JEPKABHA CJIYKEA 3 JJIKAPCbKHX 3ACOBIB

TA KOHTPOJIXO 3A HAPKOTHKAMM y m. KHEBI
npos. Hazii Ceitimuanot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK

Ipo fAKiCTH BBe3eHOro B YKpaiHy JiKapebKOro 3acody

09.10.2024 Ne 52647/24/26

CAJIO®AJIBK

 (majiMenyBaHHS JKapCEKOro 3aco6y TiHO 3 peecTpauliftHmuM NOCBIAYEHHAM)
rPaHyJIM racTpope3ucTeHTHI, nposonrosanoi il mo 500 mr; mo 930 Mr rpanyn y nakeTukax
«I'pany-Craice»; 1o 50 nakeTHKIB Y KOpoOI 3 KapTOHY

(thopma BUnYCKY, 103yBaHKS, BHI MAKYBAKHS NiKapchKoro 3acoby)

Howmep peectpauitinoro nocsimuenns UA/3745/01/01 crpok mii peecmauiﬁﬂoro noceixyeHHs HeOOMEXEHHH

Cepin mixapcexoro 3aco6y Ne 1.23398C KinbKicTh BBE3EHOTO JIiKapchKoro 3acofy 3551
Bupo6HuK Hp. ®ansx apma I'm6X, Himeuunna
(HaliMeHYBAHHS BUPOGHHUKA JIKAPCHKOTO 3aC00Y, KPaiHa NIOXOMKCHHS)
. Beeseno B Vkpainy ‘TIpusarHe axuionepue Topapucteo "HATYP®APM", inent. kon:
24930169 :

(nattMenyBaHHs Ta kox 3a €JIPTIOY ropumuanoi ocoSu aGo npispHie, imM's, o 6aTekoBi ¢izuaunol
0co6u - nignpuemus, ii Micue NpoXUBAHHEA Ta peecTpalilinui nomMep 06MikoBOT KapTKH MIATHHKA
nozarkis aGo cepis Ta HOMeEp nacrnopTa)

Iporokon Bisyansroro kontpomo six 09.10.2024 Ne 3458/1.

3a pesynbTaTaMH  JIEPKABHOTO KOHTPOJIO  BCTAHOB/CHO, IO nikapcskuii  3aciG  BeeseHo B YkpaiHy 3
JOTPHUMAHHSM BUMOL 3aKOHOIABCTEA OO 3a6e3reeH s SKOCTI JikapehKkuX 3aco0iB.
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Dr. Falk Pharma GmbH

Certificate of Analysis / CepTudikart ananisy

Salofalk® gastro-resistant prolonged release granules 500 mg; 930 mg granules in
Granu-Sticks sachets; 50 sachets in a carton box with Ukrainian labelling
Canodansk, FpaHyJIH FACTPOPesHCTENTRI, posiorrosaxol if mo 500 mr, 1o 930mr
rpanyn y naketyikax «'pary-Ctukey; o 50 makeTvkis y kopobui 3 kapTony 3

Product: / [Tpoaykr:

Batch No.:/ Tlaptis Ne:

Batch release date: / [lata
BUITYCKY cepil:

Manufacturing date: / [laTa
BUPOGHULTBA;

Expiry date: / TIpnnaranii 10

Batch size: / Posmip cepil:

Registration number in Ukraine:/

PeccrpaniiiHe NOCBiAUEHHS
BYkpaini:

Strength/Potency: /
Cuna pit/ AKTHBHICTS:

MapKyBagHAM YKPatHChKOIO MOBOIO .
1.23398C

09.2023

09.2027
3551 packs /3551 ynakoBok

UA/3745/01/01 from 17.09.2020 unlimited
UA/3745/01/01 Bin 17.09.2020 Ha neoGMeneHuit TepMit

1 sachet contains 500 mg mesalazine
1 maxernx micTuTs 500 Mr Mecanasuay

OnuopinHicTL K030BAHNX
OfMANLL [BapiloBaHA MacH]
(€np. ©. 2.9.40)

Test / Teeryemnii napamerp | Specification / Crieundrikanis Result / Hocuaanus
Appearance rounded, stick-formed or round particles; greyish white; filled Conforms
into composite aluminium foil sachets
Onue 3a0kpyrieHi YacTHHKY BUTATHYTOT 260 oxpyrnol dopmi, Biznosinae
¢cipyBato-Ginoro Konkopy, 3anaKosani b NAKETHKY 3
amominienol Gonpry
Particle size > 90 %: between 0.9-1.6 mm 100 %
(Sieve analysis) < 5%: <0.9 mm <1%
Posmip wacror 290 % 3in 0,9 nol,6 MM 100 %
{cuToBHIt aHami3) <5% <09 MM <1%
Average content of sachet 97-103 % of the target value (n = 20)
Theoretical value: 930 mg (500 mg sachet) 934 mg
Cepennilt BMICT nakeTnKy 97-103 % Big winsonoro 3xadenus (n = 20) 934 mr
Teoperyuye 3Hadensss 930 Mr (500 Mr nakeTyk)
Uniformity of dosage units 11: 10 units tested: Acceptance value <150 32
[mass variation] L.2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:
All single values = (1 -L2x 0.01)x M
All single values < (1 +L2x 0.01)x M
32

L1: 10 pocmigKyBaHMX OMHHALL:

IMpuitnsree 3navenns < 15,0

L.2: 10+20 nocaipiyBaHnX ONHHALb!

Tlpuitastre swavenns <15,0

Vi 7030Bani OMMHHLI MAIOTh SHAXOIHTHCH Y HACTYTIHMX
MeKax:

Komne okpeme snagenns > (1 ~L2x0,01)x M

Koxue oxpeme snadents <(1 +L2x0,01) x M

Salofalk granules 500 mg (UA)

SAG_WXXX_M32P5{_master Version 02 1/4

approved on 23.11.2023
Batch number: L23398C



Dr, Falk Pharma GmbH

Test / Tecryemuit napamerp Specification / Crenudiranis Result/
THocunanus
Identification of 3-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 Conforms
liquid chromatogram of the standard solution corresponds to
that in the chromatogram of the test solution
Inenrudirauis a) YBEPX: Uac yTpuMyBaHHs OCHOBHOTO HiKy Ha XpOMaTorpami Binrosinae
S-amiHocadAOBOT KHCAOTH JOCHIMKYBAHOr0 po34iHy NOBKHHEH BiANOBiAaTY Yacy
(€pp. ©2.2.29) YTPHMMYBaHHA OCHOBHOTO IT1iKy Ha XpoMarorpami
CTAHHAPTHOTO PO3UNHY.
6) Y& (YBEPX-DAD): VO-criekTp 0CHOBHOIO TiXy Ha Bixnosinae
pioMrHIH XpomaTorpami CTaHAAPTHOrO PO3UHHY BiAnoBiLac
CIIEKTPY Ha XpOMATOrpaMi KOCHimKyBaHOro po3yuiTy
Content of 5-aminosalicylic acid | 95.0 — 105.0 % of the declared content 98.6 %
(UPLC) (Ph.Eur. 2.2.29)
Bmict S-aminocaninuoBol 95,0 % - 105,0 % six 325BJEHOTO BMICTY 98,6 %
KHC0TH
(YBEPX, €5p. D, 2.2.29)
Purity - 2,5 dihydroxybenzoic acid <0.15% <0.05 %
(UPLC) (Ph.Eur. 2.2.29) - any other unspecified related substances <£0.10% | RRT(1.38): 0.06 %
- sum of other unspecified related substances <1.0% 0.06 %
- total sum of all <10% 0.06 %
Hucrora o - 2,5-purigpokcubensoiHa KucxoTa £0,15% <0,05%
YBEPX, €up.®.22.29) - 6y ab-siki iHW1 HeBM3HAUEH] CymyTHI OMILIKH <0,10% | RRT(1.38):0,06 %
- cyMa iHIIMX HEBH3HAUEHUX CyMyTHIX Zomimox < 1,0 % 0,06 %
- 3arajbha cyma Bcix nomilox <1,0% 0,06 %
Drug release a) in 0.1 M HCl at 37 °C after 2 h: resistant
(n = 6, mean value, UV) (highest single value: < 10 %) 2%
(Ph. Eur. 2.9.3) b) in phosphate buffer pH 6.8
after 0.5 h: 10-30 % (mean value) 22%
after 2 h: 40-60 % (mean value) 52 %
after 7 h: = 80 % (lowest single) 89 %
Businnuens (i1040f pewoBuHN | 2) y 0,1 M HCI nipu 37 °C uepes 2 rox,: crifika
(€sp.®.2.9.3, YD) Haitbiibe onpuIHe sHaverms < 10 %
(n=6, cepe/IHE 3HAYCHHS) 6) vy dpocdarromy Sydepromy posuusi pH 6,8: 2%
- yepes 0,5 roa: 10-30 % (cepeaHe 3HaueHHs)
- uepes 2 rox: 40-60 % (cepenne 3HaYeHHA) 22%
- ugpes 7 rop: 2 80 % (valimkye oMHHHYHE 3HAYEHHS) gg z//"
(1]
Residual solvents *(GC) Ethanol: < 1.25 % *
3anmucori posuunnuky *(I'X) | Eranom: < 1,25 % *
Identity /Dye * titanium dioxide: positive *
Inenruunicrs/Bapshuk * JIOKCHA THTAHY: TIC3NTHBHA *
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 *
Mikpo6ionoriuna yncrora® TAMC: <103 KYO/r *
(Csp. DapM. 2.6.12/2.6.13, TYMC: < 102 KYO/r ¥
5.1.4) E.coli simcyTiB I T *

Skip test: Every 5 batch, at least twice a year
TecT NPOBOANTHCS FEPIOAUHHO, IS KOKHOI 5-0T cepil He Menwe 2 pasis ua pix.

The results meet the specification.

PesynpraTy BiAnosinaoTs cnenudixaii.

Remarks: n/a
[pumirka: H/3
Salofalk granules 500 mg (UA)

SAG_WXXX_M32P51_master Version 02 2/4

approved on 23.11.2023
Batch number: 1.23398C




Dr. Falk Pharma GmbH

Manufacturing site: / BupoGuuk:

D4 Losan Pharma GmblH / Jlosan ®apma M'm6X
Otto-Hahn-Strasse 13 / Orro-Xau-Lrpacce 13
79395 Neuenburg / 79395 Hoeubypr
Germany / Himeauuna

[} Pharbil Pharma GmbH/ ®ap6in ®apma I'm6X
Reichenberger str. 43/ :
Paituenbeprep Llmpacce 43
33605 Bielefeld/ 33605 Batinedeinn,
Germany/ Himeuyuna

Packaging site and QC: / Bupobruk, BignoBinansnuit

3a [IepBUHHE, BTOPHEHE NAKyBaHHS Ta KOHTPONb
SIKOCTI:

[ Losan Pharma GmbH / Jlosan ®apma ['m6X
Otto-Hahn-Strasse 13 / Orro-Xan-lTpacce 13
79395 Neuenburg / 79395 Hoeulypr
Germany / Himeusuna

Losan Pharma GmbH / Jlozan drapma I'MGX
Eschbacher Strasse 2 / Embaxep llrtpacce 2
79427 Eschbach / 79427 Em6ax
Germany / Himeuunna

] Pharbil Pharma GmbH/ ®ap6in ®apra TM6X
Reichenberger str. 43/
PaityenGeprep Lltpacce 43
336035 Bielefeld/ 33605 Baiinedenn
Germany/ Himeuunua

Salofalk granules 500 mg (UA}

SAG_WXXX_M32P51_master Version 02 3/4

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Houep ninensii Ha supoBunwrao Jozan Papma I'm6X:
DE BW_01_MIA_2023_0015 six 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 15.04.2021
Homep ceprudsixaty GMP Jlozan dapma I'MOX:
DE BW 01 GMP_2021_0169 sin 15.04.202]

Number of Manufacturing License Pharbil Fharma GmbH:
DE NW_02 MIA_2022_0001 from 15.03.2022

Homep niuensii na BupoGuumrso ®apbin Papma M'M6X:
DE_NW_02 MIA_2022_0001 six 15.03.2022 '

Number of GMP-certificate Pharbil Pharma GmbH:
DE _NW_02_GMP_2022_0020 from 11.05.2022
Homep ceprudikary GMP Pap6in Papma IMOX:
DE_NW 02 _GMP 2022_0020 sin 11.05.2022

Number of Manufacturing License Losan Pharma GmbH:
DE BW_01_MIA_2023_0015 from 02.02.2023

Homep niuensii na BupoBunuTso Jlozan apma IMOX:
DE_BW 01 MIA_2023_0015 Bin 02.02.2023

Number of GMP-certificate Losan Pharma GmibH:
DE BW_01 GMP_2021_0169 from 15.04.2021
Howep ceprudixary GMP Jlosan dapma I'MOX:
DE BW_01_GMP_2021_0169 six 15.04.2021

Number of Manufacturing License Losan Pharma GmbH:
Homep niueHsiy Hz{“mxpo6m{umo Jlozan @apma ['m6X:
DE BW_01_MIA_2023_0015 six 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2021_0168 from 15.04.2021
Homep ceprudixary GMP Jlozan Papma I'moX:
DE_BW_01_GMP_2021_0168 pin 15.04.2021

Number of Manufacturing License Pharbil Pharma GmbH:
DE_NW_02_MIA_2022 0001 from 15.03.2022

Honsep mitensii na sipobranrso dapbin Gapma I'm6X:
DE_NW_02_MIA_2022_0001 sin 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02_GMP_2022_0020 from 11.05.2022
Homep ceprudixary GMP dapbin Papma 'M6X:
DE_NW_02_GMP_2022_0020 six 11.05.2022

approved on 23.11.2023
Batch number; L23398C



G| Dr. Falk Pharma GmbH

Batch release of finished product / Bignosinansuuii sa
BHITYCK cepif KiHLEBOTO NPORYKTY:

Dr. Falk Pharma GmbH / [lp. ®anbx Papma I'mbX Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / Jlsitnenpefepiurpacee 5 DE BW 01 MIA 2021 0020 from 17.02.2021

79108 Freiburg / 79108 Ppaitbypr Homep niueusii na supo6unurso Hp.ansk Papma M'MEX:
Germany / Himeuyuna 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 15.11.2022 till
14.11.2025

Howmep ceprudixary GMP Ip.Pansk $apma I'm6X:
DE BW_01_GMP_2023_0041 six 15.11.2022 no
14,11.2025

1, the undersigned, certify that the above batch is truly accurate. This bateh (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 compliant with GMP.

51, Mo HIKYE MINHCABCS, 3aCBIAYYI0, 10 BULIERABEIEHA Cepis € nocToBiproTOR O, [ana cepin npoxykuii Gyna
pupofinena (BKIIOYAOMH YNAKORKY/MAPKYBaHHS) | MPOBEASHMI KOHTPOE iT AXOCTI HA BHILE3ralaHoMy BUPOGHHYOMY
Biaaini y nosHid pigmosigHocti 3 Bumoramu GMP, scragoBienIMH MICLEBHM PErYJSITOPHUM OPraHOM, & TAKOXK Y
BiarosinHocTi 31 cieus(ikalicro, sxa MicTHTLECA B peccTpauiiinoMy Aocke aGo Toprosif ninensii kpainu-supobHika
a60 KkpaiHu-iMropTepa, AKLIO NPOAYKLiA IMIOPTOBaHA, YK B HOCKE crienudiaLiil Ha Ipenapar Wi N0 DKy BaHOTO
Aixapcbkoro 3acody. [Tporokony BUpoBHALTER, YIAKOBKH Ta aHali3is Gynu neperaanyTi | BeTaHoBaeHo ix
Bifuosinnaicts GMP.

Date and Signature: P
Iara ta mignuc: /

Jotmnngs Reldier
Head of Quality Control
Cualified Person

31 JAN 2024

Br. Falk Pharma Gmbb
Leinenwebersir. 5
79108 Freiburg i. Br, Germany

Salofalk granules 500 mg (UA) SAG_WXXX_M32P51_master Version 02 4/4 approved on 23.11.2023
Batch number; 1L.23398C



