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CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJII3Y

&

Country of manufacturing Germany
Hepxasa-supodHuk: HiMe4wunHa

Product name Fusicutan ointment
HalimenyBanHs npoaykuii: @y3ikyran Mass

Importing country: Ukraine
Hepxasa-imnoprep: YkpaiHa

Ident-No / laenTudikauiiHui Homep:
19315790

Article-code/Koza aptukyay:
V100026

1 g ointment contains 20 mg fusidic acid (as Fusidic acid hemihydrate)
I vasi MicTHTh: 20 Mr kMenoTh dy3110801 (y enrasai ¢\ 3M10BOT KMCIOTH

remiriapary)

AStrength / activity
Cuna Ail/akTUBHICTD

Ointment 2 %
Masb 2 %

Dosage Form
Nikapebka popma

i§ g tube, 1 tube in carton box
no 15 ry ty6i: no | TySi B KApTOHHIM nauui

Package size and type
Po3mip Ta TN NnakyBaHHs

UA/10307/062/91
N UA/10307/02/01

Number of Registration Certificate
Homep peectpauiitoro nocsiayeHHs

Baich number: / Homep cepii: 190101 Batch size (pes.): / Po3mip cepii (ui.): 5410

Manufacturing date: Jlata upoGHuursa: Expiry date:/ Jlata 2akiHuenus CTpOKY NpuAaTHOCTI:
0172019 0172022

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany

HaiimeHyBaHHA Ta MICLE3HAXODKEHHS 1ibHHUI 3 BUPOBHHUTBA: Mibe [MEX Apunafimitrens, HiMeuunna,
MionxeHepiutpacee 15. bpena. Cakconis-Anxanst. 06796. Himeuunxa

Number of manufacturing authorisation. No. DE_ST_01_MIA 2018 0003

Homep niuewsii 2iabkuui 3 sBupoGuuurea. Ne DE_ST_01_MIA 2018 0003

Ceprudikar ianosiasocti GMP Ne DE_ ST 01 GMP 2018 0019

Certificate GMP. No. DE_ST_01_GMP_2018_0019 y

Tests Method Specification Result
HNoxa3nuk MeTton Creuudirauii Pejyabrar
Appearance visual inspection soft homogencous olntment complies
Ot Bi3ya bHO FOMOTEHHA, M siKa Masb Bi1nosizac
Colour visual inspection pale yellow, gleaming ointment complies
Koaip BI3YATLHO Bniao-xorTa.B.1MCKY 4a Mask BIANOBIAAE
Odour Organoleptic test specific, slight cemplies
3anax OpradoaenTtiiiia MeTo1oM  cnetiiviinii. crabwuii Binnosisac
Viscasity rotating viscosimeter 50 000 - 200 060 mPas (2t 25 C, 1 rpney 50890 mPas /
method, Ph. Eur. 2.2.10 mllac
B s3kicTh METOA pOTaUiiiHoT 50 006 - 260 000 mITac (npy 25 C. |
Bicko3umeTpii. C 2.2,10 06 xB)
Particle size microscopic test, 100 % < 50 pm complies

Po3mip yacTHHOK

Ph. Eur. 2.9.37
METOa Mikpockonit, €d 2.9.37

100 % < 50 kM

Bianosigaes v
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Identity fusidic Ph. Eur. 2.2.29 retention time of sample and standard complies
acid HPLC-DAD must comply

- UV spectra of sample and standard must
comply
lnenTndikauis €D 2229 4ac VTpMMaHHS NiKiB HAa XpOMaTOrpamax BiANOBiAa€
KHCIOTH GY3HA0BOT BEPX-IMJ BHNPOOYBAILHOTO PO3UNHY Ta PO3UHHY
NOPiBHAHHA NOBHUHI cNiBNa1aTH
Y®-cnexkTpi BUNpoGyBaibHOrO poO3UMHY Ta
PO3YHHY NOPIBHAHHA NOBHHHI CNiBNagaTH
Assay fusidic acid Ph. Eur. 2.2.29 20,0 mg fusidic acid /1 g ointment (5 %) 19,8 mg/g
HPLC 19,0 - 21,0 mg/g
Kinbkicne €D 2229 . 20,0 mMr kicA0TH y3HI0BOT /1 T Ma3i (£5 %) 19.8 mr/r
BH3HaUEHHS BEPX o 19,0 - 21,0 mr/r
KHCAOTH y3unoBoi
Related substances HPLC
CynyTHi nomiwku BEPX .
- 21,25 lactone 24,25- <0,5% <0,05 % o
dihydroxyfusidic acid
21,25 naktoHa 24,25- <0.5%
auriapokcudysnaosol
KHCJ0TH
27-hydroxyfusidic acid <0,5% <0,05 %
27- rizpokrcidyiniosoi <0.5%
KHCAOTH
21,24 lactone 24,25- <05 % <0,05 %
dihydroxyfusidic acid
21,24 qaktona 24.25- <05 %
AHriapokcHdy 310807
KMCIOTH :
27-oxofusidic acid <0,5 % <0,05 %
27-okcody3nnosoi kucnotn < 0.5 %
3-Ketofusidic acid <07 % 0,18 %
3-ketody3mnaosoi kucaot < 0.7 %
16-epideacetylfusidic acid < 0,25 % 0,06 %
16- enineaneriadysunaosoi <0.25 %
KHCA0TH
16,21 lactone 16- <0,25 % <0,05 %
deacetyifusidic acid ‘
16.21 1akToHa 16- <0.25%
AeaueTnagy3naosoi
KHCIOTH
9.11-anhydrofusidic acid < 0,5 % 0,10 %
9.1 1-anrinpody3innosoi <0.5%
KHC.10TH
11-deoxyfusidic acid <1,0 % 0,46 %
11-2e30KcH$y 31110801 <1.0%
KHC10TH
unknown impurities, <02 % <0.05 %
single <0.2%
HEBIZOMOT fOMilIKH.
oKkpemoi
total; <25 0,81 %
C)M 12 TOMILLIOK; <2,5%
Microbiological Ph. Eur.** §,1.4/2,6.12/2.6.13 eligibility criteria Tested on batch
quality*,*** TAMC - 10°CFU / g 180702
TYMC-10'CFU/g
specific microorganisms
absence Pseudomonas aeruginosa in | g ol
absence Staphylococcus aureus in 1 g
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe
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€D**5,1.4/2.6.122.6.13 KpHTEpiT npuituaThocTi:

TAMC - 10° KYO/r

TYMC - 10'KYOir

cneundiv{i Mikpooprauisma:

Biacy THicTh Pseudomonas aeruginosa ylr
. Biucy rHicTs Staphy lococcus aureus ylr

Filling quantity weighing 2 not less than the nominal value (15 g)

Maca BmicTy Tv0H 3BaXKYBaHHA 2 HE MEHILE HOMIHATHHOTO 3HAYEHHS (15 T)

MikpoGionoriuxa
qucTOTa* X ¥

Package
Ynakoska

the batch-description of the
package is complied with the
batch-documentation

Onuc cepii Ha ynakosui Bianosinae
JoKyMeHTaUii Ha cepito

Batch-description =
Oanuc cepii

description of shelf life is complied
with the batch-documentation
Onsic TepMiny 36epiranns sianosinae
AOKyMeHTaUil Ha cepito

Description of
shelf life

Onuc Tepminy
30epiranHs

Fill quantity FertigPackV 15g
KinbkicTs ISr
npenapary

B YNaKoBUi

Comments not applicable

KomenTapi HE 3aCTOCOBYETHCH

“ Test is done on every third batch or at least once per year,

** Current edition

*** Tests are conducted on resistant species of microorganisms

¥ BunpoBy Banka 11pOBOASTLCH HA KOKHIG TPeTiH cepii wonakiviene 01uu pa3 Ha pik.
** [Totoune Bitaanns

*¥* Bunpo6ypanis [POBO.IATE ' BIAHOIWEHHI CTIlKHX BH.1iB MIKPOOPIaHi3MiB

We confirm,

1IPOTECTO-BAHO Ha
cepii 180702

152¢/r

batch bulk no.
190101

Hedacosana
cepis: 190101

complies
Bi.1NOBijae

complies
BinNOBinae

that this batch of product has been fabricated/manufactured, including packaging and quality control at
the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority,
and with the release specifications included in the Marketing Authorization of the importing country and

given by the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

Mu niaTBepaxyenmo,

Wo us cepis npenapaty 6yna BMroToBleHa | MPOHWNA KOHTPOAL YNAaKOBKM Ta KOHTPOb AKOCTI Ha
BHLLIE3raNaHOMY  MiJANPHEMCTBI 3 MOBHMM AOTpuMantsim  sumor  HBIT, npen’ssiaenux  wmicuesumu

PEryiIaTOpHUMH opraHamu Braau. Crieundikauii  Bunycky fipenapary  BKIHOYEH|

a0 Peectpauiitvoro

N0CBi4eHHs KpaiHH-IMIOpTepa i Ha1aHi 3aMOBHHKOM. KonTpoas 3a npouecom ynakosku BIANOBiJa€ BUMoOram.
3BiTH 3 0BPOGKH, yNakoBKkH i ananisis Cepii 6311 neperasnyTi | BU3HAHI TAKHMMK. Lo BILATIOBIBAIOTH NPUHLMIIEM

HBIT.

12. MRL. 2019 _ %

2 . ¥ <
Date/Name + Sign Qualified Person (F koppﬁ
Jaraiv'a ¢ nianue Ynosrosaskena ocoda 3 AK0CTiI(D. Koune)

- : End of Master Sheet o
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TIEPYKJIIKCITY KBA
AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCHKIN OBJIACTI

npocriext Banepis Jlo6anosckkoro, 51, m. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK

NPpo SIKiCThH BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

20.05.2019 Ne 29377/19/10

DY3IIKYTAH

(naliMeHyBaHHs NiKapcLKOro 3acoBy 3riiHo 3 peecTpaLifiHuM MOCBiUEHHSM)
Ma3b 2 % mo 15 r y 1y6i; no 1 Ty6i B KaprouHili nayuni

(bopwma Bunycky, 103yBaHHs, BIA NaKyBaHHs NikapChKOro 3acoby)
Homep peectpauiiiroro noceinuenns UA/10307/02/01 crpok aii peectpauiiinoro nocsinuenns 26.01.2020
Cepis nikapcbkoro 3aco6y Ne 190101 Kinbkicts BBE3€HOrO Jikapebkoro 3acoby 150

Bupobuuk miOe I'M6X Apumaitmitrens, Himeuuraa

(naitmenyBanns BupobHHKa fikapcekoro 3acoly, kpaiHa MoXoaKeHHs)

Beeseno B Vkpainy CuinbHe yKpaiHChKO-¢cTOHChKE MANPHEMCTBO y GopMi ToBapucTBa
3 00MesKeHo0 BianosigaibHicTIo "OnriMa-®apm, JITH", inenr. koa:
21642228

(HalimenyBaHHs Ta koa 3a €JIPT10Y opuananoi ocobu abo npissuiwe, iM's, 10 6aTbkoBi izuunol
0cobH - mianpuemu, i Miclie NPOXKUBAHHA Ta peecTpaliiiiuil Homep 06/1ikoBOT KAPTKHM TNATHUKA
nozarkis afo cepis Ta HOMep macnopra)

Mporoxon Bisyaannoro xoutpoaw eix 11.05.2019 Ne 1662/1.

3a pesynbrataMu JepXKaBHOrO KOHTPOMIO BCTAHOBAEHO, IO Jikapchbkuii 3aci6 BBeseHO B VkpaiHy 3

}IOTpI/lMaHHﬂ/MzBﬂMQF: OHOJABCTBA 100 3a0e3MedeHHs IKOCT] NiKapChbKuX 3aco0iB.
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