| Dr. Falk Pharma GmbH |

Certificate of Analysis / Ceprudixar anamizy

Salofalk®, gasiro-resistant proionged release granules 1000 mg; 1860 mg granules
in Granu-Sticks sachets; 50 sachets in a carton box with Ukrainian labelling
Canodansk, rpanymu TFaCTPOPESHCTETHI, NpoNorroBanoi Aif mo 1000 mr; mo 1860
MU TDAHYN ¥ TIAKETHRAX «I'pany-Ctixen; no 50 TAKSTUKIB ¥ KOpobiij 3 KapToHy 3
MapKyBaHHIM YKPATHCEKOIO MOBOLO

Product: / Ipomyxr:

Batch No.:/ Hapria Ne: 123519A

Batch release date: / Jlara . .
BHITYCKY cepii: ﬂ o 6 . ZOZ-LT'
Manufacturing date: / Jiara 10:2023

BEpoGHHLTRA:

Expiry date: / Tpunarsauit no: 10.2027

Batch size: / Posmip cepii: 5802 packs / 5802 ynakosox

Registration number in Ukraine:/ UA/3745/01/02 from 17.09.2020 unlimited

Peectpanilive moceiquemus UA/3745/01/02 gig 17.09.2020 HiHcHuiT Ha HeoBMexenut TePMIH
5Yxpalui:

Strength/Potency: / I sachet contains 1000 mg mesalazine

Cura gi’AxTusnicTs’ I makerux micturs HIOQ e Mecata3zuHy

Test ! Tecryesmmit napaverp Specification / Crnemdixanis Result /
Hocnnaunn
Appearance rounded, stick-formed or round particles; greyish white: filled conforms
into composite aluminium foil sachets
Onue 3a0Kpyrneni yacTanKw BUTATHYTOT a0 okpyrof dopmu, BifiNUEBiae
cipyBaTo-Gi}Ioro KoAbLOpy, sanakoBali B MaxeTHrH 3 amoMinicsot
donsru
Particle size = 90 %: between 0.9-1.6 nm 160 %
(Sieve analysis) <5%:<0.9mm <1%
Posmip gactox 290 % six 0,9 01,6 Mum 100 2%
(crToBNHi auania) £5% <09 mm <1%
Average content of sachet 97-103 % of the target value (n = 20)
Theoretical value: 1860 mg (1000 mg sachet) 1873 mg
Cepeaniit Bmict naKeTHKy 97-103 % 8in uitsorore 3HAYCHHEA (n = 20)
_ Teopetnane spavens: 1860 mr (1000 MAKGTHK) 1873 mr
Uniformity of desage units LI: 10 units tested: Acceptance value <15.0 1.4
[mass variation] L2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:
All single values > (1 — 12 x 0.0y x M
All single values < (I+L2x001)x M
OnsopinnicTs 10308a1ux L1: 10 nocmimiysanmx OMHHHIE:
OAMBRLL [BapiloBagns MacHj [puiinsrre sHavenug <150 1,4
(€sp. D, 2.9.40) L2: 10+20 mocninmysanux OIMHHTL:
Ulputinatre 3navenns <150
Yei pozosani omununi maros 3HEXOONTHCH ¥ HACTYITHUX MEXax:
KoxHe oxpeme snavenns 2(1-L2x 00D x M
Koxue oxpeme aHaUeH < (1 + 12 x 0003 x M *1\_‘
Salofalk Granu-Stix 1000 mg (UA) SAG_WXXXX_MB?.Pil_masler Version 02 14 Approved on 19.10.2023
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Dr. Falk Pharma GmbH
fTest / TecTyensit napaspetp Specification / Ceundiranis Resulg /
Mocunanus
Identification S-aminosalicylic a) UPLC: Retention time of thé main peak in the chromatogram | Conforms
acid (Ph.Eur. 2,2.29) of the test solution corresponds to that of the main peak in the
chromatogram of the standard solution
b) UV (UPLC-DAD): The UV-spectrum of the main peak in the
liquid chromatogram of the standard solution carresponds to [ Conforms
that in the chromatogram of the test solution
a) YBEPX: Uac yrpuMysauis ocHOEHOM0 HiKy Ha xpoMarorpaMi | Bianopinae
Inentigikania AOCHIYBAHOTO POSHUHY TORMHCH BINMOBLAATH Hacy
S-aminocaniunnosof krenoTH YTPHMYBAHHA OCHORHOTO WKy Ha Xpomatorpami
{Cep.D. 22,20 CTAHAAPTHOro PO3UHNY
6) YO (VBEPX-DAD): V@-cruekTp 0cHOBHOMO miKy Ha Bianosinae
PilMHHIY XpoMaTorpami CTRHIAPTHOTO PO3YHHY BiANORIa4e
) CUIEKTYY HA XPOMATOrpaMi JOCHIAKYBAROro po3ymIy
Content of S-aminosalicylic acid | 95.0 105.0 % of the declared content 983 %
(UPLC) (Ph.Eur. 2.2.29)
Byicr S-aminocaninmrosoi 95,0 % - 105,0 % Big 3aspnesoro BiticTy 98,3 %
KHCA0TH
| (YBEPX, €5p.. 2.2.29)
Purity - 2,5 dihydroxybenzoic acid =0.15% [<005%
(UPLC) (Ph.Eur. 2.2.29) - any other unspecified related substances £0.10% [<005%
- sum of other unspecified related substances <£1.0% <0.05 %
- total sum of all 21.0% <0.05 %
Inetora - 2,5-muriapokcuGeHsona KichyTa £0,15%  [<0,05%
(YBEPX, €sp.a. 22.29) - Gyab-axi inmi gepusvaveni CYTIYTHI NOMIIKH <0,i0% <0,05%
- CYMa [HILUHX HEBU2HAYSHUK CymyTHiX AoMimok < [,0% <0.05 %
- 3aranbHa ¢yMa BCiX NOMIlIoK <£1,0% <0.05%
Drug release a) in 0.1 M HCl at 37 °C after 2 h; resistant
{n = 6, mean value, UV) (highest single value: < 10 %) 1%
(Pk. Eur. 2.9.3) b) in phosphate buffer pH 6.8
after 0.5 h: 10-30 % (mean value) 20%
after 2 h: 40-60 % (mean value) 51%
i after 7 h: 2 80 % (lowest single) 88 %
Businenenns niovol pevornnn | a) y 0,1 M HCI npu 37 °C Yepes 2 roi.: cridka
(€8p.d.2.9.3, V) Halifinbine OMHHIYRE 3HAYeHHs: < 10 % 1%
(n=6, cepenne 3navenns) 6) y docparriomy Gydepnomy posunsi pH 6,8:
- uepes 0,5 roa: 10-30 % (cepene Hauens) 0%
- Hiepes 2 roa: 40-60 % (cepenre 3naverx) 1%
- Hepes 7 roa: > 80 % (waliHmxue oqunitie IHAYGHHH) 88 %
Residual solvents *(GC) Ethanol: < 1.25 % *
3aanmrosi porunnamen *TX) | Eranon: < 1,25 % Cd
Identity / Dye * titanium dioxide: positive =
InenTaynicTo/Bapeuuk * LIOKCHI THTAHY: [103HTHRHA X
Microbiological quality* TAMC: < 10° CEU/g 2
(Ph. Eur, 2.6.12/2.6.13, 3.1.4) TYMC: 5 10*CFU/g
E. coli: absentin 1 g
MikpoGiosoriung ynerora® TAMC: <103 KYO/T
(€Bp. Dapm. 2.6.12/2.6.13, TYMC: < 102 KVOir *
[51.4) E.coli sigcyrnis | r J

* Skip test: Every 5' batch, at least twice a year
TecT nposoguTecs TEPIOAMYIHG, ANs KoxHoT 5-0f cepii e MeHme 2 pasik Ha pik.

The results meet the specification.
Pesynetatit signosigawrs crenHgikarit,

Remarks: n/a
Hpumitks: i3

Satofalk Granu-Stix 1000 mg (UA) approved on 19.10,2023

SAG_WXXXX M32P51_master Version 02 2/4
Batch number, L23519A
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Dr. Falk Pharma GmbH |

Manufacturing site: / BupoSuux:

(< Losan Pharma GmbH / Jozan ®apMa 'mG6X
Otto-Hahn-Strasse 13 /
Otro-Xan-Ulrpacee 13
79395 Neuenburg / 79395 Hoenbypr
Germany / HisMeuuia

[] Pharbil Pharrna GmbH/ ®apGin Gapma [M6X
Reichenberger str, 43/
PaituenGeprep Ulrpacce 43
33603 Bielefeld/ 33605 Balinetenn
Germany/ Hineuumuya

Packaging site and QC; / Bupofiuk,

BlamoBinaneHuli 32 neprinye, BTOPHHHE MaKyBaHHA

Ta KGHTPOME AKOCTI:

[ Losan Pharma GmbH / JTosan Gapma I'w6X
Otto-Hahn-Strasse [3/
Orro-Xaw-Ilrpacce 13
79395 Neuenburg / 79395 Hoerypr
Germany / HimMewunua

< Losan Pharma GmbH (Eschbach site)/ Jloaan
Dapma I'm6X (Ewbax, calit)
Eschbacher Strasse 2 / Ewtaxep Ultpacce 2
79427 Bschbach / 79427 Em6ax
Germany / HivMesmuma

(T Pharbil Pharma GmbH/ Papbin ®apma MM6X
Reichenberger sir, 43/
PafivenGeprep tpacce 43
33603 Bielefeld/ 33605 Baitnedenn
Germany/ Himeuunna

Salofalk Granu-Stix 1000 mg (UA)

SAG_WXXXX_M32p5 I_master Version 02 34

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

Homep mivensii va srpobumuras Tozan Qapma MmbX:
DE_BW_01_MIA_2023_0015 sig 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_GI_GMP_2021%{}]69 from 15.04.2021 tii} 14.04.2024
Howmep cepragixary GMP Josair Papua 'MEX:
DE_BW_OI_GW_2021_0169 Big 15.04.2021 no 14.04.2024

Number of Manufacturing License Pharbil Pharma GmbH:
DE_NW_02_MIA_2022 0001 from 15.03.2072

Homep niuensii na supobuuurso MapBin Gapma TMEX:
DE NW_02_MIA_2022 0001 siz 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_O2EGMP_2022_0020 from 11.05.2022 til] 11.05.2025
Homep ceprudirary GMP dap6in DapMa ['MGEX:

DE_NW_02 GMP_2022_0020 sin 11.05.2022 50 11.05.2025

Number of Manufacturing License Losan Pharma GmbH:
DE_BW _01_MIA_2023 0015 from §2.02.2023

Homep nivensiy na supoGHHOTRO Jlozan Mapma [MEX:
DE_BW_01_MIA_2023 0015 gix 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:

DE BW 0 I_GMP 2021 0169 from 15 042021 till 14.04.2024
Homep ceprugizaty GMP Jozay Qapma TMEX:

DE BW 0 I_GMP_2021 0169 six 15.04.2021 o 14.04,2024

Number of Menufacturing License Losan Pharma Gm bH:
DE_BW_01_MIA 2023 0015 from 02.02.2023

Howmep rrinensii va supo6umirreo JTosan Dapma 'mM6EX;
DE;BW_O'I_MIA_2023_0015 Bim 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_OE_GMP_ZOH_U--I&S from 15.04.2021 till 14.04.2024
Homep ceprudirary GMP Jlosan Dapma TMEX;
DE_BW_OI;GMPJOZI_GI% Bin 15.04.2021 no 14.04.2024

Number of Manufacturing License Pharbil Pharma GmbH;
DE NW_02_MIA_ 2022 0001 from 15.03.2022

Homep minenaii ua BUDOGHULTBO Papbin Gapma TMEX:
DE_NW_02 MiA_2022 0001 »ia 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02“GMP%2022_002{) from 11.05.2022 till 10.05.2025
Howmep ceprugirary GMP ®ap6in Gapma MTMEX:
DE_NW_02_GMP_2022_ 0020 six 11.05.2022 A0 10.05.2025

approved on 19.10.2023
Batch number: £23519A
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Dr. Falk Pharma GmbH

Batch release of finished product: / Bianoaizai muii

38 BUITYCK Cepil KiNTGBOro MpofykTy:

Dr. Falk Pharma GmbH / [lp.®ansx @apma Tm6X  Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 { JiatinenseGeprtpacee 5 DE_BW_01_MIA 2021 _0020 from 17.02.2021

79108 Freiburg / 79108 Dpaitbypr Howmep niuensii va supoSumurao Hp.Danek Dapma IvoX:
Germany / Hiseydina DE BW_01 MIA_2021_0020 six 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023 0041 from 15.11.20723
Howmep ceprudirary GMP JIp.dansk Dapma ['m6X;
DE_BW_0I_GMP_2023 0041 six 15.11.2023

I, 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 licensé of the manufacturer country or destination country, if the product is imported, or in the product.
specification file for the study drug. The Baich Manufacturing Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

Dy, Thomas Uhimann

Date and Signature: Quatified Person

Hata ra mimanuc:

Dr. Falk Pharma Grmbi
Letnanweberste 5
79103 Freibury i, Br, Germany

Salofalk Granu-Stix 1000 me uay SAG_WXXXX_M32P51_master Version 02 44 approved on 19.10.2023
Batch number: L235194

Page 1/1




o T .ot
o R Y Y e s b = N AT T YT L
i T S Ry R ér

i
AL 55 T !"ﬁf‘_;, g s

HAEPKABHA CJIVIKEA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUCRI

npos, Hanit Caitnugiof, 3, 02099, Ten, (044) 295.24-85
E-mail: dls.kyiv@dis.gov.ua, Kox €OPITOY 37079055

BHCHOBOK
Npo sIRiCTL BRe3enoro g Yxpainy nikapenkoro 3acofy

09.10.2024 Ne 52655/24/26

CAJIODAJIBK

{HadiMenynania Rikapenkoro 3acoGy rigHo 3 peceTpaliitnmg noceinyertna)
IPAHYJIH racTpopesuerenThi, nponodroeanoy Ait no 1000 ntr; no 1860 mr rpanyn y makeruarax
«Cpany-Crirces; no 50 NAKCTHKIB Y Kopodui 3 KapTony

(Qopma sunyexy, AQ3YRRHNA, BHA NAKYDAINS NIKAPEEKOrO 3acoby)

Howmep peectpaujitioro nocsintenns UA/3745/01/02 CTPOK AT peecTpauiiinoro nocoizyers neobmexenuii

Cepis aikapeskoro sacoby Ne 12351 SA Kinskicts meeseroro nikapeskoro sacoGy 2100
BupoGuux Jp. Gansk Papma I'm6X, Himewumna
(nafiMenynanim supobaska Rikapenkoro sacobBy, kpatia NOAOICE )
Baeaeno o Vxpainy Hpusatue acuionepie Toeapuerso "HATYPBAPM™, incirr. woa:
24930169

(HniMeiypanas T4 xog ax €APTIOY topunnor ocobn abo npiasnue, ', no Gateron tisusnei
ocobu - migapuemuy, 1 Micue MIPOMHBARKS Ta peecTpaniiinmi HOMED 08AiKOBOT KAPTKI NtATHIKA
noamriin aGo cepin Ta Homep nacrmopTa)

MpoTokon Bisyankuoro ronrposmo sin 09.10,2024 N 3458/5,

3a  pesyavratamu AEPKABHOFO  KOHTPOMIO BCTAHOBNEHO, WO NiKapChICHI]
AOTPHMAHHNAM Bimor 3aKOHOAABCTEA oA 3a6eaneen s fKOCTi HikapeL

¢i6  emeseno 3 Yrpainy =
3acobis.

Mukona XOJOJEHKO

V - e e By
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