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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Lacation: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019712-0

Bupovaeno: VORI MEHIMH UIAY-CAR. BE TINNK, AIIL

MicuesHaxomsenin: 15 Temmys Maxanmemd Tixanmi Mony Hwanneci

Fo50 Troneruni Barmkunap/C TamOyn, Typewunng

Jlinensin: TR/UY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000012623

CEPTH®DIKAT AKOCTI

Product name:

Haszea npodyxmy:
Pharmaceutical form,
package type and size:
Jirapcera dopma, mun
Ma POSMIP YNaxoeru:
Dosage / potency:
Losa / cuna it
Registration
certificate:
Pecempayitine
HOCRIQYeHHSL:

Batch no.:

Ne cepii:

Batch size:

Pozmip cepii:
Mauufacture date:

FLUZAMED
DITYIAMEN

hard capsules; 150 mg, 1 capsule in a blister, 1 blister with q leaflet in a

carton box

xancynu meepdi 150 mz, no 1 xancyni e Gnicmepi; no 1 6nicmepy pasom 3
THCMPYKYIEID ONSL.MEOUUROZO. 3acmocyeaun;¢ y kapmonrnii xopobyi.

Fluconazole 150 mg
Paykonazony 150 mz

UA/18328/01/01

201302731

125 655 packages/ynaxosox

Hama supobuuymea: 01,2022
Tapiry date: L 122026
epMIH NPUOGMHOCIIL
TEST LIMIT RESULT
Horasnuru sikocmi Hopaiyesanus Pesynvmam:

Description Hard gelatin capsules, size 1, with opaque light green cap | Conform
and body, containing white to almost white powder.

Onuc Teepoi ocenamunosi kancynu, posmip Ne 1, kpuineuxa ma Bisnodioae
KOPHYC  Mamoso20  CBIMNO-3eNeH020  KOAbOpY, o |
micmamb nopowox 6id Ginozo do matiice 6ino2o koNLOPY:

Identification

Idenmughinyis

- Fluconazole Retention time of the major peak obtained in the

- hnyronazony chromatogram of the sample solution should be | Conform
concordant to that of the standard solution. Bionogioae
Hac ympumysanns OCHOBHO20 WIKY. HA XPOMAMOZDAMI
docniovicysdnozo posuuny noguner gidnosidamu ‘wacy.
YMPUMYGANHS.  OCHOGHO20  WIKY HA  XPOMAMOZpaii

- Yellow Iron oxide CMAHIAPMHOZ0 POIUUNY ' Conform

- 3QU3a OKCUO ACOSIMUTT Red colour should be-occurred intest solution. Bionogidae
Ilogunno cnocmepizamucs uepeone 3abapénern

~ Black Iron oxide MeECMos020 POFUURY Conform

- 3QM3Q OKCUO HOPHULL Red colour should be monitored in test solution. Bidnosidae
Hosunno enocmepizamucs uepeone sabapenens

- Titanium dioxide MECMPBO20 POIYUHY v Conform

- Oloreun mumary Orange-yellow colour should bé obtained Bionosidae
Hosunno cnocmepizamiics noMapanieso-scoame
sabapenenns

Average mass 339.999- mg =+ 7.5% (314 - 365 mg)
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Manufactured by WORLD MEDICINE ILAC.SAN. VE TIC. A.S.
Location; 15 Temmuz Mahallesi Cami Yolu Caddesi

No:30 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12:0

Bupodneno: VORI METHIH IAY CAH, BE TIDK A.IL
Micuesnaxomxenns: 15 “Temys Maxamneuti Ticami Iflony Hixajineci
Ne30 Froncisni Barmuowmap/Cramby, Typéuunua

. Jgensin: TR/UY/2019/12-0

TEST LIMIT RESULT
THoxasnuxu axocmi Hopmysanns Pezynvmam
Cepedns maca 339.999 me £ 7.5% (314 - 365 s2) 341 mg (me)
Uniformity of mass Not more than 2 of the individual masses deviate from the | Conform
averagé mass by more than 7.5% .and none deviates by
Ocnopiouiems macu more than 15%. Bidnosioae
He bGinsive 2 indugidyanenux mac eioxunsomecst 8ic
cepednbol macy Oinvwl wioe na 7,5% ma dicodna ne
sioxunsemues, binvw nise na 15,0%
Uniformity of dosage units Acceptance value (AV) should meet the requirements of
Oonopidnicme doz0eanux analysis v AV:2.81
oduiuYs Hpuiinamne suavenus (AV) mae sidnosidamu eumozam |~
ananizy
Water content NMT 5.0% 29%
Buicm eodu. He binvwe 5.0 %
Disintegration NMT 30 min. ;
Posnadamuus He 6invue 30 xa. 12 min, (xs..)
Dissolution NLT 80.0% of the label claim in 30 min. (Q—75 0%)
Pozuunenns He menwe 80.0% 6id saseneriol kinvxoemi snpodoeoic 30 | 1037 %
xe. (0=75.0%)
Assay 150.0 mg/capsule £ 5.0% (142.5 - 157.5 mg/ capsule) 153.3 mg/caps
Kinvricue eusnauenns 150.0 ma/xane, £ 5.0% (142.5 — 157.5 ma/ xane.) (m/xanc.)
Related substances
Cynposidui Somituru
Impurity A Not more 0.4% 0.22 %
Homivica A He 6inviue 0,4%
Impurity B Not more 0.3% <Disregard limit
Momiwwa B He 6inviue 0,3 % <Meoici eunanenns
Impurity C Not-more 0.15% Not detected

Homiwxa C He 6invuue 0,15 % He suseneno
Unidentified impurity Not more 0.2% <Disregard limit
Heidenmugiroéana oomiura He Ginvine 0.2 % ~<Meoici ausdenenis
Total impurities Not more 1.0% 0.22 %

Cyma dombutox He b6invwe 1,0 %

Microbiological quality

Mixpobionoziyna wucmoma

— total aerobic microbial count | <10° CFU/g 10 CFU/g
(TAMC)

- 3azanvbua Kinexicme aepobuux | < 10° KYO/2 10 KYO/2
mikpoopeanizmie (TAMC)

— total yeast/moulds count <10*CFU/g <1 CFU/g
(TYMC)

- 3Q2aN6HA KINLRICNL

OPIICONCOBUX TG NAICHABUX <10° KVO/2 <] KVO/ 2
epubis (TYMC) ‘

- Escherichia coli Absentin Ig Absent

- Escherichia coli Bideymuie l e Bidcymui
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Mannfactureéd by WORLD MEDICINE ILAC SAN. VE TIC, A.S,
Location: 15 Temmuz Mahallesi Cami Yolu Catldesi
No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-0

Bupodneno: YOPJI MEANIIH ITAYCAH, BE THOK, A,
Micue_auaxon‘meum: 15 Temmys Maxansewi beaMi'ﬁony Hxamnec
Ne50 Tronemni Barmcunap/Crambysn, Typéyuuna
Jliyensis: TRIUY/2019/12-0

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

Llum 5 saceiduyio, wo nepepaxosana suwye ingopmaiis € SocmosipHoro | moynoi. s cepis npodyxyit
Oyna. 6uzomoenena (BKIOYQIONN NaKyBanHs / MADKYGAHHS) 3 MpOBeOeHHSIM KOWMPDONO SKOCH HA
suleerasanin  eupobnuyili Olrenuyi ¢ noeuili &idnocidnocmi 3 eumozamu GMP, gcmanoenenumu
pesynamopHum opearom Typeuduny, a maxoxc y ionogionocmi 3i-cneyudixayicio i memodamy KONmponio
akocmi (ﬁf[@, 3apeecrmposanyiu. 8 Vrpaini. IIpomokont eupobHuymed, Ynaxosky ma ananizis 6yau
nepenanymi ma ecmarosneno gionogionicme GMP.

Surname and position of person, approving batch release.to market
Ipizeuwe ma nocada/ 3sanns ocobu, axa eudana Jo3ein it UNYCK cepii
Signature and date, stamp

Hidnue ma dama nidnucanus, newama./ wimamn 18.02.2022
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AEPIKABHA CJ1y KBA 3 JIIKAPCLE NX3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAM Wy m. KUEB]

By Bepesimkineska, 29, Ky, 02098, reur, (044) 295-26-85 1en, (044) 295.26-82

Esmaili dlskyivg Is.g0v.u4, Koa CAPTIOY 37079055
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