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CEPTUDUKAT AHAIIN3A / CERTIFICATE of ANALYSIS

MpopykT:

OEKCANTUH® 25, tabnetku nokpbiTbie NrEHO4HOR 060MOHKOIA, 25Mr

F162104
Product: DEXALGIN® 25, fiim-coated tablets, 25 mg
Ne cepuu / Batch number : 54012
Pa3smep cepumn / Batch size : 984400 Tabnetok / tablets
O6bem cepuu (KonuuecTBo) / Quantity: 96715
Larta narotosneunn | Manufacturing date :  11/2025
WcTevenune cpoka rognocty [ Expiry Date :  11/2028
[ara ananuaa / Date of Analysis : 15/01/2026
HopmatusHas pokymentaums /Number of  JIM-Ne(002508)-(PT-RU)-170125
valid Normative Document (ND): LP-Ne(002508)-(PI-RU)-170125 from 17.01.2025
Ceptudmuxar Ne. / Certificate number : 153341
NaBopaTopuoc MeHapuuu C.A., Acnanus
| Manufacturer:
Npoussoputent | Manufacturer: | aboratorios Menarini S.A., Spain
[leficTaylowee Bewectso / API: NekckeTonpodeHa TpomeTamon
Dexketoprofen trometamol
Ne cepuu geiicTRylOLEro BeulecTea /
API Batch Nr. mzetsr
MpoussoauTent AeicTBylOLIEro Nysokummka C.n.A.», Utanus
sewectea /| Manufacturer of the o
pharmaceutical substance (API): Lusochimica S.p.A.», ltaly
MAPAMETPbI /| PARAMETER TPEGOBAHME / SPECIFICATION | PE3YNbTAT / RESULT

Onucanue !/ Description

Onucanve
Appearance

Kpyrnele ABOAKOBbLINYKNblE TAONETKY,
NOKpPBITbIE NNEHOYHOI oBonoykoil 6enoro
LBeTa, ¢ PUCKON Ha oGenx cTopoHax
Tabnetku

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

CootseTcTBYyeT
Complies

NoanuuHocTb / Identifications

aexcketonpodeHa TpomeTamona (YP)
Dexketoprofen trometamol (UV)

Y® - cnekTp NOTAOLEHUST NCMLITYEMOrO
pacTeopa j,0IKEH UMETb MaKCUMyM nor-
NOLLEHNA NPY AANHE BoMnHb (258 + 2) Hm
UV-spectrum absorbancy of the test
solution has the peak absorbancy at the
wavelenath of (268 + 2/ nm

Cooteetcreyet / Conforms

AekckeTonpodeHa TpomeTamona (BAXX)
Dexketoprofen trometamol (HPLC)

Bpems YAEPKUBEHNA OCHOBHOIO NiKa Ha
XpoMaTorpamMmme UCnbITYeMoro pacTeopa
AOIKHO COOTBETCTBOBATL BPEMEHU
YAEPXUBAHUA OCHOBHOTO NUKa Ha
XpoMaTorpamme CTaHAapTHOro pacTeopa
AekckeTonpodeHa 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

CootsetcteyeT / Conforms

e
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CEPTU®UKAT AHAJIU3A / CERTIFICATE OF ANALYSIS
Mpoaykr: OEKCANTUH® 25, tabnetku nokpsiThie NNeHoUHO 060M04koii, 25mr F162104
Product: DEXALGIN® 285, fiim-coated tablets, 25 mg
Ne cepuu / Batch No : 54012
Ceptudukat Ne. / Certificate No : 153341 |
NMAPAMETPbI / PARAMETER | TPEBOBAHME /| SPECIFICATION ] PE3YNbTAT / RESULT

KonuyecTBeHHOe cogepxaHue /| Quantitative analysis

CpeaHss Macca 1 04HOPOAHOCTE NO Macce /
Tablets average weight and weight uniformity

070,255 800,275/ From 0.255 g fo
0.275¢g

18/20 + 5 %, 2/20 + 10 % ot cpepHei
macchl 78720+ 5 %, 2/20+ 10 % of the
average weight

0,264 rlg

CooteetctyeT / Complies

Boaa / Water

<5%

2,0%

R(-)-aHaHTnomepa keTonpodeHa (BIXX)
| Ri-)-Ketoprofen enantiomer (HPLC)

<1,0%

0,26 %

KonuuyecTBeHHOe onpegeneHune / Assay

DekcketonpodbeH / Dexketoprofen

oT 23,75 mr a0 26,25 mr C1eH1403
(nekcketonpodeHa) B TabneTtke (o1 95 %
A0 105 % OT 3asBNEHHOTO COAEPXKaHUA)

From 23.75 mg to 26.25 mg of C16H1403
(dexketoprofen) per tablet (from 95% to
105% of the label claim )

24,34 mr/tabn / mg/th
97,4 %

He meHee 75 % (Q) C1gH1403
(RekckeTonpodpeHa) OT 3anB-IeHHOro

Pacteopetwne / Dissolution test KONMYECTBA Yepes 20 MUH 93,9 %
2 75% (Q) att=20min

Noctoponuue npuMecu (BIXX) / Impurities (HPLC)

Npumecs Il / Impurity 1l <0,1% <0,005%
MNoumecs il / Impurity 1] £0,1% <0,005%
Npumece V / Impurity V £0,1% <0,005%
Npoayxr pasnoxernsa A/ Degr. product A <£0,2% <0,01%
MNpoaykT pasnoxennsa B/ Degr. product B <0,2% 0,04%
Mpoaykr pasnoxenus C /Degr. product C <0,1% <0,005%
CymMma MAEHTUPULMPOBaHHBIX NPUMECEA

(kpome R(-)- aHaHTHOMEPA) /

Total of the identified impurities (excluding s04% 0,04%
R-(-)-enantiomer)
elMHNYHan HenjeHTuduupobaHHas

npumeco 20,1 % 0,02%
Unknow impurities: individually each

Cymma HenaeHTUhULMPOBaHHBIX

npumecein £02% 0,02%
Unknow impurities: total
OBbuan cymma npumMecen

kpome R(-)}- sHaHTUOMEpa
(Tgtal impEJr)ities P =06% 0,08%
(excent R(-)-ketoorofen enantiomer)
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Los certificados de Slstemas de Gestion corresponden

a Laboratorios Menarini. S.A

CEPTU®UKAT AHAJNIU3A / CERTIFICATE OF ANALYEIS
MpoAaykT: OEKCAIMTTUH® 25, tabneTku nokpeiTble nAeHouHol 0605104Kol, 25mr F162104
Product: DEXALGIN® 25, fiim-coated tablets, 25 mg
Ne cepuu / Batch No : 54012
Ceptndukar Ne. / Certificate No : 153341
NAPAMETPbI /| PARAMETER TPEBEOBAHMWE | SPECIFICATION PE3YJIbTAT / RESULT

ORHOPOAHOCTE AMHUL, [LO3NPOBAHNA
Uniformity of dossage units

Napametp npuemnemoctn Ana 10 eanHUL,
15,0

NapameTp npuemnemoctn ana 30 eanHUL
npoanposBannsa 15,0 1 HY oaHa U3 eBUHML
He <yem 0,75M wnun > 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 >
1.25M

10,7

OAHOPOAHOCTDL M0 Macce
Uniformity of mass

18/20 TabneTok: £ 5 %, 2/20 TabneTok:
1 10 % oT cpenHew macchl

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

CootsetcreyeT / Conforms

Mukpo6uornoruyeckas yuctorta / Microbial contamination

Obuwjee KONMYEecTBO KM3HECNoCoBHbIX
MUKPOOPTraH3MoB
Total viable microbial count

<2000 KOEse1r /CFUAg

<10KOEB 11 / CFUAQ

ObLee KONUHYECTBO APOXOKEBLIX U
nnecHeBbIX rpnboe
Total veasts and moulds count

£200 KOEsB1r / CFU/ZQ

<10KOE 8 1r / CFUAQ

Escherichia coli

oTcytcTeue B 1r / Absenceon 14

Cootsetcteyet / Conforms

Ynakoeka / Packaging

Mo 10 TabneToK B KOHTYPHOWN AYEAKOBON
ynakoeke (6nmctep) [NBX/conera
anwoMuHnesan unu donsra
aniomuHueBasn/donera antomMuHuesas).
Mo 1 6nucTepy ¢ MHCTPYKUMEN NO
NPUMEHEHWIO B KAPTOHHOW Nauke.

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

1 blister with the core data sheet into a
cardboard box

Cootsetcreyet / Conforms

Mapkuposka / Labeling

B cooTtBeTcTeuu ¢ Pasaenom 1.3.2

Moaynsa 1 perucTpaunoHHOro focbe
In accordance with Chapter 1.3.2 of
Module 1 of the reaistration dossier

CootsetctByeT / Conforms

'Y MONHOMOYEHHBIM SIULOM.

ICepTudpmkar: BoiileykasaHHas cepus COOTBETCTBYET TpeboBaHNAM HOPMaTUBHOW foKyMeHTaLuun 1 Obina BoinyLleHa

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

28/01/2026

/hsF—

e
Meneaxep Kavecra
Quality Manager
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HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-54012

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): 54012
O0Bem cepun(mapTun) 96 715
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

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM perucTpanuu

z,/b '
/7 Pyzanona T.B.
(moamuce)

12.03.2026
(mara)

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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