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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menarini. S.A

CEPTUDUKAT AHAJIU3A / CERTIFICATE of ANALYSIS
MponykT: OEKCAJTTUH® 25, 1a6retku nokpeiTsie nneHouHoi 060no4Koi, 25mr F162104
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepum / Baich number : 54013
Paamep cepuu |/ Batch size : 963000 Tabnetok / fablets
0O61Lem cepum (konuyecTBo) / Quantity: 93954
Data usrotoenenun / Manufacturing date :  11/2025
WMctevyeHne cpoka roaHocTy | Expiry Date:  11/2028
Dara ananu3sa / Date of Analysis : 13/03/2026
HopmaTusHan nokymenTaumns /Number of NN-Ne(002508)-(Pr-RU)-170125
valid Normative Document (ND): LP-Ne(002508)-(PI-RU)-170125 from 17.01.2025
Ceptucpukar Ne. / Certificate number : 157239
Nabopatopnoc Menapuun C.A., UcnaHus
n | Manufact :
poussoautent / Manuracturer: L aboratorios Menarini S.A., Spain
[eiicTayiowee sewecreo / API: OekckeTtonpodeHa TpomeTamon
Dexketoprofen trometamol
Ne cepuu AedcTRYlOLIErO BEllecTsa /
281
APl Batch Nr. Hzsis?
MpoussoauTens AelicTeyiolllero Nysokummka C.n.A.», UTanus
BemectBa / Manufacturer of the o
pharmaceutical substance (AP): Lusochimica S.p.A.», Italy
NMAPAMETPbI /| PARAMETER TPEGOBAHME / SPECIFICATION [ PE3YNbLTAT / RESULT

Onucanue / Description

Onucanve
Appearance

Kpyrnbie f8osKoBbINyKble Tabnetkuy,
noKpbITEIE NAEHoYHol oBonoukoii 6enoro
LiBeTa, ¢ pUckoil Ha obenx CTopoHax
TabneTku

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

CooTeeTCcTBYET
Complies

MoanuHHOCTL / Identifications

JekckeTonpodeHa TpomeTamona (Y®)
Dexketoprofen trometamol (UV)

YO - cnekTp nornoweHna UenelTyemoro
pacTBOpa AOCMKEH UMETb MAKCUMYM NOr-
nouwieHus npu ANvHe BonHbl (258 £ 2) HM
UV-spectrum absorbancy of the fest
solution has the peak absorbancy at the
wavelength of (258 + 2) nm

CooTsetcTeyet / Conforms

nekcketonpodpeHa TpomeTamona (BIOXX)
Dexketoprofen trometamol (HPLC)

BpemMs yaepxuUBaHNs OGHOBHOIO Nkka Ha
XpOMaTorpaMme UCnbITYeMOoro pacTeopa
LLOMKHO COOTBETCTBOBATL BPEeMEHM!
YAEpXMBaHNA OCHOBHOTO MKUKa Ha
XpomaTorpaMme cTaHaapTHOro pacTeopa
nekcketonpodeHa TpoMeTamona

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

Cootsetcreyer / Conforms
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CEPTUD®UKAT AHAJIU3A / CERTIFICATE OF ANALYSIS
MpopykT: OEKCAIITUH® 25, tabneTkn nokpbITbie MieHouHoH 0601104Koil, 25mr F162104
Product: DEXALGIN® 25, film-coated tablets. 25 mg
Ne cepum / Batch No : 54013
Ceprudukar Ne. / Certificate No : 157239
MAPAMETPbI /{ PARAMETER | TPEGOBAHMUE / SPECIFICATION | PE3YNLTAT / RESULT
KonuuecTBeHHOe copepxaHue /| Quantitative analysis
010,255 00 0,275/ From 0.255 g fo
CpepHss macca v 0AHOPOAHOCTL No Macce / 0.2759 0,265 r/g
’ i . . 18/20 + 5 %, 2/20 + 10 % oT cpeaHen
Tablets average weight and weight uniformily | uacen 18/20 + 5 %, 2/20 + 10 % of the CooTsercrayer / Complies
average weight
Boaa / Water <5% 27 %
R(-)-aHanTnomepa ketonpodpera (B3MX) o B
R[-I-Kefoprofen enantiomer (HPLC] <1.0% 0,25%
KonunyecTBeHHOe onpeaeneHue / Assay
ot 23,75 Mr a0 26,25 mr CigH1403
(nexckeTonpodbeHa) B Tabnetke (0T 95 %
40 105 % OT 3asBAEHHOTO COASPXAHUS) 25,10 mr/rabn / mg/th

RexckeTonpodben / 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 menee 75 % (Q) C1sH1403

. . {AekckeTonpocdpeHa) OT 3asB-JIeHHOro e
Pacteopenue / Dissolution test KOMYECTBA Yepes 20 MUH 91,6 %

275% (Q) att=20min
MocToponHue npumech (BIXX) / Impurities (HPLC)

| Npumecs I / Imourity I <0,1% <0,005%
Npumecs Il / Impurity I <0,1% <0,005%

Tpumecs V / Impurity V £0,1% <0,005%
MpoaykT paanoxenus A / Degr. product A <£0,2% <0,01%
MpoaykT pasnoxeHws B / Degr. product B £02% <0,005%
MpoaykT pasnoxerusi C / Degr. product C £01% <0,005%

Cymma naeHTMhUUMpOoBaHHbIX NpUMecen
(xpome R(-)- sHaHTUOMEpa) /
Total of the identified impurities (excluding
R-(-)-enantiomer)
efVHNYHaR HenaeHTudumpoBaHHas
npumech £01% 0,02%
Unknow impurities: individually each
CyMMa HenaeHTMUMLMPOBaHHbBIX
npumecei <02% 0,04%
Unknow impurities: total
O6wwas cymma npumecen
kpome R(-)- sHaHTHOMEpPA
e impfj)ities P2 £06% 0.04%
(except R|[-)-ketoprofen enantiomer)

£04% <0,01%
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Los certificados de Sistemas de Gestion corresponden

a Laboratorios Menarini. S.A

CEPTUO®UKAT AHAINUBA / CERTIFICATE OF ANALYSIS
MpopykT: OEKCAITMNH® 25, tabneTku1 nokpbiTbie NneHouHoi 060n04koii, 25Mr F162104
Product: DEXALGIN® 25, fiim-coated tablets. 25 mg
Ne cepuu / Batch No : 54013
Ceptudukar Ne. / Certificate No : 157239
NMAPAMETPbI / PARAMETER TPEBOBAHMUE / SPECIFICATION PE3YIbTAT / RESULT

OnHOPOAHOCTL €4MHWAL, A03MPOBaHUSA
Uniformity of dossage units

NapameTp npuemnemoctn Ans 10 eguHuL
15,0

MapameTp npuemnemoctu Ans 30 eqnHu,
posuposaHus 15,0 n HM oaHa 13 eauHUL
He < yeMm 0,75M unn > 1,25M /
Acceptance value for 10 units < 156.0
Acceptance value for 30 dosage units <
15.0 and neither unit < than 0.76 M or >
1.25M

10,9

OpHOpoAHOCTL MO Macce
Uniformity of mass

18/20 Tabnetok: + 5 %, 2/20 TabneTok:
+ 10 % oT cpeaHeil macchl

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

CoortsetctByeT / Conforms

_Mukpo6uonoruyeckas umcrorta / Microbial contamination

Ob6Lwee KONUYeCcTBO XU3HeCnocobHbIX
MWKPOOPraKnamos
Total viable microbial count

<2000 KOEe1r /CFUAG

<10KOEB1r / CFU/Zg

O6uee KONMMYECTBO APONOKEBBIX U
nnecHeBsbIX rpubos
Total veasts and moulds count

<200 KOEsB1r / CFUAg

<10KOE s 1r /CFUAQ

Escherichia coli

otcytctBne B 11 / Absenceon 1¢

CooteetcTeyeT / Conforms

Ynakoeka / Packaging

Mo 10 TaBneTok B KOHTYPHOW AYEAKOBOM
ynakoBke (6nuctep) [[IBX/donbra
anioMuHneBas unu gonsra
aniomusMesas/chonsra anioMmHeBas).
Mo 1 6AMCTEpy C UHCTPYKUMENA NO
NPUMEHEHUIO B KAPTOHHOM Mauke.

10 tablets in blister [PVC/aluminum foil or
aluminum foil/aluminum foil].

1 blister with the core data sheet into a
cardboard box

CooTeeTctayeT / Conforms

Mapkuposka / Labeling

B cooteetcTeum ¢ Pazaenom 1.3.2

Moaynsa 1 perucTpaunoHHOro jocLe
in accordance with Chapter 1.3.2 of
Module 1 of the registration dossier

CootsetctyeT / Conforms

Y NONHOMOUEHHBIM NIULIOM.

Ceptudmkart: BrilueykasaHHas cepus COOTBETCTBYeT TpeGoBaHUAM HOPMaTUBHON AOKYMEHTaLMM U 6biria BbinyLLeHa

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

20/03/2026

fice

MeHepxep Kayectsa
Quality Manager
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HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54013

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): 54013

O0Bem cepun(mapTun) 93 954
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
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15.05.2026
(mara)

v p = — "
CRAPUHID) & ~—— = Coxonos B ik
c (TToIHCh)

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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