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Los certificades de Sistemas de Gestidn carresponden
a Laboratorcs Mavalinl, S.A
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= apoayxr / Product: HUMECWTT® / NIMESIL® 30 nakeTukoR / sachets
=17 (HuMecynng, TPaHYIs! ANA MPHrOTOBNEHMA CYCNEH3UN ANA npuema BHyTRb, 100 Mr)
{Nimesulide, granules for suspension for oral administration, 100 m : ]

Koa npoaywTa / Client coda: 'F160475

Ceprudumuar Ne / Certificate No.: 123848

Homep cepuu / Baich No. : 52407
| CBbam ceprm {(KanuvecTeo) / Quantitpck,) = 13110

. Data waraToBneHus J Manufaciuring date. 19/05/2025

Data McTeueHHA CpoKa roaHocTH / Expiry dafe: 05/2028

Darta avanu3za [ Daie of analysis: 18/06/2025

.Mpouasogutens | Manufaciurer: NatopaTaproc Mexapuiu C.A., Menanua

‘ Laboratorios Menarini 8.A., Spaln

HopmMaTHEHAA QOKYMEHTaLMA N BB

nNumber of valid Normative Documeat (ND): NIN-Na(007211)-(PT-RU}-111024

fJencTByOIee RewecTBO [ APL Humecynug / Nimesulide

Ne cepuu pedicTayioulero selectea ! APf Batch Nr. M28476

MpouasoauTens AelicTaylero sewectsa / Manufacturer of the pharmaceutics! substance (API):

Aart| Drugs Ltd., India ‘ .

 MAPAMETP/ .| TPEBOBAHWE PE3YNbTATbLI/ .-
Ceatno-wentalf 2epHUCTLIR
© CeeTno-MenThii 38pHMCTLIA NOPOWOK ¢ | NOPOLLOK C ane bCUHOBLIM

ANENLCUHOBLIM S2NEX0M. zanaxom. MonydeHsas
ManyyeHHan cycrexsua Genoro unu, CYCTIBHSWA CEETNO-IENTOM
OMNUCAHWE / AFFEARANCE CEETNIO-KENTOTO LpeTa LgeTa

Granar lighi-yellow powder with orange | Granular light-yellow powder
odor. Resulted suspension {s light-yeflow. | with orange odor. Resulted
suspension is fight-yelloy.

B3MX: Bpemn yaepxvueaHua
DOCHOBHOMO NWKa Ha XpomarorpaMmMe
MENBITYEMOra pacTeopa A0MKHO
COOTBRTCTEOBATE BpeMeHn
yOSPKUBEHNA CCHORHONO NuKa Ha
XPOMATOrPaMME CTaHA3PTHOMD CooreeTtcrayer / Complies
NOANUHHOCTE / IDENTIFICATION pACTROE HIMECYTNGA
' HPLC: Retention time of the main peak
in the chromatogram of the lest
solution should correspand with that of
the main peak in the chromatogram of
| fhe standard solution of Nimesulide.
BEHX- ML (AnogHO-maTpruHEi
AetekTop): CnexkTp OCHORHOM NHKA Ha
XpOMATOrpamMmMe NCNbITYEMOoro
PacTEOpPa, NoNy4YeHHBIR & NOMOLLLIO
AMOAHO-METPUHHO-TD JETEKToPa,
ADMMEH COOTEETCTEORETE CNEKTRY
OCHOBHOID MUKE HE XPOMATOrPaMME CocreetcTeyer / Complies
CTEHAAPTHOrS pacTacpa.
HPLC-DAD (Diode array detecior)
DAD speacirum of the maln peak on the
chromalogram of the lest solution
conforms to the spectrum of the main
peak on the chromafogram of
, the standard solution, i

NMOANMHHOCTDL / IDENTIFICATION
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.05 certificados de Sistemas de Gestion corresponden
a Laboratorios Menarinl, SA

Mpaayr / Product ; HUMECHIN® / NIMESIL
CapruduraT Ne / Corfificate No. ! 123848
Homep cepuu / Balch No. & 52407 B
T MAPAMETP/ TPEBOBAHME / PE3YNbTATbI / o
20r =+ 7,5%
(o7 1,85rgo 2,161) 20r/g
CPEOHAS MACCA 200+75%
COREPHMUMOrQ A OTKNOHEHWE | (From 7,85 g t0 2,15 9)
C
gﬁggfgggb‘gw‘g‘fg WEIGHT 18/20 nakeTWkos He Bonee £ 7,5 %,
- 2/20 nakeThkor He Bonee £ 18 % oT -
T iy £
aMJLdS%EVM P SR Py, CpenHeii MACEk) CONEPWUMOr NaKeTHka | o0 BeToTBYeT / Complies
18/20 sacheis * 7,5 % 2/20 sachels
15 % from average mass of the sachel
MOTEPS B MACCE PV He Sanee 1,0 % —
. BLICYLUMBAHWA /LOSS on DRY.’NGE ~ Not more than 1,0 % . .
pH/pH | OT2508035/Erom 2510 3,5 341
' it
He parwHo BulTh 42Tl ¢ pasMepom
Bones 100 mkm / No partictes more then Cooteercreyet / Complies

PASMEP YACTWL / PARTICLES SiZE

1080 i

KONMWYECTEEHHOE ONPEOENEHA
ASSAY :

O71 95,0 oo 105,0 mr/ nakeTuk

(95 % - 105 % OT 33ABNEHHOMO
COABpAaH!A)

From 95,0 to 108,60 mg / sachet

{95 % - 105 % of the labslled claims)

100,0 mrinakeTvr / mg/sachei
{100%)

MOCTOPOHHME NMPUMECK
RELATED IMPURITIES

Niwbas eguHnyHas NpUMecs —
He Gonee 0,5 %

Anv Individual Impirity:

not more than 0,5 %

0,03 %

Cymma npumeceil — He Bonee 1.0 %
Total impurities: not more than 1,0 %

0,05%

O[HOPOAHOCTb I03HPORAHMS
DOSAGE UNIFORMITY

MapameTp npnemnemMocti ana 10
efnHAY ooanpoBaHna = 158,0;
MapameTp npraMnemocti ana 30
eauHuU Ao3upoBatus = 15,0 M HU 0JHa
13 eAMHKL Jo3KpoBaHua He MeHee 0,75
M n He Bonee 1,25 M

Acceptance parameter

for 10 dosage untis AV S 16.0;

for 30 dosage units AV = 156.0; and
nons of dossge units nof Jess than

0.75M and not mare 1. 25M.

MapamsTp NpremMnNemMocTi
FAV 23

. CootsetcteyeT / Complies

Alfons X1l 58 |, 08918 Badalona, Barcelona, Espafia

{+34)93 41628800 | i
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Mpogyxr / Product | HUMECIAN® / NIMESIL
Ceprudmxar Ne / Certificata Ne. 123848
Homep cepun / Batch No. . 52407 o
| NAPAMETP / TPEEOBAHME ! PE3YNbTATEI /
‘ O6lLee kONHUacTBO A3POBHLIX
Bairepui = 1P KOERT :,}g ggﬁﬂ )
MMKPOEVIONOMVHMECKAR | < 10° CFUg total aerobic bacteria g |
YMCTOTA IpuBos Ha r unn M = 10° KOEB 1 <10KOE®B T
MICROBIOLOGIC PURITY s 107 CRUKg Tung! < 10 CFLIg
Kareropus 3 A/ Category 3 A. 5
E.coli oTCYTCTRYHOT CooTRETCTEYET
Absance of E.coli Complies
Mo 2 r rpaHyn B TPEXCNOAHBIA NAKETUK
[Bymara/anioMuHresan
thonerainonuaTyneH).
Mo 30 naKeTUKoR & MHCTPYKIMER No COCTRETCTRYET
VYnakoBka | PACKAGING NPUMEHEHWIO B KAPTCHHOA NaYKES Complies
2 g of granules per a three-layer packels
made of paper/aluminum foil/polyethylens. !
20 packets along with the instruction on
- madical use per & cartor box. ]
B cootsetcTRvu ¢ HI | pasgen
Mapiupoeka, usm. Net
Maptuposka | LABELLING In ae:mgdanc» with the ND, section “33‘,’;{3,?;? i
| Labslfing, change Net "

| “BhilLeyKasaHHan CEpUR COOTBETCTBYET TpeBoBaHHsM HOPMETMBHOM AOKYMEHTALWM ¥ PagpelueHa K

BLINYCKY YNOITHOMOYEeHHEIM Lo,
The above balch meeats the reguirements of norma

. Quafified Pergon

tive documentation and has been releasad by &

e,

1o

30/06/2025
Menemrepn Kavectea
Quatity Manager

Alfons Al 587,08918 Dadalona, Barcelona, Espafia | (+34: 93462 88 00 | infoEmanarini.es
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