00O bepnunH-Xemn/A. MeHapnHm

MNOATBEPKIEHHUE COOTBETCTBHUSA

Ne TIC-04033

Toprosoe HaMMEHOBaHHE

Jekcanruu®

Me:xayHapoHOe HENAaTEHTOBaHHOE HAMMEHOBAHHE
(TpynnupOBOYHOE HIH XMMHYECKOE)

Hexckeronpoden

JlekapcTBeHHasa Gopma

IpaHyJibl /1A IPUTOTOBJICHUSA pacTBOpa
JUIs [IpMeMa BHYTPb

JosupoBka 25 Mr
®opma BBIITyCKa 2.5, nakeTukd (10 wr.) , mauxku
KapTOHHBIC

Howmep cepuu (maptun): 04033

O0beM cepun(napTun) 11 595

Jlata npou3BojacTBa 01.12.2020

['oneH 1o 01.12.2024

HaumenoBanve u  azgpec npousBoxmutens (¢ | [IpoussoauTenn-

YKa3aHHEM CTaJui IIPOU3BOJICTBA) JlaGoparopHoc MeHapuau C.A,,
Hcnanus (Alfonso XII, 587 08918
Badalona, Spain)
Bemmyckaromui KOHTPOIb KadecTBa-
JIaGopaTtopuoc Menapuun CA,
Hcnanus (Alfonso XII, 587 08918

Badalona, Spain)

HOMGp H JaTa peruCTpallHOHHOI0 YOAOCTOBCPEHHSA

JII1-004326 ot 05.06.2017
(Mara 3aMeHnb1 12.02.2020)

Homep u 1aTa HOpMAaTHBHOH JOKYMEHTALHH

JII1-004326-120220

HanMeHoBanne 144 azpec
PErUCTPAllHOHHOIO YIOCTOBEPEHHS

AcpiKaTeld

bepnun-Xemu AI
(Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosimuii 10KYMEHT NOATBEPKAAET:

-JaHHBIH JICKAPCTBEHHBIH NpenapaT cooTBeTCTBYeT 61-D3 «O6 oOpalleHHH JTeKapCTBEHHBIX

CPEICTB...»;
-CepHs JICKapCTBEHHOIo Iperapara COOTBETCTBYET TpeOOBaHMAM, YCTaHOBJIEHHBIM TPH €ro

rocylapcTBEHHOH perucTpauun

===="Coxkonos B.]I.

Cb)

000 “bepnuH-Xemu/A. MeHapuHu”

24.03.2021
(mara)

HOpuandecknia agpec: Poccun, 123317, r. Mocksa, MNMpecHeHckas HabepexHas, . 10
Mo4tosbin agpec: Poccua, 123317, r. Mockea, MNMpecHerckan HaGepexHan, 4. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Lot certificados do Sistemas de Gestion corresponden
a Laboratorios Menadn, 5.4
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DEKCAJIMH® (OekcrkeronpodeH 25 Mr, rpanynsl Ans
NPUroTOBNEHUA PACTBOPA ANA NPAEMAE BHYTPS)

Mpoayxr:
F132629

Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepwu / Batch number : 04033
O6vem cepun (konuvectso) / Quantity(pck.): 11595 yn. / units
fara naroroenenun | Manufacturing date : 12/2020
Wcreuenue cpoka roaHocTy | Expiry Date 1212024
Dara aHanwuaa [ Date of Analysis : 29/01/2021
Ceprudukar Ne. / Certificate number : 330374

NabGopatopuoc Menapuun C.A., Mcnanua

Npoussogurens | Manufacturer: ‘ -
Laboratorios Menarini S.A., Spain

HopmaTtueHana aokymentauun / Number of valid

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

Pencreyouwee sewecreo /AP HAexcketonpodeHa Tpomeramon / Dexkeloprofen trometamol

o ke PRV IANSTS Mot 4 JNysoxumuxa C.n.A.», Utanua { Lusochimica S.p.A.», Haly

Manufacturer of the pharmaceutical substance (API)
: I'paHynbt HeNpaeUNLHON POPMLI XenToro useTa
: O C NMMOHHbBIM 3aNaXOM. '
: s el Yellow granules of irregular shape having lemon LOTREICINE/ Coupine
odor . -
: MNpo3spayHbiil pacTEOp XKEnToro UpeTa, He
¢ COAEPKALLNA BHAUMBIX MEXaHUYECKUX
g BHELHUA BWA pacTRODa BKITIOYEHUI, C NUMOHHBLIM 3anaxom Cooteetcrayer / Complies
fAppearance of solulion Transtucent yeilow solution containing no visible
mechanical impurities and having lemon odor
WeneiTanue nexkapcreeHHon dopmel / Testing of the dosage form
CpeaHssn Macca CoaepKnMoro g‘g i 1;;55?; 25rlg
nakeTvka u OTKnoHeHue ot cpeanen | <094
Macehb!
| Average weight of sachet contents ;slsgei:esﬁ Eﬁo £15.%
.| and average weight deviation 18/20 + 7,5 %, 2/20 + 15 % of the average woight Coorsercrayet / Complies

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

a Labioralorios Menarinl. S.A

Mpoaykr:

Product:

AEKCAI’II’”MH@ (ﬂexcxemnpocben 25 Mr, rpaHynsl AN .
NPUroTOBNEHUA PACTBOPA ANK NDUEMA BHYTDL)

DEXALGIN® (Dexketoprofen 26 mg, granules for oral solution)

F132629

Ne cepwu [ Batch number :

04033

COp'mcpnxa'r Ne. / Certificate number :

NAPAMETPLI { PARAM’&TER b

330374

NoanuHHocTs (BAKX) [ Identification (HPLC)

HOexcketonpodpeH / Dexketoprofen

Bpemn yaepxuBaHus OCHOBHOTO NuKka Ha
XpOoMaTorpamme UCneiTyemoro pacreopa
AOMKHO COOTBETCTBOBATL BPEMEHH
YAEPHUBAHUA OCHOBHOIO NUKa Ha
XpoMmaTorpamme CTaHAapTHOro pacTeopa
AexcketonpodgeHa.

Retention time of the principal peak in the

chromatogram of the test solution should correspond
fo that of the principal peak in the chromatogram of

the standard solution of dexketoprofen.

NonoxurensHo / Positive

Bopa / Water He Gonee 1,5 % 0,2 %
Bpems pacteopenus / Dissolving time | He Gonee 2 muH / Not more than 2 min < 2 MuH { min
pH pacteopa / pH of solution O75,0 po 6,0/ From 5,010 6,0 5.2
R-(=)-aHanTnomep / R-(-)-enantiomer $15% 0,31 %
MocTtoponHue npumecu / Relaled substances
Mpumeces A/ Impurity A 51,3% 0,02 %
MNpumece B / impurity B s05% 0,02 %
MNpumecs C | Impurity C £02% <MKO/<LOQ
Mpumecs Il / Impurity If s02% <NKO/=<LOQ
Mpumecs I / Impurity 11 £02% <MKO /< LOQ
MNpumecs V/ Impurity V s02% <[KO/<LOQ
Cymma naeHTuuUmnpoBaHHbIX
npumeceii (kpome R-(-)-
3HaHTUOMEpa) s18% 0,04 %
Tolal identified impuritics
(except R-{-)-enantiomer)
NoGas eguHrYHan
HenaeHTUDULUPOBAHHAR NPUMECH £01% 0,02 %
Any individual unidentified impurity
Cymma HenaeHTUMLMPOBaHHBIX
npumecen / £02% 0,04 %

Total unidentified impurities

Laboratorios Menarini, S.A. | Alfons XII, 587, 08918 Badalona, Barcelona, Espafa | (+34) 93 462 88 00 [ info@menarini,es

Crp. / Page 2
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Los certificados de Sistemas de Gestion coriespenden
a Laboratotios Menarini. S.4

; ’w i xg% 4
CEPTU®UKAT AHATIM3A 7 CERTfFiCA TE OF ANALYSIS hk
MNpopayxr: DEKCANTA H. (Oekckeronpodes 25 Mr, rpaHyns! 4ns )
NPUroTOBNEHUA PaCcTBOPA ANA NPUEMA BHYTPb) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu / Batch number : 04033
Cep‘mcbuxa'r Ne. / Certificate number : 330374
nmmarpm F | TPE
CymmapHoe coaepxaHue npumecen
(kpome R-(-)-auamuqmepa) <1.8% 0,08 %
Tolal impurities (except R-(-)-
enanliomer)
MKO = npeaen konu4ecTBeHHOro onpeaenenna (Mexsiue yem 0,02%)
LOQ = Limit of guantification (less than 0, 0?%)
MapameTp npuemnemocty AnA 10 eanHuy
poavposanus £ 15,0; napametp
npuemnemoctu Ans 30 eauHuY O3UpOBaHNUA
<15,0 ¥ HW OAHA W3 eAMHWL [OINPOBAHUA He
OAHOPOAHOCTL A03IMPOBAHUA <yem 0,75M wnu > 125M - : 8.9
Dosage Uniformity Acceptance parameter for 10 dosage units < 2
15,0; Acceptance parameter for 30 dosage
units < 15,0 and none of dosage units < than
0,76 Mor>1,256 M
MukpoBuonoruveckas yuctoTa / Microbial contamination
Obuwee konu4ecTBo asapobHeix
He Gonee 10° KOE/r
MUKPOOPraHW3IMOB ; NMT 10° CFU/g <y 10 KOE/r I 10 CFU/g
Total Aerobic Microbial Count
i e A He Gonee 102 KOE/r -
10 KOE/r / 10 CFU/
APONCKEBbIX U NnecHesbix rpubos NMT 102 CFUJg 0 0 r g
Total Yeast and Moulds count
i ; Otcytcteywors 11 "
Escherichia coli Absencein1g. Coorsetcreyer / Complies
Konnqeﬁaeuub:ﬁ ananus / Assay -
ot 23,00 mr 80 26,25 mr C1gH1403
{nekckeTonpodeHa) 8 1 nakeTuke
(o7 92 % fo 105 % o7 sareneHHoro 24,85 mr/nakeTuk / mg/sachet
Iexcketonpoden / Dexketoprofen COABPKAHUR) (99,4 %)
From 23,00 mg to 26,25 mg of C1H1403
(dexketoprofen) per 1 sachet (from 92 % to
105 % of the declared content )

Crp. / Page 3
Laboratorios Menarini, S.A. | Alfons Xl1, 587, 08918 Badalona, Barcelona, Espafia | (+34) 93 462 88 00 | info@menarini.es
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Los certificados de Sistomas de Gestion corresponden

a Laboratotios Menarin, 5.4

Ceptudpuxar Ne. / Certificate number :

o e

NAPAMETPLI | PARAMETER |

Mpopykr: AEKCANINH® (DekckeTonpoden 25 mr, rpaHyns 4ns

NPUroTOBNEHUS PAcTBOPa 4N1A NPUEMA BHYTDS) F132629
Product: DEXALGIN® (Dexketoprofen 25 mg, granules for oral solution)
Ne cepuu [ Batch number :

o 2,5 r rpanyn B nakeTkv U3 gonbru
anoMUHNeBOR/NONUATUNEHA H3KOH NNOTHOCTY,
Mo 10 nakeTMKoB ¢ UHCTPYKLWE No
NPUMEHEHWIO B KAPTOHHOM nadke,

In accﬁrdance with the ND

Yimanta /Pethaping 2,5 g of granules into sachets made of aluminum Coomaercrayer / Complies
foil/ low density polyethylene.
10 sachets along with the instruction on modical
use per a carton box
B cootserctemu ¢ HJ, pazgen Mapkuposka
Mapkuposka / Labeling HA e Coorsercrayet / Complies

“ VienbiTanue NOBOAUTCA Ha kawaoi 10-i cepum He pexe pasa B rog
* 1 out of 10 batches (minimum 1 batch per year)

Ceprndpmkar: BuilweykaszaHHas Cepus COOTBETCTBYeT TpeBoBaHUAM HOPMATUEHOM AoKymeHTauuu 1 Bbina ebinylueHa

YNONHOMOYEHHBIM NHULIOM.

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

29/01/2021 //;1%
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Menenxep Kavectea
Quality Manager
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