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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

: Country of manufacturing Germany
¢ Mepaaga-sipodni: Hivewanina
“ fmporting country: Ukraine

Product name Fusicutan
Hatisienysais npoaykuiis dyaikyran’

_ Aleprrasa-innoprep: Y i s b
Article-code/Kog aprimy s Tdent-No / Lienrudiauilinnit ovep:
- VIO0GH6_ o 23222061 :

( 1 g ointment contains 20 mg fusidic acid (as Fusidic acid hemihydrate)
Cuaa AdTaKkTHBHICTL E e anash siernte: 20 up )ic o Gy 3HAoROT (Y BHEIAAT G IHIosoT kcaar {
) Crewiriapary)

rength / activity

' Dosage Form : Ointment 2 %

Tikapebka Gopya Nlust 2 %%

e and type 15 @ tube, | tube in carton box

Package s

fno 1Sy mdiino | 1y6i B Kap romniii naud
TA/T0307/02/01

Po3aip Ta THI NAKY BAHK

Number of Registration Certificate

osep peecTpauiiinero nocsiatetii N HEATT0307 027014
number: / Hoviep cepii: 231204 . Bateh size (pes.): / Porvip eepii twi.n 10120
C Manufacturing date: Jara supoduigsa: Fapiry dates/ v sasinuenis crpoky npiaatHocti:
122023 122020

Name and location manufacturing site: mibe GmbH Avzneimittel.
Brehina, Sachsen-Anhalt, 06796, Germany

Flaifaietiy Banms 1 MicUeHuNoLReH s Albisdi 3 ppodinigria: mife TadN Apuraiivitress. Hivennna,
Miotsenepirrpacee 13, Bpena. Cakconin-Anxaast. 06796, Hiveaumia
Number of manufacturing authorisation. No, DF_ST_01_MIA_2023_ 0008
Hosiep aiuensii s s supodinnrea. Ne DE ST 01 MIA_2023 0003
Certificate GMP. No. DE_ST_01_GMP_2023_0012

Cepradixar sianosiznoeti GMP Ne DE ST 01 GMP_2023 0012

Test Specifications Result
Methods ) . , ; .

FEVIRG NORAIINING Slons Coni vesrt Pe sy anrar
Meroan Kowpoaio E

Appearance visual inspection soft inmogeneous gintment complies
Quine BN LABIIO FONMOTEHIA, A SIKA M3 BidNOELLAC
Colour visual inspection pale yellow, gleaming ointment complies
Koaip 3N (B Guiao-woBTa, 0AnC KN Mash BILATOR K
Odour Organoleptic test specific. slight complies
Janax OPramoagnmryi crethinunil, CdKRI HANOBIAIC
Viscosity rotating viscosimeter S 000 = 200 000 mPas (at 25°C 1 rpm) 33250 miPas
method. Ph. Eur 2.2.10
Brakicrs \ETO POTAUifiHOT 30 000 - 200 000 sl Tae (i 28°C, 33230 uftae
sickosusETpin, Ph, Gue® RN
22,10
Parvticle size microscopic test, Ph, Fur? 100 Yo < 30 i complics
3937
Passip HacTimexr AteTv Mispockonil. Ph. [T TSR RNTRY] 131 HiOBE LI

) 2837




Page20f3

Identity fusidic
acid

[aeuTidikain
KICIOTH (y 3120807

Assay fusidie acid

Kiakiche
BHAHAUECHHS
KUCAOTIL (s 39120807
Reluted substances
Cynyrri aovbwikn

Micrghiological

Ph. Bur? 2.2,20

HPLC-DAD

HPLC
Ph. Eur?2.2.29

BEPX

Ph, Eur? 2.2.29

Ph. Eur?

retention time of sample and standard complies
unst comply

UV speetra of sample and standard must
comply

HAC Y TPHMAH S BRI 1 XPOMATOrpaMaN
BUNPLGY BLILHOTO POIIHHY 11 POTIILIY
NOPIBLSILLS AOBIHHT CRiBraIaTH
VP-cteRpi gHUAPOON BETLIOFG. POy 1o
POBTHEY BOPIBHABIA HORIHNT CBNIAT
2040 me fusidic acid 73 g ointment (5 %)
190 - 210 mgig

20,0 M6 RICAOTH gy iaosoi | rovasi 3 V)
9.0 - 210y

[RTREINET

20,0 mgiy

2000w

2125 Iactone 24,25 < O3 %

dihy droxyfusidic acid D R BUKIN
Tot 24.25-

AUCEZPARCUG 31110807

KHCOT

27-hy drovy fusidic acid < Wa .06 %

5

0.00 %

27- riaposeidy snnei
KICHOTH

2024 lactone 2425~ SOE % 003 Y%
dibydrovyfusidic acid SRR (KRN
2024 nawvora 24.235-

I LAPORCHA 3110801

KilC. 10t

2%-ovofusidic weid 205 0% L8y
27-oxcody Ba0s0i gncorn F 0.5 % (.09 %
J-ketofusidic acid <07 % 0,27 "
Reperohy snaosol kesonit 5 0.7 % (L2700

ta-epideacetyHusidic acid - <025 % < (LO3 %

1 G- eniacuueTiads s ol < 023 %, SR 0y
[NEIVEISh 1]

(6,21 Lictone 16- <23 4y <108 Y
deacetylfusidie acid = H 28 Y, XN

10.21 aanroua 16-
JeaneTiady 0807

KHC 10T

Q.1 -anhy drofusidic acid
Q. -amt bapod s onnd

Kt 01
1 -deaxy fusidic acid « L0 .23 %
- acsoRenes suaosoi 0 (.23,
RIC 0

unknown impurities,
single

NEBEIAOT oML,
oxpesiny

total:

[ ,'10\li|l|1.|)\':

< YNS

[ER TR

eligibility eriterts

tested on hateh

| Preparec

and chacked by: Livdmyla M

istrenko
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quality &4 3.0.4/2.6.1272.6,13 TAMC - 10PCFU/ g 230803
TYMC - 1 CFU g
specific microorganisms
absence Pseutlomonas aeruginosy in 1 ¢
. ahsence Staphy fococeus aurens in t g
.:\1iupoGio:{orimm Ph. Cur.~ Kpserepii npnitisiocti: APOTECTOMIIO N
gnerora b 314726122003 TAMC « 105 KYO ¢ cepit: 230803
TYMC ~ WERYOr
crneundinni vikpoopraniiv
riacy TricTy Pseudomonas aeruginosy y 1 ¢
BUICY 1THCH L Staplis fovaceus aureus s 10

Filling quantity weighing > the nominalyalue (15 ¢ (3.1¢
Maca saiery Tyou SR BalHs 2 HOMINAABBOTO 3AgRIENOT Sac (153 1) 82
Package
Ynakesra
Buteh-desceription PV-Q-001 the batch-deseription of the hateh bulk no,
Orse cepit package is complied with the 231204
hateh-documentation
Qe cepii 1 yoaron sianosiae Hedacosiana
FORY MCHTALET (12 Cepho cepi: 231204
Deseription of PV-Q-001 deseription of shelf life is camplied complies
shelt life with the bateh~-documentation B ATIRE Lag
Qe repsriny Cinste Tepying 3Gepiranns nitnosiw
3depirang AOKRY MCHTT 1 ceping
Filt quantiry FertighackV I8¢ complies
[NETNa iS4 BLITOBT A
penapaTy
8y narosL
Comments not applicahle
Kovienvapi HE 3ACTOCOBN ¢ Thes

FTest is done at the beginning and end of the stability study

* Current edition

IFests are eonducted on resistant species of microorganisms

ERMAPOGY TS APOROATE IR N0daTRY T KIHUE JocLsRene ¢ rdinmocr
lotose BHHA

S Rt I APOBeas L N BLIOUISHIIT ¢ KN S8 AEPOnPE s

f hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging/labelling and quality control att the above mentioned site(s) in full
complianee with the GMP requirements ol the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country or product specification file for [nvestigational
Medicinal Products. The bateh processing. packaging and analysis records were reviewed and found to be
in compliance with GMP

TLi 8 3aCREUM 0. THO HATEACHI BHILKC THopMAtis € AOCTOBIPHOIN TA TOHHDIC. Flo cepiio apuy KT ay.a0
BHPOGACHO (BRAIGHMOUH TAKYBAHHS MAPKY BaKAL) Tipaneicie ROITTPOL TT KOG TT e BITES maueHiii
AR Y NOEHHT BLEANOBEAHOCTE 3 BHNOTAA GAIP. BOTANOBACHIMIE NTCUERIN PLTLTOPHIA OPFHOM. a
TAROSK BLANOBLHO 10 creluidikatiil, o MicraTLes § peee ipaniiinowy oeee ada TOProgifl aiuesil Kpaitie-
pipoBHIKa ad0 KPATHH-INTOPTEPA. AKLIO NP0 KILHe IMTopTOBana. ada 3 10cke enctthiraudi i peipal
AOCALIRY BAHOTD AIKAPEHROTD Jacody’ Flporaroan EIPOGUILTBA. FAKS BAFHIE T2 AR 5} 10 Tleper iy 10

seranopaena eianosianicrs GM Ii//»-’

o o .
(07 JAK, 207t

Pase Name 4 Craabitied Person lVK"’(;;11¥~a

Srasiva s Y HELOCOAa 3 ko, Konne)

------------------------------- End of Master Sheet

. prepared and checked by ¢ Approved by: Friedrich lop e

; signature - ] | signature
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