TEPKIIIKCITYKEA YKPATHU
JNEPHABHA CJIYJKBA 3 TIKAPCHKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BUCHOBOK
npo siKicTh BBE3eHOro B YKpaiuny Jikapcepioro saco0y
19.11.2024 Ne 61286/24/26
BYAEHO®AJBK

{navimedyBaiis aikapenkoro sacoly AN 3 peccTpatlifnuM MocRiAYeHAM)
TBEpAI KANECY/IH 3 KULIKOBOPOIUIHANMA IPAKYJIAMH 110 3 MT, N0 10 xancya y Gaicrepi; no 5
Gaicrepis y KopoGui 3 KapToy
(dopMa BUTyCKY, HOIYBAHHS, BHI NAKY BAHHA JKApCLKOro 3acoby)

Howmep peecrpauiitnoro nocsinvenns UA/6964/01/01 crpok aif peectpauifiioro noceirenns neobMexeHui

Cepis nikapcbkoro acoGy Ne L23142A KinbKicTh BBE3EHOTO Aikapeskoro 3acoby 2935
Bupobank Hp. ®ansx dPapma I'M6X, Himeuunna
(HaiiMeHyBaHHA BUpoBRKKa Jlikapcekoro 3aceby, KpaiHa [I0XOHEHNS)
Beesewo B Yipainy Mpusarue axuionepne ropapucrso "HATYPOAPM", incur. won:
24930169

(naliMeHyBaHNS T8 KOt 32 CAPIIOY 1opuaruiol ocobu abo npissuie, im'a, no Garskosi
Qisnu ol 0cobu - nianpuemiis, T Micte NPOXUBARLS Ta peectpauiiinuit Homep 0Gaikoa0l
KAPTKH TUIRTIAKA foAaTKin aGo cepis Ta HOMEP TIacTopTa)

INpoTokon Bisyansroro kourpomo sin 19,11.2024 N 4036/1.

#t saci6 BBesexo B YipaiHy 3

33 pesyJLTATAMK IePKABHOrO  KOHTPOJIQ  BCTAHOBIICHO, IO qikape
chikHX 3acobis.

JOTPHUMAHHAM BHMOI 3aKOHONGBCTES WOLO 3ae3neuents SKoCTi

Muxkona XOJIOAEHKO

{ninnuc) (iniuiane ra npissriie)
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixar ananisy

Product: / TTponyxt:

Batch No.: / [Mapria Ne:

Ratch release dates /
Jlara nprnayeky cepit

Expiry date: / Tlpasarani

Batch size: / Posmip cepil:

Registration nunber in Ukraine: /
Peccrpanifive nocaixenis

Yxpalui

Strength/Potency: /
Cuna 1/ ARTHBRICTD:

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

Bynenoanbk, TBEpAl KANCYIH 3 KMUIKOBOPOIUHHHIMM TPARYJIAMIt 110 3 Mr; 10
10 xancyn y Gnicrepi; o 5 Gnicrepis y RopoBui 3 KAPTOHY 3 MAPKYRAHHAM
YRPRIHCEKOIO. MOBOIO

1.23142A

13 gL 20 §-

o 11,2026
2935 packs / 2933 yrakoBok

UA/6964/01/01 from 17.11.2017 for unlimited term
UA/G964/01/01 sin 17.11,2017 xiticnnit pa HeoOmekennit TepMiH

1 capsule contains 3 mg budesonide
1 Kaneyse MicTuTs 3 Mr Gyneconiny

Test/ Specification /' Result /
Teeryemuil napamMerp Creipdikanis Tociianus
Appearance Pink capsules (size 1) containing white round pellets Conforms
Onne Poweni kancymnn (po3mipy 1), wo mictsrs Gini xpyrai Binnosinae
CHANYITH
Disintegration time < 10 minutes 2 minutes
(Ph. Bur. 2.9.1)
Yae gizenverpauil < 10 XBHAKK 2 XB.
(Enp, Mapm, 2.9.1)
{dentity (HPLC, UV)
- HPLC Gross retention times of the epimer A and B in the liquid Conforms
chromatogram of the standard solution correspond to the
gross retention times of the epimer A and B in the
chromatogram of the sample solution
-UV The UV-spectrum for both peaks of the epimer A and B in Conforms
the liquid chromatogram of the standard solution correspond
in shape and position to that of both peaks in the
. ¢hromatogram of the sample solution.
LenrnanicTs
- BEPX 6pyTro uacy yrpumanss A | B enimepis ua pinvaEiR Binnosinae
xpoMarorpami po3wiHy CTRHAAPTY BINOBIAAKOTH GPYTTO Yacy
yrpumysanss A ta B enivepis na XpoMATOrpasi posIHEY
apaska
- YO Ve-cricxrp obox mikis A | B enivepis na piANKHIT Binnosigae
XpOMATOrpasi posuHiy CTalaapTy Binosinae 3a fopmoto ta
HONOKEHHAM TaKiM 060X nikiR KA XpomaTorpami posdRHy
IpasKa
Purity ({PLL) _ Unidentified impurities < 0.2 %, single <0.1 %
- Sum of impurities $1.0% <0.1 %
Yuerora (BEPX) - HessHaueHi gominnar £ 0,2 %, KoXHOT <0,1 %
- cyma peix gominok: € 1,0 % <0,1 %
Assay (HPLC) 7.85-3.15 mg budesonide/ capsule 3.00 mg
(95.0-105.0 %) (99.9%)
Kinbicue pH3NgYennn 2,85-3,15 mr Syneconiny / xancynm 3,00 mr
(BEPX) (95,0-105,0 %) (99,9 %)

Budenofalk 3 myg Capsules (UA)

14 approvéd on 29.09.2023

BUC_W0003_M32P51 waster Version 18
Batchmumber: 1231424
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Dr. Falk Pharma GmbH
Test / Specification / Result /
Tecryemuit napamerp Cueundiranist Nocnaanus

Uniformity of dosage units | L1: 10 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 - L2.x 0.01) x M
All single values £ (1 + L2 x 0.01) x M

Qnuopiaaictn o3oBamx L 10 TecToBasHR OMMHBLE:

gauRmls npuifaarya searuna < 15,0 % 23 %

[onuopinniers. nosysanis| 1.2: 10 + 20 TecTORAMIN O HILL!

(Crp. Dapwm, 2.9.40) npuiigsrna sennunga < 15,0 %

Vei opuHni 3HaX0MATHCA B TAKMX MEKaX:
Bei okpemi spaverns 2 (1~ 12 x0,01)x M
Bei ogpemi gpavenng < (1 + L2 x5 0,01y x M

Dissohrtion gastric juice:

(Ph. Eur. 2.9.3) 2 h: all individual values < 5% 1%
Intestinal juice:

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

Posqunenss {inynroenil cik:

(€np. Dapm. 2.9.3) - 2 roummit Bei oxpemi sravenns; € 5 % ['%
Kumrkosuli cik o
- 15 xsusmne sei oxpenmi swanenns: £ 10 % 9“6‘;

- 60 xsumn; Bei okpemi sEadenHs: = 835 % ¢
(Q+5%, Q=80%) ]

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

(GO

Zaammkoni poswannaisn’? Tzonpomanon; 0,8 % 0,4 %

(r'X)

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

Inewrnirauis 6apeauxin® Turany HiOKCHA NO3NTHBHA Bianosinae
Eputposun nosfrruayua Binnonipae
Sani3za okcHI MO3UTHBHA Biuroninac

Microbiological quality* TAMC: % 107 CFU/g Conforms

(Ph. Bur. 2.6.12/2.6.13, TYMC: £ 102 CFU/g Conforms

5.1.4-1) E. coli: absence in. 1 g Conforms

Mirpobionorivua gucrora' | TAMC < 103 KYO/r Bignosinae

(Enp. apm. 2.6,12/2.6.13, TYMC £ 102 KYO/Hr Bignosinac

5.1.4-1) E. coli: sigcyTi B 11 Binnosinue

' Skip-Test: Bvery 5" batch, at least twice a year. / Vponyckue sunpoGynanis: Kosmua S-ra cepis, wonafiseniie juint ua pik

% Test also possible on bulk pellets used for finished product bateh./ BunpoSypanua Tacow soaomsie ua kandynas bulk, wo
BHKOPHCTORYIGTHCH JUls Cepil roToBoT npoywi

¥ This test is not performed routinely, at Jeast once a year, Testalso possible on capsules used for finished product bateh./
Iie nonpoGysasust OPOBOWILSS B¢ perynspuo, npugalivni paz ua pik. Bunpolybanis TakOK MOAIIC B RANCYHBY, MO
BHKOPHCTOBYKYIRCS 18 Cepil roToBoT apoxy kuif

1 Skip-Test: Bvery 5th batch, at least twice a year./ Tponyesue sunpoSynans: Konua 3-1a cepis, wonaiisenuse anisi na pix

The results meet the specification,
Pesynprary signosinaiors crensupiranit.
Remarks: n/a
MpemiTia: w3

approved on 29.09.3023

BUC_W0003_M32P51 master Version 18 24
Bateh number: L23[42A

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

Manufacturing site: / BapoGuak:

Losan Pharma GubH / Jlosan Mapma I'MEX
Otto-Flahn-Strasse 13
Orro-Xau-lirpacee 13
79395 Neuenburg / 79393 Hoeubypr
Germany / Himewruna

Packaging site and QC: / BupoGuk, Bijmonigansimit
34 NEPBUHHE, BTOPUIINE HAKYBAHHS T8 KOWTPOIS
AKOCTI:
Losan Pharma GmbH / Josan Papma 'mGX
Otto-Hahn-Strasse 13
Orro-Xan-Llrpacece 13
79395 Neuenburg / 79393 Hoenbypr
Germany / HimMesruuna

[] Losan Pharma GmbH / Jiosan Qapma FuEX
Eschbacher Strasse 2 / EmGaxep frpacce 2
79427 Eschbach /79427 Emdax
Germany / Himeuynna

Batch release of finished product: / Binmosinansunii
38 BITTYCK Copil KIHUEGBOTO NPOLYKTY:

Dr. Falk Pharma GmbH /7 dp.dansx @apma M'v6X
Leinenweberstrasse 5 / JIniinennebepurrpacee 5
79108 Freiburg / 79108 dpaiidypr

Germany / Himeuynna

Rudenofulk 3 mg Capsules (UA)

BUC,_WO0003_M32P51_master Version 18- 344

Number of Manufacturing License Losan Pharma GmbFH:
DE_BW_01_MIA_2023 0015 from 02.02.2023

Homep nineusii va supoGuuuteo 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 cepradicatry GMP Jlozay Gapma IvEX:
DE_BW_01_GMP_2021_0169 Bix 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 #a pupoGuuireo Jlosan dapma I'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 eeprutirary GMP Jozan dapma ['mMEX:

Number of Manufacturing License Losan Pharima GmbiH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep sinewsii Ha snpobuuntso Jlosau Papmva M'vGX:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
Howmep cep'mq)i[carly GMP Jlozan Mapma M'vbX:
DE_BW_01_GMP _2021_0168 Bin 12.11.2021 no 14.4.2024

Number of Manufacturing License I)r. Falk Pharma Giobll:
DE_BW_0I_MIA_2021_0020 from 17.02.202]

Homep ninensii Ha supobunurso Op.Pansk Papua 'm6X:
DE BW_01_MIA_2021_0020 sin 17.02.2021

Number of GMP-certificate Dr, Falk Pharma GmbH:
DE_BW_01_GMP_2023 0041 from 15.11.2022 «ill 14.11.2025
Howmep ceprugixary GMP Hp.Panpk dapma I'uiX:
DE_BW_0!_GMP_2023_0041 gin 15.11.2022 no 14.11.2025

approved-on 29.09.2023
Batch 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 Ihe local regnlatory autherity, 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 Bateh Packaging Record, and the Bateh
Analysis Record have been reviewed and found to be compliant with GMP.

$1, 110 1unKMe NUTTHCARCH, 3ACHIAUYI0, 1110 BHILCHABCAEHA CCPIf € JoCTORpHOTOUHOW. Jlatia cepis npoay ki Gyna
rupOGNEHa (BIGIOYAONT YHAKOBKY/MAPKYBANHA) | TPOBSACHIH KONTPOND 1T AKocTi HA DHIEITAIENOMY BHPOOHIIOMY
piaini y nosuifi ninnosimocti 3 sumorans GMP, Beranosienivy MiCLEBIM PErYATOPIHM OPTAHOM, & TARONK Y
pitorinnoct! 31 cneusdikanien, sxa MicTHTLCS B peecTpaliinomy fwene abo Toprosji Aitensit xpainu-supabioixa
a0 KpalH-IMNOPTepa, ARG IPOAYKILA IMTOPTOBAHE, UM B AOCHE cneundirauiil ua npenapar Wi A0CHIOKY BAHOTO
nikaperkoro sacoly. [IPOTOKOIH BHPODBHNUTEA, YIAKOBKH T4 ananizis Gy nepernsauyTi I BCTaHOBICHO 1X
sianosignicr GMP.

Date and signature:
Jlara Ta nianmc:

Susame Schiweize

"
Team Leader QA pharmaceutical Projects
Qualified Person

2 3FEB 2024

Or. Falk Pharma GmbH

Leinenweharstr. 5 )
79108 Freiburg i, Br., Germany

Budenofalk 3 mg Capsules (UA) BUC_WO0D03_M32PS1_master Version 18 444 appraved on 29,09.2023
Bagel nomber: L231124

Page 1/1



