AEPKABHA CIIYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanii Ceitnnusol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APIIOY 37079055

BUCHOBOK
1po sIKicTh BBE3eHOoro B Ykpainy jikapcskoro 3acoly

09.10.2024 Ne 52652/24/26

CAJIODAJILK

(nafimenysanss stikapeskoro 3acoly 3rifino 3 pecCTpatifiimM NoCBIAYCINIAM)
rpasysm racrpopesucrentui, nposonrosanoi aif no 1000 mr; no 1860 mr rpanya y nakerukax
«Cpany-Craken; no 50 nakeruxis y KopoGui 3 KapTony

(dopma iy CKy, AO3YBARNS, B NAKYBANH NIKAPCHKOTO 3aC06Y)

Howmep peecrpaniitnoro niocsinuenns UA/3745/01/02 crpox nit peectpauilinoro nocsinuents HeobMexernH

Cepis nixapeskoro sacoby Ne L23518C KinbkicTs msesenoro nikapeskoro sacoby 1938
Bupobuuk Hp. @anwuk Gapma I'M6X, Himeuunna
(tnalimenysanns BUpOGHKKA NikAPCLKOTO 3ac00y, KPATHA NOXO/DIEHI)
Bueseno 8 Vipainy IpueaTue akuionepue rosapucrso "HATYPOAPM", ineur. xon:
24930169

(uatimenysauns ta kol 3a €APTIOY wopranunoi ocobn abo npizsre, im's, 1o Surskosi Qisuunot
ocolu - rianpuemus, i1 Micue npoayBanus Ta peccrpauifnuil Homep obAIKOBOT KapTK nNATHMKY
nogarkis 000 cepisn Ta HoMEp nacnopra)

Tpovokon sisyansuore kaurpoaio sin 09.10.2024 M 3458/4.

3a  pesynbratami  NCpIKABHONO  KOHTPOMIO  BCTAHOBAEHO, WO Jikapchyni  3acid  sseseno s Ykpalhy 3
HAOTPHMAHHAM sunmor 3axonoaancTea uono 3abesneuenns skocti nikaglbrux 3acobis.
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprugixar ananizy

Salofalk®, gastro-resistant prolonged release granules 1000 mg; 1860 mg granules
in Granu-Sticks sachets; 50 sachets in a carton box with Ukrainian labelling
Canoanpk, rpamysy racTpopesHCTEHTHI, TPoaoHToBaHoT HiT mo 1000 Mr; 1o 1860
MT rpanys y naxeruxax «I'pany-Criken; no 50 nakeTukis ¥ kopoOui 3 kapToHy 3

MapKyBaHHAM YKPATHCHKOK MOBOIO

Product: / [poxyxr:

Batch No.:/ TTaptis Ne: L23518C

Batch release date: / Hura - 9
BHITYCKY cepil: /(5’ Oé ‘ ZméLf‘
Manufacturing date: / Hara 10.2023

BHpOGHUUTBA:

Expiry date: / [Tpunatuui no: 10.2027

Batch size: / Poamip cepii: 1938 packs / 1938 ynakonok
Registration number in Ukraine:/ UA/3745/01/02 from 17.09.2020 unlimited
PeecTpauiiite nocsigueHHs UA/3745/01/02 gin 17.09.2020 piifcuuit Ha HeobMexenui TepMin
BYkpaiti:
Strength/Potency: / 1 sachet contains 1000 mg mesalazine
Citna ni/ AKTHBHICTE: 1 waxerux MictaTs 1000 M Mecanasumy
Test / Tectyemuit napamerp Specification / Cneundiranis Result /
IMocunanns
Appearance rounded, stick-formed or round particles; greyish white; filled conforms
into composite aluminium foil sachets
Omic 3aoxpyraeni wacTHAKY BUTACYTOT a60 okpy1niol opmu, Blanosigae
cipyBato-Girore Koibopy, 3a0aKOBAKI B NAKETUKY 3 AMOMiticBo]
(hosIbTH
Particle size 2 90 %: between 0.9-1.6 mm 100 %
(Sieve analysis) £5%: <0.9 mm <1 %
Posmip wacror 290 % in 0,9 101,6 Mm 100 %
{(crrowuii ananis) <5% <09 MM < 1%
Average content of sachet 97-103 % of the target value (n = 20)
Theoretical value: 1860 mg (1000 mg sachet) 1868 mg
Cepenniil sMicT nakeruky 97-103 % gin uinsosoro suavenus (n = 20)
Teoperusne snavenns: 1860 mr (1000 naxetux) 1868 mr
Uniformity of dosage units L1: 10 units tested: Acceptance value <15.0 k&
[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 2 (1 - L2 x 0.01)x M
All single values < (1 +L2x 0.01)x M
OnuopianicTi g030Baunx L1: 10 gocnimKyBaHuX OAMHHID:
OJMHHUL [BaphioBauHA MacH] [TpuitHATHE 3HAYSHHS <150 1,6
(€8p. @.2.9.40) L2: 10+20 noc/iory BatHuX OTUHHIL!
Ipuinarye spagenus <150
Vei go3oBani oML MAKOTh 3HAXOMHTHCE ¥ HACTYIIHUX MEkax:
Koxue oxpeme suagenua> (1-L2x0,01)x M
Koxtie oxpeme sHavenns < (1 + L2 x 0,01 x M
Salofatk Granu-Stix 1000 mg (UA) SAG, WXXXX_M32P51_master Version 02 114 approved-on 19.10.2023
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D)

. Falk Pharma GmbH

Test / TecTyemuii napamerp Specification / Coeundixauin Resuft/
Hocunanns
Identification 5-aminosalicylic a) UPLC: Retention time of the 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
liguid chromatogram of the standard solution corresponds to | Conforms
that in the chromatogram of the test solution
a) YBEPX: Yac yTpimMyBanus OCHOBHOTO IKy Ha XpoMarorpami Binnosinae
InenTudirauis ROCHIANYBAHOIO POIUANY NOBHHEH BIAMOBIAATH Hacy
5-aMinocaniunIoBOY KHCJIOTH YTPHMYBaHSL OCHOBHOTO MKy Ha XpOMaTorpami
(€p.D. 2.2.29) CTaHIAPTHOrO PO3IMILY
6) YO (VBEPX-DAD). Y®-cnextp 0CHOBHOIO ITIKY Ha Binnosizae
pimMEHEIN XpoMATOrpaMi CTAHIAPTHOTO PO3UMIY BiLMOBINAE
CHeXTPY Ha XpoMaTorpami A0CTiKyBAHOI0 POIUHHY
Content of 5-aminosalicylic acid | 95.0 — 105.0 % of the declared content 992 %
(UPLC) (Ph.Eur. 2.2.29) '
Bwmict 5-aminocaniaunonol 95,0 % - 105,0 % Bij 3aABNEHOTO BMiCTY 99,2 %
KHCJIOTH
(YBEPX, €8p.@. 2.2.29)
Purity - 2,5 dihydroxybenzoic acid <0.15% <0.05 %
(UPLC) (Ph.Eur. 2.2.29) - any other unspecified related substances $010%  [<0.05%
- sum of other unspecified related substances <1.0% <0.05 %
- total sum of all <1.0% <0.05 %
Hucrora - 2,5-nvrigpokcubensoiina kucroTa <015% |<005%
(VBEPX, €8p.0.2.2.29) - Oynb-axi inwri HesusHaveHi cynyTHi Jominiky £0,10 % <0,05 %
- cyMa iHIHX HeBU3Hauennx cyryTHIX gomimok < 1,0% <0.05%
- 3aFaIbHA CYMa BCIX AOMIIOK <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%
(Ph. Eur. 2.9.3) b} in phosphate buffer pH 6.8
after 0,5 h: 10-30 % (mean value) 16 %
after 2 h: 40-60 % (mean value) 44 %
; after 7 h: 2 80 % (lowest single) 82%
BusinpueHig Riro4qol PeUOBHHH a) y 0,] M HCI npu 37 °C "epes 2 roa.; cTiilka
(€8p.2.2.93,VP) | waitbinswe ognuuue sHaseHus: < 10 % 1%
(n=6, cepeHE IHAUCHHT) 6) y hochatromy Gydepromy posumii pH 6,8:
- yepes 0,5 rom: 10-30 % (cepenHe 3naUEHHS) 16 %
- yepes 2 roft: 40-60 % (cepesire 3HAUYSHHA) 44 %
- yepes 7 rof: 2 80 % (HailiioKie oJIRNYHE 3HAUCHHA) 82 %
Residual solvents *(GC) Ethanol: < 1.23 % ¥
Sammwkoni posaunankn *(IUX) | Eranon: € 1,25% *
Identity / Dye * titanium dioxide: positive *
InenTuunicTo/BapBuuic * JUOKCH TUTAHY: [O3UTHBHE *
Microbiological quality* TAMC: < 10° CFU/g *
(Ph. Eur. 2.6.12/2.6,13, 5.1.4) TYMC: € 102CFU/g
E. coli: absentin 1 g
Mixpobionoriusa yucrora* TAMC: < 10° KYO/r
(€np. dapm. 2.6.12/2.6.13, TYMC: < 102 KYO/r ¥
5.1.4) Ecolisincytnin lr

* Skip test: Every 5" batch, at least twice a year
Tecr HpOBOAMTECA MEPIOAMUHO, 1A KOKHOT 5-01 cepii He MeHue 2 pasis Ha pik.

The results meet the specitication.

PesynwraTyd BignosigaioTh cnenudikauil.

nfa
H/3

Remarks:
ITpumiTicu:
Salofalk Granu-Stix 1000 mg (UA)

SAG_WXXXX_M32P51_master Version 02
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Dr. Falk Pharma GmbH

Manufacturing site: / Bupobuuk:

Losan Pharma GmbH / Jlosan dapMa TMEX
Otto-Hahn-Strasse 13 /
Orro-Xau-Ultpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himexuuna

D Pharbil Pharma GmbH/ ®apbin dapma T'M6X
Reichenberger str. 43/
Patiuenbeprep Iltpacce 43
33605 Bielefeld/ 33605 baitnedenn
Germany/ Himeuunna

Packaging site and QC: / BupoOHuk,
BiNMOBifaNbHUHA 38 IEPBHHHE, BTOPHHHE NAKYBaHHS
T4 KOHTPOJIb AKOCTI:

[] Losan Pharma GmbH / Jlozan dapma I'mEX
Otto-Hahn-Strasse 13/
Orro-Xan-Ilrpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeuauna

Losan Pharma GmbH (Esehbach site)/ JTozan
Papma ['MEX (Bmdax caitt)
Eschbacher Strasse 2 / Ewfaxep Ulrpacce 2
79427 Eschbach / 79427 Em6ax
Germany / Himewunna

[] Pharbil Pharma GmbH/ dap6in Papma TMEX
Reichenberger str. 43/
Paityerbeprep Lltpacce 43
33605 Bielefeld/ 33605 Baitnedenn
Germany/ HiMeuunna

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep ninensii va supobuuurso Jlosan ®apma I'mGX:
DE BW_01_MIA_2023_00LS »in 02.02.2023

Number of GMP=certificate Losan Pharma GmbH:

DE BW 01 _GMP_2021_0169 from 15.04.2021 till 14.04,2024
Homep ceprudikary GMP Jlosan Papma I'MEX:
DE_BW_01_GMP_2021_0169 six 15.04.2021 no 14.04.2024

Number of Manufacturing License Pharbil Pharma GmbH:
Homep nilensil na supobunTeo Papbin Gapva 'mEX:
DE_NW_02_MIA_2022_000! six 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02_GMP_2022_0020 from 11,05.2022 till 11.05.2025
Howmep ceprudirary GMP ®ap6in Gapma ['MoX:
DE_NW_02_GMP_2022_0020 six 11.05,2022 n0 11.05.2025

Number of Manufacturing License Losan Pharma GmbH:
DE BW_0}_MIA_2023_0015 from 02.02.2023

Howmep mitersii va supoGuuuTao Jlosan Gapma IMEX:
DE BW_Q1_MIA_2023_0015 sig 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 15.04.2021 till 14.04.2024
Howmep ceprudixaty GMP Jlosau Qapma TmOX:
DE_BW_0!_GMP_2021_0169 sin 15.04.2021 no 14.04.2024

Number of Manufacturing License Losan Pharma GmbH:
DE BW_01_MIA_2023_0013 from 02.02.2023

Homep ninensii Ha supoduuurso Jloszan Papma I'mOX:
DE_BW_01_MIA_2023_0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0168 from 15.04.2021 till 14.04.2024
Homep ceprudikaty GMP Jiozan Gapma I'MO6X:

DE BW_01_GMP_2021_0168 sin 15.04.2021 no 14.04.2024

Number of Manufacturing License Pharbi] Pharma GmbH:
DE_NW_02_MIA_2022_0001 from 15.03.2022

Homep ninensii va srpolunurso ®apbin Gapma I'vX:
DE NW_02_MIA_2022_0001 sia 15.03.2022

Number of GMP-certificate Pharbil Pharma GmblH:
DE_NW_02_GMP_2022_0020 from 11.05.2022 till 10.05.2025
Homep ceprudixaty GMP ®apbin Papma ImOX:
DE_NW_02_GMP_2022_0020 sin 11.05.2022 no 10.05.2025

approved on 19.10.2023
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Dr. Falk Pharma GmbH

Batch release of finished product: / Bignosigansnui

3a BHITYCK cepil KIHLEBOTO NPOAYKTY:

Dr. Falk Pharma GmbH / Jp.Gamk @apma I'm6X  Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / Jlaitnennebepiurpacce 5 DE_BW_01_MIA_2021_0020 from 17.02.2021

79108 Freiburg /79108 dpaitbypr Howmep nineunsii na supobuunso Hp.Pansk Gapma [uoX:
Germany / HiMeusnna DE BW_01_MIA_2021_0020 sia 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023_0041 from 15.11.2023
Howmep cepriixary GMP Hp.Qatkk Papma I'mbX:
DE_BW_01_GMP_2023_0041 sin 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 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 comptiant with GMP.

1, TUO HIDKEIE T AUCABCS, 3aCRITUYIO, 110 BAINECHARENEHA Cepist € A0CToBIpHOTOMHOIO. [awa cepis nponykuii Gyna
BUpOGTEH (BKTIOHAIOUH YIAKOBKY/MAPKYBaHHS) | NPOBeNEHHH KOHTPONb 11 AKOCTI Ha BUINE3[ANAHOMY BHPOBHHTOMY
innini y nosHii ignosianocti 3 pumeramu GMP, BCraHOBICHHMH MICIEBAM PETYJISTOPHHM OPTaHOM, A TAKOK Yy
BIAMIOBIAHOCTI 31 cnenAdikalieio, Aka MICTHTBCA B peecTpauiiitonmy ocke abo Toprosiil Aiuewsil kpalku-BupobHuKa
abo kpaii-iMIopTepa, SKINO MPOIYKUIA iIMAOPTOBaHa, 4M B Jocke crienmdialiit Ha npenapar s IOCHLKYBAHOTO
Ntikapchkoro 3acoBy. [IpoToKomH BUPOGHALTEA, YIAKOBKY TA aHanizis GyiIu repersuiiyTi i BCTAHOBAGHO X
signosiasicts GMP.

Date and Signature:
Hara ta nignuc:

Salofalk Granu-Stix 1000 mg (UA) SAG_WXKXXRX_M32P51_master Version 02 44 approved on 19.10.2023
Batelh number: L23518C
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