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JJEPXKABHA CJIVIKEA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
5 HAPKOTUKAMMH YV KHIBCBKIN OBJACTI

mpocnekt Banepis Jlobanoscekoro, 51, M. Kuig, 03110, res/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EAPIIOV 37078774

BUCHOBOK
PO AKICTE BBE3CHOr0 B YKpaiHy JiKapcbKoro 3acofy

17.05.2023 Ne 22015/23/10

DYIIKYTAH®

(HaHMeHYBaHHS NKapChKOro 3acofy SrifHo 3 peecTpariiiiium NOCBI{SCHHAM)

Kkpem 2 %, uo 15 r y Ty6i; no 1 TY0i B KAPTOHHIN Mauni
(¢opMa BHITYCKY, N03yBAHNS, BUJ MAKYRAHHS MKAPCLKOre 3acoby)

Homep pecerpauiifiioro nocsinuenns UA/10307/01/01 erpox xii peectpaniiiaoro noceiayenns 01.01.2099

Cepix nikapcskoro 3acoby Ne 230309 Kinexicts BBe3eHOro Nikapeskoro sacoby 7352
Bupo6Huxk m16e I'M6X Apunaitmitrens, HiMeguanna
(naliMcHYBaHIA BHPOGHUKA NIKApCHKOro 3ac00y, Kpaila IOXomKeHH)
Breaeno B Vipaiiry ToBapucTro 3 06Mexenolo Bignosigansuicrio "MIBE YKPAIHA",
inenT. xog: 38705049

(HaimMeryBavns Ta koxt 32 EJIPTIOY ropuiwanoi 0coby abo N pizBuule, iM's, 10 GaTbKOBI (iswanol
0CO0M - mignpHEMUS, Ti MiCIC NPOXHUBAHHA Ta PCECTPAUIHHKH HOMED 06IIIKOBOT KAPTKH NIIATHHKA
nonarkis a6o cepis Ta HoMep nacnopra)

Mporoken risyansnore kontpomo six 16.05.2023 N 1435/ 1.

3a pesynLTaramu ACPXKABHOrO  KOHTPOMIO  BCTAHOBNEHO, HIO mMKapcLbKui  3aci6  BBeicHO B Ykpainy 3

AOTPHMAHHAM rinMor 3aKOHOAABCTBA UI0N0 3abe3NCYeHHST SKOCTI JMKapCceKHX 32C00iIR.
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Master CoA sheet VIQD645

A
CERTIFICATE OF ANALYSIS
ik N CEPTU®IKAT AHAJII3Y
miba GrbH
- Arzneininel
Product name Fusicutan Country of manufacturing Germany
Hainew BAHHA IPOAVKILT Dv3ikvTan® Hepkapa-supobuuk: Hiseuyuna
S POy IRy Importing country: Ukraine
- Hepkasa-imnoprep: YKpaiHa |
Article-code/Kon apmikysny: VI00645 Ident-No / Inenrudixauitiunit nomep:
s, 23051351 |
-Strength / activity 1 g eream contains 20 mg fusidic acid (as Fusidic acid hemihydrate)
Cund aii/akTHeHicT I r xpemy mictuth: 20 Mr kucaoTH (hy3rzaosof (y Burnsni gy3nmosoi kueaoTH
reMiriapary)
Dosage Form cream 2 %
Jikapcska dopma kpeM 2 %
Package size and type 15 g tube, 1 tube in carton box
Po3mip ta tun nakysanus | no 15 r y 1y01; no | 1y6i B kaprouHil mayui
Number of Registration Certificate UA/10307/01/01
Homep peecrpatitivoro NTOCBIAYEHHA Ne UA!IB.}O‘?_IGUOI_
Batch number: / Homep cepii: 230309 Bateh size (pes.): / Poamip cepii (wr.): 7360
Manufacturing date: lata sBHpoGHUHUTBA: Expiry date:/ Jata 3akinuesns CTPOKY fIpHAATHOCTI:
05/2023 03/2025
Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15, -
Brehna, Sachsen-Anhalt, 06796, Germany
Halimernysanus Ta sicuesHaxomren s HIALHHUI 3 BUPOSHULITBA: MiSe TMEX ApLUHANMITTED, Hismedyuua,
Mionxenepiurpacce 15, Bpena, CakcoHina-Anxanst, 06796, Himevyunua -
Number of manufacturing authorisation. No. DE_ST_01_MIA_2023 0005
Homep niuensiv pinbuuni 3 BHpoGHuuTsa. Ne DE_ST 01_MIA_2 0230005
Certificate GMP, No. DE_ST_01_GMP_2023 0012 |
Cepthdbirar sinnosinHocri GMP Ne DE ST 01 GMP 2023 0012
Test Methods Specification Result
Hassa noxasuika MeToni KoHTposio Honycrumi mexki PesyabTaT
Appearance visual inspection soft homogeneous cream complies
Onue Bilyankmo FOMOTeHHHH, M’ AKHIT KpeM BIAMOBiNAE
Colour Rual inspection white, gleaming creag complies
Konip @ LHO Ouni.OanCkyuHit prieds, © » signosigae
Odour noleptic test specifie, slight gﬁ' \7 complies
3anax HonenTtirmo cneundivunii, fAaoy) f v nrosinac
pH 2 r¥2.2.3 4,5-5,3 7
pH ®fftiometric method L5508 "
gur.” 2.2.3
MOTEHLTIOMETPHYHO
Viscosity - “Ph. Eur,? 2.2.19 2000171 200 mPas
B'a3kicTs rotating viscosimeter 2000115 1200 mMac

method

Prepared and checked by: Liudmyla Maistranko

: gt S e
signdgture | s f

signature

P con ' €318 bp 15 O/ Ay (P
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Particle size

Po3nip yacTumox

Identity fusidic acid
LaewTudirauis kncnory
dy3nnoso}

As_s:z_y, f u__s’i_d;'_c acid
KiTbKiCHE Bu3HaYenps
RHCAOTH $y3nnosoi

ldentity potassium
sorbate
LaeaTidikauis kanio
copdary

Assay potassium sorbate
KinbkicHe Bitsuauenuy
Kaiio copary

Identity
butythydroxyaniso)
LaenTudikauis ~
OyTiriapoxcianizona

Assay butylh ydroxyanisol
KireKicHe BH3RaYenNn
OyTinrinpokenanizona

Related subsiances
CynyThi ROMIIKY

Ph.Eur.?2.2.10

METOI POTALIOHHOT
BICKO3HMETDI

Ph. Eur. 22,937
microscopy

Ph, Eur? 2.9 37

METOI MiKpockoniy

HPLC with DAD

BEPX ¢ IOIHO-MaTPLUYHEL
AETERTOPOM

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

Master CoA sheet VI00645

complies
BiANOBinac

180 % < 50 um
100 % < 50 Min

; I Y
vetention fime of sample and standard must complies
comply BiANOBiaae
UV spectra of sample and standard muyst
comply
9aC YTPHMAHHS Oikig Ha Npomartorpasax
BHIIPOOYBANLHOTD PO3YHHY Ta pozyimy
MOPIBHAHHS MOBHHM] CniBRagaTi
Y®-cnektpy BHIPOOYBansHoro PO3YNHHY T4
PO3YHHY NOPIBHANHA NOBkHH; CriBniagary
20,0 mg fusidie acid /1 g cream (&5 %)

19,6 -21,0 mg/e

20.0 Mr kucnorn by 3180807 /] - Kpeary (5 %)
19.6 - 21.0 M/

retention time of santple and standard must
comply

HAC YTPUMAHHS TiKiB Ha RpoMaTorpasax
BINpodysanuHoro PO3YHHY Ta po3tipy
NOPIBHAHHS NOBIHY] CriBRaaaTi

2,75 mg potassium sorbate /1 g eream

(3 %)

2,61 -2,89 mg/g

2,75 Mr xaniio copdary /] r KpeMy (+5 %)
2,612 89 nr/r

retention time of sample and standard muyst
comply

Hac YTPUMAHAY nikis ua XpoMarorpantax
BROPOOSYRAAEHOMD PO3YIIHY Ta po3ynky
MOPIBHAHHA NOBHKHK] criiBnagar

0,50 mg butylhydroxyanisol /1 g crean

(%5 %)

0,48 -~ 0,53 nmg/g

0,50 mr Oyruariapokcnanizona /1 I Kpeaty

(=5 %)

0,48 ~ 0.53 mr/r

197 Mmr/r -

complies
BIATIOBIAACE

2,69 mg/p
2,89 mrir

com plies
BIAMOBinae

0,48 mg/g
0.48 mrir

24,25-dihyd ro-24,25.
dihydroxyfusidic acid 21,25-
lactone (Imp. B)
24,25-murinpo-24,25-
IHMAPOKCHY 31 a0BOT KHCAOTH
21,25 nakrona (Moainka B)
(24R)-24,25-dihydro-24,25-
dihydroxyfusidic acid 21,24~
lactone (Imp. C)

{24R) Ed,zi-miriﬂpo-}i‘_?,j-
MHTipOKCH(YIHT0B0]
KHCAOTH 21,25 nakrtoua
(Honiwka C)
26-hydroxyfusidic acid (
E)

<0,5 %
=0,5%

< 0,05 9
< 0,05 %

¢

Approved hy: Friedrich Kop

BN

signature

signature T
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Microbiological quality!
MikpoGionoriuxa
ylcToTal”

Filling quantity
Maca saicty Ty6n

Package
Y1nakoska

Batch-description
Orie cepii

Description of shelf life

Onue repminy 36epiranys

Fill quantity
KimbkicTs npenapary

26-rinporcndyannosoi
knenote (flosmiuka E)
20-oxofusidic acid (Im p. F)
26-orcothy3111080T KIICHOTII
(Jomiwrka F) |
3-didehydrofusidic acid
(Imp. G)
3-anneriapodysunosor
Knenotd (Josmilka G)
16-epi-deacetylfusidic acid
(Imp. )
16-enigeauetidysiunonot
Kucnoth {Jomiwka 1)
deacetylfusidic acid 21,16-
lactone (Imp. K) |
neaueTHIIPY2HAOBOT KIIC/IOTH
16,21-naktona (Jomiwxa <)
9,1 1-anhydrofusidic acid
(Imp. L)
9.11-anrinpodysnnosoi
kncnoty (Josmiwka L)
11-deoxyfusidic acid (Imp.
M)

t-ne3okendyannopol kncaotn

(Hoxsimka M) |
single unknown impurity
OKpeMOT HeBInOMOT DoMItKil
Sum of all impurities

CyMa JOMIWOK

Ph. Eur’ 5.1.4/2.6.12/2.6.13 eligibility criteria
Ph. Eur? 5.1412.6.12/2.6.13 TAMC — 10°CFU /¢

weighing
3BAXKYBAHHSA

PV-Q-001

PV-Q-001

FertigPackV

TYMC~10'CFU /¢
specific microorganisms

Master CoA sheet VIO0645

E 015 ﬂA}
£0,3%

=0,7%
<0.7%

< 0,25 %
<025%

b

5%
5%

IA LA
(=]
o

[

<0,5%
<0,5%

<1,0 %
=1,0%

<02 %
=0,2%
<25%
<23%

absence Pseudonmonas aeruginosainl g
absence Staphylococeus aureus in 1 g

KpHTEPI APHITHATHOCT:
TAMC - 10° KYOrr

TYMC -~ 10'KYO/r
cnenndiunt Mikpooprasissin:

BIACYTHiCTL Pseudomonas aeruginosay | r
BLICYTHiCTE Staphylococcus aureus vir

= nominal value (15 g)

> HOMIHANBHO 339BAEHOT MaACH (I151)

the batch-description of the
package is complied with the

batch-documentation

Onic cepif Ha ynakosui sianosinae

HOKYMeHTaLT Ha ceplig

descriptio
with the b

signature

0,153 %
0,15%

0,20 %
0,20 %

0,11 %
0,11 %

<0,05%
<0,05 %

<0,05 %
<0,05%

0,38 %
0,38 %

< (3,05 %
<0,05%
0,83 %
0,83 %%
Tested on
batch
230307
NIPOTECTOR
aHo Ha
cepif
230307

152¢
(152

batch bulk

:.'.-d.'I!' :

no., 230309/

Hedacosana
cepis::
230309

complies
BIAHOB{OaE

complies

BIINOBifAE
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B ynakosui
Comments not applicable
~ Komenrapi” ~ HE 33aCTOCOBYETLCS S

' Test is done on every 3rd batch or at least once a year
? Current edition
> Tests are conducted on resistant species of microorganisms
- ! BunpoSysanys «MikpoSionoriusa useToras MPOBOANTRCA 105 KOKHOT TPETBOF cepil 400 He MeHIE 0HOrg pazy Ha pix
* TToTo4nE: Bstiiamits
> BunpoGy BanHs nposoasTh ¥ BIXHOUIRIHI CTIfIKUNX BHAIB Mikpoopranisvis

I hereby certify that the above information is authentic and aceurate. This batch of product has been
mam_ifﬁ"ctt;red, inciuding packaging/labelling and quality control at the above mentioned site in full |
compliance with the GMP requirements 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 compliance with GMP - -

'I_;[Hm,;;_;::_s_fag;é,igqyfo, tIO HaselieHa BHILE H(opManis € focToBipHOK Ta TOUHOK. LIko cepiro tipoaywuii Gyno.

- BHPOBAEHD (BKMIOUArOUH NaKyBaHHS/MapKyBaHHs) Ta NpoBeneHo KOHTPOSb If AIKOCTI HA BHIIE3a3HAYEH T
NUALHHLY MOBHIH BiANOBINHOCT] 3 BUMOramu GMP, BcTanoBieHHMHU MicLeBMM PErYASTOPHHM OpraHoM, a
TakOK BUIMOBIIHO A0 crieun(ikauiil, Wo MicTaThes Y PeECTPauifiHOMY A0ChE KpalHu-iMTIopTepa Ha npenapar
ANS ROCHHLKYBAHOIG AKApChKOTro 3aco0y. [IpoTokonu sHpoGHHLTBEA, axyBaHHd Ta aHanizis 6yno nepernaHyTo
Ta BCTAHOBMIEHO BiANoBinHicTs GMP o

12, APR, 2003 é/,%’”/’

Date/Name = Sign Qualified Person (F. Koppew™
Hara/iv’'a + nixnuc YoosHosawena ocoda 3 axocti{®. Konre)

B End of Master Sheet B T

Prepared and checked by: Liudmyla Maistrenko

= i
o -’.,_.-"

- -

signature e
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