000 BepnmH-Xemn/A. MeHapHHH

NOJATBEPKJIEHHUE COOTBETCTBUA

Ne [1C-03032

ToproBoe HAKMCHOBAHHE TexcanrHH®

MeXIyHapoJHOE HEMaTeHTOBAHHOE HAHMEHOBAHHE JlexckeTonpodeH

(rpynnupOBOYHOE WIH XMMHYECKOE)

JlexapcteenHas GopMa IpaHyJIbl JUIA [IPUrOTOBNIEHHS pacTBOpa

115 ipreMa BHYTpPb
Jlo3upoBKa 25 Mr
dopma BBIITYCKa 2.5, naketHk (10 1WT.) , Ta9KH
KapTOHHBIE

Howmep cepuH (mapTuu): 03032

O6beM cepru(TapTHH) 9720

JlaTa BBITyCKa 01.09.2020

T'oneH 10 01.09.2024

Hanvernosanne M aapec  npoussomutens (¢ | IIpon3soxmTe/ih-

yKa3aHHeM CTajinH NPOU3BOJICTBA) JlaGopaTopHoc MeHapHHH C.A,
Hcnanus (Alfonso XII, 587 08918
Badalona, Spain)

BhInyCKAIOIWHH KOHTPOIbL KauecTBa-
JIaGopaTopHOC MeHapHHH CAs
Hcnanus (Alfonso XII, 587 08918
Badalona, Spain)

Homep | J1aTa PErHCTPALIHOHHOTO YA0CTOBEPEHIA JI[1-004326 ot 05.06.2017
(Jlata 3amens 12.02.2020)

Howmep ¥ j1aTa HOPMATHBHO#H J10KyMEHTaLHH JIT1-004326-120220

HanmeHoBaHHE H azpec nepxatens | bepnuH-XeMH Al

PETHCTPAIIHOHHOTO YAOCTOBEPCHHA (Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosimuuii JOKYMeHT NOATBEPKIAET:

-7aHHBIH JIeKapCTBEHHBIA mperapar COOTBETCTBYCT 61-®3 «O6 obpalieHHH JeKapCTBCHHBIX
CPEACTB...»;

-cepus JIEKapCTBEHHOTO Mpenapara COOTBETCTBYCT TpeGoBaHUAM, YCTAHOBJICHHBIM HPH CTO
rocy1apcTBEHHOH perucTpalny

=="Coxonos B.JI.  07.12.2020
(TIOJITHCE) (nata)

JloBepeHHORKS O A.Menapuan»

No 6/n or 07.

000 “BepnunH-Xemu/A. MeHapuHu”

KOpuaunyecknia agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HaGepexHas, A. 10
MouToesid anpec: Poccus, 123317, r. Mockea, MNpecHeHckan HaGepexHasn, A. 10
TenedpoHn: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestidn corresponden a Labaratorios Menarinl, S.A.

CERTIFIED

CERTIFIED
CERTIFIED

5 ‘QEPTHGMKAT AHARMSA / CERT!FICATE OF AAfALYS‘iS

_ it et oo 0
MpoaykT: BEKCANTUH® Llei(cxewnpoq)eu 25 wr, rpaHynsl aAns T ;
NPUroTOBMNEHNS PacTBOpa ANA NPUEME BHYTPb) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu / Batch number : 03032
O6em cepum (Konuvecteo) / Quantity(pck.): 9720 yn. / units
[ata uarotoBnexmsn / Manufécruring date : 08/2020
McredeHune cpoka roaHocTu | Expiry Date : 09/2024
Dlava ananwsa / Date of Analysis : | 16/10/2020
...... ‘ Ceptudbukar Ne, / Certificate number : 326040

NaBopatopuoc Menapunu C.A., McnaHus

Npounasogurens | Manufacturer: i
Laboratorios Menarini S.A., Spain

HopmartueHana gokymentauus [ Number of valid

Normative Document (ND): JN-004326-120220 / LP-004326-120220

neﬁcﬁywmae BeuwlecTeo / API: [ekckeTonpodeHa TpomeTamon / Dexketoprofen trometamol

MNpoussoguTens geidcTeyoWero sewecrtsa /

Manufacturer of !he phannaceutical substance (AP!) Tysonmima C.nA, Virana | Lugoghimica 5.p. A%, Rely

Al il
paHynbl HenpaBKNbHOW OPMBI KENToro ueeTa
C NUMOHHLIM 3aNaxoM,

Yellow granules of imegular shape having lemon
odor

Onwucanue / Description

CooteeTctyet / Complies

MpoapayHblit pacTBOp XEnToro UseTa, He
\ 5 4 CcoAepHaLLuiA BUAUMBIX MeXaHNYeCKUX
] i BKIIOYEHMI, C NUMOKHBIM 3aNaxoM Cooresrcreyer / Complies

Translucent yellow solution containing no visible
mechanical impurities and having lemon odor

sme 1 384, Folio 73, Moz B7e455 - N1 F ADSIN91E]

\Appearance of solution

urg sabznacion

Dates esceit

ch_blranme nekapcTeeHHOR dopmel / Testing of the dosage form

25r+75%

250+75% 25rlg

CpepnHas Macca coaepXumMoro
naKkeTuka u OTKIOHEHWE OT cpeaHel
Macchbl

Average weight of sachet confents

and average weight deviation

18/20 7,5 %, 2/20 £ 15 %
OT cpeaHewn Macchl "
18/20 £ 7,5 %, 2/20 + 15 % of the average weight | CooTseTctayer/ Complies

Crp./Page 1l
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Los certificados de Sistemas de Gestidn corresponden a Laborstorios Menarini, 5.4

_ CEPTUOUKAT AHATIU3A'/ CERTIFICATE OF ANALYSIS [,

MpoaykT: ﬂEKCAJ’IF NH® ([excketonpoden 25 mr, rpaHynbl Ans ‘
NPUrOTOBNEHUS PACTBOPa ANA NPUeMa BHYTPb) F132629

Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)

Ne cepwu | Batch number . 03032

Cep'mq:uua'r N! 1 Cemﬁcate number: 326040

ﬂo,nnhnﬂoc‘rb (BIMX) / Identification (HPLC)

Bpems yaepxvBaHUA OCHOBHOFO NUKa Ha
XpomMaTorpamme WenbITYeMoro pacresopa
JOMKHO COOTBETCTBOBATL BpEeMEHH
yAepKUBaHWUSA OCHOBHOTO NWUKA Ha

XpoMaTorpamme CTaHAapTHOro pacTeopa
Dexcketonpoder / Dexketoprofen aekcketonpodeHa, NonoxwurensHo / Positive

- Retlention time of the principal peak in the
~ chromatogram of the test solution should correspond
to that of the principal peak in the chromatogram of
the standard solution of dexketoprofen.

s

MocropoHHWe npumeck / Related substances

Bopga / Water He 6onee 1,5 % 0.4 %

; Bpemn pacTsopeHnus / Dissolving time He Gonee 2 muk / Not more than 2 min < 2 MuH [ min
m pH pacteopa / pH of solution Ot5,0 40 6,0/ From 5,00 6,0 53
R-(-)-aHaHTWOMep / R-(-)-enantiomer <15% 021%

Mpumecs A/ Impurity A 1 s1,3% <MKO/<LOQ
Npumeck B / Impurity B $05% ' 0,02 %
Mpwmecs C / Impurity C $02% | <nkos<toa
Mpumecs 11 / Impurity It $0.2 % <MKO /< LOQ
) Mpumecs [l / Impurity Il ' s02% : <MKO /< LOQ
Mpumece V /[ Impurity V 202% <MKO/<LOQ

Cymma WAEHTUPUUMPOBAHHBIX
npumecen (kpome R-(-)- :
3HaHTUOMepa) s18% 0,02 %
Total identified impurities :
(except R-(-)-enantiomer)

Niobas eauHUIHER
HeuaeHTUUUNpPOBaHHARA NPUMECh s01% <MKO/<LOQ
Any individual unidentified impurity

Cymma HeuaeHTMNLMPOBaHHBIX
npumeceit / $02% <MKO/<LOQ
Total unidentified impurities

prr——
M
S
Crp. / Page 2 b J t
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Los certificados de Sistemas de Gestién corvesponden a Laboratorios Menarini, 5.4,
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Product:

AEKCANTUH® (JekckeTonpoder 25 Mr, rpaHynsi ans -
NPUroTOBNEHURA pacTeopa ANns NpUeMa BHYTpb)

DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution) .

Ne cepuu / Batch number :

03032

CyMMapuoe coaepxaHvue npumeceit
(kpome R-(-)-aHaHTMOMEpa)

Total impurities (except R-(-)-
enantiomer) '

0,02 %

MKO = npeaen konu4ecTeeHHoro onpesenenns (MeHbLe Yem 0,02%)
LOQ = Limit of quantification (less than 0,02%)

OnHopoAHOCTE A03MPOBAHUA
Dosage Uniformity

MapameTp npnemnemoctv ana 10 eauHuY
fosuposanus s 15,0, napamerp
npuemnemoct Ans 30 eguHWL 403MPOBAHKUA
515,0 v HU OJHa W3 eAMHUL AO3NPOBAHURA He
<uem 0,75M wnu > 1,25M

Acceptance parameter for 10 dosage units <
15,0; Acceptance parameter for 30 dosage

units £ 15,0 and none of dosage units < than
0,75Mor>1,26 M

4,9

MukpoBuonorudeckas uucrota / Microbial contamination

Obuwee konn4ecTeo aspobHbix
MUKPOOpPrasmamos

He Gonee 10° KOE/r

10 KOE/r / 10 CFU/g

: NMT 10° CFU/
Total Aerobic Microbial Count ¥
OGU-IEEBZOT;HHBCTB:HEBHX rpubo el 10 KOE/r / 10 CFU/
HOKEBbIX U Nne B ‘
Ao g NMT 102 CFU/g i 9

Total Yeast and Moulds count

Escherichia coli

OtcytctByoTB 1 1
Absencein 1g

CootsercreyeT / Complies

KonuuecteeHHbi aHanus / Assay

[OekcketonpodeH / Dexketoprofen

ot 23,00 mr ao 26,25 mr C1sH1403
(aekcketonpodeHa) B 1 nakeTuke

(o1 92 % fo 105 % oT 3anBReHHoro
COoAepXaHuA)

From 23,00 mg to 26,25 mg of C1sH1403
(dexketoprofen) per 1 sachet (from 92 % to

106 % of the declared content )

24,88 mr/nakeTuk / mg/sachet
(99,5 %)

Ctp./ Page 3
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Mpoaykr: .H,EKCARF WH@ {ﬂekcxeTonpod)eH 25 wr, rpaHynbl ans

MPUrOTOBNEHNS pacTBOpa ANs Npuema BHyTPb) F132629

Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu |/ Batch number : ' . 03032

Ceptmbuxa'r Ne. / Certificate number ; 326040
ITAPAMETPH | PARANETER | TPEBOBAHVIE | SPECIHICAT

Mo 2,5 r rpanyn B nakeTuku ua thonbru

£ anioMUHUeBOW/NONMATUNEHA HU3KOI NMOTHOCTH.
Mo 10 nakeTukos ¢ MHCTPYKLMEH no
NPUMEHEHWIO B KaPTOHHOWM nayke.

oy

KoBKa / Packagi ) ; TCTB i

Yrssonxa aging 2,5 g of granules into sachets made of aluminum Coorercteyer / Complies

foil/ low density polyethylene.
10 sachets along with the instruction on medical
use per a carton box
)

B cootseTcTeum ¢ HA, pasnen Mapkuposka

Mapkuposka / Labeling A. pasa PRAp Cooteercrayer / Complies

In accordance with the ND'

NUF Ag512918)

* WcnbiTanve nosoauTes Ha kaxaon 10-i cepun He pm pasa e rog
* 1.out of 10 batches (minimum 1 batch per year)

Hosr Bleasd

Ceprudbukar: BulweykasanHas cepua cooTeeTcTayeT TpeGoBaHMAM HOPMATUBHON ACKyMeHTaLuu 1 Bbina BbinywweHa:
YNONHOMOYEHHBIM NULIOM.
Certificate: The batch complies with the normative documentation and has been refeased by a Qualified Person.

11 284, Folio 73

1
i

15/10/2020

anacion

Merenxep Kavecrea
Quality Manager

Crp./ Page 4
Laboratorios Menarini, S.A. | Alfons X11, 587, 08918 Badalona, Barcelona, Espafia | (+34)93 4628800 | info@menarini.es




