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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikart aHajdizy

Product: / [Tponyxr:

Batch No.:/ [lapria Ne:

Batch release date: / JTata
BUMYCKY cepii:

Manufacturing date: / ata
BUPOOHHIITRA:

Expiry date: / TIpuparauit no:
Batch size: / Posmip cepii:

Registration number in Ukraine:/
PeecTpauiline nocriguenus
BVYkpaini:

Strength/Potency: /
Cuna nii/AxTURHICTS:

Salofalk®, gastro-resistant prolonged release granules 1,5 g; 2,79 g granules in
Granu-Sticks sachets; 35 sachets in a carton box with Ukrainian labeling
Canodansk, rpany;u npononrosasoi if, BKPUTI raCTPOPE3HCTEHTHOK 0BOTOHKOO
0o 1,5 r; o 2,79 r rpanyn y naketukax «I'pany-CTuKe»; no 35 makeTHkis y

KOPOOLL 3 KaPTOHY 3 MAPKYBAHHAM YKPaiHCHKOK MOBOO
L20435C
03.03.2021

10.2020

10.2024
2755 packs / 2755 ynakoBok
UA/3745/01/04 from 26.05.2020 till unlimited /

UA/3745/01/04 Bin 26.05.2020 nificHuii na HeoGMekeHMI TEPMIiH

1 sachet contains 1,5 g mesalazine
| nakeTHk micTuTs 1,5 1 MecanasuHy

Test/ Teeryemuii napamerp

Specification / Cneundixanis

Result / Moeunanus

Appearance

rounded, stick-formed or round particles; greyish white; filled
into composite aluminium foil sachets

Conforms

| mass variation]
(Ph. Eur. 2.9.40)

OnHopiaricTs oquHALE
O3YBAHHH
[BapitoBanust macu|
(Erp. ©. 2.9.40)

AV=15%

Bixnopinae Bumoram Cep.®.
AV=15%

Onue 3aKpyrieHi YaCTHHKM BUTATHYTOT 260 OKpyTriol popMH, Bingnosinae
CipyBaTo-Bioro KoNLOpy, 3aM1aKOBaH| B NAKETHKH 3
KOMIIO3HTHOT aMIoMiHieBOT onbrn
Particle size = 90 %: between 0.9-1.6 mm 99 %
(Sieve analysis) <59%: <0.9 mm 1 %
Posmip wacrox 290 % uacrok: 0,9-1,6 MM 99 %
(cuToRMIt anasmiz) < 5 % yactok: < 0,9 MM 1%
Average content of sachet 97-103 % of the target value (n = 20)
(Eur.Ph. 2.9.5) Theoretical value: 2790 mg 2795 mg
Cepeans maca Bmicty naxeruxa | 97-103 % i HOMiHANBHOLO 3HaueHHn (n = 20)
(sBakyBauns) €sp.dp. 2.9.5 Hominaneue sHauenns: 2790 mr 2795 mr
Uniformity of dosage units Complies with the requirements of Evr F. 1.3

Oe ol
& L30T 7 Tk

Salofalk Granu-Stix 1,5 g {UA)
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Dr. Falk Pharma GmbH

Salofalk Granu-Stix 1.5 g (UA)

Test / TecTyemuii napamerp

Specification / Cnenudikauisn

Result / [Tocunnauus

Identification of 5-aminosalicylic
acid

a) HPLC: Retention time of the main peak in the
chromatogram of the test solution corresponds to that of
the main peak in the chromatogram of the reference
solution

Conforms

eaxis) *

b) UV: The UV-spectrum of the main peak in the liquid Conforms
chromatogram of the standard solution corresponds to that
in the chromatogram of the sample solution
InenTudikauin a}) BEPX: Yac yTpuMyBaHHs OCHOBHOIO MKy Ha Binnosinae
S-aminocaiuunosoi Kuea0TH XpOMaTorpami JocaiIKyBaHOTO PO3YHUHY IOBHHEH
BiAMIOBI/IaTH 4acy yTPHMYBaHHs OCHOBHOIO NiKy Ha
XpOMaTorpamMi pozudHy A
6) YO@: V-cnekTp 3 TOCHIA)KYBAHOTO POIUMHY [OBHHEH Bianosigae
BIANOBIAATH 32 HOPMOEO T4 NONOIKEHHAM MAKCHMYMIB
CNEKTPY OAEPXKAHOIO 3 POSUHHY MNOPIBHAHHA
Content of 5-aminosalicylic acid | 95-105 % of nominal value 99 %
(HPLC, Ph.Eur. 2.2.29)
BwmicT S-aminocaniunnosoi 95 % - 105 % 99 9
KHC/TOTH HA KOxkHi 930 mr (Bifl HOMIHATILHOrO 3HAYEHH)
(€Bp. Papm. 2.2.29, BEPX)
Purity - 2,5 dihydroxybenzoic acid: <0.15 % 0.02 %
(HPLC, Ph.Eur. 2.2.29) - other related compounds, individual: <0.10 % <0.01 %
- sum of other related compounds: < 1.0 % <0.01 %
- total sum of all: < 1.0 % 0.02 %
Hucrora - 2,5-nurinpokcubensoiina kucaora:< 0,15 % 0,02 %
(€Bp. Papm. 2.2.29, BEPX) - iHlWi oKkpemi criopinHeni pevoBnHy: < 0,10 % <0,01 %
- CyMa IHIINX CIOpiAHeHuX peuosHH: < 1,0 % <0,01 %
- 3aransHa cyma fomiox: < 1,0 % 0,02 %
Drug release (UV) a) in 0.1 N HCl at 37 °C after 2 h: resistant
(n = 6, mean value) (highest single value: < 10 %) 2%
(Ph. Eur. 2.9.3) b) in phosphate buffer pH 6.8
after 0.5 hours: 10-30 % (mean value) 15 %
after 2 hours: 40-60 % (mean value) 44 %,
after 7 hours: > 80 % (lowest single value) 83 %
BuginbHenns aiouoi pedoBunn a) uepez 2 r 8 0,1 N HCI npw temneparypi 37 °C: crifikicTs
(€ep.®.2.9.3, YD) (makcuManbHe iHANBITyanbHe 3Ha4YEHHA < 10 %); 2%
(n=6, cepenwe 3HaueHHs) 0) B docdarHomy Gydepi (USP) pH 6.8:
- uepes 0,5 r: 10-30 % (cepenHe 3nauenns) 15 %
- uepes 2 1: 40-60 % (cepeaHe 3HaUCHHS) 44 %
-4epes 7 r: 2 80 % (MiniManbHe inauBilyanbHe 3HAUCHHA) | §3 oy
Residual solvents * ethanol: <1.25 % 1.09 %
(GC)
3aNUIIKOBI PORYUHHHKH * etanon: < 1,25 % 1,09 %
(%)
Identification of dye * titanium dioxide: positive Conforms
Inentugikauis (konsoposa JIOKCHJ] THTAHY: MO3HTUBHA Binnoeinae

SAG_WI1500_M32P51_CUA Version 01; Template UA_26.05.2020




Dr. Falk Pharma GmbH

Test / Tectyemuii napamerp Specification / Cneundikanis Result / [Tocunanna
Microbiological quality* TAMC: < 10%cfu/g Conforms

(Ph, Eur. 2.6.12/2.6.13) TYMC: < 10%cfu/g Conforms
(according to Ph. Eur. 5.1.4-1) E. coli: absentin 1 g Conforms

(according to Ph. Eur. 5.1.4-1)

Mixpo6iosoriuna uncrora* TAMC: < 10° KYO/r Biamosinae

(Cep. Papm. 2.6.12/2.6.13) TYMC: < 102 KVO/r Bianoginae

€ep.®. 5.1.4-1 E.coli Bincythig | r Bianosinae

* Skip test: Every 5™ batch, at least twice a year

Tect npoeoauTECA NEpioAMYHO, 1A KOMKHOT S-0 MapTii, ane uloHaliMeHwwe ABiyi Ha pik.

Result:/ Pesynsrar; O approved/3aTeepKeHo O not approved/He 3aTBepmKEHD

Salofalk Granu-Stix 1,3 g (UA) SAG_W1500_M32PS1_CUA Version 01; Template UA_26.05.2020




Dr. Falk Pharma GmbH

Manufacturing site: / Bupo6ruxk: Number of Manufacturing License Losan Pharma GmbH:
Losan Pharma GmbH / Jlozan ®apma I'm6X DE BW_01_MIA 2021 _0018/DE_BW_01_Losan Pharma
Otto-Hahn-Strasse 13, 15 / Orro-Xau-Iltpacce 13, 15 from 16.02.2021

79395 Neuenburg / 79395 Hoenbypr Homep niuensii va BupoGuuiTeo Josan ®apma [M6X:
Germany / Himeyunna DE BW_01_MIA 2021_0018/DE BW_01 Losan Pharma

Bim 16.02.2021

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2020 0069 from 14.05.2020 till
28.11.2023

Homep ceprudixaty GMP Jlosan ®apma I'M6X:
DE_BW_01_GMP_2020_0069 gin 14.05.2020 mo
28.11.2023

Batch release of finished product: / Bignoeizansuuii 3a  Number of Manufacturing License Dr. Falk Pharma GmbH:

BHIYCK CEpil KiHLEBOIO NPOLYKTY: DE BW_01_MIA_2019_0009/DE_BW 01 Falk from

Dr. Falk Pharma GmbH / [lp.®@anuk ®apma T'm6X 21.03.2019

Leinenweberstrasse 5 / JInituseGepiutpacce 5 Homep niuensii na eupoGnuirso Op.®ansk dapma ['moX:
79108 Freiburg / 79108 ®paiiGypr DE_BW_01_MIA 2019_0009/DE BW _01_Falk iz
Germany / Himeyunna 21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW_01_GMP_2020 0011 from 06.02.2020 till
15.11.2022

Homep ceptrdixaty GMP [p.@anek dapma ['m6X:
DE BW_01_GMP_2020 0011 Bix 06.02.2020 no
15.11.2022

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 compliant with GMP,

A, Wo HWKYe NiANKMCaBCs, 3aCRiNYYIO, 10 BALEHABE AEHA cepif € nocToBipHOTOMHO. [ana cepis npoayKuii Dyna
BUpOOeHa (BKIIOYAONH YIAKOBKY/MapKyBaHHS) | NPOBE/IEHNI KOHTPOITD 11 AKOCTI Ha BHIIE3ralaHOMY BUPOGHHUOMY
Biaalni y noBHiit BianosinHocTi 3 BUMoramu GMP, BCTAHOBIEHAMH MICUEBUM PETYNIATOPHHM OPraHoOM, a TAKOK Yy
BiAnoeiaHoCTi 3i cneundikauiero, saxa MicTuThea B peecTpauifHoMy 10cke afo TOProBiii Jlilensii kpalu-BupobHuKa
abo kpalHH-iMMOpTepa, AKIIO NPOLYKIliA IMIIOPTOBAHA, YH B JOCKE cneurpikaniiit Ha npenapar a1s 10CTiAKYBaHOrO
JiKapebkoro 3aco6y. [MpoTokony BUpoGHHUTES, YTIAKOBKH Ta aHANi3{B OYNH MepernstnyTi i BCTAaHOBIEHO iX
BignoriqRicTE GMP,

17 a7 9
Freiburg, DpaiiGypr, 1, AL LDZ»;
Qualified Person / Keanidikoranmwii daxiBelp genapTaMenTy KOHTPOIEO AKOCTI

a Dr. Thomas Uhlmann
Hp Tomac Yeman
o Dr. Rudolf Wilhelm
Hp. Pynonsd) Binbreasm
@ Jhxom Xoiicnep
(Johannes Heusler

o Xaiike Meiixcrep
(Heike Meichsner)
o Crozanna Ulseiiuaper

(Susanne Schweizer)

Salofalk Granu-Stix 1,5 g (UA) SAG_WI1500_M32PS1_CUA Version 01; Template UA_26.05.2020
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