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Canodanbk TabreTKH, MOKPBITHIE KUILICYHOPACTBOPUMOH MIEHOYHOM

06os0uKo0ii 500 Mr

Salofalk 500 mg gastro-resistant tablets
L26284A

08.07.2026

07.2029

Jlosan ®apma I'M6X, 79395 HoiienGypr, I'epmanus
Losan Pharma GmbH, 79395 Neuenburg, Germany

Jlosan @apma I'M6X, 79427 Duwibax, Iepmanus

Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany
Tecr! / Test! Cneundukauusn?® / Specification? Pe3yabrar / Result
Onucanne / Appearance Osasnbable, TIBOAKOBBITYKJIbIE TaGleTKH, OBaJibHbI€, TBOSKOBBIMYKJIbIE
(BU3yansHo / visual) TIOKPBITBIC IIEHOYHOH 000JI0YKOI OT KeNTOro TabNETKH, TOKPLITEIE TIICHOYHOM
ZI0 JKENTO-KOPUYHEBOTO 1[BETA 060JI0UKO# KEeNTO-KOPHIHEBOIO
1BETa
Oval, biconvex, yellow to yellow-brown Jfilm-coated tablets | Oval, biconvex yellow-brown film-coated
tablets
OxHopoaHOCTS AV10 enunnn npenapara (Taénerku) < 15,0 % 3,1%
Ao3upoBanmus (10 Macce) (L1)
/ Uniformity of dosage AV30 envnnn npenapara (Tabnetki) < 25,0 %
units [mass variation]| (L2)
(I'® PO ynu Epp.®. /SP |HM  ONHOTO  3HAYEHHWA WHAWBUIYAIBHOTO
RF or Ph.Eur.) coxepxanus B MOGOH emmHMIie npenapara,
KOTOpOE€ ObIIO GBI
MeHee yeM (1 -L2x 0,01)xMu
Gomee uem (1 + L2 x 0,01) x M.
L1=15,0%;12=25,0%
AV (10 units (tablets) tested): < 15.0% (L1) 31%
AV (30 units (tablets) tested): < 25.0% (L2)
No single value per 1 tested unit which is:
less than (1 — L2 x 0.01) x M and
more than (1 + L2 x 0.01) x M
LI =15.0% L2 =250%
Hoannnnocts / Identity | 1. Bpewms YACPXKUBAaHUSA OCHOBHOIO ITMKA HAa CootBetcTBYyEeT
(Vastpasddextupaas XpOMAaTorpaMMe  HCNBITYEMOIO  pacTeopa
XUIKOCTHAS JOJKHO COOTBETCTBOBATH BpEMEHU
XpomaTorpadus ¢ YIEpKUBAHUA nka MecanasuHa Ha
JMUOTHO-MATPUYHEIM XpoMaTorpaMme  CTaHZAapTHOTO  pacTBopa,
NETEKTOPOM / npUeMIIeMbIii HHTEpBa + 20 c.
- UPLC-DAD The retention time of the main peak on the chromatogram conforms
of the test solution should correspond to that of mesalazine
peak in the chromatogram of standard solution , acceptable
range +/- 20 s.
- UV (UPLC-DAD) 2. Y®-cneKTp NOIIOMIEHHS OCHOBHOTO ITMKA CootBetcTBYET
MecCanasHHa Ha XpOMAaTOrpamMMe HUCIBITYEMOro
PacTBOpa B AMana3oHe IUIUH BosiH ot 200 1o 400
HM  J0/KCH coBOamath ¢ YO-criekTpoM
OCHOBHOTO [IMKa Mecana3nHa Ha
XpOMaTorpamMMme CTaHAapTHOTO PacTBOPA.
The UV-spectrum of mesalazine (main peak) in the test conforms
solution in a wavelength range of from 200 to 400 nm must
correspond to that of the standard solution.
Salofalk 500 mg (RU)
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Cepruduxar ananusa
Certificate of Analysis
Canoganbk TabneTku, NokpsIThe KHIIEYHOPACTBOPUMO#M MIEHOYHOM

o6onoukoit 500 mr
Salofalk 500 mg gastro-resistant tablets

Howmep cepun: L26284A

Batch No.:

Mata npoussoacTra: 08.07.2026

Manufacturing date:

I'onen no: 07.2029

Expiry date:

IpomssoauTens: Jlozan ®apma I'm6X, 79395 Hoitenbypr, l'epmanus

Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany

Pacdacosano/ynakosano: Jlosan ®apma I'm6X, 79427 Dmbax, I' €pMaHus

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

Tect! / Test! Creundguxauusn? / Specification? Pesynbrat / Result
KoauyecTBeHHOE 475,0 Mr — 525,0 mr 497,1 mr
onpenenenue / Assay (0195 % 10 105 % OT 3asBNEHHOTO, cUTas Ha (99 %)
(VeTpas(dexTunnas CPEIHIOI Maccy TableTkn).
475.0 t0 525.0 mg 497.1 mg

KAIKOCTHAA (95% t0 105% of the claimed amount, calculated on (99 %)
Xpomartorpadusi ¢ average weight of a tablet)

JHOTHO-MATPUYHBIM

JETEKTOPOM /

- UPLC-DAD)

Poncteennsie npumecu / | 4-aMuHOdeHON - He Gonee 0,1 % <0,05 %
Reltedsbsaces |l
(VasTpasddexrusnas Sortee 0,1 % <0.,05 %
JKUIKOCTHAS Any unspecified impurity - not more than 0.1% <0.05%
Xpomatorpacus ¢ CymMa npuMeceii - He Gonee 0,3 % <0,05 %
AMOAHO-MaTPUYHBIM Sum of impurities - not more than 0.3% <0.05%
JIETEKTOPOM /

- UPLC-DAD) |
Salofalk 500 mg (RU)
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Salofalk 500 mg gastro-resistant tablets

L26284A

08.07.2026

07.2029

Jlosan @apma I'm6X, 79395 HoitenGypr, T €pMaHus
Losan Pharma GmbH, 79395 Neuenburg, Germany

Jlozan ®@apma I'm6X, 79427 Dwbax, I'epmanus
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Teer! / Test!

Crneundurauus’ / Specification?

Pesynbrat / Result —‘

PacTBopenue /
Dissolution

(I'® P® unu Esp.®apwm.
2.9.3/ SP RF or Ph.Eur.
2.9.3)

KucsoTras cranus:

Yepes 120 Mun: cpeanee KOTMYECTBO U3 6 €TUHIIT
— He Oomee 5 %, KaxI0e MHIMBMIYAIbHOE
3HaueHue — He Gomnee 10 %.

Acid stage:
after 120 min - mean <5 %, each single value < 10% (n=6)

MCHO'{HBJI cTams:

Yepes 15 MuH: cpesHee KOMUHECTBO 3 6 € TiHMI] -
He 6osiee 5 %, KaXN0e HHIMBHIYATEHOE 3HAYCHHE

<1%;<1%

<1%,;,<1%

pactBopuTtenu / Residual
solvents

|TX /G0y

- He 6onee 10 %; 1%;<1%
Yepes 60 mum:?
Bi: Kakmoe MHIMBHIyanbHOE 3HAueHHEe — He 102 %
Meree 80 % (Q+5 %; Q=75 %) (n=6);
By: cpennee komudectso u3 12 emHmi — He MeHee
75 %, Kaxmoe WHIMBHUIYaTIbHOE 3HAYeHWE — He
MeHee 60 %;
Bs: cpennee xomudectso 13 24 ey — He
MeHee 75 %, He Gonee 2 HHAMBHIyaTbHBIX
3Ha4YeHui — MeHee 60 %o, kaxmoe
HHIUBUIYaNbHOE 3HaUEHUE — He MeHee 50 %.
Buffer stage:
after 15 min: average of 6 units — not more than 5 %,
individual — not more than 10% 1%,<1%
after 60 min:’
Bi: each single value > 80% (Q + 5%; Q = 75%) (n=6) 102 %
Bz mean 2 75% (n=12), each single value > 60%
Bs: mean > 75% (n=24), < 2 single values < 60%, each
single value > 50%
OcTaTouYHbIe OtaHon - ve Gostee 1,0 % 0,6 %
= 0, o,
opranuyeckue Ethanol - not more than 1.0% 0.6 %

Salofalk 500 mg (RU)
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Dr. Falk Pharma GmbH

Cepruduxar ananuza
Certificate of Analysis

HpenapaT Canod)amﬂc Ta6HeTKI/I, TIOKPBITHIC KnmequpachopHMOf/i MUIEHOYHOH
Product obostoukoit 500 mr
Salofalk 500 mg gastro-resistant tablets
Homep cepuu: L26284A
Batch No.:
Hara mpousBoacTBa; 08.07.2026
Manufacturing date:
Tonen no: 07.2029
Expiry date:
IIponseoaures: Jlosan ®apma I'm6X, 79395 Hoiten6ypr, I'epmanus
Manufacturer: Losan Pharma GmbH, 79395 Neuenburg, Germany
Pacdacosano/ynakopano: Jlosan @apma I'mM6X, 79427 Buibax, I epMaHug
Packed/Packaged: Losan Pharma GmbH, 79427 Eschbach, Germany
Teer! / Test! Cnenndukauun® / Specification? Pesyabrar / Result
Mukpobuosiornueckas Kateropus 3A.
YHCTOTA / Ob1uee KOJIMUECTBO a9POGHBIX <10 KOE/r
Microbiological purity MHKpOOpranusMos — < 10° KOE/r;
(I'® PO wmn Epp.@./SP | O0Inee 4nucno ApoXoKeBHIX U ILIECHEBBIX <10 KOE/r
RF or Ph.Eur.) rpu6oB — < 102 KOE/r;
E. coli — otcytcTByers 1 1. Cootsetctayer
Category 34
TAMC <10°CFU/g <10CFU/g
TYMC <10°CFU/g <10CFUg
E.coli  Absenceinl g conforms
VYnakoBka / Io 10 Tabnetok B amomunmii/TIBX/ [IBJIX To 10 Tabnetok B amomunmit/[IBX/ TIBAX Onuctep.
. Gructep. 5 wmm 10 6nuctepos Bmecte ¢ 5 GMMCTEPOB BMECTE C MHCTPYKLMEH 110
Packaging p
MHCTPYKUMEH 10 IPUMEHERHIO B N1a4Ky KAPTOHHYIO | IPUMEHEHHIO B NauKy KapTOHHYIO C KOHTPONEM
€ KOHTPONIEM NEPBOTO BCKPHITHS. TNEPBOTO BCKPBITHSL.
Each alumirum/PVC/PVDC blister contains 10 Each aluminum/PVC/PVDC blister contains 10
tablets. 5 or 10 blisters together with instructions Jor | tablets. 5 blisters together with instructions for use in
use in a cardboard box with first opening control. a cardboard box with first opening control.
Mapkuposxka / TlepsuyHas ynakopka [TepBuyHas ynakorka
Labelling Ha Onucrepe Ha pycckom sawike  veatmsaior: | Ha GancTepe HA DYCCKOM A3BIKE VKA3aHO: TOProBoe
TOProBoe HauMeHOBaHHe lIpenapara, | HAMMCHORAHNE TPenapaTa, NEKAPCTBEHHas (opma,
JICKapCTBEHHYIO (opmy, no3upoeky, MHH, HoMmep | nosuposka, MHH, Homep cepum, nara mcTeuehus
CepHu*, 1aTy HCTEHEHHMA CPOKA FOZHOCTH (KTOJIEH CpoOKa FOAHOCTH (KFOZEH NO0:»), HA3BaHHE M ajpec
[0I»), Ha3BaHME M AAPEC KOMITAHMM-BIAfEbUA KOMITaHUM-BIIaie b IIa PY/npoussoautens,
PY/npounssoaurens, OCYIICCTBIIAIOMIETO | OCYINECTBISIOUIErO BBIITY CKAFOLUHA KOHTPOJb
BBIMYCKAIOMMA ~ KOHTPOJb  KaYECTBA,  JIOTOTHMN | KAYECTBA, JOFOTHII BlIaiesiblla  PEruCTPALMOHHOTO
BIIQICIIbUA  PErMCTPAMOHHOTO  YOCTOBEPEHNS | YI0CTOBEPCHUS (rpaduxa + Tekcr Ha aHrnmiickom
(rpadpuka + TeKcT Ha aHrNHICKOM A3bIKE). A3BIKE).
Primary packaging Primary packaging
On_the blister in Russian are indicated: trade On the blister in Russian are indicated: trade name of
name of the product, pharmaceutical form, the product, pharmaceutical form, dosage, INN, batch
dosage, INN, batch number*, expiry date (“best number, expiry date (“best before: "), name and
before: "), name and address of the Registration address of the Registration certificate
certificate  holder/manufacturer performing the holder/manufacturer performing the release quality
release quality control, the logo of the marketing control, the logo of the marketing authorization
authorization holder (graphics + text in English). holder (graphics + text in English).
Salofalk 500 mg (RU)
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IMpousBonurens:
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Ceprudukar ananuza
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Canodanpk TabneTKH, MOKpPHITHIE KHILI€YHOPACTBOPUMOM [IIEHOUHOM
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Salofalk 500 mg gastro-resistant tablets

L26284A

08.07.2026

07.2029

Jlozan ®apma I'm6X, 79395 Hotien6Gypr, I'epmanns
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Jlozan ®apma I'mM6X, 79427 Dw6ax, I'epmanus
Losan Pharma GmbH, 79427 Eschbach, Germany

Tect! / Test!

Cnenundurauusn’® / Specification?

PesynbTat / Result —‘

BTopuuHas ynakoska

Ha xaproHuoil nauke Ha pyccKoM s3nike VRASHIBAIOT:
TOProBoe HaUMEHOBaHHE npenapara,
JEKapCTBEHHYI0  dopMy,  mosupoky, MHH
(«eHCTBYIOIEE BEIIECTRO: MecanasuHy), crocod
npuMeHenus («J{nst BHyTpeHHero TIPUMEHEHUSAY),
CosiepkaHme NeHCTBYIOILETO BemecTBa B | TabeTke,
KOJIMYECTBO  TalNETOK B  yNAaKOBKE, YCiOBUA
XPaHCHHS, YCOBUA OTIyCKa, MPEAyTpeanTETbHYIO
HAIMMCh «XpaHWUTh B HENOCTYNHOM IS JETeil
MECTE», HOMEp cepuu™*, HaTy U3roTOBNCHHS («nara
H3TOT.1»), ATy UCTEUCHMs CPOKA TOTHOCTH («TOACH
[0:»), HOMEp pPErucTpalMOHHOTO YAOCTOBEPEHHS,
INTPUX-KOJ, HA3BaHHWE U apec KOMITAHMH-BIIAENIbIA
PY/npoussonutes, OCYHIECTBISIOIIETO
BEIITy CKAKOIUME KOHTPOJIb KaueCTBa.

Secondary packaging

On_the carton box in Russian are indicated: trade
name of the product, pharmaceutical form,
dosage, INN (“active substance: mesalazine ),
route of administration (“For internal use ”),
content of the active substance in | tablet, number
of tablets in the package, storage conditions,
prescription status, the warning label *Keep out of
reach of children”, batch number*, manyfacturing
date, expiry date (“best before: "), Registration
Certificate number, EAN-code, name and address
of the Registration certificate holder/manufacturer
performing the release quality control.

Z!OHOJ’IHHTCJ’ILHO HA AHITTHHCKOM A3BIKE VKA3BIRAKOT,

TOProBO¢ HaUMEHOBaHHE C NpenynpeauTenbHOM

MapKHpOBKo# ®, TICKapCTBEHHYIO thopmy,
JO3UPOBKY, JIOrOTHIT KOMINaHMHK-BIaJe LA
PV/npouseonutens, OCYLIECTBIAIOLIETO

BBUTYCKAIOMIM KOHTPONL KadectBa (rpadmka +
TEKCT Ha aHTITHIACKOM A3BIKE).

Additionally indicated in English: trade name with
registered trademark symbol ®, pharmaceutical
Jorm, dosage, logo of the Registration certificate
holder/manufacturer performing the release quality
control (graphics + text in English).

Bropuunas ynakoska

Ha kapToHHOM mauke Ha DVCCKOM si3mike ykazaHo:
TOPrOBOC HAaUMCHOBAHHME IPENapara, JEKapCTBCHHAS
¢popma, nosuposka, MHH («aeicTByIOWEE BElECTRO:
MeCala3uHy), cnoco6 MPUMEHEHHSA («na
BHYTPEHHETO HPHMEHCHHS), cojiepxKaHue
AEHCTBYIOWETO BelecTBa B | TabeTke, KOIHYECTEO
TabNeTOK B yNakoBKE, YCIOBHA XPAaHEHHA, yCIOBMA
OTIyCKa, NMPERYNpe/uTeNnbHas HAANUCh «XPaHHT B
HENOCTYIHOM I AeTeH MecTe», HOMEp cepuu, Aara
H3TOTOBNEHUA («JaTa M3TOT..»), JaTa HCTCYEHHS
Cpoxa FOAHOCTH («ronen J10:»), HOMeEp
PETUCTPALMOHHOIO  YAOCTOBEPEHHS,  LITPHX-KOZ,
Ha3BaHHe 7 anpec KOMITaHHU-BNaJenbLA
P¥Y/npoussonutens, OCYIECTBIAIOUIETO
BBITYCKAIOMIMI KOHTPONb KAYeCTRA.

Secondary packaging

On the carton box in Russian are indicated: trade
name of the product, pharmaceutical form, dosage,
INN (“active substance: mesalazine "), route of
administration (“For internal use "), content of the
active substance in | tablet, number of tablets in the
package, storage conditions, prescription status, the
warning label “Keep out of reach of children”, batch
number, manufacturing date, expiry date (“best
before: "), Registration Certificate number, EAN-
code, name and address of the Registration certificate
holder/manufacturer performing the release quality
control.

LONONHUTENEHO HA aHIMICKOM sI3bIKe  VKA3aHO:
TOPrOBOE  HAUMCHOBAHWE C  MPEIYIPEIUTENHHOM
MapKHpoBKoii ®, nekapcTeennas ¢opay, O3HPOBKA,
JIOTOTHI KOMOaHMM-BRanensua PY/mpoussonurens,
OCYILECTBIISIOWIETO BBINY CKAKOLI i KOHTpONb
KkauecTBa (rpadyka + TeKCT Ha aHTIHHCKOM A3BIKE).
Additianally indicated in English: trade name with
registered trademark symbol ®, pharmaceutical form,
dosage, logo of the Registration certificate
holder/manufacturer performing the release quality
control (graphics + text in English).

Salofalk 500 mg (RU)
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Tect! / Test!

Creundukauns?® / Specification?

PesyabTtat / Result

41)1}[ ueneii MOHHTOPUHTA ABUXKEHUST JEKADCTREHHBIX

HpenapatoB ykaseiaiotes GTIN, SN, (cepuiinbtii
rnoGanbHeIA HIEHTH(OMKALHOHHBI HOMEp TOpProBoii
CIMHULBI) JBYXMEPHBI MATPHUHBIA KOA METOI0M
TUNOrpadckol fedaTH MAM METOIOM NeyaTH Ha
MaTepHanbHbIi HOCHTE/Ib (3THKETKY), HE
AOITY CKaKOWKMM OTICIIEHHS MAaTEPHANIEHOTO HOCHTEJIS
OT YNMAaKOBKH JIEKAPCTBEHHOTO Mpemapara  6e3
TIOBPEXK ACHHIA.

For_the purposes of monitoring the movement of
medicines: GTIN, SN (serial global trade item
number) are indicated by a typographical printing
method or a printing method on a material carrier
(label) that does not allow the separation of the
material carrier from the medicinal product package
without damage.

Hpumeyanve. *TIpu nepeymaxoske npenapara ¢
Lenbio 00eCneyeHs NPOCIeKHBACMOCTH K HOMEpy
CepuH, HAHOCMMOMY HA BTOPHYHYH) YNakKOBKY,
AomyckaeTes  poGaBieHMe  LM(PO-GYKBEHHBIX
CHMBOJIOB, B CBA3H C HEM HOMEP CEpUM Ha
TICPBUYHON/BTOPIYHON YNAKOBKE MOYKET OTAMYATECS
Ha 10GaBNEHHBIC LH(PO-6YKBEHHBIE CHMBOILL.
Note. *When repackaging the drug, in order to ensure
Iraceability to the batch number applied to the
secondary packaging, it is allowed to add
alphanumeric characters, and therefore the batch
number on the primary / secondary packaging may
differ by the added alphanumeric characters.
BO3MOXHO ~ Hanuume  BHYTPUNPOM3BOACTBEHHDIX
KOZOB YNAaKOBOYHBIX MATCPHAIIOR.

There may be in-house codes Jor packaging
materials.

[ ueneii MonuTopunTa BMKEHMST JIEKADCTBEHHBIX
NpenapaioB  ykasaHel GTIN, SN,  (cepuiinprit
FI00ANBHBIN HACHTHHKALMOHHBII HOMEpP TOProBoit
CAMHMLBI) JBYXMEPHBIN MATPHYHBIN KOJ METOLIOM
TUROTpAtCKON  mevatw. for the  purposes  of
monitoring _the movement of medicines: GTIN, SN
(serial global trade item number) are indicated by a
typographical printing method.

Xpanenne / Storage

B 3ALIMIIEHHOM OT CBETA MECTe npu

B sammméntom ot ceta mecte npu

conditions TeMneparype He Bhime 25°C. TeMmneparype He Bbitie 25°C. Store in a place
Store in a place protected from light at a protected from light at a temperature not higher than
temperature not higher than 25°C. 25°C.

Cpox rogmocru / Expiry |3 roga Cootsercteyer

date 3 years conforms

.

! Ceblnku na Meronuku I'd PO TIPUBCICHDI 1711 KOHTPOJIS KAYECTBA JIEKAPCTBEHHOTO Ipenapara Ha Tepputopuu PO. Meronuku ['d
P® npoussonutenem e ucnonssytorcs. Ha TIPEMTIPUATHE  MCTIBITAHHA W/WIH MHTCPIIPETALAS DPE3ybTATOR NPOBOIATCH B
CooTBETCTBHA © TpeGoBannamu Epponetickoii Papmakonen ACHCTBYIOIIEro H3NAHHS W/UITH METOTHK KOMIIAHHIL

! References to the methods of the current edition of the State Pharmacopoeia (SP) of the Russian Federation are given to
control the quality of the medicinal product in the territory of the Russian Federation. The manufacturer’s control is based
on Ph. Eur. methods (current edition) and in-house methods.

Salofalk 500 mg (RU)
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Salofalk 500 mg gastro-resistant tablets
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07.2029
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2 [okasatenu, HOPMBI M/ peaKIHs HOPM, IPUBEACHHBIC B 1AHHOM CICUHPUKALMY, MOTYT OTIIHYATECS OT cepTh(UKATa aHAM3a
TIPOUSBO/MTEIA B CBASH C OTIMYMEM CHEUM(UKALIMA TPOUIBOUTENS OT NPHHATHIX B P® TpeGopamii k CTaHJAPTH3aUHH AaHHOMH

JeKapCcTBEHHOH HOPMEL

2 The indicators, Limit and / or revision of the Limit given in this specification may differ from the manufacturer’s certificate of
analysis due to the difference between the manufacturer’s specification and the requirements Jor standardization of this
dosage form accepted in the Russian Federation.

3 HcnublTanue IpoJosKaloT 10 3 sTama B Clydae, CCIM HE BHIIOJHAIOTCS TpeGoBanus B nau Ba.
? Continue testing through the 3 levels unless the results conform at either B; or Bo.

3akiroueHue;

O6pa31_lbl npenapaTa BRIACPKUBAKOT UCIILITAHNS B COOTBETCTBHH C ’I‘peﬁOBaHI/I}IMI/I

HOpMaTHBHOTO nokyMeHTa [T N013074/01-230625.

Conclusion:

The samples of product pass the tests in accordance with the requirements of regulatory document P

NO13074/01-230625.

PC3yNbTaThl COOTBETCTBYIOT cneundmxaunn.

The results meet the specification.

Ipumeuanus:
Remarks: na

Jarta u noanuce:
Date and Signature:

Johan

HE NMPUMEHUMO

ler

Head of Quality Control
Qualified Person
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Dr. Falk Pharma GmbH

CeprudukaT Ha BbINYCK cepHu

Batch Certificate

Haspanue nmpoaykra, 103upoBka,

JiekapcreeHnasn ¢popma:

Name of product, strength, dosage form:

MHH (INN):

IIponssoanrenn API:
Manufacturer of API:

Homep cepun dpapmanesruueckoii

cyOcTaHmmu:
Batch Number of API:

Pa3mep u THn ynakoBkn:
Packaging size and type:

Crpana-nmnoprep:
Importing country:

Homep perncrpanuonnoro
YAOCTOBepeH A

Marketing authorisation number:
Homep cepun u 06bem naprun:

Batch number and size:

Hara npounssoacrea:

Date of manufacture:

Cpok rognocru:

Expiry date:
IlponsBoacTBeHHbI yuacTok:
Manufacturing site:

Ceprudnkar coorsercTBun

npou3BoaAuTe)s TpedboBanuam GMP:

Certificate of GMP Compliance:
KommenTapun:
Comments:

3asBaenne o ceprudpukanun:
Certification statement:

Canodanek 500 Mr TabieTkn, HOKPBITbIE
KHIIIEYHOPACTBOPHUMOM TUTEHOYHOM 000/104KOTH
Salofalk 500 mg enteric-coated tablets

Mecanasun (Mesalazine)

Mecanasun (Mesalazine) / Erregierre S.p.A. Sovere (BG)
Ttaly

B250175

B250176

B250181

TabJIeTKH, TIOKPBITHIE KHLIEYHOPACTBOPHMOI MJIEHOYHOH
o6onoukoit 500 mr, 10 wr. - Gructeps! (5 LIT.) - MaYKU
kapToHHsle (50 wT.)

tablets coated with intestine-soluble film coating 500 mg, 10
pes. - blisters (5 pes.) - cardboard packs (50 pcs.)

Poccus

Russia

IINO013074/01

P N013074/01

L26284A (8745 ynakosok)
L26284A4 (8745 packages)

08.07.2026
07.2029

Losan Pharma GmbH/ Jlozan ®apma Tm6X
Otto-Hahn-StraBe 13/ Otro-Xan-IlITpacce 13
79395 Neuenburg/ 79395 Hoiten6ypr
Germany/ I'epmanus

Losan Pharma GmbH / Jlozan ®apma I'm6X
Eschbacher StraBe 2 / Sw6axep Iltpacce 2
79427 Eschbach / 79427 Dmbax

Germany / I'epmanus

DE_BW_01_GMP_2026_0039 (JIozau Hoitenbypr / Losan
Neuenburg)

DE_BW_01_GMP_2026 0038 (Jlozan Dwbax / Losan
Eschbach)

CM. npunaraeMslit cepTudhuKaT aHanuza
See CoA attached

1, HwkenoanucaBIIHiics, HOATBEPKALO, YTO BBILICTIDHBEICHHAS HH(OPMALIUA SBIISETCS JOCTOBEPHOI U
TOYHOM. J[aHHas cepus MpoayKIHK Gblia NpousBeieHa (BKIIoYas yNakoBKy/ MapKUPOBKY) U TIPOBEAEH

Master_SAT 500 mg 50 100 RU

172 Batch number: 1.26284A




Dr. Falk Pharma GmbH

KOHTPOJIb €€ Ka4CCTBa Ha BBILIE YIIOMAHYTHIX MPOM3BOACTBEHHBIX YYACTKAX B TOJIHOM COOTBETCTBUM C
Tpebopanuamu Haanexamei npoussoactseHHoit npakTHKM (GMP), ycTaHOBAEHHBIMH MeCTHBIM
PETYJIATOPHBIM OPTaHOM, & TaK3Ke COOTBETCTBYET TPEGOBAHHSM, YCTAHOBIEHHBIM [IPH €I'0 roCyJapCTBEHHO
perucrpauuu B PO.

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 (GMP) established by the local regulatory authority,
and also complies with the requirements established during its state registration in the Russian Federation.
IIpoTOKOMBI NPOU3BONCTRA, YTIAKOBKY M AHATH30B GbLTH NIPOBEPEHBI H yCTAHOBJIEHO HX COOTBETCTBHE
TpeGoBannaM GMP u TpeGoBaHUAM, YCTAHOBIEHHBIM P €ro roCyAapCTBEHHOMN perucTpanuu,
CONCPXKALIMMCS B PETHCTPALHOHHOM JIOChE CTPaHbI-UMIIOpTEpa.

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

Harta u nomnuce: 7

Date and Signature: i )

Head of Quality Control
Qualified Person

18 SEP 2076

Dr. Falk Pharma GmbH
@ Leinenweberstr. 5
79108 Freiburg i. Br,, Germany

Master SAT_500 mg 50 _100 RU 22 Batch number: L26284A



