JEPXKABHA CJYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Ceitauunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOr0 B YKpaiHy JiKapcbKoro 3acody
11.06.2025 Ne 28942/25/26
BYAEHO®AJILK

(Haftseny sanis Aikapehkoro 3acody 3riune 3 PECCTPALTTIM TIOCHIAUCHHAM)
niHA PeRTANbLHA, 2 MI/103y; KOXKHII Gason MicTHTh sik Mimimys 14 103 no 1,2 r ninu
pexTanbHol; mo 1 6ajnony 3 no3aTopomy woMIuvieKri 3 14 anikaTopaMu st BBEACHHs Hilu
y IIACTHKOBOMY JIOTKY Ta 14 u1acTHKOBHMH NAKETAMH 51 ririeniunol yruaizauii
arutikaTopis y Kaproutiii kopo6ui
(hopma BHNYCKY, RO3YBAHIA, BUIL TAKY BAHHA AKApeHKROro 3acoly)

Homep peecTpauifnoro nocsiateHHn UA/6964/02/01 crpok ail peectpatifinoro nocsiaues a HeoOMeXeH i

Cepin nikapebioro sacoby Ne A24011A KinbkicTs BBE3esoro gikapchkoro 3acoby 503
Bupo6HUK Jp. Pansr Dapma ['m6X, HimeuunHa
(MakmelyBais BUpoGIHKa Aikapebkoro 3acoGy. Kpaina NOXOKCHHA)
Bseseno B Ykpainy TpusaTHe aKiioHepHe TOBAPHCTBEO "HATYP®APM", igenr. won:
24930169

(naitmenypats a kol sa CAPTIOY HOPHAMUNOT 0COGH ab0 TIpisBRILE. M. 10 OarbroBi
diznunoi ocobu - niAnpUeN L. Ti Micue npoXcBaibs Ta pecerpauitiinft nomep 0OAIKOBOT
KapTRy parEKa noaarkin abo cepist TA HOMEP NACHOPTa)

T1pOTOKO Bi3YabHOTO KOHTPOIO B 11.06.2025 No 2049/01.10-25/6.

KOHTPOJIO  BCTAHOBJEHO, U0 nikapcbkuii, 3aci6  Bpesewo B Ykpaiwy 3

faco&s.

Mukona XOJIOAEHKO

(nianuce) (inintiann Ta npissrIne)

3a  pe3yabTaTaMH  IAEPKABHOrO
AOTPHMAHHAM BUMOT 32KOHOAABCTHA UOLO sabesnedens skocTi sika

B konTpono)




Dr. Falk Pharma Gm
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Certificate of Analysis / Ceprudixar ang

Product: / [ponyicr:

Batch No.: / Mapria Ne;

Batch release date: /
Hara purnycky cepil:

Manufacturing date: /
Hata BupoGrniiraa:

Expiry date: / ITpunaruuii go:

Batch size: / Posumip cepil:

Registration number in Ukraine: /
Peccrpauifite nocsindeHHs B Yrpaini

Strength/Potency: /
Cuna pivAxtupricts:

JE3Y

Budenofalk® rectal foam, 2 mg/dose; each bottle containk at least 14 doses

of 1.2 g rectal foam; 1 bottle with a dispenser complete w
for the introduction of foam, in a plastic tray and 14 plast
hygienic recycling of applicators, in a cardboard box with
labelling

Bynenodansx rina pexransHa, 2 Mr/aosy; koxaui 6ago
minimysm 14 1oz 1o 1,2r ginu pexransHol; mo 1 SanoHy 3
xomnexTi 3 14 anixaropams st BBEeHHS TiHM Y nad
Ta 14 nIacTHKOBHME nakeTami aNs ririedivyol yrunizan
KapToHHiik kopoOui 3 MapKyBAHHAM YKPATHCHKOIO MOBOK

ith 14 applicators
¢ bags for
the Ukrainian

[ MICTUTB 5K
NO34TOPOM Y
THKOBOMY JIOTKY
1 annikatopie y

A24011A

09.2024

09.2026
503 packs / 503 yirakorok

UA/6964/02/01 from 04.04.2019 till Unlimited /
UA/6964/02/01 miy 04.04.2019 aiftcuuit GesctpokoBo

2.00 mg budesonide per puff
2 mr Bynmeconiny Ha 1 po3y (1 poarunexHs)

Test / Tecryemuii napamerp

Specification / Cnienndikauis

Regsult / Hocunanun

Appearance White to pale white, solid and creamy consistency copforms

Sopuimwmaiii suraax Bina afo ThMARO-O1Ia ILiNbLHA TIHA IKHPHOT KOHCHCTEHIIT Bifinorigac

Filling weight 30.8 g5 % (29.2-32.3 g) 304 g
n=2

Maca sanoBxcus f[so,s r]:l: 5% (29,2-32,3 1) 304 r
[n=2]

Weight per puff 130 g+ 15 % (1.11-1.50 g) 14l g
n=2

Maca oJ{HOT0 pO3HIIICHHS 5,30 r]:i: 15%(1,11-1,50 r) 1glr
[n=2]

Number of puffs 215 [n=2] 19

KinbkicTs posnusens > 15 [n=2] 19

Foam volume
{metric flask)
O06’em nivn
(Mipua konba)

20-30 ml/puff [n = 2]

20-30 mu/posnuaenns [n = 2]

21 ml/puff

2 1{Mn/posnunen s

Relative foam density

None of the individual values deviate by more than 20 %

(Ph. Eur. “Foams Medicated™) | from the mean value [n = 3] 3%
BignocHa ILHICTD ing XKonue 3 iHAMBIYANbHUX 3HAYUEHD He BIAPI3HAETLCH Biibiy,
(Esp. D, «JTlikyBaisHi niHEY) HLK Ha 20 % Big cepeninoro 3navenus [n = 3] 3%
Duration of expansion <5 min [n=2] 0 rhin
Tpusagicrs posmwHpenns <5 xB. [n=2] 0 Xs.
Budenofatk Rectal Foam (UA) BUF_W0002_M32P51_master Version 09 1/4 approved on 05.09.2024
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Dr. Falk Pharma
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Test / Tecryemuii napamerp

Specification / Cnenndikanis

Result / Hocnsans

pH 3.5-4.5 3.7
(Ph. Eur.2.2.3) (one puff in 100 ml Methanol/Water 5:95) [n = 2]
pH 3,5-4,5 3,7
(€sp. ©.2.2.3) (onue posmunerus 8 100 mu cymimi METaHOJY/BOIH
5:95) [n=2]
Pressure 2.0-3.0 bar at 20 °C [nn = 4/13 min] 3.3 bar
(manometer)
Tuck 2,0-3,0 Gap npu 20 °C [n = 4/15 x8.] 2,3 6ap
(Manomerp)
Leakage test Mean loss not more than 3.5 % per year 1.0 % per year
(USP <604>) No can leaks more than 5.0 % per year .1 % per year
n=12]
Teer na nporiKanss Brpath B cepepnbomy ne Gumue 3,5 % na pik ,0 % na pik
(®. CUIA <604>) Yonen 3 Ganoxis ne prpauae Ginsiue 5,0 % wa piK 1,1 % na pix
[n=12]
Identification (HPLC) Disodium edetate: positive positive
Budesonide: positive positive
Inentagicauis (BEPX) JlunaTpiio egerar: NHOIHTHBHA TO3WTHRHA
BYNeCOHIL TIO3HTHBHA HO3HTHBHA
Ydentification (UV) Budesonide: positive positive
Inenrndgicauia (YO) ByAecoHil: NO3UTHBHA HO3UTHBHA
Related substances (HPLC) Desonide £05% 0%
1,4-Androstadien-118, 16u-diol-3,17-dion £ 0.5 % 0%
Butylester thereof <0.5% 0%
Individual unspecified <0.5% 0 %
Sum of individual unspecified <1.0% i %
Sum of all <25% p-0 %
Cuopigneni crionysn (BEPX) Jleconin <0,5% 0,0 (:.A)
1,4-auppoctagics-11p,160 -pion-3,17-nion £ 0,5 % p-0 OA’
Bytunopuii edip <0,5% 0 f’
Oxpema HesysHaiena noMinika <0,5% .0 O(’
CyMa OKpEeMUX HEBH2HAUCHHX IOMIWOK = 1,0 % 3’8 l;’
CyMa BCix CHONYK <2,5% v

Assay per can

Budesonide 1.48-1.64 mg/g (95-105 %)

.55 mg/g (=100 %)
839 mg/g (= 98 %)

(HPLC) Disodium edetate 0.771-0.943 mg/g (90-110 %)

BizuaueHusi Ha 0amon Byneconin 1,48-1,64 mr/r (95-105 %) 1,55 mr/r (=100 %)

(BEPX) Juuarpito eperar 0,771-0,943 mr/r (90-1 10 %) 0,839 mr/r (=98 %)

Assay per puff Budesonide Puffs 2,7, 13

(HPLC) 2.00 mg # 15 % (1.70-2.30 mg/puff) 2.12 - 2.22 mg/puff
(85-115 %) 106 - 111 %)
fn=2]

Busuavedns Ha PO3NWIeHHa | Byneconin Posnmitenns 2-re, 7-me, 13-1¢ R,12-2722

(BEPX) 2,00 Mr & 15 % 1,70-2,30 mr/posuusnieniisn || MI/pOsHHICHTA

(85-115 %)
[n=2]

(106 - 111 %)

Microbiological quality
(Ph. Eur, 2.6.12/2.6.13)

MixpoGioaorivna saxicTs
(Enp. ®.2.6.12/2.6.13)

TAMC: £10° CFU/g
TYMC: < 10 CFU/g

(according to Ph. Eur. 5.1.4.-1, rectal use)

3aranpHa KiAbKICTH XKUTTEINATHUX aepobin: £ 107 KYO/r
Saranpia kinbkics rpubin: < 107 KYO/r

(Bironinmo no €sp. ®. 5.1.4-1, peKTAIEHE 3aCTOCYRAHHSA)

10 CFU/g
<10 CFU/g

10 KYO/r
<10 KYO/r

Nitrosamine purity
(GC-MS)

YucroTa HiTposaminy
(I'X-MC)

NMPA <17.15 ppm

NMPA < 17.15 ppm

< 0.86 ppm

< 0,86 ppm

Budenafalk Rectal Foam (UA)

BUF_W0002_M32P51_master Version 09
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The results meet the specification.
PesysnpraTti pignosigarots crieungikanit,

Remarks: n/a
[Tpumirka: w/3

Manufacturing site: / BupoSuux:

ASM Aerosol-Service AG /
ACM Aepozone-Cepic AT,
Industriestrasse 11 / Iupactpicurpacce 11
4313 Mohlin / 4313 Msonin
Switzerland / UlseAuapis

Packaging site and QC: / Bupo6ruk,

BLINOBIAaNbHNI 38 IEPBUHHE, BTOPUHHE [TaKyBaHHS

TA KOHTPOAb AKOCTI:

Xl ASM Aerosol-Service AG /
ACM Aepozons-Cepsic AT,
Industriestrasse 11 / Ingactpicwrpacee 11
4313 Mahlin /4313 Mpoustin
Switzerland / Hlse#napis

Batch release of finished product: / Bipnosinansnuii

3a BHIYCK cepil KiIHUEBOro NpoayKry:

Dr. Falk Pharma GmbH / Op.®@ansx dapma I'm6X
Leinenweberstrasse 5 / JIsiinenseSepuurpacce 5

79108 Freiburg / 79108 dpaitbypr
Germany / Hiveuwiina

Number of Manufacturing License ASM Al
MIAE-CH-512201-102641978 from 10.11
Homep siuensii Ha pupobuunrso ACM Ae
MIAE-CH-512201-102641978 Bin 10.11.2

Number of GMP-certificate ASM Aerosol
GMPEHV-CH-1005368 from 11,08.2023
Homep ceptudixary GMP ACM Aeposzon
GMPEHV-CH-1005368 sin 11.08.2023

Number of Manufacturing License ASM A
MIAE-CH-512201-102641978 from 10.1]
Howmep ninensii na papobunutso ACM Ag
MIAE-CH-512201-102641978 sig 10.11.2

Number of GMP-certificate ASM Aerosol-
GMPEHV-CH-1005368 from 11.08.2023
Howmep cepridikaty GMP ACM Aeposony
GMPEHV-CH-1005368 Bin 11.08.2023

erosol-Service AG:
2020
poszons-Ceppic Al
020

Service AG:

-Ceppic AT

erosol-Service AG:
2020
posons-Cepic Al
020

Service AG:

-Cepsic Al

Number of Manufacturing License Dr. Falif Pharma GmbH:

DE_BW_01_MIA_2021_0020 from 17.02
Howmep siucusii na supobunurso Hp.ansb
DE_BW_01_MIA_2021_0020 six 17.02.2

Number of GMP-certificate Dr. Falk Phar
DE_BW_01_GMP_2023_0041 from 02.0
Honmep ceprudixaty GMP [Ip.Panpx Pap
DE BW_01_GMP_2023_0041 sin 02.03.

2021
k (bapma ['MOX:
D21

na GmbH:
2023

Ma I"'mMOX;
0023

I, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labelling) was
produced and subjected to quality control in the above production unit in compliance with the
established by the local regulatory authority, as well as with the specifications contained in the markleting 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.

Budenofalk Rectal Foam (UA)

BUF_W0002_M32P51_master Version 09 3/4

OMP requirements

approved on 05.09.2024
Batch number: A24011A
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k%) Dr, Falk Pharma GmbH

S, 1o Hwye TinHCaBcs, 3acBirylo, WO BUIIEHABEASHA Copist € A0CTOBIpHO TouHo1o. Mana ceplia mpomykuit 6yna

pupobiena (BKNIOYAIOUM YIIAKOBKY/MapKkyBaHHA) 1 nposefeHuil KoHTpons 11 sxocTi Ha
upobHuaomy Bipmini y nosuil pianominsocti 3 sumorams GMP, BeTaHOBJIEHHMY MicLien

BULIC 3rajganoMmy
M PCTYATOPHUM

OpraHoM, a TakmK y BIINOBIAHOCTI 3i cnewdixauieo, sxa MICTHTCA B peecTpauitinomy nocse abd Toprosiif ilensii
kpaiun-pupobinka abo kpaiHu-iMIopTepa, AKNO NPOLYKLIS IMIOPTOBAHA, YH B HOCke crenudirauiil Ha npenapar

A ROCHIDKYBAHOTO Jlikapekkoro 3acoly. TpoToxon BHPOGHHUTBA, YHAKOBKH Ta aHanisie 6
BcTanoBpcHo iX BinnosinxicTs GMP,

Date and signature:
Tlara ra mignuc:

Rudenofalk Rectal Foam (UA) BUF_WO0002_M32P51_master Version 09 4/4

Yy neperasHyTi i

approved on 05,09.2024
Batch number; A24011A
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