 91.0%
Min /Min: 75.7%

Max /Makc: 101.3%
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Microbiological quality™ / Mikpo6Gionoriuna uncrora {complies Eur. Ph. 5.1.4 / eiarosinae €pp. Papm. 5.1.4)

- Total amount of aerobic | NMT 10° CFU/g /He 6inbiwe 10° KYO/r
hacteria {TAMC) !
3arancke 4vcno aepobHuUx
mikpoopratiamis (TAMC)

- Total amount of Yeasts and Not performed/He
Moulds  Count (TYMC)/ | NMT 102 CFU/g /He Ginbiye 102 KYO/r BMKOHYBaBCA
3aranbHe Yucno

ARIKOKOBAX Ta NAICHEBKUX
rpubie {TYMC)
- Escherichia coli Absent E. coliin 1 g/BiacytHi E.colig 1 r

* 4-(8-chloro-5,6-dihydro-11 H—benzo[S,G]cyclohepta{1,2»6]pyridineA11-iIiden)piperidyne-z-ol / 4-{8-xn0p0o-5,6-auriapo-11 H-
6eH30[5,6]u,mmoren‘ra[l,z-ﬁ]nipu,qun-ll-inip,eR)ninepnp,m H-1-on

** . If one or more tablets do not meet the requirements the requirements then the next tablets are tested in accordance with Ph.
2.9.3/ Axuto opxa um Binbwe TaBneTok He BiANOBIAAE BUMOTaM, chig NpofoBMUTH sunpobysanna TabneTok sianosigHo €, ©. 2.9.3.

""" Not routinely performed. Tested on the first three production batches and then at least annually / Tect He nposoaaTh pytuHHO. Tect
NPO8OAATL Ha nepllMx 3 cepisx, 3 NoTim WoHadmeHte pPas Ha pik,

I hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packaging/fabelling and quality control at the above mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / A 33ABAAI0, WO MaBegeHa suie
indopmauin e goctosipHoio ta TouHO. Lia cepis 6yna BUrOTOR/ICHA, BRAIOYAIOUN YTAKOBKY i HOHTPOAL AKOCTI HA 3a3Haveni snwe
aupoﬁugwiﬁ BinsHui {ainRKKax), 8 noswiit BignosigHocri 3 sumoramu GMP micuesoro perymolouoro Oprany 1a creyudinayii
Peecrpa;qiﬁaoro Moceiasenni kpainm-imnoprepa. Mporokomu BUPOGHULTEA, YNaKOBKM Ta KOHTpOMO sHocti Byan posrasnyti i
BM3HaHI gBignoBiaHMMA BUMOram GMP,

NigroroaaeHo/ Compiled by: Tihana Zalig 3ateepameHo/ Issued lelle Vella Brincat

Vor

Darta/ Mate:

Nata/Date: 06.03.2024
¥ ¥noeHosamena ocoba/ Qualified Person
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AEPIJKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KMIBCBHKIHN OBJIACTI

npoB. Ceitnuunoi Hazii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dIs ko@dls.gov.ua, Kox €IIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOro B Yxpainy nikapceskoro 3aco0y

19.04.2024 Ne 18491/24/10

AE3JIOPATATUH-TEBA

(mabiMenyranug nikapcskoro 3aco8y 3rioHo 3 peecTpauiiinmm TIOCBiTUEeHHsM)
TabJeTKH, BKPHUTI IL1IBKOBOKO 0601101K010, 10 5 Mr no 10 Ta6erox ¥y 6aicrepi; mo 1 Gaicrepy
Y KapTOHHIi Kopo6ui
(dopma Bunycky, nosysanns, suy MaKYBAHHA JIKapchKoro 3acofy)

Howmep peectpauiiinoro nocsizuenns UA/18739/01/01 CTPOK Zii peectpauiiinoro noceiguenns 11.05.2026
Cepis nikapeskoro saco6y Ne 151260 Kinexicts BBe3eROrO Nikapeskoro sacoby 59175

Bupo6uni Axrasic JITI, Manbta
(HaliMenyranng BupobHHKa TikapchKoro 3acoby, kpaina TIOXOKEHHA)

Bseseno B Vipainy Torapucrso 3 06MekeHOI0 BiAnoBinaanHicTIO " Tera Yxpaina", izenr.
rkom: 34770471
(HaliMeHyBaHHA Ta KO 3a EJIPIIOY ropuanunoi ocobu abo npisBunle, iM's, o GaTLKOBI dizuunoi

ocobH - mignpuems, it micie HPOHBAHHSA Td peecTpaliifnuii Homep o6nikosoi KapTKH IIaTHHKA
nojiaTkis abo cepis Ta Homep MacropTa)

Ipotoxon Bisyanenoro konrposio six 18.04.2024 No 0987/9.

3a  pesynbTaTamu ACPKABHOTO  KOHTPONIO  BCTAHOBIEHO, 1o nikapeekuif  3acif  BeezeHo B Vkpainy 3

AOTPHUMAHHAM sumor 3aKOHOJABCTRA 1O/I0 3a0e3MNeYeHH SKOCT] NKapChKUX 3ac00ip.
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