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CERTIFICATE OF ANALYSIS

CEPTUDPIKAT AHAJIZY
mibe GmbH
Arzneimitiel
Product name: Hydrocortisen 10 mg Country of manufacturing Germany
Hatimerysarus npoayxuii: Tigpoxoptuson 10 wmr Hepicana-srpoduuxk Himeuunna
MIBE® I[mporﬁng country: Ukrajne
Hepsaga-imrioprep: Yrpaiva
Article-code/Kop apTuiyy: Ident-No / Inentudikauiitnuii nomep:
VI00909 24176641
Strength / activity 1 tablet contains 10 mg hydrocortisone
Cuna afi/akTMBHICTD 1 TabneTka MicTuTh 10 MI FIIPOKOPTH30HY
Dosage Form Tablet 10 mg
Jlixapebka thopma Tabsiericn 1o 10 Mr
Package size and type 10 tablets in blister, 6 blisters in box
Po3Mip Ta TUTL MaKy Baks no 10 tabnerox y Grictepi; no 6 Gnictepis y matiy
Number of Registration Certificate UA/18052/01/01 from 23.04.2020
Homep peecTpauifiHOro NOCBiAMEHHA Ne UA/18052/01/01 Bim 23.04.2020
Batch number: / Homep cepil: 240901 Batch size (pes.): / Posmip cepii (1) 25017
Manufacturing date: Hara supobrunrea: Expiry date:/ Jlata 3akinueHns TepMity UpUaaTHOCTI:
09/2024 09720729
Name and location manufacturving site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany
Haiimernysanna Ta micuesHaxomkerHs ginbHuli 3 Bupobuuurea: mibe I'M6X ApunakimiTtess, Miowxenepiutpacce
15, Bpewa, Caxconis-Anxanet, 06796, Himeuunsa
Number of manufacturing authorisation. No, DE_ST_01_MIA 2023_0005
Homep niuensii ginsuu 3 supoduuursa. Ne DE_ST_01_MIA_2023_0003
Certificate GMP. No, DE_ST_01_GMP_2023_0012
Ceprudikar pizmosigrocti GMP Me DE ST 01 GMP 2023 0012

Tests Method Specification Resalt
Haspa noxastixa MeToau KOHTPOJIO Houycrumi meni Pesynprar
Appearance visual test white, round, biplane with facets, one- complies
Onsic Bi3yaJHO sided breakmark, with debossing "H' siznosinae

on the opposite side

Bini, xpyrai, mnocki rabneriy, 3i
CKOLIESHHMH KPOMKAMH, 3 POIMOMINBHOIO
PHCKOIO 3 OIHIET CTOPOHH, 3 THCHENHIM
«Hy» ua oxuill cTopori

Diameter measurement 680 mm — 7,20 mm 7.61 mm
Hiaverp BHMIptOBaHHS 6.80 MM ~ 7,20 Mm 7.01 MM
Height measurement 2.55 mm — 2,95 mm 2.69 mm
Bucota BUMIPIOBAHHA 2,55 MM~ 2,95 mm 2.69 MM
Average mass weighing 135 mg +4% 135.2 mg
Cepeausa Maca 3RACYBAHHS (129.6 mg - 140.4 mg) 135.2 mr
133 Mr+4 %
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Content uniformity
OpnxopianicTs D030BaHHK
OAHHHUb

Breaking strength
CrilikicTs T20METOK 1O
pasgaBIoOBANHs
Friability

CrupanicTb TabneTox
Dissolution
PozunHenss

Identity
hydrocortisone
ImenTudiauis
riIpoOKOPIHIOHY

Assay

hydrocortisone
KiibxicHe BH3HauEHHA
T ApOKOPTHIOH
Related substances
Cynposinui omimKH

Ph. Eur. 2.9.40 (Uniformity
of dosage units), Ph.Cur.

2.2.29 HPLC

Ph.Eur, 2.9.40 (Uniformity of

dosage units), Ph.Eur.
BEPX

Ph.Eur. 2.9.8
Ph.Eur. 2.9.8

Ph.Eur. 2.9.7
Ph.Eur. 2.9.7
Ph.Eur. 2,9.3
Paddle

Ph.Eur. 2.2.258
UVevis

Ph.Eur. 2.93
npuial i3 JonarTrio
Ph.Eur 2.2.25

B VO obnacri

A) Ph.Bur. 2.2.29
HPLC

A) Ph.Eur. 2.2.29
BEPX

B) Ph.Fur. 2.2.29
HPLC, UVY-vis

F) Ph.Eur. 2.2.29
BEPX, B Y& obnacTi

C) Ph.Eur. 2.2.27
Thin layer
chromatography
B) Ph.Eur, 2.2.27
TWX

Master Coh sheet V100909

(129,6 mr—~ 140,4 Mr)
Acceptance value < 15%
TMpudnsrrre spavests <15 %

30N-120N
30H~120H

max 1.0%

marke., 1,0 %

> 80% (Q) of hydrecortisone within
30 minutes

> 80 % {Q) rizpOXOPTH3OHY HPOTATOM
30 xBUAMH

retention times of sample and
standard must not deviate by move
than 2%

Pi3HHLY Hacy YTPHMaH
BUNpoSyBANIbHOTQ POFUHHY Ta POUHHY
CTANAAPTHOrO 3pa3ka He FOBHHHA
nepesuiypati 2%

UV spectra must correspond in shape
and position of their absorption
maximum (tolerance: not more than
2 nm)

V& crexTpy NOBUHKI BiANOBIAATH 32
(hopMOI0 Ta NONOKEHHAM MAKCUMYMY
TTOTsIMHAHMS (HOTYCTHME BIIXHIISHHS
e Sibiue 2 HM)

The principal spot obtained with
sample and the corresponding spot
obtained with the refevence solution
must correspond in colour, size and
retention factor (RD

[onosHa [usiMa, OTpHUMana 3a
pesyJibTATaMH aHaizy
punpo0yBanbHOTO POSHUEY, Td
BiANOBIANA NAAMA, OTPUMAHA 38
pesyJisTATAMH aHAMI3Y PO3UMLY
CTAMIAPTHOFO 3paskea, HOBHHI
CHiBNAATH 32 KOMLOPOM, PO3MIPOM Ta
3HAYEHHAM KOCDINIENTY YTPHMY BaHHs
(Rf)

Test A and B or test A and C must be carried out.
OFor’ s3K0BAM € MpoReeHus TecTie A Ta B abo A ta B.

Ph.Eur. 2.2.29
HPLC

Ph.Bur. 2.2.29

BEPX

Ph.Eur. 2.2.29
HPLC

Ph.Eur, 2.2.29

BEPX

9.5 mg/tablet - 10.5 mg/tablet
(95% — 105%)
9,5 mrfraluersy ~ 10.5 mr/ rabuerky

(95% - 105%)

Prednisolonge (Imp. A) < 0.3%
Flpennizonon (nomimka Ay <03 %
Cortisone (Imp. B) <0,2 %
Kopruzow (nomiwxa B) <0,2%

complies
Bianosizae

T2 N
72H

0.1%
0.1%
99%
99%

camaplies
pignosinae

complies
planoeinae

Mo testet
Hinkux tecrin

9.9mg/lablet
9.9Mr/TabneTry

<0.05%
«0.05%
<0.05%
<0.05%

prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe
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Hydrocortisone acetate <0.5%  <0.05%
{Imp. C) <0.5%  <0.05%
[inpoxopTH3oHy aueTat
(nominrka C)
6-OH Hydrocortisone <0.5%  <0.05%
(Imp. D) <0.5%  <0.05%
6-OH rinpoxopTH3oH
(momiwka D)

Delta-6-hydrocortisone <0.5% <0.05%
(Imp. E) <0.5%  <0.05%
Henbra-6-rigpokopTusoH
(nomika E)
Reichstein's substance 5 <6,3% <0.05%
(Imp. F) <03% <0.05%
Penosuna Palixcraitna S
(nomimxa F)
Hydrocortisone-21- <0.4%  0.25%
aldehyde (Imp. G) <04%  0.25%
IiapokopTugon-21-anbaeria
(nomiwka G)
7-0-OH Hydroeovtisone <3,15% <0.03%
(Imp. H) <0,15%  <0.05%
7=0=OH rigpoKopTH3oH
(nomiuika H)
14-g-OH Hydrocortisone <05%  <0.05%
(Imp. 1) <0.5%  <0.05%
14-0-OH riapokoprh3on
(nomiwxa )
Oxenol (Imp. L) <02% <0.05%
Oxcenon (momitka L) <£0,2% <0.05%
Hydvocortisone Dimer <0,15% <0.05%
(Imp. N) <0,15%  <0.05%
TinpoKOpTH3OH JHMED
(nomimmka N)
Single unknows 20,2% <0.05%
OnuHydHa <02%  <0.05%
HeinenTHpikosada noMilmKa
Total of all impurities <2,0% 0.25%
Cyma Beix pomimox £2,0%  0.25%
MICROBIAL PURITY™ Ph. Eur. 2.6,12, 2,613 Ph. Eux. 5.1.4, "Non-agueous complies
Mirpodionoriuna uxerora’ Ph.Eur, 2.6.12,2.6.13 prepavations for oral use'"; BIAITOBIAAE
Total acrobic microbial count
< 10° CFU/g
Total combined yeasts/moulds count
< 10* CFU/g
Escherichia coli negativeinl g
Ph.Eur, 5.1.4, «Fesoaui nikapeski 3acobu
IS OPaJIbHOTO 3aCTOCY BAHHAY!
3arankHuil BMicT agpoOHuX
mikpoopranizmis: < 10° KYO /1
3aransHiil BMICT APIKIDKOBIX
Ta onicusemx rpudis: < 10*KYO/r
Bingcyruicts Escherichiacolis 1 r
Package
YriakosKa

prepared and checked by: Liudmyla Maistrenko

Approved by; Friedrich Koppe .~
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Batch-description PV-Q-001 the batch-description of the bateh bulk no. /
Onuc cepif package is complied with the Hedacosana
batch-documentation cepis: 240901

Onpc cepii Ha ynakosui Bignosinae
LDOKYMEHTALIIT Ha cepiio
Description of shelf life PV-Q-001 deseription of shelf life is complied complies
Onuc Tepminy 36epiratsis with the batch-documentation BILMOBiRAE
Ore Tepminy 36epiranns giosinae
HOKyMeHTauil Ha cepito

Fill quantity FertigPackV 60 tablets complies
Kinbkicts npeniapaty 60 TabneTox piarosinae
B yHaKosui

Comments not applicable

Komenrapi HE 3aCTOCOBYETHCH

* Tested on the first commercial 10 batches and then on cach 5th commercial batch or once a year whichever is most frequent.
* BunpoGy sanig HpOBOASTLES Ha Tiepmux 10 koMepuiinmx cepinx, manani —ua-koncuiil S- cepil wonakmenue oz pas ua pik, 34 NEpwoIo
3 WX noj.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including 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 bateh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Upnm st saceiauyro, wo Hapenena suiue indopmauis € noctosipHoio Ta Toutow. Lo cepito rpomyiuii Syno
BUPOBJIEHO (BIUTIOHAIOUN NAKyBAHHS/MAPKY BAHHS) T4 [IPOBEAEHO KOHTPONL Tf SK0CTi Ha BUlLe3asHaueHill dinsHunl y
noruHiit BigrosiguacTi 3 sumoramu GMP, seranosneHuMY MICLIEBHM PEryJIATOPHUM OPraHOM, A TAKOK BIAMOBIHO
10 erewpdikatif, wo MicTThes Y peecTpallifHoMy JOChe KpalHU-IMIIOpTepa Ha nperapat ijs KoCAi DKy BaHOTO
nikapesroro sacofy. [IpoTokosny BupobiiuTea, naKyBamiyt Ta ananizis Oyno eperyayTo Ta BCTaHOBAEHO
sianoeigvicrs GMP

P

Date/Name + Sign Quality control ¢t Koppe)
Hara/is’g + nianue npeiacTaHika By ROHTPOMO IKOCT
(&, Kormne)

- End of Master Sheet
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