JEPKABHA CJVIKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHKAMMU y m. KHEBI
npoe. Haaii Ceitanusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy €PIIOY 37079055

BUCHOBOK

PO AKICTH BBE3€HOro B YKpaiHy JiKapchKoro 3acody

09.10.2024 Ne 52647/24/26

CAJIOPAJIBK
~ (naliMenyBaHHs JikapceKOTO 3acoGy 3TiHO 3 peecTpauifHuM NOCBIAYEHHIM)
rPaHyJId racTPOPE3UCTEHTHI, posIoHroBanoi xii mo 500 mr; mo 930 Mr rpaHys y nakeTukax
«'pany-Cturey; o 50 makeTHKIB y KopoOILi 3 KapToHY
(thopma BUNyCKy, NO3YBAHHS, BUI MAKYBAKRHS JiKapchkoro 3acoby)

Howmep peectpaniiinoro noceimgenns UA/3745/01/01 crpox aii peecmauiﬁﬂoro noceinyeHns HeOOMeXeHMIt

Cepis nikapcrkoro 3aco6y Ne L.23398C KinbkicTs BBeseHoro nikapcekoro 3acoby 3551
BupoGHUK Hp. ®ansx Papma 'M6X, Himeuunna
(uaiiMeRyBaRHA BUPOOKUKA JTiKapCEKOTO 3300y, KPatHa MOXOMKEHHS)
. Beeseno B Vkpainy ‘TIpusarue axuionepue Topapuctso "HATYP®APM", inenr. xox:
24930169 ;

(natMenyBaHHA Ta koX 3a €IPTIOY ropunuuroi 0cobu aGo Npi3BHILE, iM's, Mo GaTbkoBi BisuunoT
0co6u - mignpuemus, i Micue npoxuBaHHA Ta peecTpaniitnuit nomep 061TiKOBOT KAPTKH TUIATHUKA
nojatkis afo cepis Ta HoMep nacrnopra)

IIporokon Bisyanbnoro konrpoio ix 09.10.2024 Ne 3458/1.

3a pesynbTATAMM JEPXKABHOTO KOHTPOJIO BCTAaHOBJIEHO, IO nikapcekuli  3aci6  BBeseHo B YkpaiHy 3

JOTPUMAHHAM BUMQY, 3aKOHOJABCTBA 11010 3aGe3neverHs AKOCTi JikapchbkuX 3aco0iB.
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikart anamsy

Product: / IIpogykT:

Batch No.:/ [TapTis Ne:

Batch release date: / lata
BUITYCKY cepil:

Manufacturing date: / Jara
BUPOOHULTBA:

Expiry date: / TIppnaraui no:

Batch size: / Posmip cepil:

Registration number in Ukraine:/

PeectpaliiiHe MOCBiAuEeHHS
BYkpaini:

Strength/Potency: /
Cuna gii/AKTHBHICTE:

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, FpaHysH FACTPOPE3UCTEHTRI, posIoHroaxol il no 500 mr, o 930mr
rpayn y nakeTukax «[“pany-Crukey; no 50 rmakeTHKis y kopoGLi 3 KapTouy 3

MapKyBaHHAM YKpaiHChKOIO MOBOIO .
1.23398C

09.2023

09.2027
3551 packs /3551 ynakoBox

UA/3745/01/01 from 17.09.2020 unlimited
UA/3745/01/01 sin 17.09.2020 Ha neobMexerHil TepMit

1 sachet contains 500 mg mesalazine
1 makeTnx micTuts SO0 Mr Mecanasuny

OnuopiaHicTb Z030BAHMX
ofHHKHUL [Bapirosadast Mach]
(€sp. . 2.9.40)

Test / Tecryemnit napametp | Specification / Crieundikauis Result / Hocnaanus
Appearance rounded, stick-formed or round particles; greyish white; filled Conforms
into composite aluminium foil sachets
Onue 3a0kpyrieHi YaCTHHKH BUTATHYTOT a60 OKpyrioi opmit, Biznosinae
cipyBaro-6inoro KoaropY, 3anaKopali B NAKETHKY 3
antominiesof Goneru
Particle size > 90 %: between 0.9-1.6 mm 100 %
(Sieve analysis) < 59%: <0.9 mm <1%
Posmip uacrox >90 % iz 0,9 nol,6 MM 100 %
{cuTOBHIt aHanis) <5% <0,9 MM <1%
Average content of sachet 97-103 % of the target value (n = 20)
Theoretical value: 930 mg (500 mg sachet) 934 mg
Cepenniit BMICT NakeTHRY 97-103 % Bia uinkoporo 3xavyeHus (n = 20) 934 mr
TeoperuuHe 3HadeHsss 930 mr (500 Mr nakeTuk)
Uniformity of dosage units 1.1: 10 units tested: Acceptance value <150 32
[mass variation] 1.2: 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 -L2x0.01) x M
All single values < (1 +L2x 0.01)x M
3,2

L.1: 10 pocnikyBaByX OUHHALL:

Ipuitsrae 3navenas < 15,0

L2: 10+20 pocnimxyBanyx OQHIALb!

TlpuitasThe 3HauenHs <15,0

Vei 030BaHi OHHALT MaIOTh SHAXOAHTHCH Y HACTYTIHHX
Mexax:

Koxue okpeme 3Hayenns > (1 -L2x 0,01)x M

Koxne oxpeme snagents <(1 +L2x 0,00 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 / TecTyemuit napamerp Specification / Crenndiranis Result/
Tocuanus
Identification of 5-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 solytion

IxenTudirvauis a) YBEPX: Yac yTpumyBaHHs OCHOBHOIO iKYy Ha XpoMarorpami Binnosinae
S-amiHOCATIILIOBOT KHCAOTH JOCHIIKYBAHOTe PO34HHY IOBKUHEH BilnoBigaTy vacy
(€pp. © 2.2.29) YTPUMYBaHHS OCHOBHOTO ITIKY Ha XpoMarorpami
CTaHLAPTHOTO POIUMHY.
6) YV (YBEPX-DAD): Y®-criekrp 0OCHOBHOrQ TiKy Ha Bixrnosinae

piourAiil XxpomaTorpami CTaHIAPTHOrO PO3UHHY BiAmosiac
CIIEKTPY Ha XpoMaTorpami KocHiukyBanoro posyuiy

Content of S-aminosalicylic acid | 95.0 - 105.0 % of the declared content 98.6 %
(UPLC) (Ph.Eur. 2.2.29)
BmicTt S-aminocaninmioBoy 95,0 % - 105,0 % Bix 3as8JIEHOTO BMICTY 98,6 %

KHC0TH
(YBEPX, €8p.9. 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 <1.0% 0.06 %
ucrora L - 2,5-nurigpokcuGensolita KucioTa £0,15% <0,05%
YBEPX, €op®.2.229) - By ab-sKi iHW Hepr3nayeHi cymyTHI IOMIIKK <0,10 % RRT(1.38): 0,06 %
- cyMa IHIIHX HEeBU3HAUEHHX CyNyTHIX goMimok < 1,0 % 0,06 %
- 3arajjbHa cyma Beix Jomilzox <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 %
BusinbHennst (i1040f peHoBHHE | a) y 0,1 M HCl npu 37 °C uepes 2 rog,: cTifika
(Esp.®. 2.9.3, YP) Hait6ibie oguHmuHe sHavenns: < 10 %
(n=6, cepelHE 3HAYCHHS) 6) vy docarromy 6y depromy posynsi pH 6,8: 2%
- yepes 0,5 roa: 10-30 % (cepeaHe 3HaueHHs)
- uepes 2 rox: 40-60 % (cepesne 3RAYEHNS) 22%
- uepes 7 ro: > 80 % (saiHwKYE ONHHIIHE 3HAYEHHS) 25 z//“
(1]
Residual solvents *(GC) Ethanol: £1.25 % *
3anuwcosi posununury *(I'X) | Eranom < 1,25 % *
Identity /Dye * titanium dioxide: positive i
Ineurnunicrs/bapsuni * JUOKCHA THTAHY: TIO3NTHBHA ¥
Microbiological quality® TAMC: < 10°CFU/g =
(Ph. Eur. 2.6.12/2.6.13, 5.1.4) TYMC: < 102)CFU/g *
E.coli;absentin 1 g ¥
Mixpo6ionoriyna yucrora® TAMC: < 10° KYO/r *
(Csp. dapM. 2.6.12/2.6.13, TYMC: € 102 KYO/r *
5.1.4) E.colipigcytis I T *
N Skip test: Every 5" batch, at least twice a year

TecT NPOBOANTLCA NePIoAMIO, 1S KOKHOI 5-0i cepii He MeHwIe 2 pasis ua pik.

The results meet the specification.
PesyapTaTy BiANOBInAIOTH cnenu@ixacii.

Remarks: n/a
[pumirka:  H/3

Salofalk granuvles 500 mg (UA) SAG_WXXX_M32P51_master Version 02 2/4 approved on 23.11.2023
Batch number: L23398C




Dr. Falk Pharma GmbH

Manufacturing site: / BupoGuuk:

D4 Losan Pharma GmbH / Jlosan ®apma M'm6X
Otto-Hahn-Strasse 13 / Orro-Xan-lrpacce 13
79395 Neuenburg / 79395 Hoeubypr
Germany / Himeuurina

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

Packaging site and QC: / BupoBuux, signoBinansnuif
3a [IepBHHHE, BTOPHHHE NAKyBAHHS Ta KOHTPONb
SIKOCTI:

(] Losan Pharma GmbH / Jlozan ®apma ['m6X
Otto-Hahn-Strasse 13 / Orro-Xaun-lrpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeuuuna

Losan Pharma GmbH / Jlozan ®apma I'm6X
Eschbacher Strasse 2 / Em6axep Hrpacce 2
79427 Eschbach / 79427 Embax
Germany / Hivewunna

(] pharbil Pharma GmbH/ ®ap6in dapma [M6X
Reichenberger str. 43/
PaityenGeprep LLitpacce 43
33603 Bielefeld/ 33605 Baitnedenn
Germany/ Himewunna

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

Homep niuensii na supo6uurao Jlozan Papma I'm6X:
DE BW_01_MIA_2023_0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW _01_GMP_2021_0169 from 15.04.2021
Homep ceprudixary GMP Jlozan dapma I'MOX:
DE_BW_01_GMP 2021_0169 pin 15.04.2021

Number of Manufacturing License Pharbil Fharma GmbH:
DE NW_02_MIA_2022_0001 from 15.03.2022

Homep niuensii Ha BupoGuuurso ®apbin Papma M'M6X:
DE_NW_02_MIA_2022_ 0001 iz 15.03.2022 '

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02_GMP_2022_0020 from 11.05.2022
Homep ceprudixary GMP ®ap6in Papma I'MOX;
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 nivensit na upoGauuTso Jlosan ®apma MMOX:
DE BW_01_MIA_2023_0015 in 02.02.2023

Number of GMP-certificate Losan Pharma Gmbl:
DE BW_01 _GMP_2021_0169 from 15.04.2021
Howmep ceprudiraty GMP Jlozan Papma I'mEX:
DE_BW_01_GMP_2021_0169 in 15.04.2021

Number of Manufacturing License Losan Pharma GmbH:
Homep nineHsiy Hz;“mxpo6mmmo Jlozan ®apma I'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 ceptudixary GMP Jlosan ®apma 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 minensii na supoGunureo dapbin Gapma IMEX:
DE_NW_02_MIA_2022_0001 »in 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE_NW_02_GMP_2022_0020 from 11.05.2022
Homep ceptudikary GMP dapGin apma I'MOX:
DE_NW_02_GMP_2022_0020 sia 11.05.2022

approved on 23.11.2023
Batch number; L23398C



¢\  Dr. Falk Pharma GmbH

Batch release of finished product / Bignosinanennii 3a
BHITYCK cepii KiHLIEBOTO NPOIYKTY:

Dr. Falk Pharma GmbH / Jip.®anex Papma ImbX Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / JlaitnenseGepiurpacce 5 DE_BW_01_MIA_2021_0020 from 17.02.2021]

79108 Freiburg / 79108 ®dpaitbypr Homep niueusii na supoGuunreo Ip.darsk Papma M'M6X:
Germany / Himeuyyna 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 cepridirary GMP Ip.Pansk Papma I'M6X:
DE BW_01_GMP_2023_0041 sig 15.11.2022 no
14,11.2025

1, 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.

ST, Mo Husue TIANKCaBes, 3aCBia4yI0, L0 BHILEHABEEHa cepis € focToBipHOTO4HOW, dana cepis npoaykuii Gyna
supobiena (BKIOYa0IN YAKOBKY/MapKyBaHHs) | POBEAEHUH KOHTPOJT i1 AXOCTI HA BHILE3rafiaHoMy BUPOCHIHOMY
Biaaini y nosuid BionosigHocti 3 Bumoramu GMP, BCTaHOBNEHNUME MICLIEBHM PErYJSITOPHHM OPraHoM, a Takox Y
BianosiznocTi 3i crieumikalicto, ska MiCTHTLEC B peecTpaUlifiHoMy f0che abo Toprosil ninensii kpaiun-supobunka
aB0 KpaiHu-iMropTepa, AKIIO NPOLYKLis IMITOPTOBAHA, Y1 B HOCKE CHELUPikaLilil Ha Ipenapar Wi NOCIiLKYBAHOTO
Aixapcbkoro 3acoBy. ITpoToKkoi BUPOBHALTE], YIAKOBKY Ta aHANI3iB Gy neperasnyTi | BCTaHOBNEHO IX
Bimosinnicts GMP.

Date and Signature:
Hara ra nignmc:

Cualified Person

31 JAN 202

o Dr. Fall Pharma GmbH
22;;&%% Leinenweberstr. 5
78108 Freiburg L. Br,, Germnany

approved on 23.11.2023

Safofalk granules 500 mg (UA) SAG_WXXX_M32P51_mastcr Version 02 414
Batch number; 1.23396C



Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar ananizy

Salofalk® gastro-resistant prolonged release granules 500 mg; 930 mg granules in
Granu-Sticks sachets; 50 sachets in 2 carton box with Ukrainian labelling
Canohansk, rpasyd FacTpOPE3HCTEHTHI, TpostoHrobanol Aif 10°500 Mr, o 930mr
rpayyn y naxeTrax «| pany-Crixes; no 50 naketukis y xopofid 3 xapTory 3

Product: / [IporykT:

Baich No.:/ TTapria Ne:
Batch release date: / Jlata
BHIYCKY cepif:

Manufacturing date: / Kara
BEPOGHRITRA:

Expiry date: / ITpuaarsul po:

Batch size: / Poamip cepit:

MADKYBAHAAM YKPAITHCHKOH MOBOIO
L23436A

U5 AR 207k

09.2023

092027
3749 packs / 3749 ynakopox

Registration number in Ukrainey WA/S3745/01/0] from 17.09.2020 unlimited

Peectpanitine mocBimueHus
BYRpatHi:

Strength/Potency: /
Crna nivVAxTusugicTs:

UA/3745/01/01 gin 17.09.2020 #a HeoOMeXeHHh Tepuin

1 sachet contains 500 mg mesalazine
1 maxeTHR MICTHTS 300 wMr Mecanazusy

Test / Teeryemuit papamerp | Specification / Cuenndiraiiin Resuit / ocnaanns
Appearance rounded, stick-formed or round particles; greyish white; filled Conforms

into composite aluminium foil sachets
Onuc Jaoxpyraeni wacTHHKy BuTArEyTol 860 okpyrnol Gopmu, Binnosinae

£ipyBaTo-Hinoro kQuLOpy, 3aA3K0BAH R TAKETHKH 3

. amominiesol honsru

Particle size [ = 90 Y% between 0.9-1.6 mm 99 %
(Sieve analysis) <5 %: <0.9mm <1%
Posmip uacTor 290 % Bin 0,9 101,6 MM 59 %
{cuTORWI auaniz) < 5% <0,9 MM <1%
Average content of sachet | 97-103 % of the target value (n = 20)

Theoretjcal value: 930 mg (500 mg sachet) 927 ing
Cepegaiif ByicT Daketury 97-103 % Bin ulnsosoro 3HaueHHs (n = 20) 927 mr

Teopersmne aavenns: 930 Mr (500 mr nakeTnx)
Uniformity of desage units L1: 10 unifs tested: Acceptance value <150 2.8
[mass variation] L2: 10 + 20 units tested: Acceptance value < 15.0
{Ph. Eur. 2.9.40) Alf units are within the following limits:

Allsinglevalues = (1 -L2 x 0.01) x M

All single values < (1 +L2x 001} x M
Oanopinaict f0308aIx LI: 10 aoeniaikysaHux oIHRELE: 2,9
OpuHHUb [BaphoBanus Macu] TpuifuaTne snadesis < 15,0
(€ap. ©.2.940) 1.2 10+20 mocnimkysamax ofsHuns:

Hpuitasrre suavends <[5,0

 ¥¢l 7030BaH] ONMEHI MRIOTh 3HAXORKTHCH ¥ HAGTYHMX

Mekax:

3 Kowne oxpeme spauenns > {1 - L2 x 0,01y x M
JKomne okpeme saventsn <(T+1L2 x 0.0 x M

Salofalic granvles 500 mg (UA)

SAG_WXXX_M32P51_master Version (2 14

Page 1/1

/Py p20r 0 1957 hG PF DF L0

approved on 23.11.2023
Batel: nunber: L23436A
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Dr. Falk Pharma GmbH

Test / Tectyenii napamerp Specification / Cneundixauis Result /
Mocnnanns
Identification of S-aminosalicyiic | a) UPLC: Retention time of the main peak in the chromatogram Conforms
acid (Ph.Eur. 2.2.29) of the test solution correspoids 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 chroimatogram of the test soliticn
Inentninanin a) YBEPX: Yac yTpiiMysasts OCHOBHOTO MKy Ha XPOMaTOrpami Binnosinae
S-amimocadiunaoncy KuciHoTHE HOCHOKYBAHOTO PO3MANY MOBHHEH BIATOBIAATY uacy
{€ep. 2.2.29) YEPHMYBAHHY OCHUBHOIO fiiky HA XpoMarorpasi
CTAHOAPTHOTO PO3UUHY.
6) V& (VBEPX-DAD): Y-cRertp 0CHOBHOIO iKY HA Bignosinae
piiaHEi# xpoMaTorpaMi cTaRAAPTROrO POSLHHY Bignosigas
_ CISKTPY Ha XpoMaTorpamMi AocHiDKYBaHOTO PosMinyY
Content of S-aminosalicylic acid ! 95.0 ~ 105.0 % of the declared content 98.6 %
(UM.C) (Ph.Eur. 2.2.29) .
BatieT S-anminocaniunaoBoi 95,0 % - 105,0 % Bia 3auBneHoro BMicTy 08,6 %
KHOI0TY
(YBEPX, €ip.@. 2.2.29)
Purity - 2,5 dihydroxybenzoic acid - 2015 % <0.05%
(UPLC) (Ph.Eur. 2.2.29) - any other unspecified related substances £0.10% <0.05%
- sum of other unspecified related substances <10% <005%
- total sum of all <10% <0.05 %
Huerora - 2,5-npuriapoxenBenzoifia KucoTA <0,15% <0,05%
YBEPX, €ap.P.2.2.29) - By np-aki imul pesusnaveni cymyThi soMinks £0,10 % <0,05%
- CyM® IHIONX HEeRH3HAYGHHX CYTyTHiX HoMimok < 1,0 % <8,05%
- 3ATINEHR CyMaBLIX NOMIoK %1,0% <0,05 %
Drug release a)in 0.1 M HCl at 37 °C after 2 h: resistant
(o = 8, mean value, UV) (highest single value: < 10 %) 2%
(Ph. Eur. 2.9.3) b) in phosphate bulfer pH 6.8
after 0.5 h: 10-30 % (mean value) 17 %
after 2 i 40-60 % (mean value) 46 %
o . _ after 7 h: = 80 % (lowest single) 5%
Busiibuenns Aiiodof peqosuna | 4y y 0,1 M HCI npu 37 °C qepes 2 rofi.: ¢Tikka
(€op.@.2.9.3, YO) HeRGiLMe oauHRuNe 3HaMeHES, < 10 % 2%
(n=6, cepenne 3narenHs) 8) v docatromy Byhepromy posynai pH 6,8:
~ ugpes 0,5 rom 10-30 % (cepemie 2naueHL) 7%
= uepes 2 rog; 40-60 % {cepenHe 3HAUCHHL) 46 %
e -qepes 7 rom: = 80 % (Haliningue ORHHYYHS 3HAMEHHS) 859
Residual solvents *(GC) Ethanol: < 1.25 % 0.91 %
3anumoni posumanuien *(FX) | Evamom: £1.25 % 0,91 %
1dentity /Dye~ titanium dioxide: positive. Conforms
Inenruunictn/Bapsuuy * BIOKCH THTAHY: MO3KHTHBEA Bignoninae
Microbiological quality® TAMC: £ L0CFU/g Conforms
(Ph. Fur. 2.6.12/2.6.13, 5.1.4) TYMC: € 102CFU/g Conforms
E.coli; absentinl g Confonms
MixpoGiosioriuna yucroTa*® TAMC: < 10? KYO/r Bignosinae
(Cep. Papm. 2.6.12/2.6,13, TYMC: < 102 KYO/r Bimnosinae
3.14) E.coli Bineytaia 1 © Bimnosizae
% Skip:test: Every 5™ batch, at least twice a year

TecrnpasonuThes mepioguy

The results meet the specification.

HO, AUt xosicro] 5-of cepil He menure 2 pasin ¥a pik,

PesyasTaT Bignosigaos coeudiikauit,

Remjarks:  nifa
{Ipmirka: uf3

Salofalk granules 300 mg (UA)

SAG_WXXX_M3ZPS1_master Version (2 24

Page 1/1

approved on 23.11.2023
Balch number: L23436A




Gy

Dr. Falk Pharma GmbH

Manufacturing sit¢: / Bupobunk:

Losan Pharma GmbH / JTosan Gapma ['mM6X
Oito-Hahn-Strasse 13/ Otro-Xan-1llrpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeuumna

[:3 Pharbil Pharma GmbH/ DapGin apma [MEX
Reichenberger str. 43/
PaiiuenBeprep Ultpacce 43
33605 Bielefeld/ 33605 Gainedenn
Germany/ HiMeuunna

Packaging site and QC: / Bupobunx, pinnosizaneuut
33 NEPBUHHE, BTOPUHHE HAKYBAHNA T2 KOHTPOS
AROCTI:

{_J Losan Pharma GmbH / JTosas Dapma ['MEX
Otto-Hahn-Strasse 13 / Orro-Xau-Llitpacce 13
79395 Neuenburg / 79395 Hoeubypr
Germariy / Himeuunna

D& Losan Phiarma GmbH / Josas ©apma I'u6X
Eschbacher Strasse 2 / Emfaxep Litpacce 2
79427 Eschiiach / 79427 Emfax
Germany / Hivewsinna

Number of Manufacturing License Losan Pharma Gmb!H:
DE_BW_01_MIA_2023_0123 from 22.12.2023

Howmep nigensil aa sapoSnuurrso Jlosan @apya ['moX:
DE_BW_01_MIA_2023_0123 5in 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2024 0001 from 20.07.2023 ¢l
19.07.2026

Homep ceprudrivary GMP Jlosan ®apma I'u6X:
DE_BW_01_GMP_2024 0001 from 20.07.2023 till
19.07.2026

Number of Manufactaring License: Fharbil Pharma GmbI:
DE NW_02_MIA_2022 0001 from 15.03.2022

Howmep ainensiisa supobunorsa apGin Papua I'vSX:
DE NW_02_MIA_2022 0001 gir 15.03.2022

Number of GMP-certificate Pharbil Pharma GmbH:
DE NW_02_GMP_2022 0020 from 11.05.2022
Howmep ceptidikary GMP @apbin Qapua MG
DE_NW_02_GMP_2022 9920 sin 11.05.2022

Mumber of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023 0123 from 22.12.2023

Homep ninenzil Ha supobuunrsc Jlosan @apma [MGX:
DE_BW_01 MIA_ 2023 0123 8in22.12.2023

Number of GMP-ceriificate Losan Pharma GmbH:
DE_BW _01_GMP_2024_6001 from 20.07.2023 till
19.07.2026

Homep cepragikary. GMP Jloaan ®apma TmEX:
DE BW_01_GMP_2024 000t from 20.07.2023 til|
19.07.2026

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

Homep ninensit na supoSuuicrso Jlosan ®opnma TubX:
DE_BW_01_MIA_2023_0123 piz 22.12.2023

Number of GMP-ceriificate Losan Pharma GmbH;
DE_BW_01_GMP 2024 (003 from 20.07.2023 till
19.07.2026

Howmep ceptuthixary GMP Jlosar Qapma TmeX:
DE_BW_01_GMP_2024_0003 piz 20.07.2023 no 19.07.2026

Salofalk granules 500 rg (UA) SAG_WXXX_M32P51_master Version 02 34 approved on 23.11.2023

Batch number; L234364
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Dr. Falk Pharma GmbH

{1 Pharbi! Pharma GmbH/ DapGin dapma TmOX Number of Manufacturing License Pharbil Pharma GmbH:
Reichenberger str. 43/ DE NW 02 MIA 2022 0001 from 15.03.2022
Patmenteprep Mlrpacee 43 Homep ninewsil Ha srpofuduree Papbin Gapra TvEX:
33605 Bislefeld/ 33605 Battnedena DE_NW_02_MIA_2022 0001 sig 13.03.2022

Germany/ Himesunra _
Number of GMP-certificate Pharbil Pharnia GmbH:
DE NW_02_GMP_2022_0020 from 11.05.2022
Howmep ceprudixary GMP Qapbin apma 'MEX:
DE_NW_02_GMP 2022 0020 pix 11.05.2022
Batch release of finished produét / Binnosinansunii 3a '
BHIYCK cepii kIHUEBOTO MPORYKTY:

Dr. Falk Pharma GmbH / [Ip.@ansx ®apua TubX Nurber of Manufacturing License Dr. Falk Pharma GmbH:

Leinénweberstrasse 5 / IaiinenneBepurrpacoe 3 DE BW_01_MIA_2021 0020 from 17.02.2021
72108 Fretburg / 79108 Gpaitbypr Homep ninessii va supofuuurso lp, Gansy dapma TM0X:
Germany / HiMeuuuna 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 i}l
14.11.2025

Honep cepthdiixary GMP Ip.aisi Gapma TMEX:
DE_BW_01_GMP_2023 0041 Biz 15.11.2022 10 14.51.2025

L the undersigned, certify that the above batch is truly accurate. This batch (including packagin g/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 confained in the marketing authorization
dossier or frade 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 Regord have been reviewed and found to be compliant with GMP.

S, o Mk e AHAAKcaBoN, 3aCBIAMYI0, WD BHIEHABSAEHA cepit £ noc'roaipﬁomnmmo. Hana cepin npoayxuil Syna
Bupofiiena (BIUBOYEI0Y N YIIAKOBKY/MAPKYRaHRA) | NpoBeAeHyl KONTPONS 1l AKOCT} Ha RHINEIrAAHOMY BHpOSHULOMY
Bignini y nosuii signosigtocti 3 suvoremy GMP, BCTRHOBNEHKMH. MiCLEREM PETYIATOPHAM ODTAHOM, 3 TAKOK ¥
BiANOsiHOCTI 31 cneundixanicio, Axa MICTHTLCH B peecTpaLifiHOMy Racke a60 TOPTeBil Ninensii kpainm-enpoGLixa
abo kpainn-iMiopreps, AKINO MPOIYKHiA IMOOPTOBANS, 11 B ROCLE crienudikaniit HA Mperapar T4 AOCTIMKYBAROTO
Aikaperxoro 3acofy. MpoToxonu BMPeOHULTER, YIAKORKH Ta BHATISIB OYJIH NePerIHHYT | BCTAHORTEHO X
BianosinHicts GMP,

Date and Signafure:
Bara 18 nignuc:

Johany & Reusler

Head of Quality Control
Qualified Person

05 APR 2024

D3, Falk Pharma GmbH
Laipgnweberstt. 5

79108 Freiburg 1. Br, Germany

Salofaik granules 580 mg {(UA) ' SAG WXXX_M32P51_master Version 02 4/4 approved on.23.11,2023
Batch number: L23436A
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AEPHKABHA CJHYIKEBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

npos. Haaii Ceitauunot, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog CAPIIOY 37079053

BHCHOBOK
[po fAIKieThH BBE3¢HOro B8 YKpaiuy gikapcsroro zacoby

§9.10.2024 Ne 52649/24/26

CAJTOOANTBK

{naiserysannn Aikapeskoro 3acoby srinno 3. peccTpaiiitiinm nocsiquenmm)
rpaHynn racTpopesucrenTii, apononroeanoi xi¥ mo 500 mry mo 930 mr rpanyn y maxernkax
«pany-CtHken; no 50 nakerukis y kopodui 3 Kaprouy

(thopma BHNYCKY, KOIYRANNA, BAL BKYBAHYA FKIPCEKROre 3acoby)

Homep peectpaniiinoro noesimmenns UA/3T745/01/0] erpox aif peecrpauiiinoro noceinuenns NeobMeneHn it

Cepin nixapenkore sacofy M L23436A Kinbkicts mBesenoro nikapeskoro sacoby 2100
BupoGwi Lp. ®anbk Papma 'MOX, Himeuuuna
{nalimenynains BHPOBHKKA HKAPChEoro 32008y, Kpaiha HOXOKEHHA)
Baeseno 8 Ypaiiy Hpasatue aknionepue rosapucrso "HATYPDAPM", inenr, on:
24930169

(nadisenysaris a xod 32 EJIPTIOY wopravwanol ocoby abe opisanie, in', 0o Garskos disnanei
ocolu.- nianpuemud, 1 sicie pposkHBating Ta peectpauiiinuil noMep 06RIkeBOT KAPTKH MAaTHHKE
angariis afo cepis ta Homep nacnopTa)

fIpoToron sisyanuvuore xenrpomo uin 09.10.2024 X 3458/2.

3a pesynbTaTaMu  ACPHABHOTG  KOMTPOMO BCTAHOBNEHO, W0 Aixapcekuid 3aci6  sobeseiio 5 Yepainy 3

AOTPHMAHHAM BHMOFr 3aK0HOAABCTRA OO 300E3NeHEHNN AKOCTL NiKka nx 39c00is,

S
G"@I\
/AR
%3-}\&

Miukona XOQJIOAEHKO

{f1izane) (iniiann Ta npizsyie)
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