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Manufactiured by 5.C, SLAVIA PHARM S.R.L.
Locution: Boulevard Theodor Pallady Me 44 C, sector 3,
032266, Bucharest, Ramania
Eicense: 43F

Bupebneno: KO, Caaain $apw CPJL
Micueasaxomsenns: Byaerap Teozop IManaaai Ne 44 C,
Cexrop 3, 032266, byxapecT, Pymyris
Hiensia: 42 F

CERTIFICATE OF ANALYSIS No.2625

CEPTHOIKAT AKOCTI

Product name: TERBINORM

Hazea npodyxmy: TEPBIHOPM

Pharmaceutical forn, tablets 250 mg; 7 tablets in a blister; 2 blisters together with a leaflet in a
package type and size: carfon box

Jixapcoka popma, mun ma
PO3MID YROKOGKH.!

Dosage / potency:

Hoza / cunag dii:
Registration certificate:
Peeempeniitirie noceiduenns:
Bateh no.

N cepii:

Batch size:

Pozmip cepii:
Manufacture date:

mabnemxy no 250 mz: no 7 mabremox y Gaicmepl; no 2 baicwmepu pazom 3
EHCIPYKYIEI0 ORA MEOUHHOE0 3GCMIOCYSARNA Y KAPIMOHHTT ropobuyd
Terbinafine (as hydrochloride} 250 mg

TepGinaginy (v popai zidpoxiooudy) 250 mz

UA/13367/02/01
231349

4 880 packages/ynaroeox

J

Hama eupobruymea: 10.2023
Txpiry dafe: y 09.2026
EDMiTt RPUOCIHOCHIL
TEST LIMIT RESULT
Hoxasnuxu axoenti Hopmysarna Pesynomam
Degcription Round flat tablets from white to yellowish-white color | Conform
Onuc Kpyeni nnocxi mabremxu 610 Ginozo do ocosmyeamo- | Bidnogidac
Ginoec Roapopy
Identification The retention time of the major peak in the Conform
chromatogram of the test solution corresponds to that
in the chromatogram of the reference solution
Ibenmudbixayia Hac ympumyGanns 0CHO8H020 NiKy Ha xpomamoepami | Bionogidac

QOCHIBNCYBAR0Z0 POIHUNY 8idno8idas MAKOMY 0iC HU
XPOMATROZPAME ERQIIOHTOZ0 PDOSUURY.

Average weight 380.0-420.0 mg 402.7 mg (m2)
Cepedns maca 380.0-420.0 mz

Uniformity of weight 18/204+ 5 % Conform
Oonopionicme macu 220+ 10 % Bionogidas
Uniformity of dosage units

Ooropionicme dozoeanix AV <15 AV=03

OOUHUYD

Dissolution not less than 80 % {Q) in 30 minutes 917 %
Posuunennn ne menwie 80 % (O) sa 30 xuwnun )
Relatied substances

Cynpogidni Ooatiury

- impurity B not more than 0.2 %

- Qomiwxa B ne Ginve 0,2 %6 .05 %

- any unknown impurity not more than 0.1 %

- GyQu-srkd negidoma ne Binvie 0,1 % 0.05 %
Somiira

- total impurities not more than 0.5 % Conform
- oymMa SOMIOK He Binewe 0,5 % Bidnosidae
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Meanufactured £y 8.C. SLAVIA PHARM S.R.L.
Location; Boulevard Theoder Pallady Ne 44 C, sector 3,
032266, Bucharest, Romania
License: 43F

b

SLAVIAPHARM:

Bupotineno: K.0, Cnasia Gapm C.PJL
Micsneanaxomresna: Bynmunap Tecnop Taaaani Mo 44 C,
Cervop 1, 032266, hyxapect, Pymysis

JHiuenzis: 43 F
TEST Lnar RESULT
Tloxaznunu axocmi Hopmysarius Pesyavmam
Assay of terbinafine 2377.5-262.5 mg/tabl. (95-105 %) 237.62 mgftabl.
Kinvricue susnayennn (mz/matia)
mepbinaginy 237.5-262.3 ma/mabn. (95-105 %) 95.05 %
Microbiological quality
Mixpotionoeiuna wucmoma
- TAMC not more than 1000 CFU/g <10 CFU/g (KYO/2)
ne Ginse 1000 KVO/2
- TYMC not more than 100 CFU/g <10 CFU/g (K¥YOrz)
He Binvwe 100 KYO/z
- Escherichia coli absentinl g Ahsent (Bidcymni)
gidcymnie l 2

I do hereby certify thar the abovementioned data are trustworihy 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 Romania 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 5 3aceiduyio, wo nepepaxosana suue ingropmayin € docmosipnoio 1 mounow. Lz cepin npodyryii dyac
GUZOMOGIEHT (GRUIONIONH NAKVEAHIs | MAPKYSAHNS) 3 RPOGEOCHHAM KOWMPOMO AKOCMI HU 8UIYeeKasaniy
aupobruyill dinsiuyl 8 noawii eidnogidnocn 3 sumozaru GMP, sCmanGereuyu pesyRAmOpHUM OPEdHOM Puaryuii
a maxose y sidnosionocmi 3i cneyudiikayieio | memodamu Konmpoaio axocmi (MEST), sapeccmpodarumil 8
Vipaini. IIpomoxony eupobRuymea, YNakoeKu ma auanisie Oymi nepeensuymi ma 6CMan0GIeHo BIOROGIOHICHTL
GMP.

Surname and position of person, approving batclt release to market  Quality Control Manager: Lucian Postelnicu

Hpizewye ma nocada / 3aanst ocoGu, Axa sudara do3sin Menedaicep 3 konmponio skoemi: Jhovai lTocmenenixy
HO GURYCK cepit

Signature and date, stamp B - ) , I1 e TR

[Tidnue ma dama MIONHCannA, REYAMKRA ! WMaMR i ’ - C[ /'Z; L ‘7’51 £




