AEPKABHA CIYXBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTHUKAMU ¥ M. KHEBI

BYJL. Bepemmciacmca, 29, Kuis, 02098, ren. (044) 295-26-85 Ten. (044) 295-26-82
E-mail; dls.kyiv@dls.gov.ua, Kon €1IPTTOY 37079055

BUCHOBOK
Npo fiKicTs BBe3enoro B Ykpainy JiKkapcbKoro 3aco0y
30.06.2023 Ne 33498/23/2611
JIEBOCETW.I

{nakimeny Banug Aikapenkoro 3acoby Iriano 3 peceTpantidinm HOCBEIHEH HaM )
TabjeTkn, BKPHTI IIiBKOBOW 06010HK010, 110 5 Mr no 10 ta6aerox Yy 6aicrepi; no 2
Oaicrepn y KapToHHi# Kopobui
(dhopma BHNYCKY, A03yBauHs, pup NaKkysanug nikapenkoro 3acoby)

Homep peecrpauiiitoro noesinuenns UA/18085/01/0] cTpoK aii PeecTpauiiinoro nocainuenns 12,10.2025

Cepis nikapcskoro 3acoby Ne 212000050 Kinbkicts BResenoro MiKapebkoro sacoby 24183
Bupo6unk YOPJIN MEJMIIMH 1JIAY CAH. BE THDXK. AL, Typeyuuna
(HaAMEHYBanHs BHPOGHHKE Niikapchkora 3acoby. kpaina NOXO/KEHNS)
Beeseno s Vipaiiry ToBapucrso 3 obMmexernolo BiinoBinansHicTio "Tpoxac ®apma
Yrpaiua", inenr. coa: 37177201
(HasiMenysanng 1a xoj 39 CAPHOY 1opuumor ocotn 4B0 HPHBAILE, A\, 1o Burbkogi

(hisueHoT 0coby - niAnpuemus, ii micue NPAOHKHBAHKS T4 peceTpaifuui Homep obsikosof
KADTKH NuaTHmka nojarkin abo Cepis Ta HoMep nacnopra)

MpoTokon Bisyanshoro koHTpoato Bix 22.06.2023 N» 1724/4,

3a  pesynbratampu AEPXABHOrO  koHTpoOMIO BCTAHOBNEHO, WO nikapchkuH  3aci6 BBE3CHO B Vkpainy 13
AOTPHMAaHHS

gKOHOnaBCTBA Uono 3a6esneuckng AkocTi i bKHX 3acobis.
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Maryfuetured by WORLD MEDICINE ILAC SAN, VE TIC. A8

Location: 13 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesti Bageitar/Tstarsbul, Turkey
License: TRAIY/2018/13-0

.

Bupodhena: YOPJIJ.I MEJMIIEH UIAY CAH. BE TIK, AN
Micuesnaxomxensa’ 15 Temaya Maxannemi Miami Mony ranneci

M50 Tonemni Barmiap/CramOyn, Typeaunsa
Jhivensis: TRATY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000012704
CEPTHOIKAT JKOCTI

Product naine; LEVOSETIL

Hazea npodyimy: JEBOCETHI

Phirmaceutical form, film ceated tablets, 5 mg;

package type and size: 10 tablets in a blister; 2 blisters in a carton box

JTirapcvra popma, mun ma
PO3MID YRUKOSKU:

Dosage / potency:
Losa / cuna dit:
Registration certificate:

TabieTkd, BRPHTI NNiBROBO1G 000/I0HKO10, 1o 5 Mr;
o 10 raGsaerox y 6aicTepi; no 2 Gaicreps y xapronsil xopobui;

levocetirizine dihydrochloride 5 mg
JEBONETHRHSKEY RUriapoxaopRay 5 mMr

Pecempingitine nocsidyenws: UA/18085/01/01
Batch no.: _

Mo eepii: 212000030
Batch size:

Pazmip cepii:
Manufacture date:
Hama eupobruymea:
Expiry date:

Teprin npudamnocmi:

29 228 packages/ynarosox
122622

11.2625

Vs Ly 54

TEST Liir RESULT
orasnurcy axocwii Hopmysarnns Pesyavmam
Appearance White or almost white coloured, oval, biconvex film | Conforms
Onne coated tablets. Bionoeidae
Oeanoni Oeoonyrai mabremiky, expiuml HIIEKREE0I0
oBorouroie Bino2o abo Maice Bino20 koALopy.
Identification
Ineartudikania
- levocetirizine dihydrochloride | Retention times of main peaks which are obtained | Conforms
- AEBOYEMUPUSUHY from sample and standard solutions chromatograms | Bidnogidae
ouziopoxnopudy should be similar.
Yacu ympuMyeanss OCROGHUX RiKis, OMPUMaHux Hd
XPOMAOZPAMAE SUNPOGYSaH020 | CHIGHOADIMHO20
po3uunis, nosuHHI Gyt OORGKOGUMU.
- Htanium dioxide Orange-yellow colour should be obtained. Conforms
- mumany diokcudy Mae CROCIEPI2amcs noMaparyeeo-xcogme | Bidnogidae
zabapenenns.
Average mass 105 mg +7.5 % (97 — 113 mg) 105 mg (mr)
103 me2 =75 % (97 - 113 m2)
Uniformity-of mass Not more than 2 of the individual masses deviate | Conforms
Cepeons maca from the average mass by more than 7.5 % and none | Bionesidae
Odnopionicme macu deviates by more than 15.0 %
He Ginvuie 2 IHOUBIOYANeHIX MGC GIOXUNAIOMBbLA 8I0
cepednvol macy Binoui, nivie na 7,5%, { DICOONQ 3 HuX
‘e gidxuazemecs Ginvw nime Ha 15,056
Disintegration < 30 min. (x8.) 1 min. (x8.)
Posnadanns s
Uniformity of dosage units ‘Accepance value (AV) should meet with the
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Manufecnered by WORLD MEDICINE TLAC SAN. VE TIC, A8,

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No: 50 Gunesh Bageilar/istanbul, Tarkey

Licerise: TRAUY/2019/12-0.

Bupodreno: YOPJI MEJFINEH 1AW CAH, BE THIK, A.IL
Mictesnaxomxesnz;, 15 Temmys Maxanmerni [iseami Hony Txanzeci

Ne30 Dronemn Barminmap/CramGyn, Typesunua

Thizensia; TRIUY/2019/12-0

Odnopiouicmo requirements _ Bionogioae
GO308GHUX ODUHUYD Hpuiinamue snavenns (AV) mae sionosidamy.
BUMO2OM
Water content <80% 55%
Buich scdu
Dissolution
Poszuunenna 96.1 %
- levocetirizine dihydrochloride | = 85.0 % of the label claim in 30 1min.
- AeBOYEMUPUIUHY 0 =80.0%)
Quzlopoindpudy > 85,0 % &i0 sasenenotf xiavrocmi 3a 30 xe.
(0 =80.0%)
Assay _
Kinspricne pH3HAYCHHA 5,00 mg/tab + 5.0 % (4,75 — 5.25 mg/tab) 4.80 mg/tab
-levocetirizine dihydrochloride | 5 00 ma/miatn + 3,0 % (4,75 — 3,23 mz/mabn) {mz/mabn)
- NeGOYEMUPUSUHY
Juzidpoxnopudy
Related substances:
Cynposinai nomimxu
- any single impurity <025 % 017 %
- 6YOb-aKa 00uHUYHA domiluxa | <7 7 _—
- total impurities & B 29 %
- cyMd CoMiuior =1.0%
Enantiomeric impurity
Jowmiizxa exanriomepa 0.34 %
-dextroisomer £1.5%
- dexempolsomep
Microbiological quality:
Mixpobiosoriuna wacreys; ]
- total bacterial count (TAMC) | 5 10° CFU/g <1CFU/g:
- sazanena Kinbkicmb aepofinux | s 10° KVO/2 (K¥0/z)
mirpoopearizmie (TAMC)
- total fungi count (TYMC) < 10*CFU/g <]CFU/g
- Fa2aNLHA KIABKICHD < 107 KVO/z (KVO/2)
OpiscOaCOLX Md NAICCHEBUX
epubie (TYMC)
- Escherichia coli Absent/g Absent/g
Bidcymuig l 2 Bincymiglr

I do Fereby certify that the abovementioned data are trustworthy and accurate. This produtct batch is
manufactured (packaging/labelling included) under the qualily 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
profocols of manufacture, packoging and analysis are reviewed; conformity with the GMP is established:

Lum. 5 3GCEIOUVIO, 10 Nepepaxosand suwe ngopMayis e Jocmogipuoio § mosnow. Lr cepin Hpodyryil Byaa
BUZOMOBNEHA (GRIIONAIONY NAKYEAHHT / MAPKyBAHHA) 3 TPOBCOCHHAN KONMpPOAo AKGCH HQ GUMEsKA3aHTH
aupobuuisi dinenuyi & nperii eidnosionocmi 3 eumozamu GMP, écmanogneHmy pezylsmopHUM Opeanom
Typewduny, a waxoxc Yy eidnogidnoemi 30 chewuixayiclo 1 memodamu  KOHMPORo arxocimi (MK,
sapeecmposanumu & Yipaini. TIpomokonu eupobHuymas, yraxoery ma ananizie Gyiu nepezRauyiil ima sCanoeneno
gionogionicme GMP.

Surname and position of person, approving baich release
Hpisemye ma nocada / 38anns ocoby, sxa eudana dosein il
E i

Signature and date, stamp

Ilidnue ma dama nidnucanns, nevamxa / wmarn 11.05.2023

o
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