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CERTIFICATE OF ANALYSIS
CEPTHUDIKAT AHAJNI3Y

Master Lo sheet VIQ0E4S

Product name Fusicutan
Hafiverysamas nposykuii: dyzicyran®

Country of manufacturiag Germany
Heprrasa-supolume Hinen i
Pmporting country: Ukraine
Hepaana-isnoprep: Yrpaiug

Avticlescode/RKoa apriryiiy: VIOG613

Tdent-No / Lenrndirastiibieit posep:
3300733510

Strength /activity

Cana NVaRTHBHICTS P
FeMITEARATY)

I ¢ cresm contains 20 my fusidic ucid (as Fusidic acid hemilivdrate)
b e gperty asetite: 20 e gieanti Gysuaosat (v Bzl BYTHAOBUT RHCIOTH

Dosage Form cream 2 %

Hixkapetua dopata gpest 2 %

Package size and type

Pasaip 13 THI NAKY Ba kL

13 g tube, 1 tube in carton box
0o 15 ¢y v6is o 1 ayGi B kapToHKiit nasi

Number of Registration Certificate
Honep peeerpauiiinara nocpiienss

UaAZ10307/01/61
Ne UA/TO307/61/01

Bateh nunyber: 7 Hosep cepits 250102

Bateh size (pes.): / Posaip cepif () 6694

Manufacturing dater Qata supobmrrso:

0172025

Expiry date:/ Tara saxinacung crpoky APHARTHOCTI
(12027

Sachsen-Anhalt, 06796, Germany

Miotinenepurrpicee 13, bpewa. Carconia-Aiiza

Certificate GMP, No. DE_ST_01_GMP_2023_0012

Name and location manofactuving site: mibe Gmbll Arzacimittel, Muenchener Strasse 15, Brehna,

Hativenyranos Ta sICRETHANODREHIN 1L 3 SHPOUHItTEa: atidie Paa X Apusaiisirreas,
. 06796, Hiveauuna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Hostep nitenait aiasunu 3 supodemrea. Ne DE_ST_01_MIA_2023_0005

Ceprudient sianopimocti GMP Ke DE ST 01 GMP 2023 0013

Methods
Mle e ROHpeTo

Test
Hassa nokaznnia

Appearance visual ingpection

Ot B2yYRIBUG

Colour visual inspectinn

Koaip BERY b1 #

Odour Organaleptic test

Faran DPFAROICTTTINEHG

it Ph.Bur 2.2.3

jal patentiometric methiod
Plefa
NOTeHILOMETRHYHS

Viscasity Ph. Eur? 2.2.10

EAEIN rotating viscosimeter

Specification Result
Jesrveniat sosd oLy

conmplies
BLASORIAT
complies
Qi AHOBINE

soft homuogencous eream
rasorerHn. s st gpen
svhite, glewming eream
Gl Oauekyunii gpes
specific, stight
cttetg PR L IR
45 -85

4555

060 - V1508 m
D008 - LTSN miTae

(L
:

wiethod
prepared and checked by Uudmyla Maistrenko approved by: Friedtich KQM“ :
o

signatiiee

| signotere

&

VAR

v

G THOUET



wdofd

Tayticle size
Peasatip uactisniox

ldentity fusidic acid
Drewtinanbs Rucsorn
ey anaono

say fusidic acid
LRICHE AL
KSCAGTH 350807

fdentity potassium
sarhate

eitlpiania keaiio
copaty

Assay ptassinm sorbsie
Bisngicne sisHaye g
it copluty

identity
Butythydraxyanisol
[netyvudsinania
SyTiariaporcianizona

Assay burylhydroxyanisol

CHO BHINSUHLUHER

i

Gy BN LIPORCIANTI0N:

Refated substunces
Conponiagt aosis

Ph.Eur f 2,240

METOH PUTHCHIOT
BICKO3HMETPI

Ph, Eur.’ 2,9.37
micrascopy

Ph, Burt 2.9.37

METON MIKPOCKOTT

HPLC with DAD

BEPX ¢ pioABa-Mariieitby
,’.[L’.“I‘Cfﬂ'(’]p()"«!

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

L
N

taster CoA sheet VINNGAS

190 % £ 50 pm complies
L0 P 250 M nianosianc
retention time of sample and standarvd must  complics
comply alionian
LV spectra of sample and standard must
cemnply

GHC Y TPHMUHE HRIB 1 NPOMETOrpasaN

B 1\5} BEIBHOTE POV T pO3UHHY

s TRN TIOBHEHE CHIRMATTT

Val-ogeRTEar sHRpoBVIRIRIoro  puiiiny  1a
POTILHY HOpiBHskH HobIRK ChiBnaaT
2016 ma (usidie acid /1 g eream (&5 %)
9.0 210 mglp

200wy ieaar dysiaonel A1 e Epesy
19.0 - 210 ardr

retention time of saoiple and standard pust
comply

S VTPHINGBHIS BKIR HA NPOMATOIPIMaN

FHEPOGY BAILHOT S POINTEEY TA FOVTTHY
POPHHHATHS OB CIIBIaAaTH

2.75 my pelassiwm sorbate /1 g eream

19.9 mnig
9.9 My

complics
slanopinas

2,70 mple

{8 ") 270 a1y
2,61 - 289 mgty

2,75 sir xaaho coplary Sy rpesy (235 o)

2

241289 wrr

retention time of snmple and standarvd prust
comply Bl (B0
WA VIPIMEIHH KT 03 NPpOMETOrpanaN

BUTIPOOVBAIBHOEG POSTIHY T pOIHIGY

TCPTHA MR HRMSHHT CaTRiamTi

complies

149 maie
0,49 aerir

0.56 mo butylhydroxyanisol /1 ¢ cream
(5 %)

048 -1

2425 dihydro-24.25- LA Y < (LS %
diydvoxyfusidic acid 21,28 205 % < 0,03 %

lactone (Imp. BY

240541 -2

H3ILA0ROT BRCHOTH
ot (Jlosaika 13
{24R3-20,25-dihydro-24.25-
dilivdroayfusidic acid 21.24-
lactone (hap, )
{:
IR

[ flos
26-h
8}

vidroxylusidic

o and chacked by Ludmyla Malstrenko
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Paga3o0i4 Master Coll sheet VIC0645

2o-riapoxeudyzonod

wcaori (losimea B}

26-oxpfusidic acid (Imp, Fy - <05 % 0,07 %
26-0RC{Y OB RHCIOTH : 0,07 %
(Hosthuxa Fy

J-didehydrofusidic acid ST e 4,16 %
(hup. G) 007 % (3,10 %4
SHACr POy 3HACROT

ke Aot { lostita ()

Fa-epi-deacetylusidic acid <23 % (o8 %%

o 1) .08 %
1 6-¢nieaus THagy 310807
s e (losdosa 1)
deacelylfusidic acid 21.16- L0353 < Q43 Y
laetone (Jovp, K3 £028% <57,
AEAUETHAHPYIHAOBN KA
o le-nakrona Gloadmga K)
9.t 1-anhvdrofusidie acid 0,06 %%
(mp. 1) 0,06 Y4
9.1 Eanriapady aaosai
grenoth {Hosiniwa L)
1 -deexyfusidie acid (lup. <L Y 50 %
1“’1) £ 40% {150 %
U aerorcny eaosol Kucnary
(Hossimka MY
single unkaown im purilv <0, % (RRT .34
aspemoi geslyomol gomiwrit 202 % IR
(RR
SORUKIE N

Sum of sl intpurities

CMA AR : :
Microbiological gualig'™ Ph. Eur 3,042,610 2/2,6. 13 eligibitity criterin com plu.s
MikpoStosoriung Ph. Bur® 5,04 260272643 TAMC - 182 CFU /g
ancrorat TYMC = 10' CFU/ g

speciiic micresrganisms

ahsence Pseudomonas acruginosa in J ¢
absence Staphyviococcus aurensin 1 g
wprerapil npaitan o
MO~ 10K
TYMC - 10'K

crenH@iMi sikpoopranir

FIEhE)

yraicts Pseudomonas seruginosa v i o

; hy Inwmn aurels vl
Filling quaniity weighing 2 numnu! value (1 132¢
Maca maicry vl JELKY AT POHOMHLARIG 384 Taae 158 ¢ is.dr
PdeAﬂc
Batch-deseriptinn PY-(3-001 the Iteb-description ol the hateh btk
Quiste cepit mickage is complied with the no, 13610727

meh um u nentation [RETHE GIEHITE

akoa il slaonitc
¥ cepio

YAMCRTEN

HEA O BN
Deseription of shelf Hfe PV 06 description af shelf fife is o y\f\gg Yt P‘q\l
e repseiiy adepiranug with the bateh-document; ,0' /

Chngse Tepyin I0epiran

- Prepared and checked by Livdmyla Maistrenko Approved by Friedr‘zcﬁ‘!{

| signoture ) - sanetire




Papa d of 4 Master CoA sheet VIDDGEAS

Ry e Tl B cepiey

Filk guantity
KRtk peapiry
Iz yraroa
Comments not applicable
Kosgirrap HE 3BCTOLOBY € Thi

complies
Blanonigac

VPestis doe on every Jed bateh we atfeast once & veay
* Current edition

3 Tests are canducted an 1
! Buspods s o Mispodi
JRAOE]
SUTHEAPOBOETE 3 BLTO0ICIE STHREY main skpoopranis

esistant species of microorganisms
AR NI NPEHETITL L ROWRURT ¢

07 cepil a0 He Vel GANOPO PRRF B PIR
et 6
B

{ hereby certify that the above information is anthentic and accurate. This bateh of product has been
nianufactured, including packaging/labelling and quality control at the above mentioned site in full
complinnee with the GMP vequirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in complinnee with GMP

Lt 4 3aeniguyio. 1o Hasedens siue iudopmuis ¢ octosipuoio 1a rounoto. Lo cephio np :
RUPOGACHO (BIIOUAONS HAKYBAHHA/MAPKY BAHIN) TA NPOBEICHO KOHTPOH I AKGCTT A BHLIESa3HANCHIH
Sstrau y nosuiit Bianosianoct] ¢ pusoraxs GMP. aCTagoBaeng sICUeniy peryaaToping apraio. a
TR BOBENG 10 CneupiRatii, 1o MicTaThes y pecetpauifiHoMy A0CLe Kpalia-iunoprepa #a npeuapar
U HOCHLDRY BAHSL O TRAPCHEOTO 3acofs . [IpoTakom sRpOsHIUTEA. SAKYBAHNES Ta J1Aisis OyN0 1eperinn 1o
T BCTAHOB]

o pianoniametys GMP
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Froepared and chocked by Livdmyla Maistrenko i Approved by Frindrich Koppe
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