NEPKIIKCITYKEA YKPATHY
JNEPYKABHA CJIYIKBA 3 JIKAPCHKHIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y M. KUEBI

npos. Hanil Ceitmunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €PTIOY 37079055

BUCHOBOK
Mpo sIKiCThL BBE3eHOro B YKpaiuy JiikapcbKoro 3acoby
19.11.2024 Ne 61286/24/26
BYJIEHO®AJIBK

{nafMedy BN NikapeHKoro 3acoby 3rIAHO3 PECCTPALFHIM NOCHIAYCHIAM)
TBEPAI KANCY/IH 3 KUUIKOBOPOIUIHHNMI FPAHYJIAMH 00 3 MT, 1O 10 xancya y Gaicrepi; no S
Gaicrepis y Kopo6ui 3 kapTony
(opMa BUTyCKY, KO3YBAKHA, B IAKY BAHHS JIKAPCLKOre 3acoby)

Howmep peectpauiitroro nocsinuents UA/6964/01/01 ctpok pit peectpauiitroro noceimiera HeobmeneHuii

Cepis nikapenkoro 3acoby Ne L23142A KinbKicTh BBE3EHOTO Aikapehkoro 3acoby 2935
Bupobark Hp. ansk Papma 'MEX, Hiveuunna
{naitMenyBanHA sUpobKuKa Aikapcekoro 3acoby, KpaiHa [OXOMKEHHA)
Baeseno B Yxpainy TMpusatue auionepie Topapicerso "HATYPOAPM", incnr. kon:
24930169

(naiimeity panns 1a xoit 3a €APIIOY opuantitol 0cobM aGo npizsuiue, iM's, no GaTbkosi
(isnunol 0cobH - nianpuemus, i MiCLC NPOXKUBARKS T4 peectpauiiinuit Homep 06ik0BOT
KAPTKY TIETIMKE noAaTKin aGo cepis Ta HOMEP nactopTa)

Mpotoxon sisyaneroro konrpomo six 19.11,2024 Ne 4036/1.

# 3aci6 sBeseno B YKpaiHy 3
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Dr. Falk Pharma GmbH

Certificate of Analysis / CepTu(ikar aHa1i3y

Product: / Mpontyrr:

Batch No.: / Mapris No:

Batch release dates /
Jara punycky cepit:

Expiry date: / Tpunaramni

Batch size: / Poamip cepil:

Registration number in Ukraine: /
Peccrpauiiive nocnipienis g

Vxpaini

Strength/Potency: /
Cuna gi/ ARTHBRICTD!

Budenofalk® 3 mg hard capsules with enteric-coated pellets; 10 capsules in
blister; 5 blisters in a carton box with Ukrainian labelling

Bysenodansk, TBCpAl Kancy 3 KMUNKOBOPO3UHHHIMI TRARYJAMI L0 3 Mr; 110
10 xancyn y Gricrepl; no 5 Gnicrepis y kopoBi 3 KApTOHY 3 MAPKYBAHHAM
YKpPATHCBKOI0. MOBOIO

1.23142A

13 gL 200 §~
11,2026
2935 packs / 2935 yrakosok

ol

UA/6964/01/01 from 17.11.2017 for unlimited term
UA/G964/01/01 sia 17.11,2017 aiftcnuit na teoOmexennit TepMiH

1 capsule contains 3 mg budesonide
1 Kaneysa mictuTs 3 Mr Gyneconiny

Test/ Specification / Result /
Teeryemuil napamMerp Creipdikauist Tociaauus
Appearance Pink capsules (size |) containing white round pellets Conforms
Onue Poweni kancynu (posmipy 1), wo mictsth Gini wpyrai Binnosinae

CpANTYIIH

Disintegration time
(Ph, Bur. 2.9.1)

< 10 minutes 2 minutes

-HPLC

Yae gizenrerpani’ < 10 XBHIHY 2 XB.
(Enp, dapym. 2.9.1)
{dentity (HPLC, UV)

Conforms

Gross retention times of the epimer A and B in the liquid
chromatogram of the standard solution correspond to the
gross retention times of the epimer A and B inthe

chromatogram of the sample solution
Conforms

- UV The UV-spectrum for both peaks of the epimer A and B in
the liquid chromatogram of the standard solution correspond
in shape and position to that of both peaks in the
, chromatograr of the sample solution.
LaenTnauicTs
- BEPX 6pyTTo uacy yrpumaHns A { B enimepis ua plnusnii Bianosinae
KpoMITOrpaMi posuHHY CTaHAApTY BinosinarTs 6PYTTO Yacy
yrpumysauna A ta B enivepis na xpoMaTorpaMi posyHEy
apaska
A V-criexrp ofox mikis A i B enimepis na pianKHii Binnosigae
XpoMmarorpasi posuuHy cTaiaapTy pinosinac 3a HopMOIO Ta
HONOKEHAAM TaKiM 000X nikip Ha XxpomaTorpami possuHy
apasia
Purity (HPLC) ~ Unidentified impurities < 0.2 %, single <0.1 %
- Sum of impurities £1.0% <0.1%
Yierora (BEPX) . Hepi3navesdi nomimar £ 0,2 %, kool <0,1%
- cyma peix somimor: € 1,0 % <0,1%
Assay (HPLC) 2.85-3.15 mg budesonide/ capsuie 3.00 mg
(95.0-105.0 %) (99.9 %)
Kinnicue pu3sngyenns 2,85-3,15 mr Gyneconiny / kancynu 3,00 mr
(BEPX) (95,0-105,0 %) (99,9 %)

Budenofalk 3 mg Capsules (UA)

approvéed on 29,09.2023
Batchumber: 1L.23142A

BUC_W0003_M32PS1_master Vertsion 18 14
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Dr. Falk Pharma GmbH
Test / Specification / Result /
Tecryemuit napamerp Cueyndiranis Mocunanun

Uniformity of dosage units | L1: [0 units tesicd: Acceptance value £ 15.0 % 2.5 %

[content uniformity] L2: 10 -+ 20 units tested:  Acceptance value £ 15.0 %

(Ph. Eur. 2.9.40) All units are within the following limits:

All single values 2 (1 - L2x 0.01) x M
All single values £ (1 + L2 x 0.01) x M

Onuopinniers 1030Ba1NX L1: 10 TocToBRNHX OXHHHMUE:

gAuRmUL npuitusria seumEa S 15,0 % 2,5 %

[oanopinnieTs AosyBanis] 1.2: 10 + 20 Tecronanux OBy

(Cap. dapm. 2.9.40) FANETTHG e a < 15.0 %

pulinsrrna sennunsa < 15,0 %
Vi oI 3HANOAATHCA B TAKUX MEKaX:
Bei orpeni apavenns 2 (1 - L2 x 0,01 x M
Bei ogpemi gnavenns < (1 + L2x0,01)x M

Dissolution gastric juice:

(Ph. Eur. 2.9.3) 2 h: all individual values €35 % 1%
Intestinal juice:

15 minutes: all individual values < 10 % 2%
60 minutes: all individual vatues: > 85 % 96 %
(Q+5%, Q=80%)

Posuunenss Lstysucosnii cik:

(€np. Dapm. 2.9.3) - 2 roymmit Bei oxpemi anaveuis: < 5 % [%
Kumrkossit cix: 5%

- 18 xsusmn: sei oxpemi suauenna: £ 10 % Y ﬁ’
- 60 xsuim: Bei oxpemi spadenHs: 2 835 % 96 %
(Q+5%, O=80%) ]

Residual solvents!+? Isopropanol: < 0.8 % 0.4 %

(GC)

Zanunrkosi posunnnnicn’? Tzonponaion: < 0,8 % 0,4 %

(I'X)

Identification of dyes® Titanivm dioxide positive Conforms
Erythrosine positive Conforms
lron oxide positive Conforms

Dnewrndirauis 6apsruin® Turany HiOKCHA NO3HTHBHA Binnosimae
Eputposun nosirHiya Bipnoninac
Saniza oKCHI NO3HTHUBHA Binfoninac

Microbiological quality* TAMC: 5 107 CFU/g Conforms

(Ph. Eur. 2.6.12/2.6.13, TYMC: € 102 CFU/g Conforms

5.1.4-1) E. coli: absencein | g Conforms

MirpoGiosoriana qucrora’ | TAMC < J03 KYO/r Bisnosinac

(Erp. hapm. 2.6,12/2.6.13, TYMC £ 102 KYO/Nr Bignosinac

5.1.4-1) E. coli: sincymin 1 1 Binnosiase

' Skip-Test: Every 5% batch, at least twice a year. / ponyckue sunpoGypanis: Kosmua S-ra cepis, wouaissenie it ua pik

% Test also possible on bulk pellets used for finished product batch./ BunpoSyparia Takom soxronsse ua kancynas bulk, wo
BHKOPHCTORYIGTLSH Ut cepii roTonol npoiyknit

¥ This test is not performed routinely, at least once a year. Test also possible on capsules used for finished product bateh./
Ile nisnpolysauus UPOBOMTHEY HE perysspuo, Npualivii pas na pik. Bunpolynammn Taron MOAIBIBE 1A KANCYHBY, 1IN0
BUKOPHCTOBYIOTRCR ZU18 cepil roTonoi apogysuii

1 Skip-Test: Bvery Sth batch, at least twice a year./ Hponyexse sunpoGynanss: Kodkua 3-1a cepis, smonaiiMene aidi na pix

The results meet the specification.
Pesynprary sinnosinaors crnensbirauii.
Remarks: n/a

MproiTea: w/3

approved on 29.09,2023

BUC_W0003_M32P51_master Version 18 24
Bateh number: L23[42A

Budenofutk 3 mg Capsules (UA)
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Dr. Falk Pharma GmbH

Manufacturing site: / Bapafnnk:

Losan Pharma GmbH / Jlosau Mapma I'm6X
Otto-Flahn-Strasse 13
Orro-Xau-llrpacee 13
79395 Neuenburg / 793935 Hoenbypr
Germany / Himerriuua

Packaging site and QC: / BupoOGuuk, Binosinaiui
38 MEPBUHHE, BTOPHUHE HAKYBAHHS T8 KOHTPOIlh
AKOCTI:
Losan Pharma GmbH / JTosaun Gapma M'm6X
Otto-Hahn-Strasse 13
Orro-Xau-Llrpacee 13
79395 Neuenburg / 79395 Hoenbypr
Getmany / Himeuauna

[] Losan Pharma GmbH / Josau dapma T'vEX
Eschbacher Strasse 2 / EmGaxep Irpacce 2
79427 FEschbach / 79427 Emndax
Germany / Himewsiia

Batch release of finished product: / Biamosinansauii
33 BITTYCK cepil KIHLICBOTO NPOAYKTY:

Dr. Falk Pharma GmbH / [p.Pansk Mapma M'M6X
Leinenweberstrasse 5 / Jintinennebepurrpacce 5
79108 Freiburg / 79108 Mdpaiibypr

Germany / Himedyxa

Budenofilk 3 mg Capsules (UA)

BUC_WG003_M32P51_master Version 18- 344

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep ninensil va supoGuunrao Josan Papma MubX:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 12.11.2021 till 14.04.2024
Homep eeprudirary GMP Jlozau Gapma TMEX:

DE _BW_01_GMP_2021_0169 six 12.11.2021 no 14.04.2024

Number of Manufacturing License Losan Pharma GmibH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep sinensit va Bupotunrao Jlosan dapma M'm6X:
DE BW_01_MIA_2023_0015 from 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 12.11.2021 till 14.04.2024
Howmep ceprudivary GMP Jlozan Papma ['mMEX:

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Howmep sinewsii Ha supoGuunrso Jlosau Papma 'vbX:
DE_BW_01_MIA_2023 0015 from 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:

DE _BW_01_GMP_2021_0168 from 12.11.2021 till 14.04.2024
Howmep ceprudivary GMP Jlozan apma I'm6X:

DE_BW_01 GMP_2021_0168 Bin 12.11.2021 no 14.4.2024

Number of Manufacturing License )r. Falk Pharma Gmbll:
DE_BW_01_MIA_202]_0020 from 17.02.202]

Homep nivensii Ha supodunurso [dp. Pansk Papya 'MO6X:
DE_BW_01_MIA_2021_0020 sig 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023_0041 from 15.11.2022 till 14.11.2025
Howmep ceprudikaty GMP dp.Panpk dapma MuoX:
DE_BW_0!_GMP_2023_0041 gin 15.11.2022 uo 14.11.2025

upproved-on 29.09.2023
Bateh number: L23 [42A
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@  Dr. Falk Pharma GmbH

1, the undersigned, certify that the above batch is truly accurate, This batch (including packaging/labeling) was
produced and subjected to quality control in the above production unit in compliance with the GMP requirements
established by the local regulatory authority, as well as with the specifications contained in the marketing authorization
dossier or trade license of the manufacturer country or destination country, if the product is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

$1, 1o 1unKMe NIIHCARC, 3ACHIAUYI0, 1110 BHILCHABC/ICHY COpif € JocToRipEOTOHOM, Jlata cepis npoty kil Gyna
rupoGIeHa (BISHOMAIONT YHAKOBKY/MAPKYbana) | npoBeACHii KOHTPOND 1T AKOCTI HA BHICITANANOMY BHpOOHIHOMY
Biauini y rosuilt nixnosiuocti 3 suMorams GMP, BCTaHOBIICHIMH MICUEBIM PErYIATOPHEM OPIAHOM, & TAKMK Y
piAnoRinHOCT 31 cneudikarielo, sKa MICTHTLEA B PEECTPANLAHOMY JOChe aBo ToproBjl Aiuensii xpainu-prpobiiska
ao kpaiiu-iMIopTepa, AKINO NPOAYKILA IMHOPTORAHA, M} B AOCKHE cneundirauiif va npenapat U A0CHLKY BaHOro
nikapenkoro zacofy. IpoToKomi BHPOBHNLTEL, YITAKOBKH T4 apaniis ynp neperaanyTi i BETAHOBACHO X
sianosignicts GMP.

Date and signature:
Jlara Ta nigoie:

Susanne Schweizer )
Team Leader QA Pharmaceutical Projects
Qualified Person

2 3FEB 2024

Or., Falk Pharma GmbH

Leinenweherstr. 5 ]
79108 Ereiburg i. Br., Germany

Budenofalk 3 mg Capsules (UA) BUC_W0003_M32PSL_master Version 18 44 appraved on 29.09,2023
Batch number: L231424
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