000 BepnunH-Xemu/A. MeHnapmnnn

IOATBEPKIEHUE COOTBETCTBUS

Ne TIC-13010

Toprosoe HanMeHOBaHKE

Hekcanruu® 25

ME}KI[YHHPO,[IHOC HEIIATCHTOBAHHOE HAUMEHOBAHHE
TPYNIMHPOBOYHOC HIIH XHMHYCCKOE)

Hexcketonpoden

JlexapcTBennas dopma

TaOJIETKH MOKPHITHIE ILJIEHOYHOI

000J10UKOH
Jlo3upoBka 25 Mr
®opma BEITyCKa 10 mmT. , ymakoBKH sueiikoBble
KOHTYpHBI€E (1), mayku KapTOHHBIC
Howmep cepun (maptum): 13010
OG6neM cepun(naprim) 96 359
Jlata npousBo/cTBa 01.09.2021
I'ogen no 01.09.2024
HanmeHoBanne u  ajpec  mnpowmssomutens (c IIpon3soaurenn-
yKa3’aHHEeM CTaJlui NPOH3BOJICTBA) Jlabopatoproc Menapunau C.A,,
Hcnanus (Alfons XII, 587 08918

Badalona, Spain)
Boinyckaommii KOHTPOIb KadecTBa-
Jlaboparopuoc Menapunu CA.,
Hcnanus (Alfons XII, 587 08918
Badalona, Spain)

Homep 1 nata perucTpanoHHOro yaocToBepeHHs

ITN015044/01 ot 22.07.2008
Jata nepeodopmaenns 06.09.2018

Homep W 1aTa HOpMAaTHBHOM JIOKYMEHTALMH

I1 NO15044/01-220915, usm.Nel

HaumeHnoBanme U azpec
PETHCTPALIHOHHOTO YOCTOBEPEHHS

JepxKaress

Bepnun-Xemu/Menapuau ®apma ['M6X
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossmmii noKyMeHT noaTBepKIAET:

-JaHHBIH JIGKApCTBEHHBIH TNpenapaTr cooTBeTcTBYeT 61-D3 «O6 oOpallleHHH JIeKapCTBEHHBIX
CPEICTB...»;
-CEpHA JICKapCTBEHHOT'O Tpenapara COOTBETCTBYET TpeGOBaHHSM, YCTAHOBICHHBIM IIpA €ro
roCyAapCTBEHHOH perucTpaiun

e

000 “bepnuH-XeMmu/A. MeHapuHK”

=
———==="CoKoloB B4 17.02.2022

(moamuce)

(nara)

HOpugu4yecknin agpec: Poceun, 123317, . Mocksa, MpecHexckan Habepexnas, 4. 10
MouyTosbiit agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HabepexHas, 4. 10
Tenedpon: +7 (495) 785-01-00, cpaxc: +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. S.A

CEPTmMKAT AHAﬂmA 7 CERTIFICATE Of ANALYSIS " @~ % -

ﬂEKCAﬂFHH@ 25, TaGneTkn NOKPBITLIE NNEHOMHOM OBONOMKO, 25mr
Product; DEXALGIN® 25, fim-coaled lablets, 25 mg
Ne cepuu / Batch number : 13010

Paamep cepun [ Batch sizo : 978200 Tabnetok / tablots
O6vem cepum (konuyecTso) / Quantity: 96359

F132628

fara uarotoBnenun | Manufacturing date :  09/2021
WUcreuenne cpoka ronHocTu | Expiry Date:  09/2024

Dara ananusa / Date of Analysis : 24/09/2021

HopmaTusHas gokymentaums /Number of M NO15044/01-220915 ¢ uam. No.1 or 06.09.2018

valid Normative Document (ND): P N015044/01-220915 with change No.1 from 06.09.2018
Ceprudmiar Ne. | Certificate number : 340245

INabopartopuoc MeHapuun C.A., Ucnanus

Mpouse ne | Manufacturer:
P O | Laboratorios Menarini S.A., Spain

ReiicTaylowee BewecTso / API: AexcreTonpodena Tpometamon

. Dexke.'opmfgn frometamol
Mpoussogurent neiicrayiouero Nysokumuka C.n.A.», Uranus ;
i ) Beuwecrea | Manufacturer of the ? :
: pharmaceutical substance (APJ): Lusochimica S.p.A.», Italy

_TIAPAMETPbI / PARAMETER
Onucanue /| Description

< TPEGOBAHWE / SPECIFICATION -~ | PE3YNGTAT ] RESULT.

Kpyrneie asoRKkoBbInyknbie TabneTkuy,

NOKPLITLIE NNIEHOUHOR 06ONOUKO Genoro
i Onwcanve : LigeTa, ¢ puckoii Ha obeux cTopoHax CooteercTeyer
Appearance Tabnerku Complies

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

MoanunHocTk / Identifications
: Y® - cnexTp NOrNOLLIEHHA MCNbITYeMoro
PacTBopa AOMKEH MMETL MAKCUMYM Nor-

: AekckeTonpodeHa Tpometamona (Yo) NOLWEHUA Npu AnvHe BonHbl (258  2) UM

Dexketoprofen trometamol (UV) UV-spectrum absorbancy of the test CoormrcTayer/ Conforma
: solution has the peak absorbancy at the

wavelength of (258 + 2) nm

Bpemn yaepkuBaHua OCHOBHOIO NUKa Ha
XpoMaTorpaMMe UCNeITYeMOoro pacreopa:
{AOMKHO COOTBETCTBOBATL BPEMEeH!
YACPXWUBAHUA OCHOBHOTO NWKA Ha
XpoMaTorpamme CTaHAAPTHOMO pacTeopa
AeKkckeTonpoceHa TpoMeTaMona Cootsercreyer / 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

AekcketonpocheHa TpomeTamona (BIXX)
Dexketoprofen tromeatamol (HELC)

Crp. [/ Poge 1
Laboratorios Menarini, S.A. | Alfons XII, 587, 08918 Badalona, Barcelona, Espafia | (+34) 93 462 88 00 | info@menarini.es
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Les certificados de Sistemas de Gestion corresponden

& taboratorios Menarink, S.A

CEPTUOUKAT AHANM3A / CERTIFICATE OF ANALYSIS **

Mpoaykt: NEKCANTITUH® 25, tabnetau nokpeiTeie NNEHOHHOR 0BONOMKONH, 25MF F132628
Product: DEXALGIN® 25, fiim-coated tablets, 26 my
Ne cepum / Batch No : 13010
Ceprtudmkar Ne. / Certificate No : 340245
TAPAMETPGI ] PARAMETER = =~ |* TPEGOBAHME | SPECIFICATION - | PE3YNBLTAT { RESULT -

KonuuecTeexHoe conepxanue / Quantitative analysis

010,255 #0 0,275 r/ From 0.255 g to

: 0.276
CpenHas macca u OAHOPOAHOCTL No Macce / 18!20gi5 %, 2120 + 10 % oT cpeane

Tablets average weight and weight uniformity Macchl 18/20 + 5 %, 2/20 = 10 % of the
average weight

0,266 r/g

Cooteercreyet / Complics

(excepl R(-)-keloprofen cnantiomer)

Boga / Water 8% 4,0 %
R(-)-sHaHTHOMEpa keTonpodeHa (BIXX)
R(-)-Ketoprofen enantiomer (HPLC) 51,6% 0,37 %
KonuuecTeseHHoe onpepenenwe / Assay
oT:23,75 mr ao 26,25 mr CieH1403
(nexcreTonpodbena) B Tabnetke (o195 %
A0 105 % OT 3aRBNEHHOID COAEPXaKUR) 25,0 mr/tabn / mg/tb
Rexcxevonpocpen / Dexketoprofen From 23.76 mg lo 26.25 mg of C16H1403 | 100,0 % i
(dexketoprofen) per tablet (from 95% o
105% of the label claim )
TpomeTtamon (TpomeTamuH)
Trometamol_(Tromelamine) s R ST %
; He meHee 75 % (Q) C1sH1402
Pactaopetie / Dissolution test oaiehinsarie i e i 07,8 %
2 75% (Q) att =20 min '
Nocropoxnue npumeck (BIXKX) / Impurities (HPLC)
Mpumece Il / Impurity Il £02% <[IKO/ < LOQ
Tpumecs |11 / Impurity 1l ' s02% <[IKO/ <LOQ
Mpumecs V / Impurity V $02% <MKO / < LOQ
|_MNpogykT pasnoxexus A / Degr. product A £1.0% 0,01 %
NpogykT pasnoxexus B/ Degr. product B s04% 0.02 %
Mponyxr pasnoxenns C/Degr. productC | s02% <MIKO /< LOQ
Cymma naeHTUULIMPOBaHHbIX Npumeced
(kpome R(-)- aHaHTUOMeEDpA) /
Total of the identified impuritics (excluding | $14%. 0,03 %
R-(-)-enantiomer) : ’
e/uHUYHas HeuaeHTUUUMPOBaHHAR
npumech s02% 0,01 %
Unknow impurities: individually cach
Cymma HeuaeHTUMDULNPOBaHHDIX
npumecedn : 203% 0,01 %
Unknow impurities: total
O6uwan cymma npumecei
(kpome R(-}- saHanTHOMEpa) 4
Total impuritics $15% 0,04 %

Crp. / Page 2

Laboratorios Menarini, S.A. | Alfons Xil, 587, 08918 Badalona, Barcelona, Espaiia | (+34)934628800 | info@menarini.es
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Los certificados de Sistemas de Gestion corrésponden

@ Laburatorios Menarini. 5.4

| CEPTMOVIKAT AHATI3A | CERTIFIGATE OF ANALYSIS |

Mpogyxr:

OEKCANTUH® 25, vabnerku MOKPLITLIE NNEHOYHON 0BONOYKONH. 25Mr F132628
Product: DEXALGIN® 25, fiim-coated tablets, 25 mg
Ne cepuu / Batch No : i 13010
Ceprudbmkar Ne. / Certificate No : 340245
NAPAMETPb!/ PARAMETER - . + TPEBOBAHVE / SPECIFICATION - PE3YNLTAT /| RESULT -

OpHopoaHOCTL eanHUY A03MPOBaAHIA
Uniformity of dossage unils

MapameTp npuemnemocTy ans 10 eannuy
15,0

MapameTp npuemnemocTu ana 30 eanHuy
AosvpoBanua 15,0 U HY oaHE U3 eavHUMY
He < yem 0,75M unu > 1,25M /
Accepfance value for 10 units < 15.0
Acceptance vaiue for 30 dosage unils <
15.0 and neither unit < than 0.75 M or >
1.26 M

7.4

QAaHopoaHOCTs NO Macce
Uniformity of mass

18/20 Tabnetok: + 5 %, 2/20 TabneTox:
£ 10 % ot cpepHeit Mmaccs!
18/20 £ 5 %, 2/20 + 10 % of the average

weight

Cooteercreyer / Conforms

Mwukpo6uonoruyeckas yucrora / Micro

bial contamination

| OBuwee KONUM4ECTBO KUIHECNOCOBHBIX

MUKPOOPraHMamos
Total viable microbial count

52000 KOEs1r /CFUg

<10KOE B 11 / CFU/Qg

ObLyee kONUYECTBO APONOKEBLIX N
' nnecHeebix rpubos :
Total yeasts and moulds count

s200 KOEe1r / CFU/Ag

<10KOEeB 11 / CFU/4g

Escherichia coli

otcyrcreves 11 / Absenceon1g

Coorsetcrayer / Conforms

Ynakoeka / Packaging

Mo 10 TabneTok B KOHTYPHOI RYEHKOBON
ynakoBke (6nucrep) [MBX/donsra
anKwmMuHKeBan unu gonera
anomuHnesan/honbra anMUHMEBas).
Mo 1 6nuctepy ¢ MHETPyKUKeit no
NPUMEHEHWIO B KAPTOHHOK Nauke,

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

1 blister with the core dala sheet into. a
cardboard box

Cooteetcteyet / Conforms

Mapkuposka / Labeling

B cootsetcTBum ¢ HJ, paagen
Mapkuposka, usm, Ne 1

In accordance with the ND, change Ne 1

Cootsercreyer / Conforms

YNONHOMOYEHHBLIM NULIOM.

CepTuchukar: BuilweykasaHHan cepus COOTBETCTBYET

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

TpeBoBaHuAM HOPMATUBHON AOKYMeEHTAUWM U Bbina BbifyLyeHa

24/09/2021

Menegkep Kauecrea
Quality Manager

Crp. / Poge 3

Laboratorios Menarini, S.A. | Alfons X1, 587, 08918 Badalona, Barcelona, Espafia | (+34)93 46288 00 | info@menarini.es




