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JAEPXKABHA CJIYXBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI
npoB. Hazii Ceitnudnoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
NPO AKICTH BBE3€HOro B YKpaiHy JikapchKoro 3acody

01.02.2024 Ne 4315/24/26H

ECJIOTUH

(HaliMeHyBaHHA JiKapchKOTo 3ac0by 3riRHO 3 peecTpalifHAM TIOCBITYEHHSIM)
Ta6/IeTKH, BKPUTI IVIIBKOBOI0 060/10HK010, 5 Mr 110 10 Tabnerok y 6aictepi; mo 1 6niCTepy B
KAPTOHHIH Kopoo61i

(hopma eumycky, 403yBaHHS, BUL NAKyRAHHS Sikapchkoro 3aco0y)
Howmep peecrpauiiinoro nocsizuenna UA/16357/01/01 erpok aii peectpauiiinoro nocsiguenns HeOOMeKeHU
Cepis nikapcskoro 3acoby Ne 210000162 " KinskicTs BBe3€HOTO Nikapcskoro 3acoby 22999

BupoGrik VOPJIJ{ MEJIMLIVH UTAY CAH. BE TUDK. A.IIL, Typeuunta

(nalimeryBanns BHpOGHUKa JIiKapChKOro 3ac00y, KpaiHa IOXOANMEHHS)

Boeacro B Ykpainy TopapucTso 3 06Mexernolo BinnopinansuicTio " Tpoxac Gapva
Ykpaina", inear. koa: 37177201

(naiimenyBanHs T2 koA 3a E/IPTIOY ropunnunoi oco6u a6o npissuile, iM's, no Garexpsi Gisuunol
0co6H - nignpuemis, il Miclie TPOXHUBaHHS Ta peecTpauiliHuit Homep 061ikoBOT KapTkn IaTHKa
nonatkis abo cepia Ta HOMEp nacnopra)

MpoTtoxon sisyansnoro konrpomo sia 01.02.2024 N 315/1.

3a pesyNeTaTaMM IEPKABHOTO KOHTPONIO BCTAHOBNEHO, IO Jikapchkuif 3aci6 BBeseo B Vxpainy 3
JOTPHMAHHAM BHUMOT 33KOHOABCTBA OO 3a0€3NeYEHHs AKOCTI Nikapghrux 3aco0iB.

Hauanssuk Muxona XOJIO,IIEHKO
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Munyfactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Location: 15 Temmuz Mahsllest Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
Liconse: TRAUY/2019/12-0

Bupotiaeno: YOPJI MENMIHH LAY CAH. BE TIIK. AJIL
MicuesHaxomeerna: 15 Temneys Maxamnend Tuaned Homy Txannec
M50 Toremor Barsemap/Cramtyn, TypeusHna

Jhzmewsia: TRAJY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000012213
CEPTH®IKAT AKOCTI
Product name: ESLOTIN
Has3sa npodyxmy: ECTTOTHH
Pharmaceutical form, film coated tablets, 5 mg; 10 tablets in a blister; 1 blister together with a leaflet in o
package type and size: carton box ‘
Jlikapcura dhopma, mumma — matremry, expumi nnigxoeor oboxonxoio 5 Mz, 10 mabuemox y Gnicmepi; no 1
POIMID YRaKOBKIL Gricmepy pazom 3 IHCMPYKYier ONA MeOWNHOZO 3ACMOCYBURHA Y KAPMOKKIT Kopotyi
Dosage / potency: desloratadine 5 mg
Hoza / cuna o denopamadcuny 5 m2
Registration cortifleate:  yasness71o1
eecmpayite noceiovenn.
Batch no.: 210000162
Ne cepit:
?:;;l:;:;;ﬁ? 49 104 packages/ynaxoeox
Manufacture date: 102022
Hama supobuuymsa:
Expiry date: ;
Tepnin npudanmocmi. (23025
TEST LIMIT RESULT
. Horcsnyru sxocnii Hopaysauia Pesynemam
Appearance Round, biconvex, blue film coated tablets with | Conform
: score line on one side
3oseniwmiii euznad Kpyeni OQeoaxo eunyxii wmaGnemxy, expumi | Bionosioae
nniexogoio  QBONOHKOI, CUHBOZO KORBODY 3
POINOGIALYOR DUCKOIO 3 001020 HOXY.
Identification
Toenmudixaris
- desloratadine The retention time of the principal peak in the Conform
chromatogram obtained from sample solution
should correspond to that of the standard solution
in the assay =
- desnopamadun Yac ympumye 4 Bionosioac
HO XPOMAO;
NOgUHEN GiG
XPOMAMOZD
“ KIRBKICHOZO
~ titanium dipxide An crange- Conform
- mumany Jioxcud 3'‘aenacmuen Bidnogidae
- indigo carmine Maximum valte Conform
spectrum of samp
- induzoxapmin Maxcumansre Bidnogidae
Socridoicyaanozo pO3NUHY ROGURHO
crocmepizamucs npu 614 im.
Uniformity of dosage units Acceptance value should meet the requirements Conform
L1<150;L2<25.0
Oduopidnicms dozosanux odunuye | Ipuiinamee suaienns nosurne sidnosioamu Bionogioae
gumozam L1 < 15.0; L2=25.0
Loss on dryin,
Bmpoma srﬁacgi npy sucyuLyeaii =20% 3.5%
Dissolution > 80% in 45 minutes (Q=75%) 98.0 %




Mangfactured by WORLD MEDICINE ILAC SAN. VE TIC. A.8.
Location: 15 Temmuz Mahallesi Cami Yoiu Caddesi
WNo:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2018/12-0

Bupotneno: YOPJIHME}IHI[EEDIA"ICAH.BE'ITMAI]L
Micuganexomuens: 15 Tesoys Mexanmeni Jaami Homy Taangec
}es0 MNopemni Barmeamap/Crambyn, Typearaima

Jigensig: TR/UY/2019/12-0

TEST LIMIT RESULT
Tloxasmumu axocmi Hopmysanua Pezyromam
Posuunennn > 80 % uepes 45 xeunun (Q=75 %)
Assay of desloratadine 5.0 mg/tablet + 5 % (4.75 — 5.25 mg/tablet) 4.90 mg/tablet
Kinwricne suanavennn | 5.0 me/mabn. = 5 % (4.75 — 5.25 mz/matn.,) 4.90 (me/mabn.)
desnopamaduny.
Related substances
Cynposidni domiuu .
- impurity A <02% Not detected
- domiutka A : He suagneno
~ impurity B <02% Not detected
- Jomituxa B He euagneno
- impurity C <02 % 0.07 %
- Qomiwwa C
- unknown impurity <02 0.09 %
- Hesidoma OoMmiuna
- total impurities <1.0% 0.16 %
- cyMa Goamiwox
Microbiological guality:
Mixpobionoziuna wucmoma
— total aerobic microbial count <10® CFU/g <1 CFU/g
(TAMC)
- 3a2QIeHA KiRbKiCHb aepobrx <10 KYO/z <] K¥O/ &
mixpoopeanizmis (TAMC)
— total yeast/ moulds count (TYMC) | <107 CFU/g <] CFU/g
- sazameHa Kinbkicmy Opixcdxcosux | < I0° KV O/z <1 KYO/2
ma naicraewx spubia (TYMC)
— Escherichia coli Absentin 1g Absent
- Escherichia coli Biocymuie 12 Bigecymni

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with
the specification. and control methods of the analytic-normative documentation, registered in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Ifum 2 saceiduyio, 140 nepepaxosana suwe ingopmayin ¢ docmosipnoio i mounoio. Ilx cepin npodyxyil byaa
BUZOMOBRERA  (8XNIOYAIOUY naKysanta £ mapmmm) 3 NPOGEOEHHAM KOHMPOAIO AKOCHWU HQ GUMEGRAZAHIU
eupobnuuill Oltonuyi 8 nosuii 815?!0815}! =3 =gtuMgzamy GMP, acmancerenusmt pezyanmopHuM OPaHoM
Typewuunu, a maxodc y 6iONOCIORGEHE -m....__; icro i memodamu roumpomo saxocmi (MKA),
zapeccmposarumy 8 Yxpaini. IIpomonol faRoary ma auanizie ByRu nepezianymi ma 8CIMAHOGRERD
gionoeionicme GMP.

Signature and daie, stamyp
Hidnuc ma dama nidrucanng, nevamxa /'

WaPLY B THOC LA SAML VETIC. AS.
15 Temn s ¢ 2=, Cnniyaly ad, Hlo 8D
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