AEPKABHA CIIYKDBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIHN OBJIACTI

npos. Ceitmnanol Hagii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
IIPO AKICTL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acofy

15.03.2024 Ne 10635/24/10

JAE3JIOPATA/IMH-TEBA

(HaliMeHyBaHHs JiKapCLKOTO 3aco0y 3rifHO 3 peecTpauifHiUM ITOCBIRUEHHAM)
Ta0JIeTKH, BKPHTI IUTIBKOBOKO 000J10HKO0, 110 5 Mr 1o 10 Tadierok y Girictepi; o 1 6aicrepy
Y KapTOHHIIT KopoO1Li

((bopma BuNYCKY, JI03YBAHHA, BUA MAKyBaHHA Jikapckkoro 3aco6y)
Howmep peecrpauiiinoro nocsigenns UA/18739/01/01 crpox zii peectpauiiinoro noceimzuenns 11.05.2026
Cepis nikapcbkoro 3acoby Ne 147366 KinskicTs BBE3€HOTO JTikapchkoro 3acoby 2846

Bupobuuk Axrasic JIT/I, MansTa
(naltMeHyBaHHs BIpoGHUKa JiKapchKoTo 3acoby, KpalHa MOXOKCHHS)

Baesero B Ykpainy TosapucrTBo 3 o6Me:xeHo10 BitnopinansHicTio "Tea Ykpaina", ineur.
ron: 34770471

(naliMenysanns Ta ko 3a €JIPTIOVY roprawunol ocobu abo npiseniie, im's, no 6aTEKoBI hisKHITHOT
ocobH - migmpHeMLs, 1T Micle NPoXUBaHHA Ta peecTpauiiinuit HoMep 06)1iKoBOT KAPTKH ITaTHHKA
ronatkisB abo cepis Ta HOMep nacriopTa)

Iporoxoa Bizyanbnore xonrpoaio six 15.03.2024 Ne 0444/6.

3a  pesyneraTaMM  JEpXKaBHOTO KOHTPOJIO BCTaHOBIEHO, W0 Jrikapchkuif 3acib  Beesewo B  Ykpainy 3

JOTPUMAHHAM BUMOT 3aKOHOIABCTBA LIOJ0 3a6e3IIEUEHHS TKOCTI JIIKApChKUX 3acobiB,

/é. @Z/ Bikrop CTEGKIBChK /]
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

evd

CEPTMOIKAT AKOCT! CEPIT NIKAPCBLKOIO 3ACOBY

Name of product/Hasaa npogykry
(strength, dosage form, package size and

type/nosysaHHa, Nikapcbka dopma, po3mip

Desloratadine-Teva, film-coated tablets, 5 mg Ne10 in blister/ HAeanoparagun-Tesa, Tasnémw,

8KpUTI NAiskoBoI 060/10HKOI0, No 5 Mr Nel0 8 Gsictepi

| TN YraKoBKM)

Desloratadine 5 mg /aesnopataguHy 5 mr

Composition/Crnag,
Manufacturing country/Kpaina supoBHuk

Malta/ MansTa

|
-
]

Expiry date/Crpox npuaaTHocTi

10/2026

f
|
! Importing country/KpaiHa-imnoprep ] Ukraine/Yxpaina
| MA number/Homep Pr1 | UA/18739/01/01
l Batch number/Homep cepii f 147366
[ Batch size/Poamip cepii l 2846 packs/ynakosok
[ Date of manufacture/flara supo6ruyrsa l 11/2023
l !

Name, address and authorization number
of manufacturing site/Haasa, agpeca i

Actavis Ltd, BLB 015, BLB 016, Bulebe! Industrial Estate, Zejtun, ZTN3000, Malta/
Axtasic /IT/, BLBO15, BLBO16, Byneben IHaacrpian ByauHOK, M. 3eiitym, ZTN 3000, Manora

MLOO1

HomMep NieHsil BUpabHnYoi ginbHmi

Results / Pesynuraru

Test / INokasuuk akocri

Specification / Bonycrumi Hopmu

Description /
Onuc

Blue, round, 6 mm in diameter, biconvex, film-coated tablets,
with “LT” engraved on one side / Baakuthi, Kpyrai, giamerpom
6 MM, ABOONYKAT TaBAETKY, BKPUTI NAIBKOBOIO 060N0HKOIO, 3
TrcHenHam «LT» 3 ogroro 6oxy.

Complies / Bignosigae ]

Identification/ Ixewrudinaisn:
- HPLC/ BEPX

- HPLC-DMD/ BEPX-AM[

The retention time of the major peak in the chromatogram of
the assay preparation corresponds to the major peak in the
chromatogram of the standard preparation / Yac YTPUMYBaHHA
OCHOBHOIQ MKy Ha XPOMaTOrpami AOCAIAKYBAHOO POIUUHY,
OTPHUMAHOI NTig, Yac KiNbKICHOrO BU3HAYEHHA NOBUHEH
BIANOBIAATY HaCy yTPUMYBAHHA OCHOBHOTO MiKY Ha
Xpomarorpami cTaHAapTHOro PO3YMHY.

The UV spectrum of the major peak in the chromatogram of
the assay preparation corresponds to that of the reference
solution / Y& criextp ocHoBHOrO niky Ha Xpomarorpami
AOCAIMIKYBAHOTO PO3UMHY, OTPUMAaHOT Nig Yac KinbkicHoro
8MIHAYEHHA BIANOBIAAE TAKOMY ¥ CNEKTPY AR OCHOBHOrO
fiKa Ha XpPoMaTorpami CTaHAapTHOrO PoO3UUHY

Complies / Bignosigae
Complies / Bianosinae

Uniformity of dosage units {by
content uniformity)/ OaHopiguicTs
AO30BaHNUX OAUHMLUDL (MeTos,
NPAMOTC BU3HaUYEHHA)

Complies with Ph, Eur, (2.9.40) /
BignosigHo go €sp.®. (2.9.40)

Average tablet mass /
CepenHa maca

103,0 mg £ 5% (97,9 mg ~ 108,2 mg)/
103,0 mr £ 5% (97,9 mr — 108,2 wmr)

102.02mg/mr

Assay / KinbKicHe BM3HaYeHHs
HPLC/ BEPX

4,75~ 5,25 mg/ mr
95 % ~ 105 % of labeled amount/ gig 3aaBneHoi KiAbKOCTI

4.9 mg/mr
97.94%

|
)

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt

Company No C2867 | VAT No MT 11360007 | {+356) 21 693 533




Related substances /

CynyTHi goMimKI:
- N-hydroxy impurity / N-rigpokcu NMT 1,0 % / He Ginvwe 1,0 % <0.05%
pomiwka *
- any unknown impurity / 6yap-axa NMT 0,4 % / He Binswe 0,4 % <0.05%
Hesipoma gomilika

<0.05%

- Total impurities / cyma AOMILLIOK NMT 1,0 % / He Ginbwe 1,0 %

Mean/Cepepnre : 90.6%

NLT 85% (Q + 5%) after 30 mins /
Min /Miu: 81.1%

Dissolution / Posunnenna**

{paddles, 0,1 M, HCl pH 1.2, 50 rpm/ | He meniwe 85% {Q+5%) wepes 30 xBuAuH
nonacri 0,1 M, HCI pH 1.2, 50 06/x8) Max /Maxc: 97.1%
Stage passed / Mpoiiaennii erar 2
Microbiological quality”™ / Mikpo6ianoriuha uncrora ***(complies Eur, Ph. 5.1.4 / sianosigac €8p. ®apm. 5.1.4)
<10 CFU/g [ KYO/r

Total amount of aerobic | NMT 107 CFU/g /He 6inbwe 10° KYO/r

bacteria (TAMC}) /
JaranbHe YUCNO aepoBHMX
mikpoopraHiamis {TAMC)

<10 CFU/g/ KYO/r

. Total amount of Yeasts and
Moulds Count (TYMC)/ | NMT 10? CFU/g /He Binbiue 10* KYO/r

3aranvHe YUucno
ApDKAKOBUX Ta ANiCHEBUX
rpubis (TYMC) Ab ‘
sent / BiacyT
- Escherichia coli Absent E. coli in 1 g/Biacytri €. colis 11 / BipcyTHa

* 4-(8-chloro-5,6-dihydro-11 H-benzo{S,G]cyciohepta{1,2—6]pyridine—11~iliden)piperidyne-1-o| / 4-(8-xnopo-5,6-auriapo-11 H-

6eH30[5,6]u.mmorema[1,2-6]nipm,u,mu~11-iniAeH)ninepMAmH~1-on

ents the requirements then the next tablets are tested in accordance with Ph.

** |f one or more tablets do not meet the requirem
na Tabnerox signosiaro € @, 2.9.3.

2.9.3/ Axuio ofHa yk Binvwe 1aBIeTOK HE BIGNOBIZAE BUMOTAM, CNiA NPOAOBIKNATA sunpobysaH

*** Not routinely performed. Tested on the first three production batches and then at least annually / TecT He npoeoAsTL pyTHHHO. Tecr

NPOBOARTL Ha Nepuimx 3 cepiax, a noTiM uoHalkmeHWe pas Ha piK.

thentic and accurate. This batch of product has been manufactured,

including packaging/labelling 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. / fl 3assasio, W0 HaBefeHa Bue inpopmauin € AOCTOBIPHOO T3 TOUHOLD. Lis cepist Byna Burotosaena,
BRAKIMAIOUHN YNAKOBHY | KOHTPO/L AKOCTI HA 3a3HaueHi suwe BrpoBHMYil pinaHyi {ainankax), B nosHiA signoeigHocti
3 sumoramu GMP micLesoro peryaiooNoro opraHy Ta cneuudirauii Peecrpauiitoro MNocsigueHHi Kpaiuu-imnoprepa.
MpoToKoaM BUPOBHULTEA, YNAKOBKM T2 KOHTROAMO aKocTi Bynm poarnaqyti i BusHani sipnosigHumy sumoram GMP.

| hereby certify that the above information is au

Miarotosnexo/ Compiled by: Michela Psaila

Vi, . i{){’f}{ ‘1 Lo gt =
[flata/Date: 24/01/2024 / [Qara/ Date:
- YlopHoBaMEHa ocoba/ Qualified Person
Teva Pharmaceutical Industries Ltd. :
Actavis Ltd. BLB D16, Bulebel Industrial Estate, Zejtan ZTN 3000, Maita { infomalta@tevapharm.com | www.teva.mt

Company No €2867 | VAT No MT 11360007 | (+356) 21 693 533




