GRUPO

MENARINI

LRQA

CERTIFIED CERTIFIED CERTIFIED

150 2001 50 140031 150 45001

www.menarini.es
Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menarini. $.A

CEPTU®UKAT AHATNIU3A / CERTIFICATE OF ANALYSIS

JAEKCAJTTUH® (OekckeTtonpodeHn 25 Mr, rpaHynbl Ans
NPUroTOBIEHNS pacTBopa AnA Npuema BHYTPb) F163071
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepum / Batch number : 62003
O6bem cepuy (konuuyecTso) / Quantity(pck.): 11664 yn. / units
Dara narotoBnenus | Manufacturing date : 05/2026
UcTeueHne cpoka rogHoctu | Expiry Date : 04/2030
Darta aHanu3aa / Date of Analysis : 09/06/2026
CepTtudpmkar Ne. / Certificate number : 179485

Nabopatopuoc Menapunmn C.A., Vicnanus

MNpouzsoautens / Manufacturer: . o }
Laboratorios Menarini S.A., Spain

HopmaTueHas nokymentaums / Number of valid

Normative Document (ND): JIN-Ne(000671)-(PT-RU)-310325

DewcTByiowee BeulecTso / APl [JekckeTonpochena TpomeTamon / Dexketoprofen trometamol

Ne cepum geicTeylolero BewecTsa /
API Batch Nr.

M29518

MpoussoauTenk AENCTBYIOLWEro BewecTsa /
Manufacturer of the pharmaceutical substance (API)

NMAPAMETPbI / PARAMETER | TPEBOBAHWE / SPECIFICATION PE3YNbTAT / RESULT

Nysokumuka C.n.A.», Utanus / Lusochimica S.p.A.», Italy

paHynbl HenpasunbHON HOPMBLI XKENTOro LiBeTa

o C NNMMOHHbIM 3aNaxom.
Onucanue / Description . . CooteetctByeT / Complies
Yellow granules of irregular shape having lemon

odor

Mpo3padHblil pacTBOP XKENTOro LBeTa, He
5 . coaepxalui BUOVMbIX MEXaHU4ECKUX
HOLIG BY A, PEcIE0pE BKMIOYEHUN, C IMMOHHBIM 3anaxom Cootsetcrayet / Complies

Appearance of solution Translucent yellow solution containing no visible
mechanical impurities and having lemon odour

VicnbiTaHne nekapcTeerHon dopmel / Testing of the dosage form

0,
CpegnHas macca CoaepXXumMoro ‘;2 r i+77’55 ﬁ; 25r/g
nakeTuka v OTKNOHEHWE OT CpeaHen 0 G197
! 18/20 + 7,5 %, 2/20 + 15 %
Average weight of sachet contents or cpe_,qHéﬁ n:éccu - ?
andQyerage weightdeviaden 18/20 + 7,5 %, 2/20 + 15 % of the average weight | CooTeeTcTayet / Complies

Alfons XlI, 587, 08918 Badalona, Barcelona, Espafia | (+34) 93 462 88 00 { info@menarini.es
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CEPTU®UKAT AHAINU3A / CERTIFICATE OF ANALYSIS

Mpoaykr: NEKCAITTUH® (JexckeTonpodeH 25 Mr, rpaHynbl Ans
MPUroTOBNEHNS pacTBOpa ANs Npuema BHYTPb) F163071
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu / Batch number : 62003
Ceprudpukar Ne. / Certificate number : 179485
MAPAMETPbI /| PARAMETER TPEBOBAHWE / SPECIFICATION PE3YNbTAT /| RESULT

MoanuHHocTs [ Identification

B3OMXX:

BpeMs yaepxmBaHus OCHOBHOFO NUKa Ha
XpomMaTtorpamme 1CneITyeMoro pactesopa
OOTHKHO COOTBETCTBOBATL BPEMEHN
yAepKUBaHWA OCHOBHOIO MNuka Ha
XpomaTtorpamme CTaHAapTHOrO pacreopa
[JekckeTonpodpeH / Dexketoprofen JAekckeTonpodeHa. MonoxuTtensHo / Positive

HPLC:
Retention time of the principal peak in the

chromatogram of the test solution should correspond
to that of the principal peak in the chromatogram of
the standard solution of dexketoprofen.

B3OXXX-AM[ (amogHo-MaTpuyHbIl AETEKTOp):

Y®d-cnekTp OCHOBHOIO nNuka Ha
XpomaTorpaMmme MCnsITYeMoro pacTeopa B
JAnanasoHe AnuH BonH ot 220 Ao 400 Hm
DOIDKEH COOTBETCTBOBATL  Y®-CNekTpy

OCHOBHOIO N“Ka Ha XpomaTtorpamme CooTBeTcTBYET / Complies
HexcketonpodeH / Dexketoprofen CTaHaapTHOro pacTeopa

HPLC/UV (diode-matrix detector):

The UV spectrum of the main peak on the
chromatogram of the test solution in the range 220
nm — 400 nm must correspond to that obtained with
the standard solution

Bopa / Water He 6onee 1,5 % / Not more than 1,5% 03%

Bpems pacteopenus / Dissolving time He Gonee 2 mMuH / Not more than 2 min < 2 MuH / min
pH pacteopa / pH of solution OT5,0 06,0/ From 5,0to 6,0 53
R-(-)-aHaHTMOmMep / R-(-)-enantiomer <15% 0,20 %

Alfons XiI, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es
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CEPTU®UKAT AHAINUSA / CERTIFICATE OF ANALYSIS

MpoAaykr: DEKCANITNH® (JexckeTonpodeH 25 Mr, rpaHysbl 4ris
NPUroTOBNEHNS pacTBopa AnA Npuema BHYTPb) F163071
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepum | Batch number : 62003
Ceptudomkar Ne. / Certificate number : 179485
NAPAMETPbI / PARAMETER TPEBOBAHME / SPECIFICATION PE3YINbTAT / RESULT

MocTopoxnne npumecu / Related substances

Mpumeck A / Impurity A <1.3% 0,02 %
Mpumeck B/ Impurity B <05% <0,02 %
Mpumeck C / Impurity C <02% <0,01 %
Mpumecs 1 / impunty 1l £02% <0,01 %
Mpumeck Ul / Impurity 11 £0,2% <0,01 %
MNpumecs V / Impurity V £0,2% <0,01 %

Cymma naeHTUrLMpOBaHHbIX
npumeceit (kpome R-(-)-
3HaHTUoMepa)

Total identified impurities
(except R-{-)-enantiomer)

£1.8% 0,02 %

NioBan egnHmuHas
HewaeHTUUUMpoBaHHas NpUMech <0,1% 0,02 %
Any individual unidentified impurity

Cymma HeugeHTMULMPOBaHHBIX
npumecen / <02% 0,02 %

Total unidentified impurities

CymMmapHoe copepxaHmne npumecei
(kpome R-(-)-aHaHTUOMEPA) <1.8% 0.04 %
Total impurities (except R-(-)-
enantiomer)

MNapameTp npuemnemoctn ana 10 eanHnL
gosuposanus < 15,0; napameTtp
npuemnemoctu gns 30 eanHnL 403MPoBaHnA
<15,0 n HX oAHa U3 eanHnL, 03UNPOBaHUSA He

OpHOpOQHOCTL A03MPOBaHUSA <yem 0,75M nnu > 1,25M 5.8

Dosage Uniformity Acceptance parameter for 10 dosage units <
15,0; Acceptance parameter for 30 dosage
units < 15,0 and none of dosage units < than
0,75Mor>1,25M

\‘w’% Alfons XII, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es
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Mpoaykr:

Product:

JAEKCANTIUH® (JekckeTonpodeH 25 Mr, rpaHynbl Ans
MPUrOTOBMEHMS PacTBOpPA ANS NpUema BHYTPb) |

DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)

F163071

Ne cepuu / Batch number :

Ceptudcpukar Ne. / Certificate number :

62003
179485

MukpoBuonoruueckas unctoTa / Microbial contamination

Ob1ee konuuecTBo aspobHbIx
MUKPOOPraHM3MoB

Total Aerobic Microbial Count

He 6onee 10° KOE/r
NMT 10° CFU/g

<10 KOE/r/ 10 CFU/g

ObLiee KoNN4eCcTBO
APOXOKEBBIX W NNECHEBbIX rpnbos

Total Yeast and Moulds count

He 6onee 102 KOE/r
NMT 102 CFU/g

<10 KOE/r / 10 CFU/g

Escherichia coli

OtcytctBytoTB 1T
Absencein1g

CooteeTcTByeT / Complies

KonuuecTBeHHbIl aHanus / Assay

[JexckeronpodeH / Dexketoprofen

oT 23,00 mr go 26,25 mr C16H1403
(nexkckeTonpodieHa) 8 1 nakeTuke

(o1 92 % po 105 % oT 3aaBneHHoro
coaepxaHus)

From 23,00 mg to 26,25 mg of C16H1403
(dexketoprofen) per 1 sachet (from 92 % to
105 % of the declared content )

25,19 mr/nakeTuk / mg/sachet
(100,8 %)

o 2,5 r rpaHyn B NakeTUKN 13 ponbrun
anioMUHNEBOW/NONN3TUNEHA HN3KOW
nroTHocTu. Mo 10 NakeTukoB ¢ UHCTPYKUMEH
No NPUMEHEHUIO B KaPTOHHOM Nadke.

Ynaxkoeka / Packaging 2.5 g of granules into sachets made of CooteetcteyeT / Complies
aluminum foil/ low density polyethylene.
10 sachets along with the instruction on
medical use per a carton box
. B cootseTcTBuM ¢ HI, pasgen Mapkuposka .
Mapkuposka / Labeling CooTteetcteyeT / Complies

In accordance with the ND

CepTudukart: BoillieykasaHHas cepusi COOTBETCTBYET TPeGOBaHUAM HOPMATUBHOM AOKYMEHTALWM 1 Bbina BbinyLieHa

YNONHOMOYEHHBLIM NULIOM.

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

19/06/2026

MeHeaxep KauecTtea
Quality Manager

Alfons XI1, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es
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Los certificados de Slstemas de Gestién correspand

2 Laboratorios Menarinl S.A.

Product: DEXALGIN 25 MG 10 SOBRES RU (RUSIA)
Dosage: 25mg Pharmaceutical form: Granules for oral solution
Pack size: 10 Pack size unit: pleces
Packaging type: Sachet
Analysis number: 179485 Lot number: 62003
Internal product code: 4163407
Marketing authorization number: NA Number of packages / 11664 Units
Quantity:

Storage conditions: store below 25°C
Manufacturing date: 28-05-2026 Expiry date: 30-04-2030
Analysis date: 08-06-2026 Reloaso date: 16-06-2026
Client / Customer: N/A
Importing country: Russian Federation Manufacturer country: Spain

LOT BULK:14759614
Manufacturer name: Laboratorios Menarinl S.A.
Normative documentation N/A
Order number: 416340550015_635 Order type: Production
LIMS lot number: 179485 Page 1 0f2 Print date: 16-Jun-2026 10:44
Certificate of Compliance Report Number: 12891 LW_ORA_PHARMA_PRD
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SF Description: PREP. DKP.TROMETAMOL SOBPHARDIAG SIN SILICE RU
SF Manufacturer site Information: Laboratorios Menarini S.A.-C/ Alfons XII, n® 587, CP: 08918, Badalona (Spain)
SF Manufacturer lot number: 14759614

Results of analysis: see the attached CoA

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country . The batch
processing, packaging and analysis records were reviewed and found to be compliance with GMP.

Final status: Available

Electronic signature for CoC

Quallified Person Name - Isabel Garcia-Donas Araujo Date - 16-06-2026 10:43:37 (GMT +2)

Date format explanation: dd-MM-yyyy

LIMS lot number: 1798485 Page 2 of 2 Print date: 16-Jun-2026 10:44
Certificate of Compliance Report Number: 12891 LW_ORA_PHARMA_PRD



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-62003
ToproBoe HaMMEHOBaHUE Jexkcanrua®
MexayHapoHOE HETTATEHTOBAHHOE HAUMEHOBAHUE Jlexckeronpoden
(TpynmupOBOYHOE MIIH XUMHUYECKOE)
JlexapctBenHas popma IpaHyJibl ISl IPUTOTOBJIEHUS PacTBOpa
JUIs IpUeMa BHYTPb

Jo3upoBka 25 Mr
®dopma BbIITyCKa 2.5 r, maketuku (10 wrT.) , mayku

KapTOHHBIE
Howmep cepuu (naptun): 62003
O0Bem cepun(mapTun) 11 664
JlaTa npousBojacTBa 05.2026
I'onen no 04.2030
HanvenoBanne w azmpec mpousBoauTens (c IpousBoaurenn I'JID
yKa3aHUEM CTaJuil IPOU3BOJICTBA) (Bce cTtaguu, BKItOUast BHITYCKAIOIIUI

KOHTPOJIb KQ4eCTBA)
JlabopaTtopuoc Menapunu C.A.,
HUcnanus
(Alfonso XII, 587,Badalona, 08918,

Barcelona, Spain )

Howmep u nara peructpaliiOHHOTO YAOCTOBEPEHUS JITT-Ne(000671)-(PT-RU) ot 06.04.2022
(mara nepeodopmiienus PY 10.04.2024)

Howmep u 1ata HopMaTUBHON JOKYMEHTAIIMHU JITT-Ne(000671)-(PT-RU)-310325

HanmenoBanue u azpec nepxarens | bepaun-Xemu Al', 'epmanus

PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10OKyMEeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TpPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJapCTBEHHOM pEerucTpanuu

>

/== CoxonorB.JI.  05.10.2026

(moamuch) (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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