~  JEPXABHA CJIYXbA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

nipoB. Hanii Ceitnuanoi, 3, 02099, en. (044) 295-26-85
E-mail: dls. kyw@dls gov.ua, Kog €EPTIOY 37079055

BHUCHOBOK
Npo SIKICTL BBE3€HOro B YKpaiHy JikapcbKoro 3acody
09.10.2024 : Ne 52657/24/2611
CAJIODAJIBK

(naiiMenyBarHs HikapcrKoro 3aco6y 3TIAHO 3 peeCTPAlifHUM TOCBIAYEHHAM)
IPaHyJIH racTpope3UCTeHTHI IPOJIOHroBaMoi xii mo 3 r; mo 5,58 r rpanyn y maxeri «['pany-
Crukey; no 50 nakeris y Kopodui 3 KAapTOoHY

(opMa BHITYCKY, O3YBAHHS, BUA NaKyBaHHA JiKapcekoro 3acoby)

~ Homep peectpaniitroro nocsigaenns UA/3745/01/03 crpox xif peecrpauiifﬂoro noceiguenss HeoOMexeHn

Cepis mixapcsxoro saco6y Ne 123404 A KinskicTs BBe3eHOT0 fikapcsxoro 3acody 800
BrpoGruk Jp. @anpk apma I'm6X, Himeuanna
(naiiMeHyBaHHA BUPOGHHKA JikapobKoro 3acoly, kpaila NoX0LKeHH)
Baeseno B YkpaiHy IlpuBarHe aknioHepHe TOBAPHUCTBO "HATYP(I)APM", ieHT. Koa:
’ 24930169

(nattmenyRanus Ta kox 3a €JIPTIOY 1opupussoi ocobu abo npissue, iM's, o 6arskoBi PisHyHoOl
0co6H - nipmpyeMus, if MiClie NPOXKBAHKS T peecTpaliiHui Homep 0OMIKOBOT KAPTKH NIATHHKA
noparkis abo cepis Ta HOMEp HacnopTa)

IlpoTokon BisyansHoro konrpomo six 09.10.2024 Ne 3458/6.

3a pesydpTaTaMH AEPXKABHONO KOHTPOJIO BCTAHOBAGHO, IO nikapeekuit  3aci6  sBeseHo B VYkpaiwy 3
HOTpﬂMaHHﬂM Bmgg 3aKOHOIABCTBA 1010 3a6€3MeUeH T SKOCT] JikapChKUX 3aco0iB.
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Dr. Falk Pharma Gmb]

Certificate of Analysis / Ceprudixar ananisy

Salofalk®, gastro-resistant prolonged release granules 3 g; 5,58 g granules in
Granu-Sticks sachets; 50 sachets in a carton box with Ukrainian labelling
Canotpawibyk, rpaHynn ractpopesucrertTai upostonrosanol aii no 3 rj no 5,58 r
rpanys y naxeri «'pany-Cruxen; no 50 nakeris v kopoGui 3 kaprony 3

Product: / Tipoayxt:

Batch No.: / ITapris Ne:

Batch release date: / Jlara srnycky
cepif:

Manufacturing date: / Jlara
BUPOGHILITEA:

Expiry date: / [puparuuni yo:
Batch size: / Poswmip cepit:

Registration number in Ukraine: /.
Peecrpanilite noceijuchus
BY Kkpaini:

Strength/Potency: /
Cuna aif/ AxTHBHICTD:

MapKYBAHILAM YKPATHCHKOIO MOBOIO
L23404A

L. AL L6L
07.2023 \

07.2027
1278 packs / 1278 ynaxosox
UA/3745/01/03, from 26.05.2020 unlimited

UA/3745/01/03 8in 26.05.2020 pikcunit Ha HeoOmMexennit TepMin

| sachet contains 3 g mesalazine
[ naxer mictTurs 3 1 Mecantasuny

opHnUL [Bapiosanns mac]
(E€pp. ©. 2.9.40)

Test / Tecryemiunii napamerp Specification / Crnenndikanisn Result /
Hocnnamuas

Appearance rounded, stick-formed or round particles; greyish white; filled Conforms

into composite aluminjum foil sachets
Owne 3a0KpY CHI 4ACTHHKY BHTArHYTOT ab0o okpyriol gopmu, Binnosinae

CipysaTo-Giloro Konsopy, 3anaKopanl B NAKETHIH 3

KOMIIO3UTHOT aominiesol hosnsru
Particle size 2 90 %: between 0.9-1.6 mm 99 %
(Sieve analysis) <£5%: <0.9mm 1%
Posmip wacrox 290 % Bim 0,9 101,6 MM 99 %
(curonuit ananis) <5% <0,9 MM 1%
Average content of sachet 97-103 % of the target value (n = 20)

Theoretical value: 5580 mg (3000 mg sachet) 5584 mg
Cepenust Maca BamicTy nakertnka | 97-103 % ig uinsonoro anaqesns, n = 20

Teopernune sHavenr: 5580 mr (3000 mg nakerri) 5584 mr
Uniformity of dosage units L1: 10 units tested: Acceptance value £15.0 2.0
[inass variation] L2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:

All single values 2 (1 - L2x 0.0y x M

Allsingle values < (1 +L2x0.01)x M
OnuopiaHicts J030BANAX L1: 10 BOCHIKYBAHHX OMHHME: 20

Tlpnitnstie sHavenns <150

1.2: 10+20 gocnimxy BaHIX OXHHALD:

[Mpuitnarae 3HaveHHs <15,0

Vei no30Bali OMHHUI MAIOTh 3HAXONHIHCE Y HACTYITHHX
MexKax:

Kowne okpeme snauenns 2 (1 - L2 x 0,01 x M

ICoxre okpeme 3gagennst <(1 - 1.2 x 0,01) x M

Salafalk Granu-Stix 3 g (JA)
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approved on 19.10.2023
Baich number: L.23404A




G Dr, Falk Pharma GmbH
Test / TecTyemnit napasmertp Specification / Cuenndiranin Result /
Hocwauus
Identification of S-aminosalicylic | a) UPLC: Retention time of the main peak in the Conforms
acid (Ph.Eur. 2.2.29) chromatogram 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
Inenripicanis a) YBEPX: Yac yrpusynanns OCHOBHOTO HiKy Ha Binnoninac
S-aminocaniunnoBel KueaoTH XPOMATOrPAMI HOCIIDIYBAHOFO POIHIHY TOBHACH
(€pp.P. 2.2.29) BIIIIOBLNATH YaCY YTPUMYBAHNS OCHOBHOTO f1iKy Ha
XPOMATOrPamMi CTAA@PTHOIO PO3UUHY.
6) V& (VYBEPX-DAD): Y®-cnekrp 0CHOBHOIO Niky Ha Biunosinac
pinnHii XpoMaTorpaMi CTaAHIAPTRONO PO3MHHY Bianosijae
CHEKTPY Ha XPOMATOrpaMi JOCHIDKYBAHOTO po3unyy
Content of 5-aminosalicylic acid | 95 %-105 % of the declared content 974 %
(UPLC) (Ph.Eur. 2.2.29)
Bumict S-amivocanimiosoy 95 %-105 % i 3agpcHOTO BMIiCTY 97,4 %
KICHAOTH
(YBEPX, €8p.0. 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 % <0.05%
- sun of other unspecified related substances $1.0% <0.05%
- total sum of all: £1.0% <0.05%
‘-lum:m*a - 2,5-purigpoxcubensoiiita kucnora £0,15% <0,05%
(YBEPX, Cop.®. 2.2.29) - Byne-sed i nesusHaveni cynyTHi gomincH £0,10% <0,05%
- Cyma THIIX HeBH3HAYCHMX CYnyTHIX gomiwox < 1,0 % <0,05%
- JATANLHA CYMA BCIX IOMILLOK <1,0% < 0,05 %
Drug release a) in 0.1 M HCl at 37 °C after 2 h: resistant
(Ph. Eur. 2.9.3, UV) (highest single value: <10 %) 2%
(n = 6, mean value) b) in phosphate buffer pH 6.8
after 0.5 h: 10-30 % (mean value) 18 %
after 2 h: 40-60 % (mean value) 47 %
after 7 h: > 80 % (lowest single) 86 %
Bupinnuenus ghomol peqonrrn a)y 0,1 MHCI npn 37 °C uepes 2 roa.: criifka
(€rp.®. 2.9.3, V) ualitbinbe ouuyHe sHanenist: < 10 %; 2 %
(n=6, cepere 3uaucnms) 6) y docdarnomy Sydepiomy posunui pH 6,8:
~yqepes 0,5 rom: 10-30 % (cepenne sHaveHH) 18 %
- yepes 2 roj: 40-60 % (cepenne sHaveHHs) 47 %
- uepes 7 roa: 2 80 % (waftHioKye OAMHHYHE 3HAUEHHS) 86 %
Residual solvents *(GC) Ethanol: < 1.25 % *
Sanumrosi possusmmen *(I'X) | Eranon < 1,25 % *
Identity / Dye * titanium dioxide: positive *
IneuTiunicrs / Gapsane * JMIOKCIYL TUTANHY: NO3UTHBIA *
Micrabiological quality * TAMC: £ 10° CFU/g *
(Ph. Eut. 2.6.12/2.6.13, 5.1.4) TYMC: £ 102 CFU/g
E. coli: absentin 1 g
Mikpobiostorivma ncrora * TAMC: < 10° KYO/r
(€sp. dapm. 2.6.12/2.6.13, 5.1.4) TYMC: < 102 KYO/r *
E. coli: siucytnicre s 1 1

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

Tecr nposomirrsea nepioAnsHo, st KOXHOT 5-01 cepii He Mene 2 pasis Ha pik,

The results meet the specification.

Pesynsratn Bijosinaots coeuudikauiy.

n/a
/3

Remarks:
MpimiTka:

Sulofulk Granu-Stix 3 g (UA)

SAG_WXXXX_M32P51_master Version 02
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approved on 19.10.2023
Batch number: 1.23404A




)

Dr. Falk Pharma GmbH

Manufacturing site: / Bupo6usmi:

Losan Pharma GmbH (Neuenburg site) /

Packaging sitec and QC: / BupoBHuk, sinnosizansuui

Jlosan Papma 'M6X (HoeuSypr caiit)
Otto-FHahn-Strasse 13 /
Orro-Xan-Ukrpacece 13

79395 Neuenburg / 79395 HoenGypr
Germany / Himeyunna

Pharbit Pharma GmbH/ dapdin dapma I'm6X
Reichenbergerstrasse 43/

Paiweubeprep Llrpacce 43

33605 Bielefeld/ 33605 Bajuredenn
Germany/ Himetunna

38 NEPRMHHE, BTOPHHNE NAKYBAHHS Ta KOHTPO/Ih
TOCT:

]

Salofalk Granu-Stix 3 g (UA)

Losan Pharma GmbH (Neuenburg site) /
Jlosan Mapma ['MEX (HoeuBypr caiit)
Otto-Hahn-Strasse 13 /
Orro-Xan-Ilrpacce 13

79395 Neuenburg / 79395 Hoenbypr
Germany / Himewyura

Losan Pharma GmbH (Eschbach site) /
Jlozan thapma I'm6X (Ewmbax caiir)
Eschbacher Str. 2 / Em6axep Hlpacce 2
79427 Eschbach / 79427 Embax
Germany [/ HiMeuuuna

Pharbil Pharma GmbI/ Bap6in dapma MueX
Reichenbergerstrasse 43/

PaituenGeprep Llrpacce 43

33605 Biclefeld/ 33605 Laitnedeny
Germany/ Himewunna

SAG_WXXXX_M32P51_master Version 02 34

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep nigensii va supofSunnrso Jlosan Dapma MMEX:
DE_BW_01_MIA_2023_0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMPF 2021 0169 from 15.04.2021
FHomep ceprudixaty GMP JTosan apma [MEX:
DE_BW_Q01_GMP_2021_0169 six 15.04.2021

Number of Manufacturing License Pharbil Pharma GmbH:
DE _NW_02_MIA_2022_0001 from 15.03.2022

Howmep nineusii wa pupobunurso Papin dapma T'mM6X:
DE_NW_02_MIA_2022_0001 iy 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02_GMP_2022_0020 from 11.05.2022
Howmep ceprudiraty GMP Pap6in Dapma T'mEX:
DE_NW_02_GMP_2022_0020 six 11.05.2022

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02,2023

Howmep ninensit na supoGuurrso Jlosan ®apma I'mEX:
DE_BW_01_MIA_2023 0015 Bin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 15.04.2021
Honmep ceprudixaty GMP Jlozan dapma I'MGX:
DE_BW_01_GMP_2021_0169 sin 15.04.2021

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02,2023

Howep sinensii ua snpoGunurro Josan Gapma I'MEX:
DE_BW_01_MIA_2023_0015 six 02.02.2023

Number of GMP-certificate Losan Pharma Gmb}H:
DE_BW _01_GMP _202}_0168 from 15.04.202]
Flomep ceprupirkary GMP Jlosan Papma ['mBX:
DE_BW_01_GMP _2021_0168 8in 15.04.2021

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

Homep niuensit ua supobuunrso Qap6in Gapma M'm6X:
DE_NW_02_MIA_2022 0001 Bix 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE NW_02_GMP_2022_0020 from 11.05.2022
Howmep ceprudixaty GMP Dapbin dapma IMEX:
DE_NW_02_GMP_2022_0020 nin 11.05.2022

approved on 19.10.2023
Batch number; L23404A




iz Dr. Falk Pharma GmbH

Batch release of finished product: / Binnosinansumii 3a
BHITYCK cepil KiHNCBOro HPOAYKTY:

Dr. Falk Pharma GrabH / JIp.®anbi Papma M'm6X Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / Jinitnennebepurrpacce § DE_BW_01_MIA_2021_0020 from 17.02.2021

79108 Freiburg / 79108 dpaitGypr Homep niuensii va pupobunnreo dp.dansk dapua I'm6X:
Germany / Himeuunna 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

Homep ceprudikary GMP Jip.®ansk Gapma [M6X:
DE_BW_01_GMP_2023_0041 i 15.11.2022 mo 14.11.2025

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 reviéwed and found to be compliant with GMP.

S, wo HEcue niTHcaBes, 3¢ RUYIO, MO BHILEHABEACHA cepis € nocrosiprorodnoo. Hana cepis npoxyxuii 6yna
BupoGiteHa (RIITOYAKINH YHAKOBKY/MaPKYBAHHA) | NpoBeACHRI KOHTPONS 1T AKOCT] HA BHIIE3raflaHOMY RHPOGHHMOMY
Bignini y nosuilt pinnosignocti s pumorami GMP, BCTaHOBNCHHMI MICIIEB MM PEryNATOPHIM OPratoM, a TakoX y
slanosisnocti si cneumikauicio, nia MicThTbesn 8 peectpanifinomy Kocbe aGo Toprosifl niueHsii kpalnu-supoGHKa
aGo xpaiiu-iMnopTepa, AKINO NPOLYKLI IMIIOPTOBANA, UH B LOCHE crieupikauiif Ha mpenapar s A0CHOKYBAHOTO
nikapebroro 3acoGy. IPoToKONM BUPOBHHITEE, YIAKOBKH Ta anaizix Oynu neperisHy T | BCTaHoBNIeHo X
sinnosingicts GMP.

M

;

Date and Signature: 1
. L
Hara ra nignsc: |

Smimwe Gehuwalzgr :
Team Leader QA Pharmaceutical Projects
Qualified Person

17 JAN 202

1 Dr. Falk Pharma Gmbh

Mk Leinenweberstr. 5
bl/ﬂm 79108 Fretburg i. Br., Germany

approved on 19.10.2023

Salofatk Granu-Stix 3 g (UA) SAG_WXXXX_MJZPS I_master Yersion 02 44
Batch number: L23404A




