JEPXKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIN OBJIACTI

npos, Ceitmuurol Hazii, 3, m.Kuis, 02099, Ten/taxc: (044) 576-40-41
E-mail: dls. ko@dls.gov.ua, Kog €APIIOY 37078774

BRCHOBOK
Apo AKiCTE BBE3EHOI0 B YKpaiHy JixapcbKoro 3acoby

19.03.2025 Ne 12148/25/10

XITAKCA

(Hofimenysang aikapcsroro 3acofy 3riauc 3 peecTpaniiinnas nocainyelizanm)
TabaeTKy, MO JNCHEPTYIOTEHCH B POTORIN nopossui, o 2,5 vr; no 10 Taérerok y BaicTepi,
o 1 faicTepy y kaprouHii Kopobui

{bopma Brnycky, MO3YBIHHY, B RAKYBAKHA TKapCBKOTo 3acoby)

Hosep peectpauiitsoro nocsipuensn UA/15529/02/01 cxpox xii peectpaniiinore nocsigzesns 01,01.2099

Cepis nikapcokoro sacofy Ne 243802 Kiaskicts Bsesenoro aikapeskoro sacofy 162
BupoGank AT «Anamen Dapmar, ITonsuia
(naiimenyBanna supobHiika nikapcekoro 3acaby, kpaina noxoamcHEs)
Bseseno 8 Yipainy Crinbne yxpaiichKo-eCTOHCLKE MANPHEMCTBO Y hOPMi TOBAPHCTBA
3 oOMmexenoro Bignmopinansnictio "Onrima-®apm, JITA", inenr, won:
21642228

(nuftMenyBanng Ta kol 3a €JPIIOY roprauuHoi ccobu abo npiapnme, iM'z, no GaTeXoBi disnynoi
ocedlt - nixapuenits, i Micle npoxumanis Ta peceTpaiitnnii Hormep 06TiKOROT KAPTRIL ERATHHKS
nogatkis aGo cepid T2 RoMep maCTopTa)

Iperoxen Bisyanenore konrpomo sin 14.03.2025 N2 0762/2.

3u pesyseTatamiy HepAKABHOTO KOHTPOIIO BCTAHOBAEHO, IO Jixapchkiii 3aci6  Bseieno B VkpatHy 3
AOTPHMAHMSEM BiuMOT 32KOROZABCTEA MIOA0 3203(IEHCHHA RKOCTE NiKAPCLKHX 3ac0Bin,

Onera EPBOMEHKO

{niznuc} {intmiami 12 mpisspe)




Jdororan gosmanit
Cepradirar sucocti Ne 2122025
XITAKCA, rabaerku, o AHCnepryiornes g porosiii nopodann, no 2,5 mr

Kpaiua supodune: Upeigs

Pecerpangiiine woeriauenns Nex UA/15529/02/01
Cuaa aii/antupaicrn: aczuoparaamy 2.5 Mr
Jirapenka fopaaz talineTiu, 1o ANCHCPryIoTses B pOTORHT OO I

Ton ra possip yoasosria: Ne 10 (no 10 rabacrox y Guicrepis no 1 Guicrepy y kapronuiit kopodiu)
Howsep cepii: 243802

Kinnxicrs vinaronor 8 copiiz 10 746 v,

Hara papobunuraa: 11/2024

Crpox npuaarnocyi: 10/2027

Bupoduuk aikapebroro 3acefy, nosmi supodnuwynil ko

Jsnmmese Jbrenedapa CAL, Tpeitis

Aapeena: 18 kv Maparonoc Ase, Mwaini Arngi, 15351, Dpeuts

Cepruirvar GMP: Ne I5156/5-12.2022

Bupobnuva ainensisi: 0000000073/23/1

Bupoduur aivapenioro sacoly, sianoniaaniuni 3a Buyer cepiis

aditene 10 peodyexeniii

Jianamus: AT "Axasiea Gapya”, Toswma

Aapeca: sys. Mapu, [l Hiney

aepkore 8, 95-200 1

10 auine, Tosna

Ceprndinar GMP: Ne ISF405.7.2024.1P.1 WTCAOU39_01_01/11
Bupodmseaa ainensise: 204/0039/15

Komrpoms nposeacunil v siwrosiniocti 3 MK a0 PIT Ne UA/ISS29A2/4

N Horaznun Jouyerumi HOPAMH HPH BHIYERY Pesyabrary
| SORHIRHE BUTIsL Kpyrin, roeki. 4epBOoHo - erasil BEANOBITAC
TalAcTRI, 3 PACKOIO TA THCHCHHIM HA
oAnoOMY G0l «2,3»
2 Hiaverp' 6.4 0.2 mu 6.4 My
3 Topmuna’ 24503 MM 2.3 MM
4 [aerrndikangis:
-Yb BLAITOBEANE CHCKTPY CTARAPTY Bianoniac
-BEPX BUAOBLAAE CTOApTy Biuonixae
3 Bona = 3.3% of/ob 1.0 Y%
6 Cepesn maca ! 83 wMr ok 4% (82 ~ 88 1) 85 mr
7 Posrazanis’ < 90 ek 19 cex
8 Posunncuis Q= 80 % 2a 30 xe 100.4 &%
9 Quuopiamicrs Bianonizno o Ph. Eur, 2.9.40 3a AV = 4]
SLOBOBARIX QI OAHOPLUNCTIO BMICTY
1) KiapricHIH aalis: 05,0 - 105,0 % 96,8 &
B! CyHpoBiani AGMHLKN
N- Formyl < 1.0% HB
bByab - aki qesiome | E 0.4% 0.02 %
J0MITKa
CyMa A0MIIOK < 1.5% 0,02 %
12 Busradena ke Cruiil ocaa, akuii posunnscernes nicis | Bianosizae
38130 HCPBOHOTO™ Joaapanns pozsika HCL
13 MirpoSionorivna TAMC < 107 KYOir e
ameToTa »
TYMC <107 KYOir
Escherichia coli siacyrus s 1y
Perniznri koMiaHii |
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Jororun gosuanii
Ceprudixar swocri Ne 212/2028
XITAKCA, ratacriu, 110 ANCHepryorhes s porosiit nopokunni, no 2,5 ar

Kpaiua supodunr: Upeiis
Pecerpaniiine nocsieng Ne: UA/15529/02/01 Aliene po: peodmexennit
Cuaa aiffantsricrn: geznoparaumy 2,5 mr
Jirapenra gopya Taliuercy, Do AHCHepryIoTses B pOTOBHE nopoxuimi
o a posyip ynaroswie Ne 10 (no 10 vadacrox y Guicrepi; no 1 Guicrepy y xaprouniii kopoGi)
Howmep cepil: 243802
Kinbricrs virakosor s cepiis 10 740 yn,
Hara papobunnrsa: 11/2024
Crpox npuaarnocyi: 10/2027
! Pegyantarit 53811 3 KOWTPOIIO BHpOGHIITms

- Jocaiacniig aposoartes oparadisud v anied copii b pik ado soanot 105 copii, aka ¢ saiaactiwimo

Pesvarrar anagizy: Hana cepis siwonigac simoram Merogis Kowrposo Slxoeri so Pecerpaniiinoro

Tocsixuenns Ne UA/5529/02/01

Komenrapi: uemae

3anea npo cepmudpisanin: Llum n saceiowyio, wo nasedena suuge Didiopyaiin ¢ QoCmosipieo 1 mouioo.
Hio cephio npodviudi (o supaiaeho, sRUGNTIONE RAEYSQIHS [ MAPKVGANI DL IPOBEOCHO KOUNpot il
arROCHE Ha GUUeIasIaenity Ol v noeiil cionosionoemi 3 susiocaxie GMP, gemanosacuan MicHesuy
DESVHIMOPIUM. OPSUNOM, (& MaroXe ¢IOnositno do cneiudicayiit | o MCHAMbCA ¥ Pecempaittinony
doces. Hpomoeroad supolnuymea, NarRyeanus Ml auaaizic 0310 NCPeCsymo  Md gemanoeeno

cionoesionioms GMP.

Peaxizayis npodvemy dossorena.

Harva sunyery:  16.01.2025

Kuastipiconana QOcoba: Hoauna Crlenepr (iiannc)
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CERTIFICATE OF QUALITY Ne 212/2025

KITAXA, tablets, dispersible in the mouth, 2,5 mg

Lountry manufacturer: Greece

Registration Certificate Net UA/1S52%:02:01 valid until: velimited
Strength/Potency: Desloratadine 2,5 mg
Bosage form: tablets, dispersible in the mouth (prodispersible tablets)

The size and fype of packaging: No 10 (10 tablets in a biister, 1 blister i a carton box)

Batch punber: 243802

Total quaustity of packs i batele 10 746 packs

Manulacturing date: 112024
Expirvy date: 10/2027

Manufacturer of the nredicinad product (full-cycle production):

Site: Genepharm SA, Greece

Address: 18 th kun Marathonos Ave, Pallint Atk 153581, Greece
Certificate of GMP: No 115156/5-12.2022
Manufacturing License: 0000000073234
Manufacturer of the nyedicinal product (hateh refease):

Site: Adamed Pharma S.A., Poland

Address: ul. marsz, I Pilsudskiego 3, Pabianice, 95-200, Poland
Certificate of GMP: Ne ISFA05.7.2024.1P.1 WTC/0039 01 0171

Manufacturing License: 204/0039/15

_Controls made in accordance with the methods of quality control of the RC Xe UAJIS529/02/01

Heguirements

CMe | Tests (indicator of quakty) . ) i . Resulty
i ' - On release {nermissible normsy 4 _
1. | Appesrance Red-brick round, flat tablets with complies

bevelted edges and «2,%» embossed on
one side

2.9 1 Diameter

6.4 40,2 mm

£.4 mm

3.0 | Thickness

2.4 5 0.3 mum
| Identification
R AY Complies with the spectrum of the complics
4 standard
HPLC Complics with standard complies

LS Water
6,7 1 Averare weizht

B

1.0%

83 my

7.9 | Disinesration

= 9 sec

&1 Dissolution

Uniformity of dosage units

10, | Assav

Ly B0% al 30 min

Complies with Ph, Eur. 2.9.40 by content
uniformity

95,0 - 105,00

]( &g

ADAMED




CERTIFICATE OF QUALITY Ne 212/2625

KITAXA, tablets, dispersible in the mouth, 2,5 my

Country manufacturer: Greece
Registration Certificate N UA/L§529/02/01 valid uotil unlimited
Strength/Potency: Desloratadine 2,8 mg
Desage form: tablets, dispersible in the mouth (orodispersible tablets)
The size and type of packaging: Ne 10 (10 tablets in a blister, | blister in a carton box)
Bateh number: 243302
‘Total guantity of packs in batch: 10 746 packs
Manufacturing date: 1172024
Expley date: 1072027

1. | Related substances ‘
- N-Formyl F 0% N.D.
Any unknown impurity 0.4%
Total impurities < 1.5%

A blue precipitate is formed that in mplies

12,9 | Identification red iron oxide . o o .
o dissolved after addition of difute HCL

13.9 1 Microbiologic
TAMC = 10" cfu/g
CTYMC < 10 efwg
scherichia coli - Absenecin 1 p

Rosulls are front proxfiction control
SReseareh condusted at least vne bateh cach year, or 1ihal baich, which is mov: fFeqient

The result at the analysis: This baich meets requirements of the Methods of Quality control of Registration
Certificate Ne UA/15529/02/0]

Comments: not comments

e Certification statement: [ hereby certify that the above information is authentic and aceurate. This
batch of product has been manfactured, including packaging / labeling, and guality control has been
carvied out at the above site in filll compliance with GMP requivements established by the tocal
Regulatory Authority and in accordance with the specifications cortgined in the repistration dossier.
The production, packaging and analysis protocols were reviewed and, found in compliance with GMP .

Realization of the product is allowed.

Date of issuc: Qiﬁ‘%‘{f‘ﬁ B 9 Rvalifikowans
0% -1~ SIgnaFE glifidd Person
01-16 VA1V
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Joanna Siewert
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