W. ‘l o000 BepnnH-Xeun/A. MeHapyrHH

HOIITBEWC,IIEH’HE COOTBETCTBHA

Na [1C-02008
Topropoe HaUMCHOBAHHE Nexcanruu® 25
MexayHapoaAHOE HenaTetITOBAHHOS HAWMCHOBAHHE TNexcketonpoden
(rpynNnHpPoBOYHOE HIH XUMHYECKOE)
TlekapcTacHBas dopMa TabneTkN MOKpHITHE NAcHOOH
obonouKon
JNo3upoBKa 25 mr
dopMa BBITYCKA 10 wr, , ynakoBku aucHxosbie
xouTvpHsic (1), mavuku KapTOWHBIE
Homep cepHH (napTun): i 02008
OGwbeM cepHH(NapTHH) 96 483
JlaTa BHINYCKA 01.04.2020
Toaex 10 01.04.2023
FHauMmeHoBaMHe W RApeC npowasoauteas (¢! TpowiBoanTeah-
yKa3aHuem CTAAHIt MPOH3IBOACTAA) | JlaSopaTopuoc MeHapuHH C.A.
. Hcnawma (Alfonso X1I, 587 08918
i Badalona. Spain)
BuinyckalouwHi KONTpOIb Kayecrsa-
JTaGopaTopuoc MeHapuhu C.A.,
Hcnanua (Alfonso XI1, 587 089138
Badalona, Spain)
HoMep ¥ 1aTa PerucTPaUHoOHHOTO YAOCTOBCPCHHS I1 NO15044/01 ot 22.07.2008

Jlate nepeohopMACHHA 06.09.2018

[ Homep u aaTa 11OpMaTHBHON AOKYMEUTAUUN 1 N015044/01-220915, wam. Nel

IaumeHOBaHHE H aapec Acpiartens Bepann-Xemuw/MeHapRHH dapma 'M6X

PErHCTPAILMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

|

Hacrosmuil JOKyMeNT NOATBEPRKIAET:

-naHHBiii nekapcTeEHHBIA npenapar cooTeercTeyer 61-®3 «06 06pamCcHHH JCKAPCTBEHUBIX
CPEACTB...

-CCPUA  NIEKAPCTBEHHOTO npenapara COOTBETCTRYET TpeGoBatHsM, YCTaHOBJCHHEIM NpH ero
rocynapcTeeHHON perucTpaunm

000 "Bepnun-XemwA. Mana "

HOPWMAMHGOIGAR BAPSC Poccun, 123317, 1. Mockea. Npecrencran HaGepexcian, A. 10
MoxToBbin aapec: Poccun, 123317, . Mocxsa, Npeckenckan nabepexuan, a. 10
Tenedow: +7 (485) 785-01-00, daxc: +7 (495) 786-01-01, @-mail: infog@b-c.ru
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ﬂEKCAﬂrﬂH@ 25, 12300104 rokpaiTRE

"0 BONOYROR, 25Mr

F121442

LzNAT GINGG 25 itiere - soeps r3busste, 25 g
Ne cepun / Balch number : 02008 $
Paimep cepun / Batch size : 975218 Tabnevox / tablels
Obwem copun (konuuecTao) / Quaniity: 96484
Aave usroromneHnn / Manulscturing date :  04/2020
Hereverne cpoxa roguocTm / Expiry Date : 0472023
Dara ananusa / Date of Analysis : 28/05/2020

HopuatusHan aoxymesTauwa Number of
valld Normative Document {ND).

Ceprudmuar Ne. / Certificate number :

N NO15044/01-220915 c wam. No.1 oT 06.00.2018
P NO15044/01-220015 with change No.1 from 06.09.2018

321114

Nponssogurens ! Manufacturer

NaGoparopuoc Memapwin C.A., Mcnawws
Laboraiorios Menarini S.A., Spain

DeficTeyowee sewecrao | AP/:

QDexcxeTonpodena TpomeTamon
Dexketoprofen trometamol

MpoussoauTerne AsdcTeYIONSID
BowacTas / Manufecturer of the
pharmaceutical subslance fAPI):

Nysoxnmuca C.n.A», Uranme
Lusoctumica S.p.A. v, Haly

[[narZAm

METER ey | 3!

APEBOBAHWE | SPECIFICATION w |* PEIYNLTATI RESULT.,

Onucamn 1 Descrlpﬂon

Onncanve
Appearence

KpyTnwe QsoAKOSLINYKNWIe TRGNETIM,
NOKPEITHIE NNEeHOUROA 0BonouoR Genoro
useTa, ¢ pnckoi na oSenx CTopomax
TabneTtuu

While, round biconvex fim-coated tabisis
with score on bothr sides

Coorsercreyer
Complies

NognunnocTs / Identifications

AsxCreTONPODhOHE TPOMETEMONA (YO)
Dexkeloprofen trameiamol {uv)

Y& - cnexTp nornoweHnn ncnairyemoro
PacTBOPa ROIDKEN HMETS MEKCUMYM NOT-
NOWErHA NPH ANMHE BONHL (258 £ 2) um
UV-specirurt absorbancy of the lest
solution has the pesk absorbancy af the
wavelength of (258 £ 2) nm

Cooreevcrsyar [ Conforms

AscxaTonpodena Tpomeramona (BIWX)
Dexkeloprofen rometemol (HPLC)

BpeMR yaepXUBAHUA DCHOBHOIO NWKE Ma
XPOMBTONPAMME HCITWTYBMOTO PacTBOpA
AOIOGHO COOTRRTCTRORATE BPEMEHM
YOBDMMBEHVA OCHOBHOTO NNKS HYl
XPOMATOTpAMMS CTRHAADTHOIO PACTAGDA
ALKCXETONPOMEHA TPOMETAMONS

Main peak refention lime on the tast
solution cfvomalogram should comply
with the mein peak retention fime on the
chromalogram of dexketoprofen
tromelamuy standard solution

Cootsercrayer / Conforms

cabarate o Meaaring, S.A, | Alfons XI1, 387, 05516 Badalons, &

Crp. [ Page L

SBitelona Cupana | [+34]03 482 17

U nfo@menarini,. -
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ICATE OF ANAL
Cipooyvier: I.'IE.I(" LIITUH® 28 ranraron NouosiTuEe INeHaunon aoE GRS T
Praduct: DEXELGIN: 3.5 s st tininge, o6 min F121442
Ne capum / Baich No : 02008
CopTudmxar Na. / Certificate No : 321114
BRRARETPLI | PAR R EOEATHE / SPECIFICATION = [ PE3YNOTAT J &=S0L7 -
KonuvwecTasunos concpmuu ! Ouanﬂtauvc analysis
010255f.q00275rlﬁrom02559!0
0.275¢9 0,266 rig
SPAILRS ANCER N S EicTy Smae) 18/20 % 5 %, 2120 £ 10 % o7 cpegnen
pblots everage woight and weight un ormily | sacen 7&?0 £5%. 220+ 10 % of the Coovsercrayer 7 Complics
average woighi
| _Boaa / Wator s8% 34%
R(-}-3narrwomepa ketonpodena (BIXX)
R{-)-Ketoprofcn cnantiomer (HPLC) Bl % . 940%
KonuuecTeennos onpeasnerne 1 Assay
ot 23,75 wmr go 26,25 mr CrwH1aOs
. (aexcreTonpopera) & TabneTxa (ot 05 %
7 A0 105 % OT 32ARNGHHOTO CORBPKBHMA) 24,12 mrirabn/ b
Qexcketonpodan / Dexkotoprofon From 23.75 mg to 26.25 mg of C16H1403 96,5 % g
3 {dexkeloprofen) per lablal (from 95% o
. 105% of the label claim )
TpomeTamon (Tpomeramun)
. Trometamol_(Tromolaming) or 20,100 35,5 % 30.4 %
3 He menee 75 % (Q) CisH1Os
i Pactsopenne / Dissalution test m‘; mp:' ;.l,ﬂ::"'m"”m 84,2 %"
2 75% (Q}at (= 20 min
nomoponam npuMeck (BIXX) ! Impurities (HPLC)
Mpvseace Il / Impurity 1 $02% <O/ <LOQ
Npuwsace NI / Impurity il $0,2% <MKO/<LOQ
Npusecs V / Impurity V £02% 0,01%
,__mnonm Al Dagr product A £10% 0,01 %
‘ Inoxenun B/ roduct B $04% 0.01 %
snowermn C/ C ' 502% <MNKO /< LOQ
Cyuua HASHTUDHLHADOS BHMLIX npauecan ;
(xpome R(-}- ananTHOMEpa) /
Tolal of the identtfied impuritios (oxcluding | 514 % 0.03 %
R-~(-)-anantiomer)
SLAMHWMHAR HEWAR HTHRHULMPORAHHER ]
NpUMecs 502% <MKO /< LOQ
Unknow impurities. individually each
Cymma nenaenmdsumMposanHbn
APUMeced £03% <NKO/<LOQ
Unknow impurities: tote!
Obwan cymua npumpcen )
(xpoue R(-} anauTHOMepa) 5
Tolal impurities $18% 0.03%
(excepl R(-)-ketoproien anantiomer)

Crp./ Poge 2
L2horatonos Menarini, S.A, | & £35 vy, 58T, DERLE Guds wna, Barcsiond. Laoefia | i-%45 53 462 85 04 | HEH TeRiNe
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HERKCAITI T 15, tabnetsn noxpumuie AneHowHon ndonouxond, 250r

weight

F121442
Product: DEXALGING 23, tilm-coated tablive. 25 me
Na cepum [ Batch No - 02008
L_Cepwnpmuxar Ne. / Certificate No : 321114
o [ TPEERRNET. SPECIFIC A TION - | PEIYIBT, i)
NapameTp npnemnesmocTw ank 10 equHmy
15,0
NapameTp NpUeMNeMocTH Ans 30 eawkny
O & i i P A0suposanuA 15,0 M MK OOHS K3 AU
U J!M'r IUCTL SN it posal He <vem 0,75M nm > 1,25M 7 586
n YR unis Acceplance value for 10 uruts $ 15.0
Acceplance value for 30 dosage units s
15.0 and rieither unil < than 0.75 M or >
1.25 M
16720 TabneTox: £ 5 %, 2/20 TabneTox:
QaHOpOAHOCTs NO Macce + 10 % ot cpeamed maccy
Uniformity of mass 18/20 £ 5 %, 2/20 + 10 % of the svorage | COOTeeTCTRYeT/ Coniorms

MuxkpoSuonornueckan uncrorta / Microbial contamination

Cbiee KONHIECTEO XKHIHECTOCODAbIX
MHLDOODIBHHIMOB
Total viable microbial count

$2000 KOE s 1r /CFUg

<10KOEs 1 r /CFllg

Obuies KONWSECTRO APONOKEBMIX H
nnecHeabix rpubos
Total yoasls and moulds count

£200 KOEw®1r / CFuUry

<10KOEas1r /CFUQg

Escherichia cofi

orcyvcreue 8 1 r /| Absoncooni g

CootnevcrayeT / Conforms

Ynaxoexa / Packaging

Mo 10 TabneTox » KOHTYPHON meeimoBOR
ynaxosxe (6nuctep) (NBX/donura
ATHOMWHNEBAR HNK DOoNLla
ANOMHHASBAR/DONLIS BNOMMHHSBESR].
Mo 1 GhucTepy € MHCTPYKLMeR NO
NPAMOHEHWO B KAPTOHHOR Navxe,

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

1 blister with tha core data sheet inlo a
cardboard box

Cooreercreyer / Conforms

Mapxupoaxa / Labeling

B cooteeTcTeuK ¢ H]L, pasasn
Mapxuposxa, uam. N 1

In accordance with the ND, change Nv 1

CoomesTtcreyer / Conforms

NONHOMONEHHBIM NIKUOM.

MKAT: BulOYKEIGHHAR COPUR COOTRETCTRYST TREDOBAHUAM HODMATHBHON SOKYMEHTALWA U GhNE BLTyWIeHS

eriificate: The baich complies with the normstive documentation and has been released by & Qualified Persun.

270052020 !.ﬁ‘! L":%;-;“‘Eﬂ}..
h *

G

Meouanxep Kavecrea
Quality Manager

Cmp./ Page 3

Laboratorios Menarini, § &, © Affors ¥i. 577, 08918 gavelona, Barceicna. Lsoana | (+2439: 2L BB OO | infrid menariai et



