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r. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar aHAJI3y

Product: / lpoxyxr:

Batch No.: / Maprig Ne:
Batch release date: / Hara sunycky
cepil;

‘Manufacturing date; / Tata

- BUPOGHILTRA:

Expiry date: f Hpupatemit no:
Batch size: / Poawip cepit:

Registration number in Ulerglne: 7
Pecerpaniitue nocsizuens
BYxpatui:

prolonged release granules 3 & 3,58 g granules in
chets in a carton box with Ukrainian labelling
BPOACHIoBanOT i no 3 r; o 5,58 r
AKETIB ¥ Kopobu 3 KapTOHy 3.

Salofalk®, gastro-resistapt

Granu-Sticks sachets: 50 sa
Canodansx, rpanynn racTpope3ncTeHTHi

Tpatiyy naxeti «I'pawy-Craxen: no 50 o
MADKYBAHRAM YXDATHCLKOIO MOBOIO

‘1233444 ;
Sho 85 Q01 e

06.2023

06.2027
1273 packs / 1273 yivaxosoi

UA/3745/01/03 from 26.05.2020 unlimited
UA/3745/01/03 nin 26.05.2020 ALBCHmT Ha HeoOMexeH i Trepmin

(Ph. Eur. 2.9.40)

| b,tz:'mpinﬁi’m ACIOBRAAX
OAMHHUL [Bapiioranua macn)
(€sp. ©. 2.9.40)

| Koncpre Okpeme smauenns <(1+ L2 x 0,01y x M

[ L1710 mocnimnynanmx. OHUHUNS:
| Hpuitastre spavenng

{ Koue oxpeme ssauera > (1 ~ 12 x 0.01)x M

Strength/Potency; / 1 sachet contains 3 & 'mesalazine
Cyna nii/Axtushicrs: 1 narer micturs 3.p Mecatanmy.
‘Test / Teeryemuii napamerp Specification / Crenngirxanis Resuit /
| Iociaanua
| Appearance rounded, stick-formed or round particles; greyish white; filled Conforms
into composite aluminium foil sachets |
Oumic SA0KPYTAeH] YacTHHKY BHTATHYTOL 260 oxpyrnof dopn, Bianosinac
cipysato-6itoro KQUIBOPY, 3803aKOBAHI B MAKETHIH %
_ o KOMITO3UTHOT antominicact Gostra
| Particle size 2 D0 %: between 0.9-1.6 mm 100 %
(Sieve analysis) 5% <0.9 mm <1%
Posmip uacrox 290 % Bin 0,9 101,6 Mm 100 %
(cHToBHiK ananis) o 1=5% <0,9Mmm <1%
Average content of sachet 77-103 % of the target value (n = 20)
| Theoretical value: 5380 mg (3000 mg sachet) 5585 mg
| Cepennst maca BMiery naxeraka | 97-103 % pig yinnoboro 3Hatenus, n = 20
1 | | Teopernune snavenus: 5580 mp (3000 mg NAKCTHE) | . 5585 mr
Uniformity of desage units L1: 10 units tested: Acceptance value <150 1.8
[mass variation) L.2: 10 + 20 units testeq: Acceptance value < 15.0

All-units are within the following limits:
All single values > (1 - L2 x 0.01)x M
All single values < (1 + 1.2 00y x M

<150
L2: 10+20 AOCHUDKY BAHHX OTMWAMLIL:

[ Ipnitnarue snavenus <150 ALER
Yei gosonani opuumni MaroTs 3HAXOAUTHCE ¥ HACTYITH "g,.e;xj RN
Mexax: R

Salofalk Granii-Stix 3 5 (UA}

“approved on 19.10.2023
Batch number 1233444

SAG_WXXXX_ M32bS1_master Version 02 174
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N
 Dr. Falk Pharma GmbH

{ Test/ Teetyemuii napaperp Specification / Coenndricagin Result /
L Mocunanng
Identification of S-aminosalicylic | 2) UPLC Retention time of the main peak in the Conforms
acid (Ph.Eur. 2.2.29) chromatogram of the test solution corresponds to that of the
main peak in the chromatogram of the standard sojution.
b) UV, UPLC-DAD: The UV.spectrum of the main peak in the Conforms
liquid chromatogram of the standard selution corresponds to
. | | thatin the chromatogram of the test solution
Inentudikanis | a) YBEPX: Yac YTPUMYBRHHSA OCHOBHOTO AiKy Ha Binmoninae
S-amidocaniumnonol kuchio XPAMATOrpaMi ROCIIIDKYBAHOTO po3TUsY MoBHHeH
(€ap.@r. 2.2.29) BiRNIOBIATH Yacy YTPHMYBaHHA OCHOBHOTO iKYy HA
XpOMartorpami CTanaapTHOTO PO3YNHY, o
6} V@ (VBEPX*DAD):.YG)-cnamp OCHOBHOTO THKY HE Binnogizae
PILHHHII XpoMaTorpasi CTRHAAPTHOTO PO3UUNRY BiANORITaE
[ e CHEKTPY Ha XpOMATOrpaMi JOCHIMKYRAHOrD po3suny L
Content of S-aminosalicylic acid | 95 75-105 % of the declared content 58.8 %
(UPLC) (Ph.Eur, 2.2.29)
BuicT 5-asminocaninmwaosoy 95 %-~105 % six 3aasnenoro BMicTy 98,8 %
KHCIOTH
(YBEPX, €8p.¢r. 2.2.29) i o o i .
| Purity - 2,5 dihydroxybenzoic acid 20.15% <0.05%
{{(UPLC) (Ph.Eur. 2.2.29) ~ any other unspecified related substances <0:10 % <0.05 %
| ~ sum of other unspecified related substances <£1.0% <0.05%
~ total sum of alj: £1.0% <0.05.%
Hnerora o - 2,3-BHrigpokcnSenIoling XuenoTa 20,15% <0,05%
) (YBEPX, €ap.d. 2.2.29) - By ab-axi iHUH HeBH3HAYem CYOyTHI AoMinrki <0,10% | <0,05 %
- CYMa. IHINMX HeBH3HAYEHIXK CYNYTHIX poMimox- <10% <0,05 %
- | .. |~ 3AraInHA cyMa BCIX NOMImOK < 1,0% . <0,05 %
{ Drug release a) in 0.1 M HCl at 37 °C after 2 I resistant
(Ph. Ear, 2.9.3, Uv) (highest single value: < 10 %) 2%
(= 6, mean value) b) in phosphate buffer pH 6.8
3 after 0.5 h: 10-30 % {mean valie) 19 %
after 2 h: 40-60 % (mean value) 50%
| after 7 h: > 80 % (lowest single). | | 80 %
| Businsnenyust lioos pesonuin {a)y 0,1 M HCI npu 37 oC HEpes 2 o CTifKi
1 (€8p.®. 293, V) HIHOLIbIIE OXUHAYHE 3HATeHHs: < 10 %, 2%
(0=6, cepense snatcni) 16)y pocdarnonmy 6ydeprony poswuni pH 6,8
«uepez 0.5 rox; 10-30 % (cepenne spavemnn) 1994
- 4epes 2 rof: 40-60 % (cepeans 3HaYeHAs) | 50 9.
- o ~uepes 7 ron: = 80 % (uaiiumxye ORHHIYHG 3HaYeuny) . B9
| Residual solvents *(GC) Ethanol: < 1.25 % *
| 3amiuxoni posymmr *TX) | Eranon: < 1,25 % *
Identity / Dye * titanium dioxide: positive *
aerTaduicrs / Bapenge * AIOKCHI THTAHY: 03UTHEHA *
Microbiological quality * TAMC: < 10° CFU/ *
(Ph. Eur. 2.6.12/2.6.13, 5.1.4) TYMC: <102 CFU/g
.' | E. coli: absent in 1 g
Mixpo6Gionoriana wnerora * TAMC: £ 103 KYO/r
(€sp. @apns, 2.6.12/2.6.13, 5:.1.4). TYMC: < 102 KYO/- ¥
I — [ E. coli: Bincyryicre s 1 T
* Skip test: Every 5% batch, at least fivice a year :
TecT nposomrrhen NEPIGAMNHO; T KOXKCHOT 5-07 Cepii rie aenmre. 2 pasis na ik,
The results meet the specification. =
Pesymyyarw pianopinaos criecundiranii.
Remarks: nf
Mpuaitka: wa
Salofulk Granu-Stix 3 g {UJA) SAG_WXXXX M32P3i mq ‘ % _ * P iR | dpproved on 19102023
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‘Dr. Falk Pharma GmbH ,

—

Manufacturing site: / Bupo6nux:

X Losan Pharma GmbH (Neuenburg site) /7
Jlozan Papma FmEX (Hoeubypr caiir)
Otto-Hahn-Strasse 13 /
Orro-Xan-illrpacce 13
79395 Neuenburg / 79395 Hoexbypr
Germany / Himeuuuna

Pharbil Pharma GmbH/ Mbap6in dapma TvEX
Reichenbergerstrasse 43/

Paimenbeprep Hltpacce 43

33605 Bielefeld/ 33605 Batiredesy
Germany/ HiMeuuuna

Packaging site and QC: / BupoSuu, nimosigansinit
32 nepBuiHe, STOPUHHE NAKYRANHA TA KOHTPOND
AKOCTI: _

Losan Pharma GmbH (Neuenburg site) /
Jozan @apma 'M6X (Hoenbypr cafit)
Ortto-Hahn-Strasse 13/
Orro-Xan-Ulirpacce 13

79395 Neuenburg /. 79395 Hoenbypr
Germany / HiMeyqyuna

DX Losan Pharma GmbH (Eschbach site)/
Hozan ®apma Tu6X (Ewbax cair)
Eschbacher Str. 2 / Em6axep ltpacce 2
79427 Eschbach / 79427 Em6ax
Germany / Himermuua

Pharbil Pharma GmbH/ Dap6in apya MusX
Reichenbergerstrasse 43/
PafiqenGeprep lrpacce 43
33605 Biclefeld/ 33605 Battneden
Germany/ Histeuyyma

ey

TN
O B

Number of Manufacturing License Losan Pharma GinbH:
DE BW_01_MIA 2023 0015 from 02.02.2023

Houmep minernif #a nupoSusierao Hozan Dapaa I'mOX:
DE_BW_01_MIA_2023 0015 siz 02.02.2023

‘Number of GMP-certificate Losan Pharma GmbH:

DE_BW_01_GMP-2021 0169 from 15.04.202]

Homep ceprisdixary GMP Jlosan Papma 'MoX:

DE BW 01_GMP_2021_0169 Bix 15.04 2021

Number of Manufacturing License Pharbil Pharmia GrmbH:
DE_NW_02 MIA_2022 0001 from 15.03.2022
HoMep niuensii Ha eupo6auuTRo @apbin dapma MMEX:

'DE_NW_02_MIA_2022_0001 siz 15.03.2022

‘Number of GMP-certificate Pharbil Pharma GmbH:
-DE_‘NW___OZ__GMP_.FZ{}ZZ___{}UZG from 11.05.2022

Howmep cepradixary GMP DaptGin @apma M'meX;
DE_NW_02_GMP_2022 0020 siz 11.05.2022

Number of Manufacturing License Losan Pharia GmbH:
DE_BW 01 M IA_2023 0015 froin 02.02.2023
‘Homep minesaii ua supobuuuTeo JJozan Prapma T'MEX:

DE BW_01_MIA_2023 0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma Gmb-
DE_BW_01_GMP 2021 0169 from 15.04.202]
Homep ceprugikary GMP Jloaan Papma ['M6X:
DE BW 01_GMP 2021 0169 six 15.04.2021

Number of Manufacturing License Losan Phanna GmbH:
DE_BW_U1_MIA_2023 0015 from 02.02.2023

‘Homep aiuensii na sspoGuuirreo Jlozan Papma MudX:

DE_BW_01_MIA_ 2023 0015 gix 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0168 from 15.04.2021
Homep ceprudixary GMP Jlozar Mapma MuEX:
DE_BW_01_GMP_2021_0168 nix 15.04.2021

Number of Manufacturing License Pharbil Pharma GmbH-
DE_NW_02 MIA_2022 0001 from 15.03.2022

" Homep nittessii w2 pupoSuuTso Dap6in Papma TMEX:
DE NW_02_MIA_2022 0001 nin 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02 GMP 2022 0020 from 11.05.202

W Homep cepradrixary GMP PapSin Gapya TMEX:
DE_NW_02_GMP 2022 0020 siz 11.05.2022

33 dpproved on 19.10.3023

Batch number: £23344A




__Dr. Falk Pharma GmbH

Batch release of finished product: / Bianosigamshawii 3a
BUIYCK cepil KIHUES0ro npoaykry:

Dr. Falk Pharma GmbH / Hp.Dantk dapma FyMoX Number of Manufacturing License Dr. Falk Phaaria GmbH:
Leinenweberstrasse 5 / JhifinenseGepmTpacee 5 DE_BW_01_MIA_2021 0020 from 17.02.202]

79108 Freiburg / 79108 DpaitGypr Homep nmiuersiy na supobunuTee Ap.Dansx Papma TMEX:
Germany / HiMeuqumna DE_BW_01_MIA_2021 0020 pin 17.02.2021

Number of GMP-certificate Dr, Falk Pliarma GmbH:
DE_BW_01_GMP_2023_0041 from 15.11.2022 4il]
14.11.2025

Homep ceprudikary GMP Ap.@ansk Gapma TMEX:

DE BW_01_GMP_2023 0041 six 15.11.2622 30 14, 11.2025

I, the undersigned, certify that the above batch i truly accurate. This bateh (including packaging/labeling) was.
produced and subjected to quality control in the abave 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.M anufacturing Record, the Batch Packaging Record, and the Batch

‘Analysis Record have been reviewed and found to be compliant with GMP.

A, mo wikae nignucases, 3ace IDHYIO, 110 BUILETane geHa Cepin € nocToBipHOTOMKO, [lana cepis npoayxuii 6ysa
BHpoOncHa (BRTIOTAKILM YNaKORKY/MapKyBaHHS) | NpoRene HUH KOHTPOJIS 11 AKOCTI HA BRHIE3raflaHoMy BUpOSHIYOMY
Bizaini y nosHit BinmosigrocTi 3 BMorasa GMP, reranosrenumy Micuenmy PETYASTOPHAM OPraHoM, a TAaKoMK Y
BlAnCRiAHOCT 3i CReLHpIKALICO, AKa MICTHTHCA B peecTpatiiiHomy rocse a6o roprorift migensii KpalHH-BHPOOHNKA
abo Kpaipr-IMOOPTEpa, AKING POy IMIIOPTOBAHA, ¥H R OChE cuermpixauiit na npenapar g AQCAIIXYBAHOTO
nikapcekoro sacofy. IIpoToronn BUPOGHUNTRA, YIAKOBKH TA ananisis Oyau neperasnyTi i BeTanonrmeHo ix
BifroRianicts, GMP,

- . Suzanne Schweizer
Team Leade: o Pharmaceutical Projects
Qualified Person

17 HAN 2024

=507 Dr. Fatk Pharma GrbH
‘Ml }i Leinenwebarstr 5

79108 Frelburg 1. Br,, Germany

Date and Signature:
Hara Ta nignvc:

Salofalk Granii-Stix 3 g (UA) © SAG_WIOINK M32P51_mister Version 02 44 dpproved on 19.10.2023
Batch nomber: L23344A
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