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Los certificados de Sistemas de Gestion corresponden a Laboratorios Menarini, S A

L -CEPTMGJWKAT _AH_A[IWBA / CEF?TIF{CAT& _(_JF ANALYSIS
I‘lpo,qym‘: OEKCANTUH® (Hexcketonpoden 25 mr, rpaHynsi ans

NPWroTOBNEHUA PacTsOpa ANA npuema eHyTpL) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg. granules for oral solution)
Ne cepum / Batch number 03023
Ob6vem cepun (konmuecTBo) / Quantity(pck.): 11394 yn. / units
Hara uarotosnenus / Manufacturing date - 07/2020
WcTevenne cpoka rogHocth / Expiry Date : 07/2024
Hara aHanuaa / Date of Analysis : 03/09/2020
Ceprucbukar Ne. / Certificate number 324244

Nabopatopuoc Menapunu C.A., Ucnanus
Mpouzsoaurens / Manufacturer: Rt p

Laboratorios Menarini S.A., Spain

HopmartusHan nokymentauus / Number of valid

Normative Document (ND): JIN-004326-120220 / L P-004326-120220

AesicTaylowee sewecrso / AP/ HexckeTonpodena Tpomeramon / Dexketoprofen trometamol
3
e MpoussopuTens peicTeyowero Bewecraa /
. Nysokumuka C.n.A.», Uranua / Lusochimica S p.a. . ltal,
5 Manufacturer of the pharmaceutical substance {API) + o d
- I"paHynbl HENpaBsuNLHONH BOPMBI KenToro useTa
& o C NUMOHHbIM 3anaxom. .
Onucanue / Description . ) ) CooteetcTRyeT / Complies
T Yellow granules of irrequtar shape having lemon
odor

Mpospaurbiit pacTeop xenToro UBeTa, He
COAEPKALLMIA BUANMBIX MEXaHWUYe KX
BKITIOYEHWI, C NMAMOHHbBIM 3anaxom

Tos

BHewHuit Bug pacteopa
Ak # soluti CootsetctByeT [ Complics
BEcalanaeal soluttas Translucent yellow solution containing no visible

mechanical impurities and having leman odor

s whinacs:

Diate: e

Mcnbitanine nekapcteenHoi dopmei / Testing of the dosage form

25r+75%

G
PEAHAR MAcca COREPKUMOro 2544760

NaKkeTuka n OTKNOHeHNe OT cpeaHen

25rlyg

Macchl
Average weight of sachet contents 18/20 + 7'§ ", 2/20 £ 15 %
and average weighl deviation OT CpeAHeNn Maccul

18/20 £ 7.6 %, 2/20 + 15 % of the average weight | CooTseTcTayer / Complies
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Los certificados de Sistemas de Gestién corresponden a Laboratorios Menarini, S.A.

CEPTWDHKAT AHAHVI3A £ CERT:‘FICA TE OF ANAL YS!S

Mponykr: ,ElEKCAﬂF WH® (Oexcketonpoden 25 mr, rpaHynel ans
NPUrOTOBNEHNS PACTBOPa ANA NpUeMa BHYTPL) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu / Batch number : 03023
Ceprudbukar Ne. / Certificate number : 324244
APAMETPbI | PARAMETER TPEBOBAHYE | SPECIFICATION | Peambx’m IRESULT

MoanuHrocTs (BIMX) / ldentification {HPLC)

[exckeTonpodeH / Dexkotoprofen

Bpems ynepxusauus ocHoBHOrO nuka Ha
XPOMETOrpamMmMe UCTbITYeMOro pacTsopa
ACIMKHO COOTBETCTBOBATL BPEMEHM
YAGDKUBAHUA OCHOBHOTO NUKa Ha
XpoMmatorpamme CTaHapTHOrO pacTeopa
AekckeTonpodeHa.

Retention time of the principal peak in the

chromatogram of the test solution should con espond

to that of the principat peak in the chromatogram of

the standard solution of do xkeloprofan,

MonoxurensHo / Fositive

Boga / Water

He Gonee 1,5 %

0,5 %

Bpems pacteopenus / Dissotving time

He Gonee 2 muH / Not more than 2 min

<2 MuH /[ min

pH pacrteopa / pH of solution

0150 06,0/ From 500 6.0

55

R-~(-)-anantvomep / R-(-)-cnantiomer £15% 0,21 %

MocToponnue npumeck / Rolated substances

Mpumecs A [ Impurity A £1,3% <NKO /< LOQ
Mpumecs B/ impurity B =05% <MNKO/ < LOG
Mpumecs C / Impurity ¢ 0,2 % <MKO/ < LOQ
Mpumecs 1/ Impurity i1 =02% <MKO /< LOQ
Mpumecs It/ Impurity 1 £0,2% <MKO /< LOQ
Mpumecs V/ impurity v £02% <MKO/=L0Q
Cymma aeHTUDULMPOBAHHLIX

npumeceit (kpome R-(-)-

3HaHTMOMepa) s18% <MKO/<L0OQ
Tolal identified impurities

(except R-{-)-enantiomer)

NioBas eanHuyHan

HeuAeHTUdDMLMPOBaHHas NpUMech =0,1% <MKO /< LOGQ
Any individual unidentified impurity

CyMmma HenaeHTUDMLMPOBaHHDIX

npumeced / £02% <MKO/ < LOQ

y Total unidentified impurities

Laboratorios Menarini, S.A. |

Crp. / Page 2

Alfons Xii, 587, 08618 Badalona, Barcelona, Espaia | |

+34) 93462 88 00 | info@menarini.es
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Los certificados de Sistemas de Gestion pond 03 Menarini, S.A

CEPTUDGUKAT AHANU3A / CERTIFICATE OF ANALYSIS

Mpoaykr: AEKCANIUH® (Lekcketonpoden 25 MT, TpaHynsl Ans
NPWrOTOBNEHWA pacTeopa ANs npuema BHYTPb) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepum / Batch number : 03023
Ceprudbukar Ne. | Certificate number : 324244
T[RESULT
CymmapHoe cogepxarue npumeceis
(kpome R-(-)-aHaHTUOMepa) <1.8% <MKO /< LOO
Totat impurities (except R-(-}-
enantiomer)
MKQ = npegen konuyecTseHHoro onpefeneHus (Mexbwe yem 0,02%)
LOG = Limit of quantification (less than 0,02%)
MapameTp npuemnemocTi ans 10 eanHny
Aosuposanus < 15,0; napameTp
a npuemnemocTn Ana 30 eauHUY [03upoBaHUA
H £15,0 v W1 oaHa U3 eguHuy AC3UPOBAHUA He
OaHopoaHocTs AoaupoBaHus <4yem 0,75M unmm > 1,25M —_—
F Dosage Uniformity Acceptance paramcter for 10 dosage units < '
15,0; Acceplance paramster for 30 dosage
7 units £ 15.0 and none of dosage units < than
5 075 Mor=125M

MukpoBuonoriudeckan yucTota / Microbial contamination

1394, Folg

Obwee konuuecTso aspobueix
MUKPOOPraHu3mos

Total Aerobic Microbial Count

He 6onee 10° KOE/r

‘ SFUfG
NMT 10° CFU/g 10 KOE/r / 10 CFU/g

ObLee konuvecTso He Gonee 102 KOE/r N
: APOHCKEBBIX W NNECHeBbIX rpubos R 10 KOE/r / 10 CFU/g
NMT 10° CFU/g

Total Yeast and Moulds count

P : c T8
Escherichia coli o5 yTCTaym ¥
Ahsence in 1q

Cooteerctayer / Complies

KonuuecTBenHbIit aHanus / Assay

o1 23,00 Mr 8o 26,25 mr CisH1s03
(nexckeTonpodena) B 1 nakeTuke

(o192 % po 105 % ot 3aseneHHoro 23,60 mr/naketuk / ma/sachet
Hexcxetonpoden / Dexketoprofen copepxanus) (94.4 %)

From 23,00 mg to 26,25 mg of Cish40; ,
(dexketoprofen) per 1 sachel (from 92 % to
105 % of the declared content )

Crp./ Poge 3
Laboratorios Menarini, S.A, | Alfons Xii. 587, 08918 Badalona, Barcelona, Espadia | (+34) 93 467 88 00 | infe@menarini.es
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CEPTH@“KAT AHAﬂM3A / CERTIFICA TE OF ANALYSIS

Mpoaykr: .EIEKCABF MH® (DekckeTonpoden 25 M, rpaHynbl ans

NpUroToBNeHns pacTeopa Ans npuema BHYTPb) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral salution)
Ne cepuu / Batch number - 03023

Cemebuxar Ne, / Cemf:cate number : 324244

Mo 2,5 r rpanyn B naketuin us onsru
amomuuueaom/nonwamneaa HU3KOWM NNOTHOCTH.
Mo 10 naketukos ¢ MHCTPYKUMen no
MPUMEHEHWMIO B KapTOHHOM nayke.

Ynakoska / Packaging p . Cooteetcrayer / Complios
2,6 g of granules into sachots madtfe of aluminum

foil? low density pofyethylene

10 sachets along with the instruction on medical
use per a carton hox

B cooTteeTcTBUM © HA. paagen Mapkuposka

Mapkuposka / Labeling ‘
In accordance with the ND

Cooteercrayer / Complies

L

* UcneiTatue nosoautes Ha KauaoR 10-i cepuu He pexe pasa B rog
"1 out of 10 batches {minimum 1 batch per year)

CepTucpukar: Boiweykazannas CepuA CoOTBETCTBYET TpeboBaHmnsm HOPMaTUBHOW AoKyMeHTauuu u Bbina BbiNyLEeHa
YNonHoMoueHHsIM NALoMm,

Certificate: The balch complics with the normative documentation and has boen released by a Qualified Person,

03/09/2020

i I
[ogfed (677

Menenxep Kayectsa
Quality Manager

Crp. / Poge 4
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M 000 Bepnnu-Xemu/A. Menapunn

IIOATBEP)KAEHUE COOTBETCTBUSI

Ne TIC-03023

Toprosoe HaumeHOBaHuE Jlekcairun®

MexnyHapoaHoe HenatenToBaHHOE HaHMEHOBaHHUE Hekckeronpogen

(rpynmnupoBouHoe Ui XHMHYECKOE)

JlekapctBennas popma IPaHyJIbl JUIA IPHUTOTORJIEHHUS PAacTBOpa

AJ1si IPHEMa BHYTPb
Ho3uporka 25 mr
®opma Beimycka 2.5 r, naketuxu (10 WIT.) , MAYKH
KapTOHHBIE

Homep cepuu (naprum): 03023

O6bem cepun(naprum) 11394

Mara Beinycka 01.07.2020

I"onen no 01.07.2024

HanmenoBanne wu  agpec npoussoaurens (¢ | Ilpouspoaurenn-

| YKa3aHHEM CTaJluii IPOM3BO/ICTRA) Jlaboparopuoc Menapunu CA.,
| Ucnanus (Alfonso XII, 587 08918

Badalona, Spain)
Bemyckaommii kontpoas kavecrsa-
JlabopaTopuoc MeHapunuu CA,
Hcnanus (Alfonso XII, 587 08918
Badalona, Spain)

Homep u nata perucrpawmonnoro YIOCTOBEpEHHs JI1-004326 ot 05.06.2017

(data 3amensr 12.02.2020)

Howmep u nata nopmarusnoii NOKYMEHTaLUK JI[1-004326-120220
Haumenopanue U aapec nepxatens | Bepnaun-Xemu A
PETUCTPALIMOHHOTO YIOCTOBEPEHHS (Glienicker Weg 125, 12489, Berlin,

Germany)

L

Hacrosimmii nokyment NMOATBepPIKIAeT:

-IaHHBIA JIeKapCTBEHHBIH [Ipenapar coorBeTcTBYeT 61-D3 «O6 oOpaleHii neKapcTBeHHEIX
CPEeACTB...»;

~CCPUA JIEKapCTBEHHOTO Mpenapata COOTBETCTBYET TPeOOBAHMAM, YCTAHOBICHHBIM pH ero
FOCYapCTBEHHOH perucTpalyu

&= Coxonos B.JI, 10.11.2020
= (nara)

O00 “Bepnun-Xemu/A. Menapunu”

HKpugudeckui anpec: Poccus, 12331 7. r. Mocksa, MpecHeHckan HabepexHas, n. 10
MovToswii agpec: Poccusn, 123317, . Mockea, MpecHenckan Habepexnyasn, o, 10
TenedgoH: +7 (495) 785-01-00, hakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




