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CEPTUDUKAT AHAIIU3A / CERTIFICATE of ANALYSIS
MponykT: JEKCAJITTUH® 25, tabnetkn nokpbITbie nneHouHoi o6onoukoi, 25mr —_—
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepuu / Batch number : 61001
Pasmep cepuu / Batch size : 976500 Tabnetok / tablets
O61bem cepum (konuvecTtBo) / Quantity: 95256
Hara narotosnenus / Manufacturing date :  03/2026
UcTeuenne cpoka roqHocTu / Expiry Date :  03/2029
Hara ananusa / Date of Analysis : 29/04/2026
HopmatueHas aokymentauun /Number of  JIN-N2(002508)-(PT-RU)-170125
valid Normative Document (ND): LP-Ne(002508)-(PI-RU)-170125 from 17.01.2025
Ceptudpukar Ne. / Certificate number : 172472
Nab6oparopyoc MenapuHu C.A., Ucnaruns
n | Manufacturer:
poussonutens | Manutacturer: Laboratorios Menarini S.A., Spain
. HekcketonpodeHa TpoMeTamorn
/API:

Aenctaytotiiee BelecTso Dexketoprofen trometamol
Ne cepuu geicTeylowero sewecrea /

M 7
API Batch Nr. 2906
MNpouzeoguTens AEHCTBYHWETO n A
sewecTea / Manufacturer of the ysoxmwlxa C.nA-», Uranus
pharmaceutical substance (AP)): Lusochimica S.p.A.», ltaly
NMAPAMETPbI /| PARAMETER TPEBEOBAHME /| SPECIFICATION | PE3YNbTAT / RESULT

Onucaxue /| Description

OnuvcaHue
Appearance

Kpyrrble ABOAKOBLINykNble TabneTky,
fOKpBITbIE NNeHo4HHoW oGonoukoin 6enoro
UBETA, C PUCKOI Ha obeunx cTopoHax
TabneTkn

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

CooTBeTCcTBYET
Complies

NMoanuHHocTe /! Identifications

fekckeTonpochera TpomeTamona (Y®)
Dexketoprofen trometamol (UV)

Y® - cnekTp NornoweHusa UCNbITyeMoro
pacTeopa A0/MKeH UMETb MaKCUMYM Mor-
NOLUEHWA Npy AnKuHe BOMHbI (258 £ 2) Hm
UV-spectrum absorbancy of the test
solution has the peak absorbancy at the
wavelength of (258 £ 2) nm

CootsetcTeyet / Conforms

JekckeTonpodera Tpometamona (BAXX)
Dexketoprofen trometamol (HPLC)

Bpems yaepxu1BaHns OCHOBHOTO Nuka Ha
XpOMaTorpamMMe UCTbITY@MOro pacTeopa
[LOIKHO COOTBETCTBOBATH BPEMEHU
YAEPX1BaHNA OCHOBHOIO MUKa Ha
XpomarorpamMmme CTaH4apTHOro pacTeopa
faekcketonpodeHa TpometTamona

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

Cootsetctayet / Conforms

Crp./ Page 1
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CEPTUDUKAT AHAITU3A
Mpogykr: DEKCAINTMNH® 25, tabnetku nokpbiTbie MNEHONHOM 060M04KOMA, 25Mr F162104
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepuu / Batch No : 61001
| Ceptudpukar Ne. / Certificate No : 172472
NMAPAMETPbI / PARAMETER l TPEBOBAHMWE / SPECIFICATION [ PE3YNbTAT / RESULT
KonuuecTBeHHOe coaepxaHue / Quantitative analysis
010,255 80 0,275/ From 0.255 g to
CpegHas macca U OAHOPOAHOCTL No macce / 0.2759 0,263 rlg
] . ) ] 18/20 + 5 %, 2/20 + 10 % oT cpepHein
Tablets average weight and weight uniformity | .~ 18/20+ 5 %, 2/20 + 10 % of the Coorsetcteyet / Complies
average weight
Boaa / Water <5% 1,9 %
R(-)-aHaHTMoMepa keTonpodeHa (BOMX) o o
_R(-)-Ketoprofen enantiomer (HPLC) =1.00% 0,16 %
KonuyectBeHHOe onpeaeneHne / Assay
ot 23,75 Mr ao 26,25 mr C1gH1403
(nekckeTonpodera) B TabneTke (0T 95 %
10 105 % OT 3afBNeHHOro COAePXKaHua) 24,80 mr/tabn / mg/th
RexckeTonpodben / Dexketoprofen From 23.75 mg to 26.25 mg of C16H1403 | 992 %
(dexketoprofen) per tablet (from 95% fo
105% of the label claim )
He meHee 75 % (Q) CisH1403
Pacreoperue / Dissolution test iﬁi’;ﬂfgg‘: 3?:;8%8 L::;ﬂs—neHHoro 97,2 %
= 75% (Q) att= 20 min

NocTopokHue npumeck (BIXX) / Impurities (HPLC)

Npumecs Il / Impurity Il £01% <0,005%

Mpumecs Il / Impurity 11 <0,1% <0,005%

MNpumeck V / Impurity V B £0,1% - <0,005% |
Npoayxr pasnoxenns A / Degr. product A £02% <0,01%

MpopykT paznoxenus B/ Degr. product B <02% 0,01%

MpogykT pasnoxerna C / Degr. product C <0,1% <0,005%

CyMmMa AEHTUPULMPOBAHHBIX NPUMEceH
(kpome R(-)- aHaHTMOMEpa) /
Total of the identified impurities (excluding
R-(-)-enantiomer)
efuHWYHas HenaerTudbuLMposaHHan
npumeck <0,1% 0,02%
Unknow impurities: individually each
CymMMa HeMAEHTUPUUMPOBAHHbIX
npumecen £02% 0,03%
Unknow impurities: total :
O6Lwan cymma npumecei
kpome R(-)- anaHTMOMEpa
(Tgta/ impEJZities Pe) <06% 0,04%
(except R(-)-ketoprofen enantiomer)

£04% 0,01%
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CEPTU®UKAT AHAIIU3A
MpopykT: OEKCAINTMH® 25, tabneTkut nokpsiTble nneHouHok oBonoqkoi, 25mr £162104
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepuu / Batch No : 61001
Ceprudbuxkar Ne. / Certificate No : 172472
MAPAMETPbI /| PARAMETER TPEBOBAHME / SPECIFICATION PE3YNbTAT / RESULT
NapameTp npuemnemoctn ana 10 eanHny
15,0

MNapameTp npuemnemoctn Ana 30 egnHni,

o LoanposaHuA 15,0 U HU oA Ha M3 eanHnL
NHOPOAHOCTb EAUHNL, AO3NPOBAHNS He < uem 0,75M nmm > 1,25M / 5.4

Uniformity of dossage units
Y g Acceptance value for 10 units < 15.0

Acceptance value for 30 dosage units <
15.0 and neither unit < than 0.76 M or >

1.25 M
18/20 Tabnetok: + 5 %, 2/20 TabneTok:
OnHopogHOCTb NO Macce + 10 % oT cpeaHeW macchl c / Conf
Uniformity of mass 18/20 = 5 %, 2/20 + 10 % of the average OOTREIETEYST /£ LONTOrmS
weight

Muxkpo6uonoruveckas yuctorta / Microbial contamination
O6Lwee KONMYECTBO XN3HECNOCOBHBIX
MWKPOOPraHu3smMoB <2000 KOE®B1r1 /CFU/Q <10KOEB 1r /CFU/A
Total viable microbial count

Obulee KONMYECTBO 4 POXOKEBbIX N

nnecHesbIx rpu6os <200 KOEs1r / CFUQg <10KOEB1Tr /CFUY
~ Total yeasts and moulds count
Escherichia coli otcyTcreme B 11 / Absenceon 19 CooteeTcTByeT / Conforms

Mo 10 TabneTok B KOHTYPHO AYEKOBOV
ynakoske (6nucrtep) [[BX/donsra
anioMuHneBas unu donera
anloMMHWeBas/ponsra antoMnHneBasn].
Mo 1 6ANCTepy C MHCTPYKUWEN No
NPUMEHEHUIO B KAPTOHHON Nauvke.

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

1 blister with the core data sheet info a
cardboard box

B cooTeeTcTBuM C Pasaenom 1.3.2
Mogayns 1 perucTpaunoHHoro gocke

In accordance with Chapter 1.3.2 of
Module 1 of the registration dossier

Ynakoeka / Packaging CooTteeTctyeT / Conforms

Mapkupoeka / Labeling CooteetctayeT / Conforms

CepTudmkar: BellueykasaHHas Cepusi COOTBETCTBYET TPeGOBaHNAM HOPMETMBHOR AOKYMEHTaLMy 1 Bbina BbinyLeHa

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

06/05/2026

===

MeHepxep Kavectsa
Quality Manager
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HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-61001

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): 61001

O0Bem cepun(mapTun) 95 256
JlaTta mpousBocTBa 03.2026
I'onen no 03.2029

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

07778, Pysawosa T.B.  07.07.2026
(nQAamuck) (nara)

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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