000 bepnnH-Xemu/A. MeHapyHH

MNOATBEPKJIEHHUE COOTBETCTBHUA

Ne TIC-04018

Toproeoe HauMeHOBaHHE Hekcanruu® 25

MexayHapoHOe HEeNaTeHTOBaHHOE HAMMEHOBaHHE JlexcketonpodeH

(rpyNIUpOBOYHOE HIIH XUMHYECKOE)

JlexapcTBeHHas dhopMma TabNeTKH MOKPHITEIE IIEHOYHOH
000J104KOH

Jlosupoeka 25 Mr

®Dopma BHITyCKa 10 wr. , yMakoBKH AYEHKOBEIE

KOHTYpHBEIE (1), MaYKK KapTOHHEIE

Howmep cepuu (napTuu): 04018

O0beM cepun(rapTHm) 94 752

JlaTa nmpouU3BOICTRA 01.11.2020

["opeH o 01.11.2023

Haumenoranve u azgpec npoussoaurens (¢ | IlpousBoauTeiinb-

yKa3aHHEeM CTaHui MPOU3BOACTBA) Jlabopartopuoc Menapunu C.A.,

Hcnanus (Alfons XII, 587 08918
Badalona, Spain)
BbInycKanUMii KOHTPOIb KadecTBa-
JlaGoparopuoc MenapuHu C.As
Hcnanus (Alfons XII, 587 08918
Badalona, Spain)

Homep u nara perucTpallMOHHOIO YAOCTOBEPEHNA I[I1N015044/01 ot 22.07.2008
Jlata nepeodopmaenns 06.09.2018

Howmep 1 1ata HOpMaTHBHO# JOKYMEHTaLMH ITNO015044/01-220915, nzm.Nel

HaumeHoBaHue 7 ajapec nepxkarens | bepnun-Xemu/Menapunu @apma 'M6X

PErUCTPALIHOHHOTO YIOCTOBEPEHMUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimuii J0KyMeHT NOATBEpHkKAACT:

-NaHHBIM JleKapcTBeHHBIH Mpernapar coorBeTcTBYeT 61-®3 «O6 oOpaiieHHH JeKapcTBEHHBIX
CPEsICTB...»;

-cepus JIeKapCTBEHHOI'0 TpenapaTa COOTBETCTBYET TpeOOBaHHMSAM, YCTAHOBJIEHHBIM TIPH €ro
rocyAapcTBEHHOH perucTpauuu

= .‘,’ i
— <" Coxono B.JI.  05.03.2021
(noanucs) (mata)

000 “Bepnun-Xemn/A. MenapnHn"

HOpuauyeckuin agpec: Poceus, 123317, . Mocksa, MpecHenckas HabepexHas, g. 10
Mouroselit agpec: Poccus, 123317, r. Mocksa, MpecHeHckas HabepexHasn, 4. 10
TenedoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestlon corresponden
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. CEPTUGOUKAT AHANU3A '/ CERTIFICATE of ANALYSIS -

NEKCANTWH® 25, tabnetin nokpsiTeie NNEHOMHON 060N0UKoR, 25mr

F132628
Product: DEXALGIN® 25, fitm-coated taliets, 25 mg
Ne cepuu / Batch number : 04018
Pasmep cepun / Batch size : 977345 Tabnetok / tablets
O6wem cepun (KonuvecTao) / Quantity: 94752
Hara usroroenewus | Manufacturing date :  11/2020
Ucrevenne cpoka roprocTu | Expiry Date:  11/2023
Nara aHanusa / Date of Analysis : 27/01/2021

HopmaTtuBHas aokymenTauus /Number of
valid Normative Document (ND):

Ceprudmkar Ne. [ Certificate number ;

M N015044/01-220915 ¢ uam. No.1 ot 06.09.2018
P NO15044/01-220915 with change No.1 from 06.09.2018

330678

Npoussoputene / Manufacturer:

NaGopatopuoc MeHapuHu C.A., Uicnanua
Laboratorios Menarini S.A., Spain

RevicTeyowee BewecTso | API:

Dekcketonpodena TpoMeTamon
Dexketoprofen trometamol

Mpouaeoautens AercTBYIOWEro
BewecTsa / Manufacturer of the
pharmaceutical substance (API):

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

TIAPAMETPbI | PARAMETER

. nxs | x TPEGOBAHWE | SPECIFICATION = | PE3YNBYAT [ RESULT

Onucanue /| Description

Onwucaxne
Appearance

Kpyrnble ABoskoBbINyKnble TabneTku,
NOKpbITHIE NNeHovHol -o6onoykon Genoro
LBeTa, C puckoi Ha obeux cTopoHax
TabneTiun

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

CooTeeTcTayeT
Complies

NognuHHoCTk | Identifications

faekckeTtonpodeHa Tpometamona (Y&)
Dexketoprofen trometamol (UV)

YO - cnekTp NOrNOWEHNS UCNBITYEMOro
pacTeopa A0MKeH UMETL MaKCUMYM nor-
ROLEHWA Npu AnWHe BONHLI (258  2) Hm
UV-spectrum absorbancy of the test
solution has the peak absorbancy at the
wavelength of (258 + 2) nm

Cootaercreyer / Conforms

aexcrketonpodexa TpomeTamona (BIXHKX)
Dexketoprofen frometamol (HPLC)

Bpemr yaepXusaHus OCHOBHOMO NKa Ha
XpOMaTOrpamMme WUChbiTYeMOoro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHH
YASPKUBAHUA OCHOBHOTO NUKA Ha
XPOMATOrpaMMe CTaHAapTHOro 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

Cooteertcreyet / Conforms

Crp./ Page 1
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CEPTU®UKAT AHATNM3A / CERTIFICATE OF ANALYSIS ~

Mpoaykr: DEKCANTUH® 25, vabnetku nokpiteie naesouHoin obonouxkol. 25mr —
Product: DEXALGIN® 25, film-coated tablels, 25 my
Ne cepuu / Batch No : 04018
CepTtudpukar Ne. / Certificate No : 330678
'[TAPAMETPbI | PARAMETER -- < .. | = TPEBOBAHMWE | SPECIFICATION “d] PE3YNbLTAT | RESULT »

KonuuectsenHoe conepxanue /| Quantitative analysis

Ot10,255r 100,276 r / From 0.255 g to

0.275¢g 0,264 r/g
CpeaHnas Macca U 0AHOPOAHOCTh Mo macce / 18/20 £ 5 %, 2/20 + 10 % ot cpeareit

Tablets average weight and weight uniformity maccel 18/20 + 5 %, 2/20 + 10 % of the
P i, average weight

' | Bopa ! Water $8% 3.9 %
R(-)-aHaHTMOMepa keTonpodeHa (BIXX)
R(-)-Ketoprofen enantiomer (HPLC)

KonuuecTBeHHoe onpegenenue / Assay

CootsetcteyeT / Complies

<15% 0,31%

or 23,75 mr ao 26,25 mr CigH1203
(aexcketonpodena) B Tabnetke (o1 95 %
40 105 % oT 3aABNEeHHOrO COAepKanHns) 25,66 mritabn / mg/th
RexckeTonpocer / Dexketoprofen From 23.75 mg to 26.25 mg of C16H1403 | 1026 %
{dexketoprofen) per tablet (from 95% to
& 105% of the label ¢laim )

: TpomeTtamon (TpomeTtamuH) 5 5
Trometamol (Trometamine) or28, 160 302°% 30,9 %
He meree 75 % (Q) CisH1403

(AekckeTonpodheHa) OT aaAB-NeHHOro

: Pactsopenwe / Dissolution tesi KONMUECTBa Yepes 20 MUH 95,2 %

s 2 75% (Q) al t = 20 min

g Mocroponuue npumeck (BIXKX) / Impurities (HPLC)

m Npwmecs |1 / Impurity 1 =s02% <MKO/<L0Q

£ Mpumecs 11/ Impurity i1 £02% <MNKO/<LOQ
Mpwumecs V / Impurity V s02% <[IKO /< LOQ
NponyxT pasnoxexus A / Degr. product A <10% 0.02 %
Mpoaykr pasnoxexus B / Degr. product B s04% 0,02 %
NpogyxkT pasnoxexnus C / Degr. product C s02% <MKO /< LOQ

CymMma naeHTuYLMPOBaHHBIX NprMecen
(kpome R(-)- sHaHTHOMepa) / )
Total of the identified impurities (excluding =14% 0,04 %
R-(-)-cnantiomer)
EAMHUMHARA HeUAEHTUMLMPOBAHHASA
npumecs <02% 0.02 %
Unknow impurities: individually each
Cymma HenpeHTUhULMPOBaHHBIX
npumecei £0,3% 0,02%
Unknow impurilies: total
Obwan cymma npumeceis
kpome R(-)- aHaHTMOMepa
(ngtal imp(un)'-ties i $15% 0,06 %
(except R(-)-ketoprofen enantiomer)

-~
0 Mg,
SN

)

g 2

o /

&/@f;{y \3“3\/ /
St B

Crp. / Page 2
Laboratorios Menarini, S.A. | Alfons Xii, 587, 08918 Badalona, Barcelona, Espafia | (+34) 93 462 8800 | info@menarinies



aaaaaa
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. ... CEPTUOUKAT AHANU3A '/ CERTIFICATE OF ANALYSIS
Mpoaykr: DEKCANTUH® 25, vabnertku nokpsiThie NHEHOMHOM odonouxof&. 25Mr
Product: DEXALGIN® 25, film-coated tabiets, 25 mg

Ne cepuu / Batch No . : 04018
Ceprudvkar Ne. / Certificate No : 330678 .

F132628

- MAPAMETPBI { PARAMETER =+- » | TPEBOBAHWUE | SPECIFICATION | PE3Y/ILTAT / RESULT +
MapameTp npuemnemocty ana 10 eanHuy
15,0

MapameTtp npuemnemoctyn ans 30 eaunny
Aosnpoeanua 15,0 u HU OHa M3 earHMLY
He < yem 0,75M unu > 1,25M / 6,0
Acceptance value for 10 units £ 15.0
Acceplance vaiuc for 30 dosage units <
15.0 and neither unit < than 0.75 M or >

QaHOPOAHOCTL BAVHUL AO3UPOBAHMA
Uniformity of dossage units

1.26 M
18/20 Tabnetok: £ 5 %, 2/20 Tabnetok:
OAHOPOAHOCTE NO Macce % 10 % ot cpegHen maccel .
Uniformity of mass 168/20 + 5 %, 2/20 + 10 % of the average | COOTBETCTBYeT/ Conforms
weight

Mukpobuonoruyeckan uucrtora / Microbial contamination
Obwee KONUYECTBO XNSHECNOCOBHLIX

MUKPOOPraHnaMoBs =2000 KOEB 11 / CFUAG <10KOE®B1Tr1 /CFUQY
Total viablc microbial count

Ofulee KONUYECTBO APONOKEBbIX

nnecHesbix rpubos " 5200 KOEs1r [/ CFUAg <10KOEB1r / CFUg
Total yeasts and moulds count
Escherichia coli otcytctene s 1r / Absence on g CootseTcTeyeT / Conforms

Mo 10 TaBneTok B KOHTYPHO! RYelKkoBoi
ynakoske (6nuctep) [MNBX/donwra
anomyHuesan wnu consra
aniMuHueBan/onbra anioMuHneBas].
Mo 1 BnucTepy ¢ MHCTPYKLUKENR Nno
NPUMEHEHMIO B KAPTOHHOMW Nauke.

10 tablets in blister [PV C/aluminum foil or
aluminum foil/aluminum foil].

1 blister with the core data sheet into a
cardboard box

B cooreeTcreun c HJ, pasgen
Mapkupoeka / Labeling Mapxupoeka, uam. N2 1 Cootsercrayet / Conforms
In accordance with the ND, change Ne 1

Ynakoska / Packaging Cooteetcreyet / Conforms

CepTudpuxar: BuilueykasaHHan Cepus COOTBETCTBYET TpeGOBAHUAM HOPMATUBHOM AoKyMeHTauum v 6bina BeinyLeHa
Y NONHOMOMEHHBIM NINLIOM.

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

27/01/2021 |y o
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Satity ue

Menegkep Kavecrsa
Qualily Manager
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