000 BbeprmH-Xemn/A. MeHapmnHM

MOATBEPKXJIEHUE COOTBETCTBUA

Ne T1C-12008

Toprosoe HaMMEHOBaHHE Jekcanruu® 25
MexayHapoHOE HEMaTeHTOBaHHOE HAMMEHOBAHHE JexckeronpodeH
(rpynIMpOBOYHOE WX XHMHYECKOE)
JlexapcTBeHHas Gopma TabNETKH MOKPLIThIE IJIEHOUHON

000n04KOH
Jlo3upoBKa 25 Mr
@®opma BbINIYCKa . 10 wr. , ymakoBKH SYEHKOBbIE

KOHTYpHBIE (1), TaYKH KapTOHHbBIE

Homep cepu (mapTHH): 12008
O6BeM cepuH(IIapTHH) 89 544
JlaTa mpoM3BO/ICTBA 01.06.2021
Tomeu o 01.06.2024
Haumenosaume u azapec npoussomurens (¢ | IlpoussoauTennb-
yKa3aHHEM CTaJHil IPOU3BO/ICTBA) JlabopaTopuoc MeHapHHH C.A,

Hcnanus (Alfons XII, 587 08918
Badalona, Spain)
Beinyckaonmii KOHTPOJIb Ka4YecTBa-
JlaGopatoproc MeHapHHH CA,
Hcnanus (Alfons XII, 587 08918
Badalona, Spain)

Homep 1 naTa perucTpallHOHHOTO yI0OCTOBEPEHHA I1N015044/01 ot 22.07.2008
Ilata nepeodopmienus 06.09.2018

Homep ¥ faTa HOpMAaTUBHOM JIOKYMEHTALHH 1T N015044/01-220915, n3m.Nel

HaumeHoBaHHe H azpec nepxatens | bepnun-Xemu/Menapunu ®apma 'M6X

perucTpalMoOHHOrO Y10CTOBEPEHHS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossmui A0KYMEHT MOATBEPKIAET:

-JIaHHBIH JeKAapCTBEHHBIH mpemapaT cooTBeTcTByeT 61-@3 «O6 obpamieHHH NeKapcTBeHHBIX
CPEACTB...»;

-cepHsl JIEKAPCTBEHHOrO IpenapaTa COOTBETCTBYeT TPeOOBaHHAM, YCTAHOBJCHHBIM IIPH €ro
roCy/lapcTBEHHOH perucTpaluu

—
y _fL——e== Cokonos BJI.  10.11.2021
(moAmHCH) (nata)

000 “BepnuH-XeMu/A. MeHapuHK"

Opuaudeckuin agpec: Poccus, 123317, . Mockea, MNpecHeHckan HaBGepexHas, 4. 10
MouToesiit agpec: Poccun, 123317, r. Mockea, lNpecHeHckan HabepexHas, 4. 10
TenedpoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menarini, 5.A
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Product:

OEKCANTTMH® 25 TabNeTkU NOKPLITHIE NIEHONHON 0BONOYKOR, 25MF
DEXALGIN® 25, film-coated tablets, 25 mg

F132628

N¢ cepwuu / Batch number :
Paamep cepuu / Batch size :
Ob6wem cepuu (konuyecTao) / Quantity:

Hara warotoBnenun / Manufacturing date :

Wcteuerne cpoka rogHocTH | Expiry Date :

Hara ananusa [ Date of Analysis :

HopmarueHas nokymentauun /Number of

valid Normative Document (ND):
Ceprudpukar Ne. / Certificate number :

12008

920800 Tabnetok / tablels
89544

06/2021

06/2024

10/09/2021

M NO15044/01-220915 ¢ uam. No.1 ot 06.09.2018
P NO15044/01-220915 with change No.1 from 06.09.2018
335480

Npoussoaurens | Manufacturer:

Nabopatopuoc Menapunu C.A., Mcnanua
Laboralorios Menarini S.A., Spain

Aeicreyouwee BewecTeo | API:

[lexcketonpocheHa TpomeTamon
Dexketoprofen trometamol

Mpoussogurens aedcTByOWEro
Bewecrsa | Manufacturer of the
pharmaceutical substance (API):

lNysokummka C.n.A.», Utanus
Lusochimica S.p.A.», ltaly

Onucanue' ! Description

Onucanue
Appearance

Kpyrneie asoskoebinyknbie TabneTku,
NOKpbIThIe NneHouHon obonoykoi Genoro
usera, ¢ pucxoil Ha 0Benx cTopoHax
TabneTkn .

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

MoanunHocTs [ Identifications

AekckeTonpocera Tpomeramona (Y®)
Dexketoprofen trometamol (UV)

Y@ - cnekTp NOrMOWEeHUA UCNbITYEeMOro
pacTeopa AOKeH UMETb MakCHMyM nor-
TIOLUEHNA NPU AnNUHE BONHLI (258 £ 2) HM
UV-spectrum absorbancy of the test
solution has the peak absorbancy at the
wavelength of (258 + 2) nm

Cootsercreyet / Conforms

AexckeTonpodeHa Tpometamona (BIXKX)
Dexketoprofen tromstamol (HPLC)

Bpems yaepxvBaHua OCHOBHOIO NWKa Ha
XpomarorpaMme UCNLITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHW |
yAEpXABaHUA OCHOBHOIO NUKa Ha
XpomartorpaMme CTaHapTHOro 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

Cootsercreyer / Conforms

Cip. [/ Page 1

Laboratorios Menarini, 5.A. | Alfons XII, 587, 08918 Badalona, Barcelona, Espaiia | (+34) 92 462 88 00 | info@menarini.es
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menmini. 5.A

Saan csp‘mamxm AHMMS | CERTIFICATE OF ANALYSI
Mpoaykr: OEKCAINTUH® 25, vabnetxu nokpeiTbie nneHouroi 06onoqkon, 26mr F132628
Product: DEXALGIN® 28, fiim-coated tablets, 25 mg

Ne cepum | Batch No : 12008
CepTudpmkar Ne. [ Certificate No : 339480
MAPAMETPbI /| PARAMETER | TPEBOB gﬁfggémgamﬁ | PE3YNbTAT | RESULT _
KonuuecTeeHHoe cogepxanme / Quantitative analysis
O10,2551 A0 0,275/ From 0.255 g fo
0.275g 0,266 rig
Cpeatsa mMacca 1 OAHOPOAHOCT® Mo M;lccell 18/20 + 5 %, 2/20 + 10 % ot cpeaveit ;
Tablets average weight and weight uniformily macesl 18/20 + 5 %, 2/20 + 10 % of the Cootsercreyer / Complics
average weight
Boaa / Waler <8% 4.4 %
R(-)}-aHauTnomepa ketonpodera (BIXX) .
R(-)-Ketoprofen enantiomer (HPLC) i 0:36 %
KonwyecTBeHHOe onpeaenenune / Assay
‘ oT 23,75 mr go 26,25 mr C1sH1s03
(nekcketonpotena) B Tabnetke (o1 95 %
> Ao 105 % oT 3aABNEHHOrD COAepKaHUA) 24,37 mr/rabn / mg/b
3 AexckeTonpocer: / Dexkeloprofen From 23.75 mg to 26.25 mg of C16H1403 | 975 % g
- {dexketoprofen) per tablet (from 95% to
105% of the label claim )
- Tpomervamon (TpomeTamun) "
Trometamol (Trometamine) SrENTmIRaN 31.7%
3 He menee 75 % (Q) C1gH1403
F Pacreopenue / Dissolution test %:;mﬂ qn :pe!?;g L;znn—neanoro 95,4 %
s 2 75% (Q) att =20 min
MNocTopoHHue npumeck (BIXKX) / Impurities (HPLC)
P Mpumecs |l / Impurity 1l £02% " <MKO/<L0Q
Mpumec 111 / impurity 1l 502% <MNKO /< L0Q
: MNpumecs V / Impurity V £02% 0,02 %
MNpoayxkr paanoxenus A / Degr. product A <£1.0% 0,03 %
Mpoaykr pasnoxenun B / Degr. product B 04 % 0,03 %
Mpoaykr pasnoxenns C / Degr. product C £02% <MKO/<L0OQ
i Cymma naeHTMuUMpoBaHHbIX NpUMecen
; (kpome R(-)- aHaHTHOMepa)/
Total of the identified impurities (excluding | S14 % 0,08 %
R-(-)-enantiomer)
€AWHUYHAR HeUABHTUMLINPOBaHHARA :
npuMecs s02% <MKO /< LOQ
Unknow impurities: individually each
Cymma HeuaeHTNULUMPOBaHHBIX
npumecei s03% <MKO/<LOQ
Unknow impurities: tolal
O6wan cymma npumece
(kpome R(-)- anaHTHOMEpa)
Total impurities $15% 0,08 %
(except R(-)-keloprolen enantiomer)
Crp. / Poge 2

Laboratorios Menarini, S.A. | Alfons X1, 587, 08918 Badalona, Barcelona, Espaiia | (#34) 934628800 | info@menarini.es
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menarini, S.A
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Mponyxkr:

OEKCANIUH® 25, ra6netiv nokpsiTsie nneHouHo

i 0Bonoqkon, 25Mr F132628
Product: DEXALGIN® 25, film-coated tablets, 25 mg
Ne cepum [ Batch No : 12008
339480

Ceprudbmkar Ne, / Certificate No :

_NAPAMETPbI/ PARAMETER [

e

OAaHOPOAKOCTL @AUHWL A03MPOBAHUA
Uniformity of dossage units

NapameTp npuemnemocTu £ns 10 eguHuL
15,0

TapameTtp npuemnemocTu ans 30 eauHuL
Aoanpoeanua 15,0 v HW ogHa U3 eanHkY
He <yeM 0,75M unu > 1,25M /
Acceplance value for 10 units s 15.0
Acceplance value for 30 dosage units s
15.0 and neither unit < than 0.75 M or >
1.25M

8,0

OpaxopogHocTe No macce
Uniformily of mass

18/20 rabnerox: £ 5 %, 2/20 TabneTok:
+ 10 % oT cpegHen maccnl

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

Cootsercrayer / Conforms

Mukpo6uonoruueckas uucrora / Microbial contamination

ObLiee KONMHEcTBO KU3HECNoCoBHbLIX
MUKPOOPraHuaMos
Total viable microbial count

s 2000 KOEs1r /CFU/Zg

<10KOE & 1+ / CFU/Q

Obulee KONUYECTBO APOHOKEBLIX U
nnecHesbix rpubos
Total yeasts and moulds count

$200 KOEB1r / CFU/g

<S0KOE®B1r / CFUAY

Escherichia coli

orcytcteMe B 11 / Abscnceon 1 g

Cooteercreyer / Conforms

YnakoBka / Packaging

Mo 10 TabneTok B KOHTYPHOI AYEHKOBON
ynakoeke (Gnucrep) [MBX/thonsra
anioMuHuesan wnu gonsra
anioMuHresas/gonsra anioMuHesas).
o 1 6nMcTepy ¢ MHCTPYKLMeR no
NPUMEHEHUIO B KAPTOHHON Nauke.

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

1 blister with the core data sheet into a
cardboard box

Cooteetcrayer / Conforms

Mapkuposka / Labeling

B cootsetcrauu ¢ H[l, paaaen
Mapkuposka, nam. Ne 1

In accordance with the ND, change Ne 1

Coorsercteyet / Conforms

YNONHOMOYEHHBIM NTULIOM.

Ceptudukar: BoileykasaHHasn CepUA COOTBETCTBYET TPeBOBAHUAM HOPMaTUBHOM AOKYMeHTauuW U Bbina BeinyweHa

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

10/09/2021 &-’é‘, DN
(5]

Crp./ Page 3

Laboratorios Menarini, 5.A. | Alfons XII, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es




