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TEPYCUTIKCITY KBA |
JEPKABHA CJIIYIKBA 3 JIKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y BIHHUIBKIN OBJIACTI

BYJl. XMe/IbHUUBKE Woce,7, M. Binnuus, 21036, (0432) 66-07-69, 66-03-5]
E-mail: dls.vn@dls.gov.ua , https://region.dls.gov.ua Kog EJIPTIOY 37084828

BHICHOBOK
PO SIKICTh BBE3EHOTO B YKpaiHy JIKapCEKOro 3acoby

15.12.2023 Ne 64836/23/02

EJII3IYM

(HalmMeHyBanus NikapeLkoro 3aC00y 3riaH0 3 peectparifinmm MocBizMCIHsM)
TabNETKH, BKPHTI MIIiBKOBOIO 0B0IOHKOIO 110 S Mr; 110 10 Tabnerox y Gnicrepi; o 3 Oiictepu y
1184111 3 KAPTOHY

(thopma sunycky, nosyeanns, sy naKyBaHts nikapcLkoro sacofy)

Homep peecrpaniitnoro nocsinuenns UA/18453/01/01 CTPOK AiT peecTpaniiinoro nocsinuenus 18.11.2025

Cepis nikapcbkoro 3acoby Ne 144972 Kinbricrs ssesenoro nikapcbkoro saco6y 20095 YII.
Bupobuux Axragic JItn., Mansta |
 (naifmcnysauns supoGHuKa Nixapcskoro 3acoly, kpaina NoXouxKeH )
BpeseHo B Vkpainy CrninbHe yxpainchro-icnancpre MANPHEMCTBO Y (hopMi TOBAPHCTBA 3
OOMexeroo BinnosinannuicTio "CIIEPKO YKPAIHA", ineur. kox:
20112362

(Hafim Cirysatins ta koa 3a CIIPTIOY opuanunol ocobu aba OPI3BHINE, iM'A, 10 GAThKOR] (pizuuney
ocobu - nianpuemis, if Micue MPOIUBALTIA Ta peecTpanivnmit nomep obaikonof KapTkH NAGTHHKA
Hnojarkin aGo cepis Ta HoMEp nacropra) '

[IpoTokon BisyansHoro kontpomio sin 15.12,2023 Ne 534/0/01 02-23/1.

34 pe3ynbTaTaMu IepKaBHOro KOHTPOITIO BCTAHOBAEHO, WO JIKapCLKUIT 3aci6 Bre3elo p Ykpainy 3 TOTPUMaHHIM
BUMOT 3aKOHOLABCTBA o0 3abe3neuens ko i KapcLKHX 3acobis,
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(iniwianu ta npiseniwe)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOIKAT AKOCT! CEPIT IKAPCbKOIO 3ACOBY

Name of product/Hassa npogykry
(strength, dosage form, package size and
type/Ao3yBaHHA, Nikapcbka dopma,
Po3Mmip | TMn ynakoskK)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton
box / Eni3iyMm, TabneTiu, skputi naiekosoio 06010HKOK0 Mo 5 mr, no 10
Tabnerok y 6nicrepi; no 3 6nicrepu y nauyi 3 KapTony

- Composition/Cknag

1 tablet contains 5 mg desloratadine /7 1 Ta6/eTKa MICTHTD 5 MF

Ae3noparagmHy

Manufacturing country/KpaiHa Bupo6rUK

Actavis Ltd, Malta/Akrasic ITA, Manbra

Importing country/Kpaina-iMnoprep

Ukraine/YkpaiHa

MA number/Homep PI1

UA/18453/01/01 Hakas MO3 Ykpainu Ne 2669 sig 18.11.2020 p.

No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 / Ne

“Batch number/ Homep cepii

144972

|- Batchsize/Po3mip cepii 20095 packs/ynaxosok
Date of manufacture//[ara BUpoGHULTEA 19.09.2023
Expiry date/Crpok npuaarHocTi | 08/2026

Name, address and authorization number
of manufacturing site/Hassa, agpeca i
HoMmep siyeHsii BUpPoGHMYOT AinbHuui

Ne MLCO1 /
ZTN 3000, Manbra

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

Malta/Akrasic ITA, BLBO15, BLBO16, byne6en Inpactpian 6yaMHOK, M.

3einTyH,

MLOO1
GMP Certificate/Ceprudikat GMP MT/Q34HM/2021 valid until 17.09.2024 7 MT/034HM/2021 A€ po 17.09.2024
Tests / Permissible limits / Results /
NokasHMKM , Aonyctrumi mexi PesynsTaTti
At release / Mpu sunycky During shelf life /
MporAarom Tepminy
npuaarHocri
| 1.Tablet description / Onuc Blue, round, biconvey, film-coated tablets with “LT” debossed on one e
; ) Conforms/
side / Kpyrai, asoonykni Tabnerku 6AakUTHOO KONbOPY, BKpUTI i !
i NAiexkoBoio 06010HKOIO, 3 MapKyBaHHAM «LT» 3 0aHOro 6oKy _ Blanoaigae
“2.1dentification/ IaenTtudikayin? The retention time of the major peak in the chromatogram of the test
2.1.Desloratadine / lesnoparaguy i solution as obtained in the assay corresponds to that of the major peak
| in the chromatogram of the standard solution / Yac yrpumysaxHa ; Conforms/
OCHOBHOrQ Nika Ha xpomarorpami BunpoboBysaHoro pPO34YmHy, 5 Bignosigae
OAEPHKAHOro NpU KinbkicHOMY Bu3Ha4YeHHi, Bignosiaae yacy
i o YTPHMYBEHHA OCHOBHOTO MiKa HAa XpOMaTOrpami po3yKHy CTaHpapTy
2.2. Desloratadine / fleanoparagmn The UV spectrum of the major peak in the chromatogram of the test
solution as obtained in the assay corresponds to that of the major peak
in the chromatogram of the standard solution [/ Y& cnekrp ocHosHoro Conforms/
nika Ha xpomarorpami BUNPODOBYBAHOTO PO3YMHY, OAEPIKAHOIO NPH Binnosigae
KinbKicHOMy Bu3HaueHHI, signosinac YO CNEeKTPY OCHOBHOrO NiKa Ha
_ . = XPOMAaTOrpami posuUHy cTaHfapTy
3. Uniformity of dosage units / Must comply with the requirements of Ph. Eur. 2.9.40 / Mae T
AV:3.4

OpHopigHicTb Ao30BaHUX OgUHMLLE

BUTpUMYyBaTH BUMOrK €ap.Papm. 2.9.40.
Acceptance value < 15.0 / MOKasHUK NpUitHATHOCTI 5150

4. Average tablet mass / Cepeghn
maca rabnerku

97.9 mg (mr) ~ 108.2 mg (mr)

102.66 mg/mr

5. Dissolution / Po3suMHeHHs® Mean/Cep: 94.0%
: : Min/Min: 88.9%
i Not Itess tt_lan E{i‘f EQ) after 3[3‘ man.ﬂ{ _tle meHWwe 80 % (Q) nicna 30 xs Max/Make: 97, 8%
6. Assay [ KinbkicHe BuaHaveHus 98.74%
95 - 105 % of the label claim / sig 3ansneHoi KinbKkocTi ‘
4,9 mg/mr

Teva Pharmaceutical industries Ltd.
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUGIKAT AKOCTI CEPII JIKAPCbKOIO 3ACOBY

Name of product/Hassa npoaykTty
(strength, dosage form, package size and
type/aosysanHa, nikapcobka dopma,
po3mip | THN YyNaKkoBKM)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton
box / Enisiym, Tabnerku, Bkputi nniBkoeolo 060/10HK00 110 5 Mr, 1o 10
Tabnerok y 6nicrepi; no 3 6aicrepu y navyi 3 KapToHy

Composition/Cknag

1 tablet contains 5 mg desloratadine / 1 Tabaetka MicTUTL 5 M aeanoparagumy

Manufacturing country/Kpaita BupobHuK

Actavis Ltd, Malta/Akrasic /IT/], Manbrta

Importing country/Kpaixa-imnoprep

Ukraine/YKpaiHa

MA number/Homep PM No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 / Ne
UA/18453/01/01 naxa3 MO3 YkpaiHu Ne 2669 Big 18.11.2020 p.

Batch number/Homep cepii 144972

Batch size/Po3mip cepii 20095 packs/ynaxosok

Date of manufacture/lata eupo6HuyTBa 19.09,.2023

Expiry date/Crpok npugatHocrti 08/2026

Name, address and authorization number
of manufacturing site/Hassa, aapeca i
HOMEP JiUeH3iT BMpOBHMYOT ZiNbHMLL

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

Ne MLOO1 /

Malta/Axrasic T4, BLBO15, BLBO16, Byne6Gen IHgacTpian 6yamHoK, M, 3eMTyH,
ZTN 3000, ManeTa

MLOO1

GMP Certificate/Ceprndirkar GMP

MT/034HM72021 valid until 17.09.2024 7 MT/034HM7 2021 Ai€ po 17.09.2024

[ Tests / Permissible limits / Results /
fTorkasHMKKM donycrumi mexi Pe3ynbrati
At release / Mpu Bunycky During shelf life /
fipoTarom tepminy
NMpHUAATHOCTI
| 7. Related substances / Cynposigni | i
Aomitikm:
- N-hydroxy Impurity / Not more than 1.0 % / He 6inblwe 1,0 % Not detected/ He
Domiwka N-riapokcu? BUABNEHO
- Any unspecified impurity / Not more than 0.4 % / He 6inbwe 0,4 % <0.05%
Byar-axa HecneymdiunHa
AOMILUHA
- Total impurities/ Cyma gomiwox Hatmore ﬂT wli e ﬁtnbwe 0% N <0.05%
8. Microbiological purity/
MikpoGionoriyta umcrora®
- Total aerobic microbial count /
3aranbHa Hiﬂhh’lil:'l'h aepobHux Not more than 10° CFU/g / He 6Ginbwe 10°KYOQ/r
mirpoopraniamis (TAMC) NothertormadlHe
- Total combined yeasts and moulds SUBPKEERAR
count / 3aranbHa kinbkicrs Not more than 102 CFU/g / He Binbwe 102 KYO/r
Apbuaxosux ra nniceHesux rpubis
{TYMC)
- Escherichia coli Absencein1g/BiacytHaa 1r |
S , N . Comforms/
9. Paci_cagin_g / IIaKyBaHHSA In accordance with ND / Bignosigxo gu HAO, Bianosiaae
| | da ith ND / Bianosiano go H Comforrns/
10. I.ahe!l_i_ngl MapKysaHHR n accordance wi AnosigHo go H T

~

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 113€0007 | (+356) 21693 533
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUDIKAT AKOCTI CEPIl JIKAPCbKOIO 3ACOBY

Name of product/Hassa npoayxTy
(strength, dosage form, package size and
‘type/posyBaHHA, nikapcbKa dopma,
PO3MIp i TMN YNaKkoBku)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton
box / Enisiym, Tabnetku, BKpuTi naiBkoBow 060/10HKOW No 5 Mr, no 10
TabneroK y 6aicrepi; no 3 6nicrepu y nauyi 3 Kaprony

Composition/Cknan

1 tablet contains 5 mg desloratadine / 1 Tabnerka MicTTb 5 Mr_aesnoparaguHy

Manufacturing country/KpaiHa BupoGHuMK

Actavis Ltd, Malta/Akrasic ITA, Manbra

Importing country/KpaiHa-imnoprep

Ukraine/Ykpaina

“MA number/Homep P

No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 / Ne
UA/18453/01/01 Hakas MO3 YkpaiHu Ne 2669 sig 18.11.2020 p.

Batch number/Homep cepii

144972

Batch size/Po3amip cepii

20095 packs/ynakoBoK

Date of manufacture//lata Bupo6HuLTEa 19.09.2023

‘| Expiry date/Crpok npuaaTHOCTi 08/2026
Name, address and authorization number | Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/Hasga, agpeca i Ne MLOO1 /

Malta/AxTasic T4, BLBO15, BLBO16, Byne6en IHgacTpian 6yamHok, M. 3eliTyH,

HOMep NiyeHsiT BUpoBHUUOT ginbHuMui
ZTN 3000, Mansra

MLOO1

MT/034HM/2021 valid until 17.09.2024 7 MT/034HM/2021 gic ao 17.09.2024

GMP Certificate/Ceprugikat GMP

Tests / Permissible limits / Results /
MNokasHukm AonycTumi Mexi Pesynbraty
At release / MNpu sunycky During shelf life /
Mporarom TepminHy
npuaaTHocTi

! - Not tested during stability testing / Bunpo6ysanhs He NPoOBOAWAOCE NPU A0CAIAMEHHI cTabinbHOCTI.

2. 4-{8-:!1!0ra-S,G-dihydrn-l1H-benzu[5,ﬁ]cycInhepta[l,z—b}pyridin-ll—ylidene]piperidine-l«ul / 4-({8-xnop-5,6-auriapo-11H-

6eH3o [E,G]uHHHDrEnTHII,2+b]nipHAHH-11-inLqeH}ninepu,ﬂ,HH-1=on.

2 |f one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur. 2.9.3 / fikuio ogHa abo Ginblie TabneTok He
BIANOBIAAIOTL BCTAHOBAEHOMY KPHUTEpIilo, BUPOBYBaHHA IHIWNX TaBAeTOK 6yayTb NPOBOAUTHCH BIANOBIAHO A0 BUMOT EBponeiiceKol
®apmaronel 2.9.3.

% Not routinely performed. Tested on the first three production scale batches and then at least annually. / He nposoauThca Ha noctitiii
0CHOB8i, BUNPO6YBaHHA NPOBOAATLCA Ha NEPLIMX TPLOX NPOMUCNOBMX cepisx, a noTim, NpuHaUMHI|, wopiyHo,

Comments/Komewrapi:
Store at a temperature not higher than +25°C
36epirath npy Temnepatypi He Buwe +25°C

The batch meets the requirements of QCM for RC Ne UA/18453/01/01 / Cepia signosigae sumoram MKHA Ao P
Ne UA/18453/01/01

I | hereby certify that the above information is authentic and accurate. This batch of product has been m'anufacturedl 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 Authorisation (registration dossier). The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / Lium s 3acsiguyio, wo HasegeHa siuge
iHpopmauin € pocrosipHoo Ta TouHow. Lo cepito npoAykull 6yno supobneHo (BKAIOYAIOUM NAKYBAHHA/MapKyBaHHA) Ta
NPOBEAEHO KOHTPOAG if AKOCTI HA BUWe3a3HAYeHI AinbHWL Y nosHil BignosiaHOCT 3 BUMOramu GMP, scraHosneHumm micuesum
PEIYAATOPHMM OpraHom, a Ttakox signosigHo ao cneuudikauylit, wo micrarbes y PeecrpauyiiiHomy pocbe. lMpotokonu
BMPOGHUYTBA, NaKyBaHHA Ta aHanisis 6yno NnepernaxHyTo Ta BCTaHOBAGHO BignosigHicre GMP.

NiarotosneHo/ Compiled by: Michela Psaila 3arteepaweHo/ Issued by: Javier Moscardo Polo

S H M oat\Te
Nara/Date: 28.11.2023

Hata/Date: 24 .\\ WLy _.
YnosHosaxeHa ocoba/ Qualified Perso

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) 21693 533




