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AEPXIIKCIIYXBA
HEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOEBIB TA KOHTPO.IIO
3A HAPKOTUKAMH y YEPHIBEOBKII OBJIACTI

BYJL. l'ontosHa, 29, . Yepnian;, 58008, 0-372-52-22-60 Ten./dpaxc 0-372-55-39-93
e-mail: dls.cv@dls.gov.ua, Ko €JIPTIOY 37032279

BHUCHOBOK
PO AKICTE BBe3eHOro g Ykpainy nikapcebkoro 3aco0y

15.05.2024 Ne 25347/24/24

DIYIAME]
(Haiimery Banng nikapeskoro 3ac06y 3rinuo 3 peectpanifinum TOCBLCH M)
Kancysmu reepai 150 mr, no 1 Kancyai 8 6uicrepi, mo 1 Oaicrepy B Kaprouuiii kopo6ui
(dopma BHIYCKY, N03yBaHHS, By TIaKyBaHHs Jixapcskoro 3acoby)

Homep peecrparniiinoro nocsinuenna UA/18328/01/01 CTPOK Jiif peecTpauiitioro nocsinvenns 21.09.2025

Cepist nixapcrkoro 3acoby Ne 401302914 Kinskicts BBeseroro nmiKapeskoro sacoby 90181
Bupo6ank YOPJIN MEIHLUH JTAY CAH. BE. TITK, A, Typeuunna
(naiiMenypanuy BUpOGHHUKa Nlikapenkoro 31co0y, kpaiua NOXOMKeHH )
Bresero & Vipaiuy Torapucreo 3 o0MesxeHo0N0 Bianosinanbnicrio «BJIYC DAPMA»,
inenr. xox: 43821180

(natimenysanig ta konsa €APTIOY YOPHAMYHO! 0co6i afo npissnie, iv's, o Garuioi Gismunoy
0coby - MiANpHemyy, Ti MicLe MpoxkHaansg Ta peecTpauiiuif HoMep oBnikosoi kaprxy TIaTHUKa
fonarkin a6o cepis a HOMEp nacnopra)

Hporokoen Bizyansuore KouTposmio ix 28.03.2024 x 80/0/01.25-24/2.

JlaGoparopuuit ananis AKOCTI JiKkapcbkoro 3acoly sgiticuenuis:

JlaGopatopis 3 KOHTPOIO sK0CT] JIKapCBKHX 3ac06ip Topapucrso 3 00MesKeH0kO BIONOBi nanbHicTIO
«JIOBPOBYT-JHKI/IHAB» (M. Knis, BYJL I—Ioaropo,zz-CiBepcx)Ka, 6yn. 3, mexwuriop;
_IpuMitenns 92)

(Halimenysanig 1o Miclesnaxo/pienig safoparopi, wg TpoBesta naoparophuii aHania akocri)

Bucnosok mozno axoeri JiKapchkoro 3acoby, Bunanuiy nabopartopieio six 14.05.2024 Ne 589-24

Pesynstaru JraGopatopuoro a”allizy sxocri JiKapcrkoro 3acoby 3a nepeBipeHumMy TOKasHUKaMu BilIHOBiaawa
BHMOram mertoyip KOHTpOJIO sikocTi (ananimm:o-uopmams}»lo'r AoKymeHTauiy),

3a pesynbTaramy AEPXKABHOIO KOHTponio BCTaHOB/IEHO, 110 JiKapehkuii  3aci6 BBE3CHO B Ypainy 3
L[OTpHMaHHﬂ M sumor 3JAKOHONABCTRg uon0 3abesneyems

AKOCTI JliKapebkux
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-0

Bupodaeno: YOPLL MEJIHIITH LIAY CAH. BE TLUK. AL
Micueanaxourenss: 13 Temwmys Maxaemi Jhrani Hoay Jbxanaeci
Ne50 INowermai Baroknsap/Craméys, Typesuia

Jlinensis: TR/UY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000033798

CEPTH®IKAT AKOCTI

Product name:

Hasea npooyxmy:
Pharmaceutical form,
package type and size:
Jikapcvra hopma, mun
md POIMIP YRAKOGKU.
Dosage / potency:
Losza / cuna oir:
Registration
certificate:
Peccmpayitine
nocgiouenis;

Batch no.:

Ne cepii:

Batch size:

Posyip cepit:
Manufacture date:

FLUZAMED

DITYIAME]

hard capsules, 150 mg, 1 capsule in a blister, 1 blister with a leaflet in a
carton box

kancynu meepoi 150 ye, no 1 xkancyni @ onicmepi; no 1 Gnicmepy pasom 3
inempyryiero 0as Meduunoeo 3ACMOCYGAHISL ¥ KAPMOHKIT KOPODYi.
Fluconazole 150 mg

Dayronaszory 150 me

UA/18328/01/01

401302914

90 250 packages/ynaxosox

Hama supobnuymea; 9:2024
Expiry date;
’l‘e,!,[v.)ul/t;‘/] npudamuocmi: 12.2028
TEST LiMIT RESULT ]
Hoxasituku axocmi Hopiyeanns Pesyiomam
Description Hard gelatin capsules, size 1, with opaque light green cap | Conform
and body, containing white to almost white powder.
Onuc Tsepoi acenamunosi kancyau, posaip Ne [, kpuwevxa ma BiRoEEee
KOPRYC MAIN0G02O CGIMAO-3€ACHO20 KOABOPY, WO MICIAND
HOPouoK 6i0 6ino2o 0o maiidce 6i1020 KOAb0pY.
Identification
Ioennmughinyis
- Fluconazole Retention time of the major peak obtained in the

- payronaszoay

- Yellow Iron oxide
- 3CL3U OKRCUO JCOGHIUTT

- Black Iron oxide
= BUAIZG ORCUO HOPIUT

- Titanium dioxide
- Qlokcun mumany

chromatogram of the sample solution should be concordant | Conform
to that of the standard solution. Bionosioae
Yac  ympusysanns  ocnosnozo nIKY ua  xpomamozpari
docaioncysanoeo  posuuny  nosunen  sionosioamu yacy
YINPUMYGANns — 0CHO6H020  niky — Ha  Xpomamospami
CMAnOaPmMKO20 posyuny

Red colour should be occurred in test solution. Conform
Hocunno crocmepicamucs uepeone sadapsaenus Bionosioac
mecmosoeo posuuny

Red colour should be monitored in test solution. Conform
Hosunno cnocmepizamucs uepeone sadbapeienns Bionosioac
MECNOBO0 PosIUNY

Orange-yellow colour should be obtained Conform
Hosunno cnocmepizamucs HOMAPANyeso-o1co8me B ioposive

sabapenenns

Average mass
| Cepedun vaca

339.999 mg + 7.5% (314 - 365 mg)

339.999 xe £ 7.5% (314 - 365 m2)
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Manufuctured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/{2-0

Bupodaeno: YOPL ME I LIAY CAH. BE TLIA. ALLIL
Micuesnaxoamenna: 15 Temmys Maxatemi [ixami Hony Jbxkamneci

Ne50 Mowewai Barmamap/CramGya, Typeuunia

Jhivensis: TRATY/2019/12-0

TEST LIMIT RESULT
Horasuuru sxocmi Hopsiyeania Pesyavmam
Uniformity of mass Not more than 2 of the individual masses deviate from the | Conform
average mass by more than 7.5% and none deviates by | Bionosioac
Oonopidnicmes vacu more than 15%.
He Gimvwe 2 inousiovarsnux  siac GIOXUASIONbCS  6iO
cepednvol macu  Gitbtt Hive Ha 7.5% ma wooua ne
sioxunscnives Giavu wixe na 15,0%
Uniformity of dosage units Acceptance value (AV) should meet the requirements of
()()11()/)1()/1iczilc, dozoeanux analysis . AV:2.99
o, Tpuiinsimue  suavenns (A V) sae gionosioamu eusosan
anauizy
Water content NMT 5.0% 35%
Baiem ¢oou He Ginvue 5.0 %
Disintegration NMT 30 min. 12 min. (ve.)
Poznadanus He Ginvue 30 xe.
Dissolution NLT 80.0% of the label claim in 30 min. (Q=75.0%)
Posyunenns He sienwe 80.0% 6io saserenor ximxocmi snpooosac 30 1 104.2 %
X6, (Q =75.0 %)
Assay 150.0 mg/capsule + 5.0% (142.5 - 157.5 mg/ capsule) 151.1 mg/caps

Kinoricue susnavenns

150.0 se/kane. & 5.0% (142.5 — 157.5 vio/ Kane.)

e wang.)

Related substances
Cynposioni dosiuru
Impurity A

Hoxtinwa A

Impurity B

Hoatira B

Impurity C

Hosiuka C
Unidentified impurity

Heideumughivosana domivxa

Total impurities
Cyma Qortiuior

Not more 0.4%
He Giabute 0,4%
Not more 0.3%
He 6inve 0,3 %
Not more 0.15%
He Ginve 0,15 %
Not more 0.2%
He 6inviue 0,2 4%
Not more 1.0%
He 6invue 1,0 %

0.13 %

<Disregard limit
<Meaci eusnencnms
Not detected

He cuseneno
<Disregard limit
<Meci suscnernms

0.13 %

Microbiological quality
MixpoGioroeiuna vucmoma
~ total aerobic microbial
count (TAMC)

= 3AeoNA Kiabricme
aepoOIUX MiIkpOOpeanismia
(TAMC)

— total yeast/moulds count
(TYMC)

= 3ARAILHA KiNbKICHb
OPINCONCOBUN a naicagux
epubie (TYMC)

- Escherichia coli

- Escherichia coli

<10* CFU/g

<1 KYVO/,

<102 CFU/g

<10 KYO/»

Absent in Ig
Biocymuia I 2

<l CFU/g
<l KV o

<I CFU/g

<I KV »

Absent
Biocymui
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Manufactured by WORLD MEDICINE 1LAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAJY2019/12-0

Bupodaeno: YOPSI MEUHTHIN LIAY CAH. BE TLUK. AL
Micuesiasomuerns: 15 Tenmys Maxannewsi [ikami Hoay Jbxaseci
N30 Donenai Barwauap/Cram6ya, Typeuunna

Jlinensis: TR/UY/2019/12-0

I do hereby certify that the abo vementioned data are Irustworthy and accurate. This product batch is
manufactured " (packagin Aabelling included) under the quality control on the abovementioned
manufacturing site in ful, conformity with the GMP requivements, 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,

Lum 51 3ac6iduyio, uo nepepaxosana suiye inghopmayis ¢ Qocmosipnoio i mounon. 1 cepist npooykyii
Oyaa eueomosiena  (sxmouaiony HAKYGanns /[ wmapysanns) 3 nposedennsn ROHMPOMO  stkocni  na
sUMesKRAzaNit - supobuilt Oitsiuyi ¢ noguis sionocionocmi 3 gumoeanu GMP, BCMANOGHCH UMY
peg?)w;mz()(mm: opeauom Typewuunu, a maxosic y ¢ionosionocmi 3i cneugpiraiicio i memooaviu koumpono
sakocmi (MKS), sapecemposanuniu ¢ Vpaini. Hpomoroau BUPOGHUYMBA, YIAKOGKI MA anarizie Oy
nepecasuymi ma ecmarnosaeno ¢ionosionions GMl!.

Surname and position of person, approving batch release to market
Hpiseue ma nocada / seanns ocobu, axa eudana 0osein na BUNYCK cepil
Signature and date, stamp ¥
Tionue ma oama nionucaims, nevanika /wmavn - 08.03.2024
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