Dr. Falk Pharma GmbH

CepTuduxar ananusza
Certificate of Analysis

Ipenapar Cano¢ansk, rpaHyJibl KHILEYHOPACTBOPUMBIE C HPOJIOHTUPOBaHHEIM
Product BBICBOOOXKIEHHEM, IOKPBITEIE 060104KOH 10 1000 Mr
Salofalk 1000 mg pellets in sachet

Howmep cepun: L26178A
Batch No.:
Jara npoussoacTaa: 06.05.2026
Manufacturing date:
I'omen no: 05.2030
Expiry date:
IpousBoauTens: Jlosan ®@apma I'M6X, 79395 HoitenGypr, I'epmanus
Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany
PacdacoBano/ynakosano: Jlozan ®apma I'm6X, 79427 Dwibax, [epmanus
Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany

Tect/Test!? Cneundxauusn/Specification’ Pesyabrat/Result

Onucanne / Appearance
(Bu3yanbHo / visual)

['pary bl unmmeapUHYeckoit Him mapoo6pasHoi hopmMsl
cepoBato-6eoro useTa.

Off-white cylindrical or spherical granules

I'pany s
IHIUHAPUIECKOM 1
mapooGpasHoif Gpopmel
CepoBaTo-0enoro 1Beta

Off-white cylindrical and
spherical granules

Pasmep rpany. / He menee 90 % rpauyn — ot 0,9 10 1,6 MM 99 %
Particle size He 6onee 5 % rpanyn — menee 0,9 Mmm <1%
(curoBoii ananus, Esp.®. E?o%% fgt;vif;'l LRI <9? ://:
2.9.38 wiin ®EADC - '

2.1.10.8 / Sieving

analysis; Ph. Eur. 2.9.38

or PhEAEU 2.1.10.8)

Cpenusis Macca 971 93% OT HOMHUHAIIBHOI'O 3Ha4YeHMs, n=20

COZEPIKUMOTO yAKOBKH 97 -103% of the target value, n = 20

/ Average filling weight | 17 e 11 1000 mr: o1 1804.2 110 1915,8 mr (1860 + 3%) 1869 Mr
of the sachet 1000 mg sachet: 1804.2 to 1915.8 mg (1860 mg + 3%) 1869 mg
(ecoBoii, Ep.®. unu

®EADC2.1.9.5/ Weight

analysis, Ph.Eur. or

PhEAEU2.1.9.5)

OnxopoaHocTh Koo puument npnemnemoctn AV — ne 6onee 15,0 2,5
No3UpoBaHHbIX equHH’ | KosdduumenT mpuemiemocty (AV) s 10 nakeror He

/ Uniformity of dosage | nomxen npessimats 15,0 mm KO3 UIMEHT MpHEMIEMOCTH

units* (AV) nna 30 nakeToB He NOMKEH NPeBbIIATH 15,0 v Hu

(pac4yeTHO-MaccoBbIii OJIHOTO 3HAYCHUS HHAMBHIYAJIBLHOTO CONEPKAHMS B IOGOM

cnoco6, Esp.®. 2.9.40 nakete, KoTopoe ObUIo Gbl MeHee Yem 0,75 x M 1 Gonee uem

WK NIpsAMoe onpeaenenue | 1,25 x M.

DPEASC 2.1.9.14 / mass Acceptance value AV — no more than 15.0. 2.5

variation, Ph. Eur.2.9.40
or direct determination,
PhEAEU 2.1.9.14)

Level 1: 10 units: Acceptance value < 15.0
Level 2: 10 + 20 units: Acceptance value < 15.0
All units are within the following limits:

All single values >(1-L2x0.01) xM

All single values <1+ L2 x001) xM
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Dr. Falk Pharma GmbH

Ipemnapar
Product

Cepruduxar anannsa
Certificate of Analysis

Canoanpk, rpaHynsl KHIIEYHOPACTBOPHMBIE C IPOJIOHTUPOBAHHEIM

BBICBOGOXKAGHHEM, OKPBITBIE 060J104KOM 110 1000 Mr
Salofalk 1000 mg pellets in sachet

Howmep cepuu: L26178A
Batch No.:
Jara npounssoactsa: 06.05.2026
Manufacturing date:
lNonew no: 05.2030
Expiry date:
[pousBoautens: Jlosan @apma I'M6X, 79395 Hoiien6ypr, I'epmanus
Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany
Pacdacosano/ynakosano: Jlozan ®apma I'M6X, 79427 Dmbax, ['epmanus
Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany
Tect/Test!”? Crnenndxauns/Specification! Pesynbrat/Result
Hpenrnduxauus /
Identification
BO)KX/HPLC
(EBp. @. 2.2.29 umn BpeMms yiepk1BaHNs OCHOBHOI'O MUK Ha XpomarorpaMmme CootsetcrByeT
DEADC 2.1.28 / Ph. Eur. | ucmbiTyemoro PacTBopa A0/HKHO COOTBETCTBOBATE BPEMEHH
2.2.29 or PhREAEU YACPXUBAHUA OCHOBHOTO MUKA Ha XpOMATOTPaMMe
2.1.2.28) CTaHAApPTHOI0 pacTBOpA.
Retention time of the main peak in the chromatogram of the test solution conforms
corresponds to that of the main peak in the chromatogram of the reference
solution.
BOXX/Y - Y®-criekTp, CHATHIN B MAKCHMYME OCHOBHOTO MIUKA Ha CootBeTcTBYET
CrIEKTpoGoTOMETPHA XpOMAaTOrpaMMe UCIIBITYEMOIO pacTBOpa B 00JIACTH JUTHH BOJIH
(1O IHO-MaTPUYHEIH o1 220 BM 10 360 HM, I0OKEH COOTBETCTBOBATE Y®-cniextpy,
nerextop) / HPLC-UV CHATOMY B MakKCMMyMeE OCHOBHOI'O NMHKa Ha XpOMaTorpaMme
(DAD) CTaHOAPTHOI'O PACTBOPA B TEX XK YCIIOBHAX.
(EBp. @. 2.2.29 um The UV spectrum recorded at the maximum of the main peak in the conforms
®EADC 2.1.28 / Ph. Eur. chromatogram of the test solution in the wavelength range from 220 nm to 360
nm should correspond to the UV spectrum recorded at the maximum of the
2.2.29 or PhEAEU main peak in the chromatogram of standard solution under the same
2.1.2.28) conditions
Koanyectrennoe
onpeaesieHune / Assay Ot 95,0 10 105,0 % oT 3as1BAEHHOr0 KOTHYECTEA., 98,1 %
B3XX/HPLC 95.0% - 105.0% of nominal value 98.1 %
(EBp. ®. 2.2.29 umn
DEA3C 2.1.28 / Ph. Eur.
2.2.29 or PhREAEU
2.1.2.28)
IIpumecn / Impurities 2,5-maruapokcubensoiinas KucroTa
B3XX/HPLC — He bonee 0,15 %; <0,05%
(Eep. @. 2.2.29 unu 2,5-dihydroxybenzoic acid <0.15% <0.05 %

OEADC 2.1.28 / Ph. Eur.
2.2.29 or PhEAEU
2.1.2.28)

o060 Apyroli eAMHHYHON MpUMecH

— He Oonee 0,1 %,;
Any single impurity <0.1%
CyMMa HeHAEHTH(UIUPOBAHHBIX PUMeceii

RRT(1.43): 0,05 %
RRT(1.43): 0.05 %

— He 6onee 1,0 %; 0,05 %
Sum of unidentified impurities <1.0% 0.05 %
CyMMa Bcex mpuMmecelt  — He Gonee 1,0 % 0,05 %
Total impurities <1.0% 0.05 %
Salofalk Granules 1000 mg (RU) SAG_WXXXX _M32P51_EEU_V01 2/5 approved on 30.07.2025



Dr. Falk Pharma GmbH

Ceprudukar anaanza
Certificate of Analysis

[Mpenapar Canogansk, rpaHyJibl KHIIEYHOPACTBOPHMBIE C MPOTOHTHPOBAHHBIM
Product BBICBOOOMXKIEHUEM, TOKPBITEIE 060104KO0i 110 1000 Mr
Salofalk 1000 mg pellets in sachet

Homep cepuu: L26178A
Batch No.:
Jara nmpousBoacTaa: 06.05.2026
Manufacturing date:
T'ogen no: 05.2030
Expiry date:
IlpousBoauTtens: Jlozan ®apma I'm6X, 79395 Hoitenbypr, I'epmanus
Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany
PacdacoBano/ymakoBaHo: Jlosan ®apma I'm6X, 79427 Durbax, Fepmanus
Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany

Tecrt/Test!? Creuudraums/Specification’ Pesyabtat/Result
Pacreopenue ® / Dissolution 3
VO-cniextpodotomertpus / UV
(EBp.®. 2.9.3 unu ®EADC
2.1.2.24,2.1.9.3 / Ph. Eur.
2.9.3 or PhEAEU 2.1.2.24,
2.1.9.3)
(n=6, mean value)
KucnotHas cranus:
yepes 2 u He Gonee 10 % mecanazuna 1%
a) Acidstage in 0.IM HClat  37°C
afier 2 h < 10% (highest single value) 1%
BydepHas cranus:
b) Buffer stage in phosphate  buffer
pH6.8
yepe3 0,5 4 oT 10 g0 30 % mecanasuHa 1166_ }Z;A’
after 0.5 h 10 - 30% (single value) - °
qepes 2 4 ot 40 10 60% MecanasuHa 49 -50 %
after 2 h 40 - 60% (single value) 49-50%
uepes 7 u He MeHee 80% MecanasnHa 92 %
after 7 h > 80% (lowest single value) 92%
Octatounsie IJtanon — He 6onee 12500 ppm (1,25 %) 9500 ppm (0,95 %)

OpraHHYecKHe PACTBOPHUTENH
/ Residual solvents

I'X/GC

(EBp.®. 2.2.28 umu PEABC
2.1.2.27/ Ph. Eur. 2.2.28 or
PhEAEU 2.1.2.27)

Ethanol: <12 500 ppm

9500 ppm (0.95 %)

Muxpobuosioruyeckas OOwuee uncno a3poGHBIX MHKPOOPraHU3MOB <10 KOE/r
4uctora / Microbiological TAMC £ 10° KOE/T (CFU/g) < 10 CFU/g
purity OObiee YMCI0 APOINIKEBBIX H ILIECHEBBIX TPHGOB <10 KOE/r
(Eep.®. 2.6.12/2.6.13/5.1.4 TYMC < 102 KOE/T (CFU/g) <10 CFU/g
umt ®EAS3C 2.3.1.2,2.1.6.6, |E.coli: nomkus: OTCYTCTBOBATH B 1 T COOTBETCTBYET
2~1'6-7// g h. l/’:u’} - E.coli  absentinig conforms
2.6.12/2.6.13/5.1.4 or PhEAE

23.12,2.1.6.6, 2.1.6.7) o faﬁ;e,,:(}ﬁm A
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Dr. Falk Pharma GmbH

Cepruduxar ananusa
Certificate of Analysis

TIpenapat Canodanbk, rpaHy s KHIIEUHOPACTBOPUMbIE C MPOJIOHTHPOBAHHBIM
Product BLICBOOOKAEHUEM, TIOKPBITBIE 0007104K0# 110 1000 Mr
Salofalk 1000 mg pellets in sachet

Howmep cepuu: L26178A

Batch No.:

Jara npouseoactaa: 06.05.2026

Manufacturing date:

I'onen no: 05.2030

Expiry date:

IIpousBoaures: Jlozan ®apma I'M6X, 79395 HoltenGypr, I'epmanus

Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany

Pacdacopano/ymnakosano: Jlozan ®apma I'm6X, 79427 Dwbax, I'epmanus

Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany

Onucanue YHAKOBKH / Hosuposxa 1000 me: [To 1860 Mr B MOMMATHIEHOBBIH

Packasin TMo 1860 Mr B IOIM3TUNEHOBBII NaKeT, NaMHHHMPOBaHHBIH aNIOMUHHMEBOH | MAKET, TAMUHHUPOBAHHBIN

ging (obroii; no 50 MakeToB BMECTE G IHCTKOM-BKIAbIIIIEM NIOMEMIAIOT B amoMUHKeBoi ¢oJbroit; mo 50

KapTOHHYIO MAUKy C KOHTPOJIEM NIEPBOro BCKPBITHA. TTAaKETOB BMECTE C IMCTKOM~
Sachet 1000 mg: BKIT3JIBIIIEM B KAPTOHHOM Navke
1 860 mg in a polyethylene bag laminated with aluminium Joil; 50 sachets | ¢ koHTpOneM neproro
together with a patient information leaflet in a cardboard box with a BCKPBITHSL.
control of first opening. 1 860 mg in a polyethylene bag

laminated with aluminium foil;
50 sachets together with a
patient information leaflet in a
cardboard box with a control of
first opening.

Mapxkuposka / Labeling | Cu. pasen 1.3.2 Moyns 1 perucTpaunossoro nocke CootBeTcTBYET

Refer to registration dossier, Module 1, 1.3.2 conforms
YcioBusi xpanenus / XpaHuTh NpHU TeMIeparype He Bolie 25°C. XpaHuUTh TIpu
Storage conditions Store at a temperature not higher than 25°C. TeMIIEpaType He BbIIIe
25°C.
Store at a temperature not

higher than 25°C.
Cpok rogHocTu (cpok 4 rona CooTtBercTByeT
xpanenust) / Expiry date | 4 years conforms

(shelf-life)

' TlokasaTenu, HOPMbI H/WJTH PEJAKLMS HOPM, IPHBEAEHHBIE B TaHHOI CeUUMUKALH, MOTYT OTIMYATHCSA OT
cepTH(HKaTa aHATN3a IPOU3BOJUTENS B CBA3U C OTIHIHEM crieuuduKaMy NPOU3BOAUTENS OT NPUBATHIX B EADC
TpeGoBaHui K CTAHIAPTH3ALMK JAHHOM JTeKapCTBEHHOM ¢dopmel.

") The quality parameters and acceptance limits given in this specification may differ from the manufacturer’s certificate
of analysis due to the difference in the manufacturer's specification from the requirements for standardization of this
dosage form accepted in the territory of the EAEU.

2 CCbUIKM Ha METOIUKH AewictByromero usnanus ®EADC mpusemewsi wis KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOTO
npenaparta Ha Tepputopun EADC. Ha npeanpusTum McnbITaHus w/vnn HMHTEPIIpETalus Pe3yNbTaTOB MPOBOIAMTCS B
COOTBETCTBUH TpeGoBaHUAME EBp.D. 1M METOMNK KOMIIAHUH.

% References to the methods of Pharmacopoeia of the EAEU are given for quality control of the medicinal product in the
territory of the PEAEU. The manufacturer does not use the methods of the Pharmacopoeia of the EAEU. In-house testing
and/ or interpretation of results is carried out in accordance with the requirements of Ph. Eur. or the company's methods.

3 TIpO0IIKaTE TECTUPOBAHHE HA BCEX 3 YPOBHX, NOKa pe3yNbTaThl HE OyAyT COOTBETCTBOBATH YPOBHIO | MM YPOBHIO
2, xak omucaHo B EBp.®. 2.9.3 (kucnotHas cramms: ICKapCTBEHHBIC (OPMBI C 3aMEIICHHBIM BBLICBOGOXKICHHUEM,
OydepHas cTamus: nekapcTBEHHbIE GOPMBI C NPOJIOHTUPOBAHHBLIM BEICBOOOXKIEHHEM ).

% Continue testing through the 3 levels unless the results conform at either level 1 or level 2 as described in Ph. Eur. 2.9.3
(acid stage: delayed release dosage forms, buffer stage: prolonged release dosage forms)
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Dr. Falk Pharma GmbH

Cepruduxar ananuza

Certificate of Analysis
ITpenapar Canogansk, rpaHy sl KHLEYHOPACTBOPHMBIE ¢ HPOJIOHTUPOBAaHHEIM
Product BBICBOOOXKIEHHEM, IIOKPBITEIE 060104K0# 110 1000 M-

Salofalk 1000 mg pellets in sachet

Homep cepuu: L26178A

Batch No.:

Hata npoussoacTea: 06.05.2026

Manufacturing date:

T'open no: 05.2030

Expiry date:

IpousBoantens: Jlozan ®apma I'm6X, 79395 Hotienbypr, I'epmanus
Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany
Pacdacosano/ynakosano: Jlozan @apma I'mM6X, 79427 Dmbax, I'epmanus
Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany
3aKioyeHue: OGpasup! penapara BbIIEPKUBAIOT UCTIBITAHHSA B COOTBETCTRUM G TpeOOBaHUAMHU
Conclusion: HOPMATHBHOTO I0KyMeHTa 110 Kauectsy HJT JITI-Ne(011142)-(PI-RU)-300725.

The samples of product pass the tests in accordance with the requirements of regulatory quality
document LP-No(011142)-(RS-RU)-300725.

PE3YIBTATBI COOTBETCTRBYIOT CrIEHA(PUKALHH.
The results meet the specification.

Ipumeyanus: He npumenumo
Remarks: n/a

Hata n moanuce:
Date and Signature: Stefanie Koch

Head of Quality Assurance Systems &
Qualified Person

13 JUL 20 S U |

Dr. Falk Pharma GmbH

I( D»P}i\‘ Leinenweberstr. 5
~_~1| 79108 Freiburg i. Br,, Germany
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Dr. Falk Pharma GmbH

Cepruduxar Ha BBIYCK cepHH

Batch Certificate

HasBanue npoaykra, 103upoBKa,
JieKapcTBeHHas (opma:
Name of product, strength, dosage form:

MHH (INN):

Ipounzsoanrtens API:
Manufacturer of API:

Homep cepnn papmanesTHdecKoii
cyOcTaHuum

Batch number of API

Pazmep u Tun ynakosku:
Packaging size and type:

Crpana-umnoprep:
Importing country:

Homep perucTpannoHHOro y10cToBepenus:
Marketing authorisation number:

Homep cepun u 06bem naprun:
Batch number and size:

Jara npouzsoacrea:

Date of manufacture:

Cpox rognocru:

Expiry date:
Ilpon3BoacTBeHHDII yuacTOK:
Manufacturing site:

Ceprudukar cooTBETCTBAN NPOH3BOXHTEH
TpeboBanusim GMP:
Certificate of GMP Compliance:

KommenTapuu:
Comments:

Master_SAG_1000 mg_50 RU

Canoganek, rpaHyIibl KHIIEYHOPACTBOPUMBIE C
NPOJIOHTUPOBAHHBIM BBHICBOOOXKIECHHEM, MTOKPHIThIE
obomouxoit, 1000 mr

Salofalk 1000 mg pellets in sachets

Mecanasun (Mesalazine)

Mecanasun / ®apmallenn (Muaus) [paiteer JIumuren,
WHpus
Mesalazine | PharmaZell (India) Private Limited, India

2100003466; 2100004424

1860 mr - nakets! (50 IuT.) - HAYKK KAPTOHHBIE
1860 mg — 50 sachets — cardboard box

Poccus
Russia

JII-Ne(011142)-(PT-RU)
LP-No.(011142)-(RS-RU)

L26178A (5862 ynakosok)
L261784 (5862 packages)

06.05.2026
05.2030

Losan Pharma GmbH/ Jlosan ®apma I'm6X
Otto-Hahn-Strae 13/ Orro-Xan-IlItpacce 13
79395 Neuenburg/ 79395 Hoiien6ypr
Germany/ I'epmanus

Losan Pharma GmbH/ JTozan ®apma 'm6X
Eschbacher Strafle 2/ Dw6axep lrpacce 2
79427 Eschbach/ 79427 Dmibax

Germany/ I'epmanus

DE_BW_01_GMP_2026_0039 (JIozan HoitenGypr /
Losan Neuenburg)

DE_BW_01_GMP_2026 0038 (Jlo3an Dwbax / Losan
Eschbach)

CM. npunaraemslii cepTugUKaT aHaNnH3a
See CoA attached

12 Batch number: L26178A




Dr. Falk Pharma GmbH

3asiByieHne o cepruduxanuu:
Certification statement.

A, HIDKeNOANKMCABLIMHACS, TIOATBEPIKAAI0, YTO BBILUENPUBEACHHAS HHDOPMALWA SBIATETCS JOCTOBEpPHOM U
TO4HOH. JlaHHas cepust NPOAYKUUH Gbila Mpon3BeaeHa (BKITIOUAs YIIAKOBKY/ MapKHPOBKY) M MIPOBENEH
KOHTPOJIb €€ Ka4€CTBA Ha BBIILE YIOMAHYTHIX NPOM3BOACTBEHHBIX YUaCTKAX B MOJTHOM COOTBETCTBHH C
TpeboBanuamu Hazexamel npoussoacTeenHo# npaktiku (GMP), YCTAHOBJIEHHBIMH MECTHBLIM
PErYJIATOPHBIM OPraHOM, a TAKXKE COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBICHHBIM NPH €O TOCYIAPCTBEHHOM
peructpanmu B EADC,

I, the undersigned, certify that the above information is true and correct. This batch of product has been
manufactured (including packaging/labelling) and controlled at the above production sites in full
compliance with the requirements of Good Manufacturing Practice (t GMP) established by the local
regulatory authority, and also complies with the requirements established during its state registration in the
EAEU.

IIpoToKoibl IPOM3BOACTBA, YIAKOBKY H aHAITH30B GBLIH MPOBEPEHBI 1 YCTaHOBJIEHO UX COOTBETCTBHE
TpeboBanuamM GMP u TpeGOBaHHAM, yCTAHOBICHHBIM TIPH €T0 roCyIapCTBEHHOH perncTparum,
COCPIKALIMMCS B PETHCTPAUMOHHOM JOCKE CTPaHbI-MMIOpPTepa.

The production, packaging and analysis protocols have been checked and found to comply with the GMP
requirements and the requirements established during its state registration, contained in the registration
dossier of the importing country.

JlaTta u noanuce:

Date and Signature: Stefanie Koch

Head of Quality Assurance Systems &
Qualified Person

TIL 206 5 (o

~———_| Dr Falk Pharma GmbH

k@ Leinenweberstr. 5

79108 Freiburg i. Br,, Germany
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