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Los certificados de Sistemas de Gestion corresponden

CEPTUDUKAT AHANWU3A / CERTIFICATE of ANALYSIS

Mponykr: OEKCAJITUH® 25, tabneTku nokpbiThle ANEROYHO 060N04KoiA, 25Mr
Product: DEXALGIN® 285, film-coated tablets, 25 mg FISEIES
Ne cepun / Batch number : 54014
Pa3amep cepum / Batch size : 955000 TabneTtok / tablets
0O6Bem cepun (konuvecTBO) / Quantity: 93660
[Jara wsrotosnenus | Manufacturing date: 11/2025
WcteueHue cpoka rogHocTu [ Expiry Date:  11/2028
Dara ananu3a / Date of Analysis : 03/02/2026
HopmaTusHan fokymeHTaums /Number of ~ NIN-N2(002608)-(PT-RU)-170125
valid Normative Document (ND): LP-Ne(002508)-(P-RU)-170125 from 17.01.2025
Ceptudpukar Ne. / Certificate number : 158876
MpounasoauTens / Manufacturer: faa:g:;;;zzc;;:v:::?g:.'CéAp;hl:IcnaHMﬂ
DenctBylowee BewecTso /APl ﬁ:::;;ii?;e;jn::g:;wm
Ne cepuu aeiicTByloIlEro BewecTsa /
API B';tchANr. g a MESIEE
Toowseonuten achorayiouiero
pharmaceutical substance (API): Lusochimica S.p.A.», Italy
NAPAMETPbI / PARAMETER TPEBEOBAHMUE /| SPECIFICATION | PE3YINIbTAT / RESULT

OnucaHnue / Description

OnucaHue
Appearance

Kpyrnble [BOAKOBbINYKNbIE TAbneTky,
NoKpbIThIE NNeHoYHoR o6onoukoit Genoro
uBeTa, ¢ pUCKoii Ha 0beux cTopoHax
TabneTtkv

White, round biconvex film-coated tablets
with score on both sides

CooteeTcreyeT
Complies

NMoanuuHocTk ! Identifications

JekckeTonpodeHa TpomeTamona (Y®P)
Dexketoprofen trometamol (UV)

Y& - cnekTp NOrnoLweHns WCnbITYeMoro
pacTeopa AOMKEH UMETE MaKCUMYyM nor-
AoLeHnA Npu AnNnHe BosHbl (258 £ 2) Hm
UV-spectrum absorbancy of the fest
solution has the peak absorbancy at the
wavelength of (268 £ 2) nm

Cooteetcreyet / Conforms

nekcketonpodeHa TpomeTamona (BOXX)
Dexketoprofen trometamol (HPLC)

Bpems yaepxvusaHUA OCHOBHOrO Nvka Ha
XpoOMaTorpaMmMe UCMbITYEMOro pacTeopa
LOMKHO COOTBETCTBOBATL BPEMEHN
YAEPXUBAHNA OCHOBHOMO NKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
JekckeTonpodeHa TpoMeTamona

Main peak retention time on the fest
solution chromatogram should comply
with the main peak retention time on the
chromatogram of dexketoprofen
trometamol standard solution

CooteeTtcreyet / Conforms
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CEPTU®UKAT AHATIU3A / CERTIFICATE OF ANALYSIS
Mpoaykr: OEKCAITUH® 25, tabnetkn nokpbiThie nneHo4Ho# 06onoukoi, 25mr F162104
Product: DEXALGIN® 25, fiim-coated tablets, 25 mg
Ne cepuu / Batch No : 54014
Ceptudpukar Ne. / Certificate No : 158876 B -
NMAPAMETPb! / PARAMETER | TPEBOBAHMUE | SPECIFICATION | PE3YJIbTAT / RESULT
KonuuectBeHHoe copepxaHue / Quantitative analysis
010,255r 500,275/ From 0.255 g fo
CpepnHsisi Macca v ofHOpPOAHOCTL No Macce / 0.275¢9 0,265 rlg
’ . . ] 18/20 + 5 %, 2/20 = 10 % o7 cpeaHei
Tablets average weight and weight uniformity macchl 18720 + 5%, 2/20 + 10 % of the Coortsetcrayer / Complies
average weight
Bopa / Water <5% 2,3 %
R(-)-aHaHTUoMepa keTonpodera (BOXX) o o
RI-)-Ketoprofen enantiomer (HPLC) <1.0% QS %
KonuuyecTBeHHoe onpegeneHue / Assay
oT 23,75 Mr 40 26,25 Mr C1sH1403
(aekcketonpodeHa) B Tabnetke (o1 95 %
A0 105 % OT 3asBNEHHOTO COAEPXaHNs) 25,10 mrftabn / mg/th

Pekcketonpocen / Dexketoprofen From 23.75 mg to 26.25 mg of C16H1403 | 100.4 %
(dexketoprofen) per tablet (from 95% to
105% of the label claim )

He meHee 75 % (Q) C16H1403

. . (aekckeTonpodeHa) oT 3anB-NeHHOro o
PacteopeHnue / Dissolution test KONMUECTBa Yepes 20 MUH 96,0 %

2 75% (Q) att=20min
MNoctopoHHue npumecu (BIXKX) / Impurities (HPLC)

Npumecs |l / Impurity 1 £01% <0,005%
Mpumecs L1/ Imourity 1 <£0,1% <0,005%
Npumeck V / impurity V <£0,1% <0,005%
MNpopykT paanoxennsa A / Degr. product A <02% <0,01%
MpoaykT pasnoxenns B / Degr. product B $0,2% 0,04%
Npoaykr pasnoxennsa C / Degr. product C <0,1% <0,005%

Cymma naeHTUOULUPOBaHHbIX NpUMecel
(kpome R{-)- aHaHTnOmMEpPa) /
Total of the identified impurities (excluding
R-(-)-enantiomer)
efVMHUYHAA HEMAEeHTUDULUUPOBaHHASR
npumech <£01% 0,02%
_Unknow impurities: individually each
Cymma HenpeHTuUMpoBaHHbIX
npumMecen $02% 0,02%
Unknow impurities: total
O6wasa cymma npumecen
kpome R(-)- aHaHTUOMEpPa
(Tgta/ impfjr)ities Pe) s06% 0,06%
(except R(-)-ketourofen enantiomer)

£04% 0,04%
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a Laboratorios Menarini. S.A

CEPTUDOUKAT AHANMU3A / CERTIFICATE OF ANALYSIS
Mpoaykr: OEKCAITUH® 25, tabneTku nokpbiTble NNeHouHoi obomnoukoi, 25mr £162104
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepum / Batch No : 54014
Ceptudukar Ne. / Certificate No : 158876
NMAPAMETPbI /| PARAMETER TPEBOBAHMUE / SPECIFICATION PESYNBTAT / RESULT

OAHOPOAHOCTL €AVHIL, AO3UPOBAHUA
Uniformity of dossage units

NapameTp npuemnemocTy ans 10 eanHuL,
15,0

MNapameTp npuemnemocty aAna 30 eanHuy,
poanpoBannA 15,0 U HU oAHa K3 eanHKY
He < yem 0,75M unm > 1,25M /
Acceptance value for 10 units < 15.0
Acceptance value for 30 dosage units <
15.0 and neither unit < than 0.75 M or >
1.26 M

8,0

OpHopoaHOCTL NO Macce
Uniformity of mass

18/20 TabneTok: £ 5 %, 2/20 Tabnetok:
+ 10 % oT cpeaHen macch!

18/20 £+ 5 %, 2/20 £ 10 % of the average
weight

Cootsetcreyet / Conforms

Mukpo6uonornyeckas yuctora / Microbial contamination

O6LWwee KONUIYECTBO XU3HECNOCOBOHBIX
MWUKPOOPraHU3MoB
Total viable microbial count

<2000 KOEB1r1 /CFUAQ

<10KOEB 1T /CFU/ZQ

O6Lwee KonNuM4ecTBOo JPONOKEBbIX 1
nnecHeebIX rpnbos
| Total yeasts and moulds count

£200 KOEs1r / CFUAg

<10KOE & 1r / CFU/g

Escherichia coli

otrcytctene B 1r / Absence on 14

CootsetcTayeT / Conforms

Ynakoeka / Packaging

Mo 10 Tabnetok B KOHTYPHOW A4EAKOBOW
ynakoBke (6nuctep) [[BX/tdonera
antoMuHuesas unu cdonbra
anioMuHuesas/onbra antoMuHueBas).
Mo 1 6nuctepy ¢ UHCTPYKLWel rno
NPUMEHEHUIO B KAPTOHHOWN NavKe.

10 tablets in blister [PV C/aluminum foil or
aluminum foil/aluminum foil].

1 blister with the core data sheet into a
cardboard box

CooteetctByeT / Conforms

Mapkuposka / Labeling

B cooTeetcTBUM ¢ Pasgenom 1.3.2

Moayns 1 perucTpaunoHHOro Joceke
in accordance with Chapter 1.3.2 of
Module 1 of the registration dossier

CooteetcTeyeT / Conforms

Y NONHOMOYEHHBIM NTULIOM.

CepTudmkar: BoileykasaHHas cepus COOTBETCTByeT TpeGoBaHUAM HOPMATUBHOW AOKYMEHTALMY 1 Oblna ebinyLieHa

Certificate: The batch complies with the normative documentation and has been released by a Qualified Person.

19/02/2026

[\

Meneaxep KavecTtsa
Quality Manager
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-54014

ToproBoe HaMMEHOBaHUE Jekcanrua® 25

MexnyHapoaHOE HEMATEHTOBAHHOE HAUMEHOBAHNE Hexcketonpoden

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

TaOJICTKH MMOKPHITHIC IJICHOYHOM
000JIOYKOM

JlexapcTBenHas ¢hopma

Jo3upoBka 25 mr

10 wT. , ynakoBKH sUEHKOBBIE
KOHTYpHBIE (1), mTaYKu KapTOHHBIE

®dopMa BBIITyCKa

Howmep cepuu (naptun): 54014
O0Bem cepun(mapTun) 93 660
JaTa npousBoacTsa 11.2025
I'onen no 11.2028

IMpousBoautenn I'J1D
(Bce ctaguu, BKIItOUast BBITYCKAIOITUI
KOHTPOJIb KAYECTBA)
JlabopaTtopuoc Menapunu C.A.,
Hcnanus
(Alfonso XII, 587, Badalona,08918
Barcelona, Spain)

HaumenoBanne wu angpec  mpousBogutens  (c
yKa3aHHUEM CTaJHui MPOU3BOJICTBA)

Howmep u nara peructpaliiOHHOTO YAOCTOBEPEHUS

JITT-Ne(002508)-(PT-RU) ot 09.06.2023

Howmep n nara HOpMaTUBHOW TOKYMEHTALIMHU

JII-Ne(002508)-(PT-RU)-170125

HanmenoBanue u azpec nepxarens | Menapuan  MHTtepHsman — Onepeinins
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JIroxcemOypr CA, JIrokcemOypr
(1, Avenue de la Gare, L-

1611,Luxembourg)

Hacrossiumii JOKyMeHT NOATBEPKIAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTCTBYeT 61-D3 «OO6 olpaleHuu JIeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKAPCTBEHHOT'O IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IPU €ro
roCyJJapCTBEHHOM perucTpanuu

>

06.04.2026
(mara)

P el ‘,‘/ ——
Hapunn»y << Coxkonos B.JI.
(moxmucek)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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