BATCH CERTIFICATE OF A MEDICINAL PRODUCT

teva

CEPTM®IKAT AKOCT! CEPIT JIKAPCbKOMQ 3ACOBY

Name of product/Hazsa npogyxty
{strength, dosage form, package ske and
type/ao3yBanHA, SMKapcoKa bopma, poamip §
TUN YRAKOBKH)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton box /
Enisfym, Yabnerku, sepmTi nniskoeoio abonoxKolo no 5 mr, no 10 Tadnetok y Saicrepi;
no 3 GricTepH y navyi 3 KApTOHY

Compaosition/Cknag

1 tablet contains 5 mg desloratadine / 1 TabneTia MicTUTe 5 mr geanopatagumy

Manufacturing country/KpaiHa BUPOBHMK

Actavis Ltd, Malta/AuTasic /ITA, MansTa

imparting country/KpaiHa-isnoptep

Ukraine/Yxpaiva

Ma number/Homep P

No. UA/18453/D1/07, Order of MoH of Ukraine No. 2669 of 18.11,2020 7 Ne
UA/18453/01/01 vanaa MO3 Yrpainm Ne 2669 wig 18.11.2020 p.

Batch number/Homep cepii 177228

Batch size/Poamip cepli 61058 packs/ynarosos
Date of manufacture/fata aWpobumyrea 10.07.2025

Expiry gate/Crpok npugaTHOCT 06/2028

Name, address and authorization number of
manufacturing site/Hzaea, agpeca i Homep
niuenaii BUpobHMYOT glabHuu

Actavis Ltd, BLB(15, BLEO16, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta

Na MLOD1 /
Axrasic jira, BLB 015, BLB 016, ByneGen inpacrpian Ecrelir, m. 3elityn, ZTN 3000, ManbTa

Ne MLOOM

GMP Certificate/Cepruhixat GMP

MT/022HM/2024 valid until 07.03.2027 { MT/02ZHM/ 2024 ale o 07.03.2027

Tests /
MNoxasHuKKu

Results /
Pesynuwtatn

Permissible limits /
Aonycrumi memi

At release / Mpu pnyChy

During shelf life / MpoTarom
Tepminy npuaarHocTi

csmwioasvomooeonntos  giia .

! 1 Tablet dascnption / Onuc ;

Blue, round blconvex, film-coated tablets with “LT” debossed on one |
side / Kpyrai, asoonykni TabneTn SAaKATHOID KOALOPY, BRPUTI ;
NAIBKOBOK oﬁononkon, 3 MapKyBahuAmM «LT» 3 opHOrO Goxy ,

Comforms/
Bignorinae

{ 2. Identificationl/ lp,enmd:ixéui;’m Y
| 2.1.0esloratadine f flesnoparagun

The retention time of the major peak in the chromatogram of the test
solution a5 obtained in the assay corresponds ta that of the major peak
in the chromatogram of the standard solution / Yac yTpumyeanHs
OCHOBHOID Nika H3 XpoMaTorpami BUNPoBOBYBAHOTO PosuMHy,

YTDUMYBZHHA OCHOBHOTO MiKa Ha xpomawrpam PO34UHY CTAHARPTY

Comforms/
Bianosinae
OAEPKAHOIO MNP KiNLKICHOMY BWIHAYEHHI, BIANOBIAAE Yacy

2 2. Desloratadine !nesnoparagun ‘

3. Uniformity of dosage units' /
: OAHOPIAHKICTE AOI0BAMMX OAMHMLBE

'
4
i

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& cnextp ocHorHoro
! nika Ha xpomaTorpami BunNpoBoBYBAHOTO POIUKHY, DAEPHKAHOTO NPK
I KiABKICHOMY BU3HAMEHHI, Bi.n.noai,qae Y@ cnextpy ocHOBHOrO AiKa Ha

Comforms/
Bianosigae

Must comply with the requirements of Ph. Eur. 2.9. 40/ Mag

BUTPUMYBaTH eumory Eep.dapm. 2.9, 40 Av:1.68

E

;

"2  Average tablet mass / Cepenwin |
maca rabnetrm ;

; 5. 5. Digsolution / PosuuHEHNR?

r 6. Assay / KinbHicHe BU3HAUEHNHSA

| 7. Related substances / Cynpnswﬂ

]
i
| ROMiwKMW:
i
|

|- N-hydroxy Impurity / Domiwsa N- |
| rippoxcu? i

.

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta
Company No (2867 | VAT No MT 11360007 | {+356) 21 693 533

Not less than 80 % (Q) after 30 min. / He menwe 80 % (Q) nicnn 30 xs

97.9 mg {Mr} 108.2 mg (Mr}

Complies at $2
level/Bianosinae
pisHa 52
Mean/Cep: 90.5%
Min/Min: 77.6%

9993 %
5.0 mg (mr)

95 — 105 % of the label claim / sig 3assneHol kinbKocTi

Not more than 1.0 % / He Giapwe 1,0 %

[
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LUK‘ MEHTIB

£ 1025 mgtmn

H
H

Max/Mae: 101.3% '




teva

BATCH CERTIFICATE OF A MEDICINAL PRODUCT
CEPTUDIKAT SKOCTI CEPil SIKAPCBKOrQ 3ACOBY

Name of product/Hasea npogyxry
{strength, dosage form, package size and
type/foaysaHya, nikapcbka hopma, posmip §
THIN YNaKOBKM)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton box /
Enisiym, TabieTkH, BRKPHT] nAiBkoB0IO 0G0N0HKGIO Mo 5 Mr, no 10 Tabnerox y Bricrepi;
no 3 6aicrepd ¥ nawi 3 kaproy

Composition/Cknag

1 tablet contains 5 mg desloratadine / 1 Tabnevia MicTuTe 5 mr gesaopatagvny

Manufacturing country/KpaiHa evpobimx

Actavis Ltd, Malta/Axranic AT, MansTa

Importing country/Kpaiva-imnoprep

Ukraine/¥Yxpatha

MA number/Homep PN Nuo. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 / Ne
UA/18453/01 /01 Hakaz MO3 Ypaiuu Ne 2669 Big 18.11.2020 p.

Batch number/Homep cepii 177228

Batch size/Poamip cepli 61058 packs/ynakosok

Date of manufacture/Aata BUPOBHWLTEA 10.07.2025

Expiry date/CTpoK npyaaTHocT 06/2028

Name, address and authorization number of
manufacturing site/Haasa, anpeca i Homep
niueH3ii BUpoGHMNOT AlnbHuyi

Actavis Lid, BLBO1S, BLBO16, Bulebel Industrial Estate, Zejtun, ZTN 3000, Matta

Ne MLOOT /

Axtapic fivg, BLB 015, BLB 016, Byne6en Inaactpian Ecresiv, M. Iesityn, ZTN 3000, Mansra
Ne MLOO1T

GMP Certificate/Ceprmwdinar GMP MT/022HM/2024 valid until 07.03.2027 / MT/022HM/ 2024 aie ao 07.03.2027
Tests / Permissible limits / Results /
MNoKa3HWKK Adonycrmmi mexi PesynstaTti
At release / Npu Bunycxy During shelf life / NpoTaRrom
Tepmidy npugariocTi
= "ﬂﬁ; l;l'lsp;clﬂed:;npurl‘tyf g : « = G v+« e
. Byaib-AKa HecneyndiuHa : j :
AOMILIKS | Not more than 0.4 % / He Binbire 0,4 % [ <0.05% |
- Total impurities/ Cyma gomiwox > ' :
e oekmerstan Qi hetiumee L imER
i 8. Micrabiological purity/ |
. Mlupo6ionoriuna umcrora?
: - Total aerghic microbial count / : :
3araneHe yucno aepoBHUX Not more than 10 CFU/g / He Ginbwe 107 KYO/r |
" mikpoopranismip (TAMC) Not performed/
: He BuroHyBascA
. - Total combined yeasts and moulds | |
. count / 3arancHe wucio aphramosmx Not more than 102 CFU/g / He Ginvwe 102 KYO/r !
Ta naiceHesnx rpubis ; |‘
_-Escherichiacof 1 ... _Absencein 1g/BiacytHas 1r e __f
9. Packaging / Ilakysauns . L . Comforms/ |
S o RoCorance W ND /BianoBia0 SO A | Biarosiase 1'
10. Labelling / MapxysauHa ] . . : Comrforms/
| i
e S " acmrdancew'th ND_( a."ﬁnoamm ol i .._Bigrosigae |
1 - Testing was not performed during stabifity study / BunpoBysanus He NPOEOAKAOCE NpK aochipxenH crablirerocti.
- 4-(8-chloro-5,6-dihydro-11H-benzo[5,6)cycloheptal1,2-b]pyridin-1 l-ylidene}plperidine-1-ol / 4-(8-mop-5,5-m£ug:o_:11!-l-

Genaa[s,e]uuknorema[l 2-bjnipupwnn-11-inigen)ninepuaun-1-on.

- if one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur. 2.9.3 / i
BIAHOBlAaiOTb BCTAHOBNEHOMY KPUTEPIIO, BUNPOBYBanHA iRwMX Ta6AeTOR ByayTh NPOBOAMTHCH Bignfe

®apmaronel 2.9.3,

4 - Not routinely performed. Tested on the first three production scsle batches and then at least
OLHOBI, BUNpoGysaHHA NPOBOAATECA Ha NEPLUKMX TPLOX NPOMUEADBHX tepinx, 3 NoTim, APMHAAMHI

Comments/Komenrapi:
Store at a temperature not higher than 25°C
36epirat npw Temnepatypl He prie 25°C

Teva Pharmaceutical Industries Ltd.

LOH{ MEHTIB

poarirm« io. i

arina Ily

@lq

Actavis Ltd. 8LB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | informalta@teva pharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533




BATCH CERTIFICATE OF A MEDICINAL PRODUCT

tevq CEPTU®IKAT AKOCT! CEPIT NIKAPCHKOFO 3ACOBY
Name of product/Hasa npogykTy Elizium, 5mg fitm-coated tablets, 10 tablets in a blister; 3 blisters in a carton box /
{strength, dosage form, package size and Enfziym, TaGaetky, BRpUT] naiaxosoio 0G0A0HKOIC 0 5 Mr, no 10 ranetox y Gnicrept;
type/Ao3yaaHHn, nikapcoka qopma, poamip i no 3 6aicrepr y nauuf 3 Kaproxy
THN YNaKoBKK)
Composition/Cran 1 tablet contains 5 mg desloratadine / 1 Tabnerka micTuTe 5 Mr gesnoparvagmmy
Manufacturing country/Kpaina Bupobhnk Actavis Ltd, Malta/Axrasic AT, ManeTa
Importing country/KpatHa-imnoprep Ukralne/Yrpaiva
MA number/Homep P No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 7 Ne
UA/18453/01/01 nanaa MO3 YkpaiHu Ne 2669 sig 18.11.2020 p.
Batch number/Homep cepii 177228
Batch size/Posmip cepii 61058 packs/ynaxkoson
Date of manufacture/Sata shpobHuyTaa 10.07.2025
Expiry date/CTpok npugaTHocTi 06/2028
Name, address and authorization number of Actavis Ltd, BLBO15, BLBO16, Bulebel industrial Estate, Zejtun, ZTN 3000, Malta
manufacturing site/Hassa, agpeca | Homep Ne MLOOA /
Aiyensti BupoBumyol AibHKg Axrapic firg, BLB 015, BLE 016, bynefen \ngactpian Ecredit, m, 3eiityn, ZTN 3000, Mansta
Ne MLOO1T
GMP Certificate/CepTpinar GMP MT/022HM/ 2024 valid until 07,03.2027 / MT/022HM/2024 pic po 07.03.2027
Tests / Permissible limits / Results /
Noxazarmrm Aonyctiumi mexi PezynbTamm

At release / Npyu sunycky During shelf life / Hporarom
TepMiHy npuAaTHOCTI

The batch meets the requirements of QCM to RC Ne UA/18453/01/01 / Cepin signosigae sumoram MHA ao PN
Ne (JA/18453/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been manufacturec, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements ¢f 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. / Lum 8 3aceiguyio, WO HaBezeHa Buge
indpopmayin £ aocropipHolo Ta TowHow. Ui ceplio npogykuii Gyno empobaeno (asnuaoun NakysanHn/MapryeaHHR} Ta
NPOBEALHD KOHTPOAL il AKOCTI Ha Buwie3aaMavenii AlnbHmii vy nosHil signosiarocTi 2 sumoramn GMP, scraHoBReRMMMN MiCUueBIIM
PEMY/IRTOPHUM OPraHom, 2 TawoX BignoeigHo Ao cneumdinauif, wo micrateca y PeectpadiiMomy aAocobe. fipoToxkoni
BUPOGHULTES, NaKYBAKHA Ta axaniaie Gyno nepernanyTo Ta BCTAHOBAGHD BignosigHicTs GMP,

: Gabritlle Vella Brincat

Prepared by / ligroroeneno: Katarina Milanovie Approved by / 3ataepam

N

Date / flata: 31.07.2025 »/ Date / fata:
Qualified Person / ¥nopHoBameHa ocoba

0 § AUG 25

7

> nad
TOKYM EHTIB

Teva Pharmaceutical industries Ltd.,
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta { inf
Company No C2867 | VAT No MT 11360007 | (+356) 21693 533



BATCH CERTIFICATE OF A MEDICINAL PRODUCT

teva

CEPTM®IKAT AKOCT! CEPIT JIKAPCbKOMQ 3ACOBY

Name of product/Hazsa npogyxty
{strength, dosage form, package ske and
type/ao3yBanHA, SMKapcoKa bopma, poamip §
TUN YRAKOBKH)

Elizium, 5mg film-coated tablets, 10 tablets in a blister; 3 blisters in a carton box /
Enisfym, Yabnerku, sepmTi nniskoeoio abonoxKolo no 5 mr, no 10 Tadnetok y Saicrepi;
no 3 GricTepH y navyi 3 KApTOHY

Compaosition/Cknag

1 tablet contains 5 mg desloratadine / 1 TabneTia MicTUTe 5 mr geanopatagumy

Manufacturing country/KpaiHa BUPOBHMK

Actavis Ltd, Malta/AuTasic /ITA, MansTa

imparting country/KpaiHa-isnoptep

Ukraine/Yxpaiva

Ma number/Homep P

No. UA/18453/D1/07, Order of MoH of Ukraine No. 2669 of 18.11,2020 7 Ne
UA/18453/01/01 vanaa MO3 Yrpainm Ne 2669 wig 18.11.2020 p.

Batch number/Homep cepii 177228

Batch size/Poamip cepli 61058 packs/ynarosos
Date of manufacture/fata aWpobumyrea 10.07.2025

Expiry gate/Crpok npugaTHOCT 06/2028

Name, address and authorization number of
manufacturing site/Hzaea, agpeca i Homep
niuenaii BUpobHMYOT glabHuu

Actavis Ltd, BLB(15, BLEO16, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta

Na MLOD1 /
Axrasic jira, BLB 015, BLB 016, ByneGen inpacrpian Ecrelir, m. 3elityn, ZTN 3000, ManbTa

Ne MLOOM

GMP Certificate/Cepruhixat GMP

MT/022HM/2024 valid until 07.03.2027 { MT/02ZHM/ 2024 ale o 07.03.2027

Tests /
MNoxasHuKKu

Results /
Pesynuwtatn

Permissible limits /
Aonycrumi memi

At release / Mpu pnyChy

During shelf life / MpoTarom
Tepminy npuaarHocTi

csmwioasvomooeonntos  giia .

! 1 Tablet dascnption / Onuc ;

Blue, round blconvex, film-coated tablets with “LT” debossed on one |
side / Kpyrai, asoonykni TabneTn SAaKATHOID KOALOPY, BRPUTI ;
NAIBKOBOK oﬁononkon, 3 MapKyBahuAmM «LT» 3 opHOrO Goxy ,

Comforms/
Bignorinae

{ 2. Identificationl/ lp,enmd:ixéui;’m Y
| 2.1.0esloratadine f flesnoparagun

The retention time of the major peak in the chromatogram of the test
solution a5 obtained in the assay corresponds ta that of the major peak
in the chromatogram of the standard solution / Yac yTpumyeanHs
OCHOBHOID Nika H3 XpoMaTorpami BUNPoBOBYBAHOTO PosuMHy,

YTDUMYBZHHA OCHOBHOTO MiKa Ha xpomawrpam PO34UHY CTAHARPTY

Comforms/
Bianosinae
OAEPKAHOIO MNP KiNLKICHOMY BWIHAYEHHI, BIANOBIAAE Yacy

2 2. Desloratadine !nesnoparagun ‘

3. Uniformity of dosage units: /
| OBHOPIAHICTL A030BAHMX OAMHUUB?

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& cnextp ocHorHoro
! nika Ha xpomaTorpami BunNpoBoBYBAHOTO POIUKHY, DAEPHKAHOTO NPK
I KiABKICHOMY BU3HAMEHHI, Bi.n.noai,qae Y@ cnextpy ocHOBHOrO AiKa Ha

Comforms/
Bianosigae

Must comply with the requirements of Ph. Eur. 2.9. 40/ Mag

BUTPUMYBaTH eumory Eep.dapm. 2.9, 40 Av:1.68

E
F,‘. Average tablet mass / Cepeann ]Il
maca rabnetrm ;

; 5. 5. Digsolution / PosuuHEHNR?

r 6. Assay / KinbHicHe BU3HAUEHNHSA

| 7. Related substances / Cynpnswﬂ

!
i
| ROMiwKMW:
i
|

|- N-hydroxy Impurity / Domiwsa N- |
| rippoxcu? i

.

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomat
Company No (2867 | VAT No MT 11360007 | {+356) 21 693 533

Not less than 80 % (Q) after 30 min. / He menwe 80 % (Q) nicnn 30 xs

97.9 mg {Mr} 108.2 mg (Mr}

Complies at $2
level/Bianosinae
pisHa 52
Mean/Cep: 90.5%
Min/Min: 77.6%

9993 %
5.0 mg (mr)

£ 1025 mgtmn

H
H

Max/Mae: 101.3% '




BATCH CERTIFICATE OF A MEDICINAL PRODUCT

teva CEPTU®GIKAT AKOCTI CEPIl /HKAPCHKOrO 3ACOBY
Name of product/Hasea npogyxry Elizium, 5mg film-coated tablets, 10 tablets in a blister: 3 blisters in a carton box /
{strength, dosage form, package size and Enisiym, TabieTkH, BRKPHT] nAiBkoB0IO 0G0N0HKGIO Mo 5 Mr, no 10 Tabnerox y Bricrepi;
type/foaysaHya, nikapcbka hopma, posmip § no 3 6aicrepy y navyi 3 kaprody
THN YNAKOBKK)
Composition/Cknag 1 tablet contains 5 mg desloratadine / 1 Tabnevia MicTuTe 5 mr gesaopatagvny
Manufacturing country/Kpaita anpobimg Actavis Ltd, Malta/Axranic AT, MansTa
Importing country/Kpaiva-imnoprep Ukraine/Yxpatha
MA number/Homep PN No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11,2020 / Ne
UA/18453/01 /01 Hakaz MO3 Ypaiuu Ne 2669 Big 18.11.2020 p.
Batch number/Homep cepii 177228
Batch size/Poamip cepli 61058 packs/ynakosok
Date of manufacture/Aata BUPOBHWLTEA 10.07.2025
Expiry date/CTpoK npyaaTHocT 06/2028
Name, address and authorization number of Actavis Lid, BLBO1S, BLBO16, Bulebel Industrial Estate, Zejtun, ZTN 3000, Matta
manufacturing site/Haasa, anpeca i Homep Ne MLOO1T /
niueH3ii BUpoGHMNOT AlnbHuyi Axtapic fivg, BLB 015, BLB 016, Byne6en Inaactpian Ecresiv, M. Iesityn, ZTN 3000, Mansra
Ne MLOO1T
GMP Certificate/Ceprmwdinar GMP MT/022HM/2024 valid until 07.03.2027 / MT/022HM/ 2024 aie ao 07.03.2027
Tests / Permissible limits / Results /
MNoKa3HWKK Adonycrmmi mexi PesynstaTti
At release / Npu Bunycxy During shelf life / NpoTaRrom
Tepmidy npugariocTi

’ Any l;nspzclfied:;npurrtyf :
: ByAb-AKa Kecneuwdiuxa ; ; i
| aomiwna Not more than 0.4 % / He Binbwe 0,4 % (<005% |

‘ - Total impurities/ Cyma gomiwox |

5 Not more than 2.0 % / He Binbiue 2,0 % ‘ <005%

,Ma oo o e e e e e+ e
. Mlupo6ionoriuna umcrora? ) ;
- Total aerobic microbial count / ;
| 3aranene uucno aepoBHUx Not more than 10! CFU/g / He Ginbwe 107 KYO/r ;
* mikpoopranismip (TAMC) ‘' Not performed/
' HeBuroHysasca
. - Total combined yeasts and moulds | 4 I
. count / 3arancHe wucio aphramosmx Not more than 102 CFU/g / He Ginvwe 102 KYO/r !
i Ta naiceHesmx rprbie ; |‘
-Escherichiacolt 1 _Ahsencein 1g /BiacyTHan 1r _ S __f
9. Packaging / akyszuns . L . Comforms/ |
e OGS WIRND/Slanosiao O WA L Bignosise 1'
10. Labelling / MapryaaxHa In accordance with ND / Bianogiano 4o Hil .| Comforms/ !

1 - Testing was not performed during stabifity study / BunpoBysanus He NPOEOAKAOCE NpK aochipxenH crablirerocti.

- 4-(8-chloro-5,6-dihydro-11H-benzo[S,6)cycloheptal1,2-b]pyridin- -11-ylidene}plperidine-1-ol / 4-(8-knop-5,6-auriapo-11H-
Genaa[s 6luymknorenTa[l,2-bnipuavn-11-inigen)ninepugyn-1-on,

- if one or more tablets fail this requirement, further tabiets should be tested as per Ph. Eur. 2.9.3 / Axwo ogua abo Ginvwe TalineTok He
am.nomp,aaorb BCTAHOBNEHOMY KPUTEil, BUNpoGyaantA inwyx TabaeTok ByayTs NPOBOAMTUCE BIANGEIAHO A0 BUMOr EBponeiicerol
®apmanonel 2.9.3,

4 - Not routinely performed. Tested on the first three production scsle batches and then at least annually. / He npoBogWTsCs Ha nocTiinisk
OLHOBI, BUNpoGysaHHA NPOBOAATECA Ha NEPLUKMX TPLOX NPOMUEADBHX cepiax, 3 no afiMHI, Wopiuno.

Comments/Komenrapi:
Store at a temperature not higher than 25°C
36epirat npw Temnepatypl He prie 25°C

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. 8LB 016, Bulebel Industrial Estate, Zejtun ZTN 3000,
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533



BATCH CERTIFICATE OF A MEDICINAL PRODUCT

tevq CEPTU®IKAT AKOCT! CEPIT NIKAPCHKOFO 3ACOBY
Name of product/Hasa npogykTy Elizium, 5mg fitm-coated tablets, 10 tablets in a blister; 3 blisters in a carton box /
{strength, dosage form, package size and Enfziym, TaGaetky, BRpUT] naiaxosoio 0G0A0HKOIC 0 5 Mr, no 10 ranetox y Gnicrept;
type/Ao3yaaHHn, nikapcoka qopma, poamip i no 3 6aicrepr y nauuf 3 Kaproxy
THN YNaKoBKK)
Composition/Cran 1 tablet contains 5 mg desloratadine / 1 Tabnerka micTuTe 5 Mr gesnoparvagmmy
Manufacturing country/Kpaina Bupobhnk Actavis Ltd, Malta/Axrasic AT, ManeTa
Importing country/KpatHa-imnoprep Ukralne/Yrpaiva
MA number/Homep P No. UA/18453/01/01, Order of MoH of Ukraine No. 2669 of 18.11.2020 7 Ne
UA/18453/01/01 nanaa MO3 YkpaiHu Ne 2669 sig 18.11.2020 p.
Batch number/Homep cepii 177228
Batch size/Posmip cepii 61058 packs/ynaxkoson
Date of manufacture/Sata shpobHuyTaa 10.07.2025
Expiry date/CTpok npugaTHocTi 06/2028
Name, address and authorization number of Actavis Ltd, BLBO15, BLBO16, Bulebel industrial Estate, Zejtun, ZTN 3000, Malta
manufacturing site/Hassa, agpeca | Homep Ne MLOOA /
Aiyensti BupoBumyol AibHKg Axrapic firg, BLB 015, BLE 016, bynefen \ngactpian Ecredit, m, 3eiityn, ZTN 3000, Mansta
Ne MLOO1T
GMP Certificate/CepTpinar GMP MT/022HM/ 2024 valid until 07,03.2027 / MT/022HM/2024 pic po 07.03.2027
Tests / Permissible limits / Results /
Noxazarmrm Aonyctiumi mexi PezynbTamm

At release / Npyu sunycky During shelf life / Hporarom
TepMiHy npuAaTHOCTI

The batch meets the requirements of QCM to RC Ne UA/18453/01/01 / Cepin signosigae sumoram MHA ao PN
Ne (JA/18453/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been manufacturec, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements ¢f 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. / Lum 8 3aceiguyio, WO HaBezeHa Buge
indpopmayin £ aocropipHolo Ta TowHow. Ui ceplio npogykuii Gyno empobaeno (asnuaoun NakysanHn/MapryeaHHR} Ta
NPOBEALHD KOHTPOAL il AKOCTI Ha Buwie3aaMavenii AlnbHmii vy nosHil signosiarocTi 2 sumoramn GMP, scraHoBReRMMMN MiCUueBIIM
PEMY/IRTOPHUM OPraHom, 2 TawoX BignoeigHo Ao cneumdinauif, wo micrateca y PeectpadiiMomy aAocobe. fipoToxkoni
BUPOGHULTES, NaKYBAKHA Ta axaniaie Gyno nepernanyTo Ta BCTAHOBAGHD BignosigHicTs GMP,

: Gabritlle Vella Brincat

Prepared by / ligroroeneno: Katarina Milanovie Approved by / 3ataepam
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