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Dr. Falk Pharma GmbH|

Certificate of Analysis / Ceprugixar ananizy

Salofalk®, rectal suspension 4 8/60 g: 60 gin-the enema; 7 enemas in Blister

in a carton box with Ukrainiag labelling

Canogannk, tycnensis pexrantua, 4 rf 60 ¢, o 60 r CYCNEn3iT y kimismi, no 7

Kti3M y GiricTepax o kopodul 3 kapToRy 3 MEPKYBAHHAM YKpaTHCLKOK MOBOIO

230321 A
| 9 5ULi 2025

Product: / tiponysr:

Bateh No./ Tapris Ne:
Batch release date: / Hara sinycky

cepil:
Manufacturing date: / Hara 05.2023

BUPOBHHI(TRA; '
‘Expiry date: / Ipuaaruuit 1o 05.2025

2045 packs 7 2045 yuakosox:

Regismation aumber in Ukraine: /  UA/74502/01 from 17.08.2020 unlimnited |
Peecrpayiiine noceinuennsg s YKpaii  UA/3745/02/0 b'Bin 17.08.2020 xiticuuit z0 HEOOMeeHHH Tepmil

Batch size: £ Po3ntip cepii:

Srmng!h!}?mency:_ /
Crna miVAxTHBH{CTL:

| enema {60 ml) contains 4 g mesalazine
I ktizma (60 1) micTuTs 4 T mecarazyty

“Result/

Fest / Teeryemnit napaneTp Specification / Crienugirayin
IMocnnanun
Aspect Very light tan to brown h OIMOgenous suspension, free from Conforms
| foreign matter
1 Onue Tomorenua CYCIEIsIA, o Mae KON Bij Ayxe CaiTioro Binnosinae
| L | XOPHIHEBOID 10 KOPHMHEROr D, No36aEIcHA CTODOHHIX Y#dTO)
Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 0.8
[mass variation] L2:T0+ 20 units tested: Acceptance value < 15.0
(Ph. Eur, 2:5.49) { All tnits are within the following limits:
All single values 2{1-L2x0.0D)x M
All single values S(1+1L2x00)xM
Oxnuopingiers OlTHHUL L1: 10 TecTobanux CAdHHUL:  Pisens npuititriuocti £ 150 0,8
| A03yBanust (apioBanns 1 L2:10420 TECTOB2HHX OAWHHLL: Pinent Hpuitngraoeti <1 5,0
Macn) | Yei ommmui snaxoanses y mexax:
(Esp.apm. 2.9.40) Yel iupusigyans i snavenms 2(1-L2x0,0)x M
Yol imaneinyanuii suagensy (I +L23x0,00xM e
{ Calour of solution < BY; | BY;
1 {Ph. Eur, 2.2.2)
Koaip pazunny < BY, BY;
(€ap. D.2.2.2) |
PH (Ph. Eur. 2.2.3) 4.0-5.0 4.5
P (€8p. Dapy. 2.2.3) 14,0-50 4.5
Viscosity 50 ~ 130 mPa-s 1060 mPas
1 (Ph. Eur. 2.2.10)
Basciers [ 50 — 130 mlTa 100 mlTa
{Esp. Dapa2.2:107 L
Redispersibility No sedimentation visible within 2h conforms
' Peiseliepryeanys Cenumenratis BI3YARLHO He CHOCTERIraeTLECH BOPOIOBIK 2 o, Bizmosinae
{ Particle size 90 % <30 pm conforms
50 %< 10 um conforins
| Poanip wacror 90 % < 30 mxn Bianoripae
S0% < 10 mrwm _Bianosizac |

‘Salofalk 460l Exeinas (UA)

Apprved Gii 14.07 2033
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(o) Dr. Falk Pharma GmbH
' Test / TecTyenuii napamMerp Specification / Cnenndicarin Result /
Noennanns
Identity .
S-Aminosalicylic acid (5-ASA) [ The retention time of the main peak in the chromatogram of the conforms
J(HPLC, Ph. Eur. 2.2.29) sample solution must correspond to that of 5-ASA peak in the
chromatogram of the reference solution,
(Uv). { The UV-spectrum of S-ASA in the sample solution must conforms
| correspond to that of the reference solutior.
Sodium benzoate o The retention time of the main peak in the chromatogram of the ‘conforms
{HPLC, Ph.Eur.2.2.29) sample sofution must correspond to that of the Sodium benzoate
| peak-in.the chromatogram of the reference solution.
{ D1sodium edetatc. The retention time of the main peak in the chromatogram of the conforms
(HPLC, Ph.Eur.2.2.29) { sample solution must correspond to that of the Disodium cdetate |
} peak in the chromatogram of the reference solution.
Potassium metabisulphite Specific enzymatic test (see assay): positive conforms
| 'I}mn*r:tq;ir{auiﬂ'(BEI’X,-.YG?} -' o
| S-Aminocatiunnosa kuciora | _Biﬂxopexmaaﬂyﬁ'q'at:-}n-pumyaamm-rﬂnﬂmmiﬁ:ﬁircy Ha BEPX- Bianosigae
1 XpOMartorpami TeCToOBOro PO34HHY HoBuAEH BiANOsinaTy Hacy
1 YTPHMYBAHHA Ky 5-ACK Ha XpoMarorpasMi pegepeHTrHOrs
po3uMIY,
| YD Yd-crextp 5-ACK 5 écTonomMy PO34MMHI MaE sinmosinaTh Bianopinae
| TaKOMY ARA pediepeHTHOTO po3y HHY
Hatpiio Senzoar [ BlakopexToraauij 1ac YTPMMYBAHHA TOMOBHOIO Niky Ha BEPX- Bigmosinac
XpoMaTorpaMi TecToRoro POS4HHY OBUHeH BiumoBinaTy Yacy
| YTPHMYBAHHA MKy Hatpin Seuzoary ua KpoMatorpai
pe¢epeuTHnn3p03qnny-
| Hunatpiio enerat Biakopexrosannit wac YTPHMYBAHES [OJIOBHOLO niky Ha BEPX- "Eiiiﬁﬁhiﬁﬁé;
XPOMATOrPaMI TECTOBOIG POIUMHY NMoBHHen BINNOBiNaTH vacy
YTPHMYBAHRA fHKy AHHATPHO eneTaTy Ka XpomaroerpaMi
‘| pethepesTHoro po3tiHHy,
Kaiig 'ﬁi&T‘&iﬁib'}fithb'if | Crenudiunnii CHINMATHYHIMH TetT ( AMB. BA3HAYCHHA): Bianiosigae
{eaznmaanHHﬁ1taT) OO3IUTHBHKT
 Purity (HPLO)
4d-Ammophenol 201 % < 0.003 %
2:5-Dihydroxybenzoic acid <0.1% < 0.009 %
1 Each unknown lmpll].'l[y < {}‘]‘ 0 O% conforms
 Total suin <0.3% 0.14 %
“Yuerora (BEPX)
i'«i-iﬂmiﬂgqjeuwp o <01 % < 0,003 %
2, 3-urinporcuSensotiya <0,1 % < 0,009 %
1 KHEOTYH
.Mmmnm%mmmMmmf < 0,10 % Bmmﬂmg
3ATAE; M o
| araTbHa cyMa <0.3% 0,14 %
- Salofalk 1260ml Eiemas (UA) SAE_WNXXX M3IES _insicr Viersion 12 275 appraved oni 14.07.2033




Dr. Falk Pharma GmbH

Test/ Tecryemnit napasserp Specification / Crieusntdixaris Result /
Hocaaiits

Assay (HPLC)
(PhuEur.2.2.29y

S-Aminosalicylic acid 4000 (3800-4200) mg / dose 3996 mg / dose
(95.0-105.0 %) (99.9%) |
Sodium benzoate 00.0 (57.0-63.0) mg / dose 59.6 mg./ dose
(95.0-105.0 %) (99.3 %)
| Disodium édetate 60.0 (57.0-63.0) ing / dose 60.9 mg./ dose
(95.0-105.0 %) (101.5 %)
Kinbxicne puznauenns
(BEPX)
(€np. P. 2.2.29) | |
S-AMIHOCAZIWINORA KHCAGTA | 4000 (3800-4200) Mr 7 a3y 3996~/ nosy
(95,0-105,0 %) (99,9 94)
Harpiis Seuzoar 60,0 (57,0-63,0) mr / nozy 59,6 Mr / nozy
(95,0-105,0 %) (99,3 %)
| Aurrapiic eaerart 60,0 (57,0-63,0) Mt/ o3y 60,9 Mr/ gozy

[(95,0-105.0 %) (101,5 %)

| ﬁ.ssa}* (enzymatic test)
Potassium metabisulfite 230.8 (180.0-288.0) mg / dose 217.6 mg / dose
(64.0-102.5 %) {77.3 %)

Kinbkicue si3natcnuy
(er3ina Ty Tee)

Kanbo metaGicynndir 280,8 (180,0-288,0) mr / gosy 217,6'mr/ o3y
L — (64,0-102,5 %) . T (77,5 %)
| Microbiological quality! TAMC < 10° CFU/g i
(Ph. Eur. 5.1.4-1, rectal use) TYMC < 10? CFU/g *
MirkpoSionoriuna uneroTa! TAMC < 10° KVO/r i
(CBp. ®. 5.1.4-1, pexrannie TYMC € 10 KYO/r *
3ACTOCYBAHIA) | ST e N

' * The microbiological quality testing is performed in frame of a quality monitoring every 10™ batch, at least twice @
year,

1 ¥ Tecrypauns MIKpODIOHOTIUH0T YHCTOTH BUROHYCTHCH B PAMKAN MOHITOPHIIY SKOCT] AT KOIKHOT | 0-1 napril

moHaHMeHIe aBivi a pik

Resuit: / Pesyiurar: w approved / satpepiixeiio 3 -not approved / He 3athepmkeno

Satofalk $gblmt Enemas (UAY SAE WXRXKX M32PST mnster Veision 12 37 approved of 14.07.2022

Page 1/1




| _ Dr. Falk Pharma GmbH

Manufacturing site: / Brpoduux:
Corden Pharma Fribourg AG/
Kopuen Gapma Gpibypr AT
Zweigniederlassung Ettingen /-
Ligainigepnaceynr EtTisren.
‘Brithlstrasse 50 / bprosieitiTpacce 50
4107 Ettingen/ 4107 ETrinren
Switzerland / Upestiapia

(] Losan Pharma GmbH / Jlozan Papma MricX
Owto-Hzhn-Strasse 13/ Orro-Xan Ultpacee 13-
793935 Newvenburg / 79395 Hoeubypr

Germany / Hiseuyisa

Packaging site anid QC: 7 BHpOGHUK, BifNos] aaisHidd)

-30 [ICPBHHIC, BTODHHHE NAKYBAHHA Ta KOHTPOIL
SIKOCTI:
[E Corden Pharma F ribourg AG/

Kopaen Gapwa DpiGypr AT
Zweigniederlassung Ettingen /
Lpaiinigepaaceyur Ervitiren. B
Brithlstrasse 50/ Bpionbuitpacee 56,
4107 Ettingen/ 4107 Evrinren
Switzerland / Ulsetinapis

[ ] Losan Pharma GmbH 7 TTosa Dapma F'mbX

Ottha}'}nvStrassc._lB / Orro-Xau Ultpacee 13
79595 Neuenburg / 79395 Hoenbypr
Germany / HiMeuusna

Nuimber of Manufacturing License Corden Pharma Fribourg AG:
MIAE-CH-511101-102696490 from 15.02:2023

Howmep aiuensii sa BrpoGunnTaa Kopaes ®Gapya Gpidypr Al
MIAE-CH-5T1101-102696490 pin 15.02.2073

Number of GMP-éertificate. Corden Pharma Fribouig AG:
GMPE-CH- 1004052 from 15.02.2023

Homep ceptupikary GMP Kopreu Dapma Dpidypr Al
GMPE-CH-1004052 Bix 15.02.2023

Numiber of Manufacturin ¢ License Losan Phiarma GmbH:
DE_BW_DI_MIA 2023 0015 from 02.02 2023

Homep ninensit na supoGunurae Josay Dapnva v X:
DE BW_01_MIA_2023 0015 pin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:

DE _BW_01_GMP_2021_0169 from 15.04.2021 &ii 14.04.2024
Homep ceprudikary GMP JTosan Papma M'MEX;
DE_BW_01_GMP_2021_0169 six 15.04.2021 50 14.04.2024

Number of Manufacturing Licénise Corden Pharma Friboure AG:
MIAE-CH-511101-102696490 from .| 3.02.2023

Howmep Jiliensii ua BupoSruwTES Kopnex Papma Opibypr AT -
MIAE-CH-511101-102696490 iy 15.02.2023

‘Number of GMP-certificate Corden Pharma Fribourg AG:.
'GMPE-CH-1003865 from 15.02.20753

‘Howep cepTipicaty GMP Kopaen Papwa CpiGypr AT
GMPE-CH-1003865 Big 15.02.2023

Number of Manufacturing License Losan Pharina Gmb:
DE_BW_01_MIA_2023 0015 from 02.02.2073

Homep niuensit #a supoSuuirac fosan ®apma I'usX:
DE_BW_01_MIA 2023 0075 six 02.02.2023

Number of GMP:certificate Losan Phaima OmbH:
DE_BW_01_GMP 2021 0169 from 15.04.202] i 14.04:2024
Howmep ceprudivary GMP Jlosan dapua MuoX:
DE_BW_01_GMP_2021 0169 pix 15.04.202] 10 14.04.2024

Batch release of finishied produict: / Bunnosinansuiii 3a

BHIIVTK Cepii KINUEBOrO NPORYKTY:

Dr_ Falk Pharma GmbH / Hp.Dasink bapma 'm6X
Leinenweberstrasse S / Jnitnense6epurpacce S
79108 Freiburg / 79108 ®dpaiiGypr

Germany 7 Himeuunma

‘Number of Manufacturing License Dr. Falk Pliarma Gmbii-
DE_BW _01_MIA_2021_0020 from 17.02.202 |

‘Homep nivensit na supobunites Hp.Daark Dapma Mo X:
DE_BW _01_MIA_2021_0020 six 17.02.202

Number of GMP-certificate Dr. Falk. Pharma GmbH: -
DE_BW_0I_GMP_2023_0041 from [5.11.2022 til] [4.1 t.2023
Homep ceprudixaty GMP Jp.®ansk hapua "X
DE_BW_01_GMP_2023 0041 8ia15.11.2022 10 1411 2025,

SAE WXXXX M32P51_master Version 12 4ss approved on 14.07.2022
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established by the {o¢al regulatory authority, as wel 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-Manufhcturing Record, the Batch Packaging Record, and the Baich
Analysis Record have been reviewed and found to be compliant with GMP.

0 Hp. Tomac Vinsmann
(Dr: Thomas Uhimann)
O Hp. Pyronst Bunsrenpm

(Dr. Rudolf Wiihelm)

Horanec Xoitenep

(Joliannes Heusler)

Xailke Maiitxcuep

{Heike Meichsner)

0 Ciozaure [saitiep
(Susanne Schweizer)

.

Salofitk daG0mi Evensas (UA) SAE_WXXXX_M32P51 master Version 12 S5 -appsoved on 11.07.2022
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