Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar ananizy

Product: / FlponykT:

Batch Ne.: / TTapria Ne:

Batch release date: / flata Bunycky cepit:

Manufacturing date: / Mara

Expiry date: / Upunatauii go;

Batch size: / Poamip cepif:

Registration number in Ukraine: /

Peccrpauiiine mocsinyerns

Strength/Potency: /
Cuna nii/AxTREHICTS:

Salofalk® 1000 mg rectal suppositories , Me 10 (No 5 x 2) strips

in carton box with labelling in Ukrainian

Canodanek, cymosuropii pexranpai o 1000 Mr, mo 5
CYNO3UTOPIiB Y CTPUMI; Mo 2 CTPHIKA B KopoGLi 3 KapTony 3

MapKYBaHHAM YKPETHCLKOK MOBOKO

240022A

07 MRZ 2024
01.2024
012027

BHpPOOHHALTRA

3267 packs / 3267 ynaxoBok

UA/3745/03/03 from 30.09.2020 unlimited
B YKpaiui

1 suppository contains 1000 mg mesalazine
1 cymozuropif mictTs 1000 Mr mecanazuuy

UA/3745/03/03 Biz 30.09.2020 na HeoBMemenmit TEPMIH

Test (method) / Specification / Result /
Tectyemuit napamerp Creundiranin IMocnnamms
(meTon)
Appearance Light beige torpedo-formed suppositories with smooth, even conforms
and undamaged surface. Size about 35 x 11.8mm.
Onuc
(Bisyansta Ta cericopHa Cynosuropii ceinio-Gexesoro KOAbODY, TOPNEeNOTIONiGHOT Blnnoinae
iHenexiis) thopmu, 3 piBHOIO, MAKKOK T HENOIIKOHKEHOIO IIOBEPXHEID.
Odour (Ph.Eur. 2.3.4) fatty, but not rancid conforms
(EBp. Dapm. 2.3 4, 3alaX KUPY, A€ He TPOripKTai BinmoBigae
Cencopra increxuin)
Colour of solution not more than BY 4 BY s
(Ph.Eur. 2.2.2, Methed I)
Kosip posunny He IHTeHcHBHIe Hix BY 3 BY ¢
{€ep. Papm. 2.2.2, metox 1)
Uniformity of dosage units | Conforms to the Ph.Eur.
[mass variation] AV <150 0.8
(Ph.Eur. 2.9.40)
OnnropinsicTs fo30BanNx Bianoeinae sumoram €ap.d.
oAMHNIL (BapilBaNHA AV <150 0,8
MacH)
(Cep. ©. 2.9.40)
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@]  Dr. Falk Pharma GmbH
Disintegration time <30 min 4min
{(Ph.Eur. 2.9.2)
Yac posnaganns <30 xp 4 xB
{Eap. Dapm. 2.9.2)
Identification
-uv UV-spectrum of sample solution corresponds to UV-spectrum conforms
of reference solution.
- HPLC Cotrected retention time of the main peak in the HPLC conforms
chromatogram of the sample solution corresponds to that of the
reference solution.
InenTirysicTs
-YP Y®-crextp po3uuHy 3paska IOBHMHEH Bifnosigaty V- BiATIOBiTaE
{Cnp. Qapm. 2.2.25) CHEKTPY PedepeHTHOro POYHEY
- BEPX
{(Cep. dapm. 2.2.29) Bigkopextoauuii qac yrpuMaris ronopaoro fixy sa BEPX BiAMOBinAE
XpoMaTorpami po3uHHY 3paska MOBHHEH BIANOBigaTH yacy
YTPHMAHHA [OJOBHOrO MKy HA XpOMATOrpaMi pediepeHTROro
PO3UHHY,
Particle size Particle size of mesalazine in the sample corresponds to conforms
(microscopic, particle size of the applied AP batch.
Ph.Eur. 2.9.37)
Poamip wacTok Po3mip qacTox MecanaskHy B 3pasky NOBHHEH BinnoOBiIaTH BiRROBigaE
{(Mikpockoniunuit MeTog PO3MIPY YACTHHOK MPEACTABIeHOT cepif axTHBHOY cyBeTamuii
Bixnosifto no €8p, Gapu.
2.9.37)
Purity ! (HPLC) 4-aminophenol <01% l
(Ph.Eur. 2.2.29) 2,5-dihydroxybenzoic acid 20.1%
Unknown impurities <£0.10 %
Sum of impurities: 203%
Hucrora* 4-aminoperon <0,1% *
(€Bp. Dapm. 2.9.29, BEPX) 2,5-murinpoxcubenzoifna kienota < 0,1 %
Hesigomi momimeu =0,10 %
Beroro momimok: £0,3%
Assay (HPLC) 950 - 1050 mg 5-ASA/suppository 1005 mg
(Ph.Eur. 2.2.29) (95 - 105 %) (101 %)
KinekicHe Busnavenns 950-1050 mr 5-ACK ua cynosutopiif 1005 mr
(BEPX) (95-105% pix zassneHol KinbkoCTi) (101 %)
(€rp. Papm, 2.2,29)
Microbiological quality TAMC £ 10°CFU/g <10 CFU/g
(Ph. Eur. 2.6.12) TYMC <102 CFU/g <10 CFU/g
{according to Ph.Eur. 5.1.4, Rectal use)
Mixpobiostoriyna uncrora | TAMC- < 10PKYO/r <13 KYO/r
{Cpp. Gapm. 2.6.12) TYMC: < 10°KYVO/r <10 KYO/ir
Bianosiano no €sp. Gapm. 5.1.4, 11g pekTansHoro
33CTOCYBAHHA

‘. Purity testing is performed in frame of 2 quality monitoring every 10% batch, at least twice a vear

*: Tecr npoBoanThea nepionwuno: s KowHof 10-of maprii, ane wonaliMente opivi Ha pik.

The results meet the specification,
PesyneraTu sianosinaiors cnermixanii.

Remarks: n/fa
[Iprinditka:  w/a
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Dr. Falk Pharma GmbH

Manufacturing site: /Bupo6Hnk:

(] Losan Pharma GmbH / flozan Dapma 'mM6X
Otto-Hahn-Strasse 13 / Orre-Xan-Iltpacce 13
79395 Neuenburg / 79395 Hoeubypr
Germany / Himeuuuna

< Corden Pharma Fribourg AG /
Kopaen $apma $piGypr AT
Zweigniederlassung Ettingen /
Hipaiinigepnaccyur Ertinren
Briihlstrasse 50 / Bpronemrpacce 50
4107 Ettingen / 4107 Etrisren
Switzerland / Hiseituapin

Packaging site and QC: / BupoGauk, Bixnosigansmmii 3a
TICPBEHHEE, BTOPUHHE NAKYBAHHS T2 KOHTPOMD #KOCTI:

[ 1Losan Pharma GmbH / Jlozan @apma TmEX
Otto-Hahn-Strasse 13 / Orro-Xan-1ltpacce 13
79395 Neuenburg / 79395 HoenGypr
Germany / Himeuranua

Corden Pharma Fribourg AG /
Kopaen dapma Dpidypr AT
Zweigniederlassung Ettingen /
Usaiininepnaccyur Prrisren
Brithlstrasse 50 / Bpromertpacce 50
4107 Ettingen / 4107 Errinrex
Switzerland / [Hselinapis

Batch reiease of finished product; / Bianosizansauii sa
BHIYCK Cepil KIHUEROT0 NPOIYKTY:

Dr. Falk Pharma GmbH / [[p. ®ansk Papma T'u6X
Leinenweberstrasse 5 { Naitaenseteprmpacce 5
79108 Freiburg / 79108 ®paitGypr

Germany / Himeyuuna

Szlofalk 1000 g Suppositorics (UA)

SAS_WI1000_M32P51_master V08

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA 2023 0123 from 22.12.2023

Homep ninersii va supoGruurso Josan Gapma TM6X:
DE BW_01_MIA_2023 0123 six 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP 2024 0001 from 10.01.2024
Homep ceprugixaty GMP Jlozan ®apma I'm6X:
DE_BW_¢1_GMP 2024 0001 sixg 10.01.2024

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

Homep nivensii na BupoGuuirso Kopaer Mapma Gpibypr AT
MIAE-CH-511101-102709004 sizg 30.08.2023

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

Homep ceprudixaty GMP Kopnen Dapma Dpidypr AT
GMPE-CH-1004789 ig 24.05.2023

Number of Manufacturing License Losan Pharma Gmbi:
DE BW_01_MIA_2023_0123 from 22.12.2023

Howmep niueusii na supobunuTeo Jlozan Papma FTmoX:
DE BW_01_MIA_2023_0123 gin 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024_0001 from 10.01.2024
Homep ceprudikaty GMP Jlozan ®apma I'M6X:
DE BW _01_GMP 2024 000! sig 10.01.2024

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

Howmep ninensit na supoGumireo Kopren Papma Spibypr Al
MIAE-CH-511101-102709004 six 30.08.2023

Number of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH-1064789 from 24.05.2023

Homep ceprudikary GMP Kopaen ®apma Dpibypr AT
GMPE-CH-1004789 mix 24.05.2023

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01I_MIA_ 2021 0020 from [7.02.202]

Homep ninensil Ha supoBrunrso JIp.dankk Oapma FMoX:
DE_BW 01_MIA_ 2021 0020 aix 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW 01_GMP 2023 0041 from 15.11.2027 till 14.11.2025
Howmep ceprudikaty GMP [p. @ansk Gapma ['M6X:
DE_BW_01_GMP_2023 0041 Bin 15.11.2022 no 14.11.2025

34 approved on 14.02.2022

Batch number: 2400224




] Dr. Falk Pharma GmbH |

L, 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 couniry, if the product is imported, or in the product specification file
tor the study drug. The Batch Manufacturing Record, the Batch Packaging Record, and the Baich Analysis Record have
been reviewed and found to be compliant with GMP.

1, Wwo Hiwicue nianucases, 3acsiguyro, o BHILEHABEACHA CEPIA € AOCTOBIPHO TouHOK. Tana cepis mpomykuti Gyia
supolinera (Brmoyayy YTax0OBKY/MapkyBakHA) i NpoBecHHiE KOHTPONS 11 AKOCTI Ha BHINE 3raiaHOMY BEPOOHHOMY
BLAAINI ¥ ITOBHIH BiANOBIAHOCTI 3 BEMOraMH GMP, BcTaHOBAEHHMH MiciermM PETYNATOPHHEM OPraHOM, 4 TAKOK ¥
BinnosidxocTi 3i cnemudikanicio, Aka MiCTHTLCA B PeECTpaLiHHOMY moche afo TOprosiit ninensii Kpainn-sepobruka abo
KpaikH-iIMOopTepa, KO IpoIyKLin IMITOPTOBAHA, YH B JOCLE crieundixaviii ra npenapar mis DocnimKyaaHoro
JiKapcekoTo 3acofy. ITporokon BHPOBHHITEA, YNIAKOBKH Ta AHANIZIR Gynu neperssHyTi | BoTanOBMCHO iX BIAMOBiAHICTS

GMP.

Date and signature:
Hlara Ta migmic: 4 Dr.Thomas Uhimann
/ / Qualified Person
4

024
B

Br. Falk Pharma GmbhH
Leinenwebarstr, 5
. 19108 fFreiburg i. Br, Germany
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