Dr. F alk Pharma GmbH

Certificate of Analysis / Ceprudikar anaxisy

Salofalk®, 500 mg rectal suppositories; 5 suppositories ir strips; 2 strips in

Product: / Tponyxr;

Butch Ne.: / Mapris Ne:

a carton box with Ukrainian labeling

Canogansk, cynosuropil pekransui no 500 MI; 0 5 cymosHTopiis v
CTPHITE; 10 2 crpums B Kopobui 3 KapToy 3 MAPKYBAHHAM YKPRiHCEKOO

MOROIO
230573A

Batch retease date: / [ara snmycly cepii:  » 2 oAz, Z P4 3
Manufacturing date: / J{ara sHpoGHRuTEa: 10,2023

Expiry date: / Mpugarmmi go: 10.2026

Batch size: / Posmip cepiy:

7987 packs / 7987 ynaxonox

Registration number in Ukraine: / Peccr- UA/3745/03/02 from 30.09.2020 urlimited

pauiitie nocsingerys o Yupalui

Strength/Potency: /

Cuna niv/ Axrunuicrs:

I suppository contains 500 mg mesalazine
I eynesuvopili micruts 500 Mr MEORIA3MHY

UA/3745/03/02 mig 30.09.2020 pificins na HeoOMemenuit Tepmiy

Test / TecTyentiy THDEMETD ! Specification / Crneundiranis Result / Hoennauus
Appearance | white to cream-coloured torpedo shaped suppositories, conforms
even consistency and undamaged smooth surface
Oane Cynoanropii aix Sinoro zo KPEMOEOTQ XOnLOpY, TOPIeo- | Bianosigae
noziouoY opme, 3 ONHOPIHOIO KOHCHCTEHIIEIO Ta Herio-
— WHKOMKCHOK, MANEHL KOO IOBEPXIHEID
Colour of sohution not more than BY; BYs
(Ph. Eur. 2.2.2) F
Kosrip posunuy He Ginsme uik BY, BYs
(Enp.chapm, 2.2.2)
Uniformity of mass 2 18/20: mean value + 5 % conforms |
(Pls, Bur, 2,9.5) 20/20; mean value + 10 % conforms
o none; mean valug + more than 10 %
Oaropinuicrs macy 2 18/20: cepenue sHaveys + 5 % BiRMoEBinae
(Esp.apm. 2.9.5) 20/20: cepenne auavernsn + 10 % ninnosinae
— HOAROT: cepente auanents & Ginpt i 10 % ]
Distntegration time =25 minutes 1 5 minutes
(Ph, Bur. 2.9.2) ;
Uac Kesinrerpayit < 25 XpHAMH 5 xeunun
{Eap.dapm. 2.9.2)
Edentification
(UV, HPLC) UV-spectium of reference solution corresponds to Uv. conforms
spectrum of sample solution
Corrected retention time of the main peak in the HPLC conforms
chromatogram of the sample solution corresponds to
that of'the referenee solution
Lnenrngicauia ¥@-cnexrp pedepentHoro posdury Binnorigae V- BLALIOBIE
(Y&, BEPX) CTeKTPY PO3uEHY 3patka
Binkopexrosanuit wac YTPUMYB&HHA MOROBHOTO MKy Ha BinnoRiyae
BEPX-xpomarorpami PO3YHHY 3pA3Ka MOBHHGH BiANODi-
R&TH Yacy yTpUMYDANHA FONORIOTO Hiky Ha Xpomaror-
pami pethepentrors pozuniy
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Dr. Falk Pharma GmbH

Test / TeeTyennii nzpaseTp Specification / Cneundiwauin Result / Moennrauns
Purity * 4-aminophenol: <0.1% A
(HPLC) 2,5-dihydroxybenzoic acid: 0.1 %
any unspecified degradation produet: 20.10%
. total degradation products: S0.3%
Huerora ¥ d-aminoderon 20,1 % "
(BEPX) 2,5-aminoBesmolina kucjora 0,1 %
Komuoro tesnspasenoro npojyiery poatany < 0,10 %
Cyma nponykris posrany 503%
Assay 475-525 mg 5-ASA / suppository 496 mg
Uy (95-105 %) (99 %)
Kizpkicne sizuarenns 475-525 mr 5-ACK ua cynosHropiit 496 mr
(V) (95-105 %) (99 %)
Microbiological quality TAMC < 10* CFU/g <1 CFUlg
(Ph. Bur. 2.6.12/2.6.13) TYMC < 102 CFU/g < 10 CFU/g
(according to Ph.Eur, 5.1.4-1, rectal use)
Mixpodioneriuna uncrora TAMC < 107 KYOrr < [0KYO/r
(€sp. Dapm, 2.6.12/2.6.13) TYMC < 10 KYO/r <]OKYO/r
(vinnosiane o €ap.@. 5.1.4~1 ann pextansHoro
[ 3ACTOCYBAKHA)

* Purity testing is performed in frame of a quality monitoring every 10% batch, ai least twice a year

TecTynanns HCTOTH BUKGHYETHCS B PaMKkax MOHITOPUHTY AxoeTi 21a koot 10-1 naprif WwonalivMene Ak 1a pit.

The results meet the specification.
PeaynuraTy pianosigaoTe crerpdikallif,

Remarks: n/a
Fipimitia:  u/a
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Dr.

Falk Pharma GmbH

Manufacturing siter /BupoGini:

B4 Corden Pharma Fribourg AG /
Kopuew Gapma GpiSypr Al
Zweigniederlassung Ettingen /
Unaduinepraceynr Etrinren
Brihlstrasse 50 / Bpronuwrrpacee 50
4107 Ettingen / 4107 Evrinren
Switzerlond / Hlpeifuapis

[:] Losan Pharma GmbH / TTosan dapua ['M6X
Otto-Hahn-Strasge |3 / Orro-Xanu-Hlrpacce 13
79395 Neuenburg / 79395 Hoeubypr
Germany / Himewrnua

Packaging sitc and QC; / BupoBuuxk, BiAnosigansuuit 3a
HEPUHHHE, BTOPHHNE DAKYBAHN Ta KOHTPORE AKOCTI!

Corden Pharma Fribourg AG /
Kopuen ®apma Opibypr AT
Zweigniederlassung Ettingen /
Llsaiinigepnaccywur Errinren
Brithlstrasse 50 / Bpionniurpacee 50
4107 Ettingen / 4107 Ertisren
Switzerland / Weefinapis

D Losan Pharma GmbH / flozau dapaa IyMaX
Otta-Hahn-Sirasse 13 / Orro-Xan-Ultpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeuuima

Batel release of finished product: / Bionosinamuimii za
BHITYCK cepii KinUeBOro npomykTy:

Dr. Falk Pharma GmbH / JIp. ®anux Gapma ['v6X
Leinenweberstrasse 5 /Hﬂﬁnenneﬁemepacce 5
79108 Freiburg / 79108 OpaitGype

Germany / HiMewanna

Salefalk 500 mg Suppositerics (UA)

SAS_WOS00_M32P5I_CUA Version 0]

Number of Manufacturing License Corden Pharma Fribourg AG:
MIAE-CH-511101-102709004 {rom 30.08,2023

Homep niuensit na srpoGunurso Kopaen apma GpiGypr AT
MIAE-CH-511101-102709004 =iz 30.08.2023

Number of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH- 1004789 from 24.05.2023

Homep ceprupicaty GMP Kopaes Gapma Ppidypr AT
GMPE-CH- 1004789 rix 24.05,2023

Number of Manufacturing License Losan Pharma Gmbld:
DE_BW_0I_MIA_2023_0015 from 02.02.2023

Hoxep nivensii na sppoSimuree Jlozan Papma [ubX:
DE_BW_01_MIA_2023_0015 aix 02.02.2023

Number of GMP-ceriificate Losan Pharma Gmblh:
DE_BW_01_GMP _2021_0169 from 12.11.2021 till 11.11.2024
Howmep ceprudivary GMP Jlozan Dapma TuEXC:
DE_BW_01_GMP_2021_0169 pix 12.11.2021 ro 11.11.2024

Number of Manufacturing License Corden Pharma F ribourg AG:
MIAE-CH-511101-102709004 from 30.08.2023

Homep ninensii na supoSauuTEO Kopaen Papma OpiGypr AL
MIAE-CH-3] 1 101-102709004 six 30.08.2023

Number of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH-1004789 from 24.65.2023

Homep ceprudirary GMP Kopaen ®apua Dpibypr AI™
GMPE-CH-1004789 rix 24.05.2023

Number of Manufacturing License Losan Pharma GmbH:
DE BW_0!_MIA_2023_0015 from §2.02.2023

Howmep nigensiy ua eupotuutreo Mosau Gapma [ME6X:
DEﬁBW_Ole]A_ZOB__O{I L5 rin 02,02.2023

Number of GMP-certificate Losan Pharma GmbH:

DE_BW_01_GMP_2021_0169 from 12.11.2021 tlt 11.11.2024
Homep cepraibiraty GMP Jlozan Bapra I'mEX:
DE_BW_01_GMP 2021_0169 six [2.11.2021 10 11.11.2024

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2021_0020 from 17.02.202]

Homep niuessit ya supoGunutao Hp. Qanpk Dapma FvGX;
DE_BW_0]_MIA_2021 0020 iy 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GrbI:
DE_BW_01_GMP_2023_0041 from 15.11.2022 till 14.1]1.2025
Homep ceprudikary GMP Jip. Dansk Dapma [mEX:
DE_BW_01_GMP_2025_0041 sin 15.11.2022 1o 14.11.2025

374 approved on 04.07.2022
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Dr. Falk Pharma GmbH

I, the undersigncd, certify that the above batch is truly aceurate. This batch (including packaging/labeling) was pro-
duced and subjected to quality control in the above production unit in compliance with the GMP requirements estab-
lished by the local tegulatory puthority, as well as with the specifications contained in the marketing authorization dos-
sier or trade license of the manufacturer couniry 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 he compliant with GMP,

41, wo mmKye nigmicancs, 3ACHINYIO, LIO PHINCHABE leHA cepis € NeCTORIPHD ToYHOK, Hana cepis npomykuii Oyny
aupobnena (srxmoTaioun ymakosxy/Maprysattia) | nposencnit HOHTPONE 1T AKoCTI na Bie Jraganomy BepoSHmIoMy
BN v monuil pipnopimoeT! 3 suMoram GMP, eranosnenns Micuesnm PETYASTOPHIM Opranom, a Takon y nin-
nosianecTi 3 coemiratiens, sxa sMicTuTeca n peecrpanifinony nocse abo Toprosifl ninensil kpalum-snpoBinikg abo
Kpaiii-iMItopTepa, SKINO npoxyKiiin iMnoprosany, uM B nocke crtenwdixauiil ua npenapar juim HoCHivKy RRIOro Nikap-
cuzoro sacoy. Iporaxony supoGuuiTsa, YNAKOBKY Ta ananizie Gyny deperuanyTi i noratoBicHs Ix sisnosituicrs
GMP,

Date and signature:
Hara ta nipsme:

. Thomas Uhimann
7 Qualified Person

Dr, Falk Pharma GmbH
Leinenweberstr, §

79108 Freiburg 1. Br,, Germany
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ST USRS IO LSRN T MUSTem, e v - - (7 ;

AEPXCUIKCITYXBA VKPATHI
HEPXABHA CIVIKEA 3 JIKAPCBEKHX BACOBIB
TA KOHTPOJIIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceivanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koz ENPIIOV 37079055

BHCHOBOX
NPOo ARICTL BBE3CHOrO B Yupainy aikapesroro 3a¢00y
19.11.2024 Ne 61302/24/26
CAJNODAJILK

(vrEMeHyDauIm JikapCLkoro 3acoGy 3riano 3 peccrpatiiinmm nocﬁi,uqemmm)
CYno3HTOPIN perTannHi o 500 MI; IO 5 Cymo3uTOopiin y CTPHDI; 110 2 cTpnmnm g Kopofui 3
Kaprony
(hopma Bunycxy, nosysanig, srn TrakyRaHHaA nixapeskoro 3acoby)

Howep peecrpaniitiioro noceinsenns UA/3745/03/02 CTPOK nil peecTpauiiinoro noceinvenns HeoGMENKEH YL

Cepin nixapcbroro sacoty Ne 230573 A Kinbxicts seseworo nikapebkoro sacoby 504
BupoGiuk Hp. Panex Papma Tm6X, HiMequwma
(ualiMenysanus BHPOBHKKa Nikapchkore 3acoly, kpafua noxosxening)
Breagiio 8 Vipainy Hpusatue axuionepie ToBapierso "HATYPOAPM", inen, won:
24930169

(nafintenysans a kog 3a CIPTICY iopuawsiitot ocoGi a6o npisniKiue, iM'S, no 6aTLkoe|
hiaytol ocofu - RinnpreMus, 17 Micue nposkubanig Ta PeecTpauiiinuh noMep obrikopoi
KEPTEH nnaTikka mosatkies abo cepiy a HOMCP nacnopra)

TNpotokon sisyansioro cowrpomo sig 19.11.2024 Ne 4036/2,

3a pesynbratamu IEmKaBHOTO  KOHTPOMIO BCTAHOBACHO, MO pixapcekuil  3a¢i6 BeeicHo & Yxpainy 3
AOTPHUMAHHAM pumor 3aKOHORABCTRA WoAo 3abe3ricuenns axocti i ?A{ 3acobin.

OB
Wk 3RCOHg 1y

Muxona XOJIOQEHKO

{nianuc) (injufans a npianiwe)
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