000 BepnnH-Xemn/A. MeHapHnHH

MOATBEPKJIEHUE COOTBETCTBHAA

Ne I1C-11003

ToproBoe HaUMCHOBAHHE

Nexcanrua® 25

MeiKIyHapoHOC HEMaTeHTOBAHHOC HAHMEHOBAHHE
(TpyNIHPOBOYHOE WK XHMHYECKOE)

JlexcketonpodeH

JlekapcTBenHasd Gopma

TabJIETKH NIOKPBITHIC MJICHOYHOMH
000I0uKOH

Jlo3upoBka

25 Mr

@®opMa BBINTYCKa

10 1T. , yIIaKOBKH SAYCHKOBEIE
KoHTYypHbIe (1), Ia4KH KapTOHHbIE

Homep cepuut (apTHH): 11003

O6beM ceprH(ITapTHH) 94 539

JlaTa mpou3BOJICTBa 01.03.2021

['osieH 10 01.03.2024

Hanmenopanne #  aapec npoussomutens (¢ | HIpoussoaurenb-

yKa3aHHEM CTajIil IPOM3BOJCTBA) JlaGopaTopHoc MeHapHHH CA,
Hcnanus (Alfons XII, 587 08918

Badalona, Spain)
Beinyckaonmyi KOHTPOIb KadyecTBa-
JlaGopaTopHOC Menapunu CA,
Hcnanus (Alfons XII, 587 08918
Badalona, Spain)

HoMep ¥ JaTa perHCTPallHOHHOTO yIOCTOBEPEHHUS

1 N015044/01 ot 22.07.2008
Jlata nepeodopmiicHns 06.09.2018

Homep 1 1aTa HOpMaTHBHOH NOKYMEHTALHHU

1 N015044/01-220915, u3m.Nel

HaumeHnoBaHHE H azapec
PErHCTPAlHOHHOTO YAOCTOBEPCHHUS

neprKaTeis

Bepnun-Xemnw/Menapunn ®apma I'moX
(Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosimuuii J0OKYMEeHT MOATBEP/KAAET:

-JlaHHBIH JIEKapCTBEHHBIH Mpemapar COOTBETCTBYET 61-®3 «O6 obOpalleHHH JIeKapCTBEHHBIX

CpPEICTB...»n;

-CepHAa JIeKapCTBEHHOI'O npemnapara COOTBCTCTBYET TpeGOBBHI/IHM, YCTaHOBJICHHBIM npH €ro

rocyIapCTBEHHOH perHCTpaluH

HepmiasXeh ‘.-
Ne 6/n 01 07.09.2020

000 “BepnuH-Xemu/A. MeHapuHu”

12.08.2021
(mata)

HOpuauyeckuin agpec: Poccus, 123317, r. Mockea, MNpecHerckan HaGepexHas, 4. 10
MouToesin agpec: Poccun, 123317, . Mockea, lNpecHerckasn HabepexHasn, 4. 10

Tenedow: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-

mail: info@b-c.ru
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Los centificados de Sistemas de Gestién corresponden
a Laboratorios Menarini. S.A

" CEPTUOVIKAT AHATIV3A / GERTIFICATE of ANALYSIS |

OYKT: DEKCANTUH® 25, rabnetku nokpeiTbie nneHouHo 0BoNoYKoR, 25Mr Fasihinh
Product: DEXALGIN® 25, film-coated tablels, 26 mg
Ne cepuu / Batch number 11003
Paamep cepwm / Batch size . 970351 Tabnetok / {ablets
O6wbem cepum (KonnuecTso) / Quantity: 94539

[ara narotoenenun | Manufacturing date: 03/2021
WcTeuenune cpoka roaxocTy / Expiry Date : 03/2024

Dara ananusa / Date of Analysis : 05/05/2021

HopmaTtueHas aokymeHTauus /Number of M N015044/01-220915 c uam. No.1 ot 06.09.2018

valid Normative Document (ND): P NO15044/01-220915 with change No.1 from 06.09.2018
Ceprudukar Na. / Certificate number: . 334498

. NaBopatopwoc Menapunu C.A., Vicnanns

n oauTens | Manufact -
B MO Laboratorios Menarini S.A., Spain

[lexckeTonpochena TpomeTamon

Ui sewecTtso [ API:
feihcTeylowee Bele Dexketoprofen trometamol

NponssoanTeNb AGHCTBYIOWEro Nysokumuka C.n.A», Uranus
sewecrsa /| Manufacturer of the 4 -
pharmaceutical substance (API): Lusochimica S.p.A.», ltaly

FAPAMETPBL] PARAMETER . ~% | TPEBOBAHWE [ SPECIFICATION [ PESYNBTAT [ RESULT.

Onucanue | Description

Kpyrnbie ABOAKOBbLINYKNbIE TabneTk,
NOKpPbITLIE NNeHoNHoMH oBonoukoik Genoro

Onucanne ' uBeTa, c puckon Ha obeunx CTopoHax CooteeTtcTByer
Appearance TabneTkn Complies
White, round biconvex film-coated tablets
with score on both sides

NoanunHocTsb | Identifications

Y& - cnekTp NOrNoLeHNs MCNbiTyemoro
pacTsopa AOMKEeH MMeTb MaKCUMYM Nor-
JekckeTonpodeHa TpomeTamona (Y®) NOLIEHUA NPY ANMHE BOMHBI (258 £ 2) HM
Dexketoprofen trometamol (UV) UV-spectrum absorbancy of the test
solution has the peak absorbancy at the
wavelength of (258 £ 2) nm

Cootsetcrayet / Conforms

Bpems yAepx1BaHUA OCHOBHOTO NKa Ha
XpOMaTOrpamme UCnbITyeMoro pacTeopa
[OMKHO COOTBETCTBOBATL BPEMEHH
YAEPXKUBaHUS OCHOBHOTO NKKa Ha
XpoMaTorpamme CTaHAapTHOro pacTeopa
pexckeTonpogeHa TpomeTamona Cootsetcreyet / Conforms
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

nekckeTonpocheHa TpomeTamona (B3IXKX)
Dexketoprofen trometamol (HPLC)

Crp./ Page 1
Laboratorios Menarini, S.A. | Alfons XII, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es
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Los certificados de Sistemas de Gestion corresponden

 CEPTU®MKAT AHANM3A / CERTIFICATE OF ANALYSIS

MNpoaykr:

Product:

NEKCANTUH® 25, rabnetku nokpsitsie nneHouHoit ofonovkoi, 25mr
EXALGIN® 25, im-coated tablets, 25 mg

F132628

Ne¢ cepumn [ Batch No :
Ceprudmkar Ne. / Certificate No :

11003
334408

MTAPAMETPEI ! PARAMETER

" | _TPEBOBAHWE | SPECIFICATION

| PE3YNBTAT ! RESULT

KonuuecTseHHoe conepxanue | Quantitative analysis

010,255 rpo 0,275/ From 0.255 g to
0.275g 0,264 rig
Cpe;nunn macca u ognopo%uothno u;cce.i 18/20 £ 5 %, 2/20 + 10 % oT cpeaedt
Tablets average weight and weight uniformity | yasee 18/20 + 5 %, 2/20 + 10 % of the Coorsercrayer / Complies
average weight
Bopna / Water <8 % 28%
R(-)-aHanTuomepa ketonpodera (BINX) o
R(-)-Ketoprofen cnantiomer (HPLC) . e 0,46 %
KonwuyecTBeHHOoe onpeaenenune / Assay
.07 23,75 Mr no 26,25 mr C1sH1403
(nekcketonpodpexa) B Tabnetke (o1 95 %
Ao 105 % oT 3aRBNEHHOT0 COAEPXKaHWuA) 24,90 mrfrabn / mg/th
Reockervgngocysn [ Bexkstoproren From 23.75 mg to 26.25 mg of C16H1403 | gg.6 %
' (dexketoprofen) per tablet (from 95% to
105% of the label claim )
TpomeTtamon (TPOMETAMUH) &
Trometamol_(Trometamine) ar A8 kil
He menee 75 % (Q) CisH1403
Pacteopenue [ Dissolution test m‘::mml F;)gﬁ):;ﬂ%g;:ﬂa«neﬂuoro 96,0 %
2 75% (Q)atl=20min
NocropoxHue npumeck (BIXX) / Impurities (HPLC)
Mpumecs I/ Impurity Il £02% <MKO/<LOQ
Mpumecs Il / Impurity 11l <02% <MKO /< LOQ
MNpumecs V / Impurity V £0,2% <[IKO /< LOQ
MNpoayxT pasnoxenus A / Degr. product A £10% <[IKO /< LOQ
MNpoaykt pasnoxenus B / Degr. product B s04% 0,01 %
Npoaykr pasnoxenua C/ Degr. product C $02% <[KO/<L0OQ
Cymma uaeHTUDUUMPOBaHHBIX NPUMEceR
(xpome R(-)- aHanTUuomMepa) /
Total of the identified impurities (excluding | =14 % 0,01%
R-(-)-enantiomer)
eMHNYHARA HEUEHTUDULMPOBAHHASR
npumecs $02% 0.01%
Unknow impurilies: individually each
Cymma HenaeHTUPUUMPOBAHHBIX
npumecen s03% 0,01 %
Unknow impurities. tolal :
Obuas cymMma npumecen
(xpome R(-)- anaHTMOMEpA) _ ;
Total impurities $15% 0,02 %
(except R(-)-ketoprofen enantiomer)
CREN
& 3
W 2
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CEPTU®OUKAT AHATM3A / CERTIFICATE OF ANALYSIS .~

Mpoaykr: OEKCANTMH® 25, rabnetku nokpbiTeie NAEHOMHON 0BONOYUKOR, 25Mr F132628
Product: DEXALGIN® 25, film-coated tablets, 25 mg

N¢ cepuu [ Batch No : 11003

Ceprucbukar Ne. / Certificate No : 334498

NAPAMETPbI / PARAMETER < ° | TPEBEOBAHWE | SPECIFICATION® | PE3YMNbTAT /RESULT

OAHOPOAHOCTE €4UHUL A03VPOBAHWUA
Uniformity of dossage unils

MapameTp npremnemoctv anA 10 eauHuy
15,0

MapameTtp npuemnemocTty AnA 30 eanHuy
AoavposaHua 15,0 u HM oaHa U3 eAMHWALY
He < yvem 0,75M wnn > 1,25M /
Acceptance value for 10 units 5 15.0
Acceptance value for 30 dosage unils s
15.0 and neither unit < than 0.76 M or >
1.25M

5,9

OnHOPOAHOCTL NO Macce
Uniformity of mass

18/20 Tabnerox: = 5 %, 2/20 Tabnerok:
+ 10 % or cpenHen maccel

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

Cooteertcrayet / Conforms

Mukpobuonoruyeckan ymcrorta / Micro

bial contamination

OBbLee KONUYECTBO KU3HECNOCOBHBLIX
MUKpOOPraHnMamos
Total viable microbial count

<2000 KOEe1r /CFUg

<10KOEe1r / CFU/qg

Obuiee KONMMYECTEO APOXOKEBLIX WU
nnecHesbix rpubos
Total yeasts and moulds count

€200 KOEB1r / CFU/g

<10 KOE B 1t / CFU/g

Escherichia coli

orcytcreue B 11 / Absenceon1g

CooteetcrayeT / Conforms

Ynakoeka / Packaging

Mo 10 TabneTok B KOHTYPHOW RYEAKOBOR
ynakoske (6nuctep) [MBX/cdonbra
aniMUHWeBan unu dgonsra
anioMUHneBas/honera aniMruHuesasn).
Mo 1 BGnuctepy ¢ MHCTPYKLMEN No
NPUMEHEHWIO B KAPTOHHOR nauke.

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

1 blister with the core data sheet info a
cardboard box

Cootsertcreyer / Conforms

Mapkuposeka / Labeling

B cooTtsercraum ¢ H, paspen -
Mapkuposka, uam. Ne 1

In accordance with the ND, change Ne 1

Cooteercrayer / Conforms

YNONHOMOMEHHBIM NULIOM.

CepTudpnkat: BhilueykasaHHas Cepus COOTBETCTBYeT TpeGoBaHNAM HOPMATUBHON AOKYMEHTaUWK 1 Obina Beinywena

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

05/05/2021 %;5 M,;é‘

e |9
Meneaxep Kavectsa
Quality Manager

Crp./ Page 3
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