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Los certificados de Sistemas de Gestidn corresponden
2 Laboratorios Menarini. S.A

CEPTMIOUKAT AHANWU3A / CERTIFICATE OF ANALYSIS

Npoayxr / Product: HAMECWUN® / NIMESIL® ,

(Humecynua, MpaHynel ANA NPUrOTOBMEHUA CYCNEH3NUN ANsA NPpUeéMa BHYTPb, 100 wmr)
(Nimesulide, granules for suspension for oral administration, 100 mg)

30 nakeTtukos / sachets

Koa npoaykra / Client code: F136353
Ceprudcpukar Ne / Certificate No.: 346940
Homep cepun / Batch No. : 21061
O6bem cepum (konuyecTso) / Quantity(pck.) : 6588

Data uarotoBneHun | Manufacturing date: 16/02/2022
[NaTa ucTeueHuUn cpoka roaHocTH / Expiry date: 02/2025
[ata aHanwu3a / Date of analysis: 14/03/2022

MNpouasoaurens /| Manufacturer: Na6opatopuoc Mexapunu C.A., Mcnanus

Laboratorios Menarini S.A., Spain

HopmaTtuBHaA AOKYyMEHTaLMUA

M N011439/01-170820

Number of valid Normative Document (ND):

NencTayiowee sewectso /| APl: Humecynupa | Nimesulide

Aarti Drugs Ltd., India

Mpou3soauTent AeACTBYIOLWEro BewecTsa / Manufacturer of the pharmaceutical substance (API):

NAPAMETP | PARAMETER . TPEBOBAHWE SPECIFICATION

| PE3YNbTATbI /| WELLELTS

CBETNO-KENTbIA 3PHUCTBIV NOPOLLIOK C
anenbCUHOBbIM 3anaxom.

: MonyuexHan cycnexsus Genoro unu

. | ONUCAHUE/ APPEARANCE e s =

Granular light-yellow powder with orange
odor. Resulted suspension is light-yellow.

CeeTtno-x ‘MTblid 38pHUCTLIA
NOPOLLIOK C anenbCUHOBLIM
aanaxom. MNonyyeHHan
CYCNEH3WA CBETNO-KENTOro
useta

Granular light-yellow powder
with orange odor. Resulted
suspension is light-yeliow.

BOXKX: Bpema yaepxuBaHus
OCHOBHOTO NMWKa Ha Xxpomarorpamme
UCNBITYEMOro pacTeopa A0MKHO
COOTBETCTBOBATL BPEMEHU
YAEPKUBAHVA OCHOBHOTO NKKa Ha
XpomaTtorpamme CTaHgapTHOro
pacTeopa HWMecynuaa

HPLC: Retention time of the main peak
in the chromatogram of the test

: solution should correspond with that of
the main peak in the chromatogram of
. the standard solution of Nimesulide.

NOANUHHOCTb / IDENTIFICATION

Cooteercrayet / Complies

BIMX-AMA (Ar0AHO-MATPUYHBIA
peTekTop): CnekTp OCHOBHOMO NUKa Ha
XpoMaTorpamme UCnbITyemoro
pacTeOpa, NONYy4eHHbIA C NOMOLLBIO
[IMOAHO-MaTPUYHO-TO AETeKTopa,
AOMXEH COOTBETCTBOBATL CNEKTPY
OCHOBHOrO NUKa Ha xpoMmarorpamme
CcTaHAapTHOro pacTeopa. '
HPLC-DAD (Diode array detector)
DAD spectrum of the main peak on the
chromatogram of the test solution
conforms to the spectrum of the main
peak on the chromatogram of
the standard solution.

NOANUHHOCTE / IDENTIFICATION

Cootsercreyer / Complies
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Los certificados de Sistemas de Gestidn corresponden

2 Laboratorios Menarin, S.A

Npoayxr / Product : HUMECWN® / NIMESIL®
Ceprudpuxar Ne / Certificate No. : 346940
Homep cepum / Batch No. : 21061
NAPAMETP FARAME 0% | TPEBOBAHME [ SPECIFICATION | PE3YNIBTATBI | RESUL T
20r + 75%
(or1,85rpn02,1571) 20r/g
CPEOAHAA MACCA 20gx75%
COJEPXWUMOI'O U OTKIIOHEHME (From 1,85gto 2,15 g)
oT CPE.QHEH MACCHI
AVERAGE CONTENTS WEIGHT ;;'2"230 NaKETHKOB H%2°"ee i %;
d DEVIATION of the AVERAGE SRUTUEON NS IRa.S 10 7 01 ;
:24 SS Sk o CpeaHei Macchi CoRepXMMoro naketuka | COCTBETCTBYET/ Complies
18/20 sachets + 7,5 %; 2/20 sachets +
15 % from average mass of the sachet
NOTEPA B MACCE INMPU He Bbonee 1,0 % 0.3 %
BbICYLUMBAHUN /LOSS on DRYING | Not more than 1,0 % sk
pH/pH O72,50803,5/From 2510 3,5 3,0
_ He fomkHO BbiTh HACTUL C pasMepoM
PA3MEP YACTUL, /PARTICLES Size | onee 100 mkm / No particles more than

100 pm

Coortsercrayer / Complies

KONMMYECTBEHHOE ONPEOENEHVE

ASSAY

Ot 95,0 fo 105,0 Mr / nakeTuk

(95 % - 105 % oOT 3anBNeHHOro
cofepXanus)

From 95,0 to 105,0 mg / sachet

(96 % - 105 % of the labelled claims)

100,7 mr/nakeTuk / mg/sachet
(101 %)

NOCTOPOHHME NMPUMECH
RELATED IMPURITIES

INioBan eauHUYHan npuMecs —
He 6onee 0,5 %

Any individual impurity:

not more than 0,5 %

0,02 %

Cymma npumecei — He Sonee 1,0 %
Total impurities: not more than 1,0 %

0,02%

OOHOPOAHOCTL AO3VPOBAHUA

DOSAGE UNIFORMITY

MapameTp npuemnemocTu Ana 10
eAvHUY fo3supoBaHua € 15,0;
MapameTp npuemnemocth ana 30
eAVHUL Ao3mpoBaHua < 15,0 M HK ogHa
13 eAuHVY A03UpoBaHUua He meree 0,75
M v He Gonee 1,256 M

Acceptance parameter:

for 10 dosage units AV = 15.0;
for 30 dosage units AV £ 15.0; and

none of dosage units not less than
0.75M and not more 1.25M.

MapameTp npyemnemMocTy
/AV:3,5 ;

Cooteetcrayer / Complies

Crp. / Page 2
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menarinl. S.A

Mpoaykr / Product : HUMECWUN® / NIMESIL®
Ceprudukar Ne / Certificate No. : 346940
Homep cepum / Batch No. : 21061 ‘
NAPAMETP / HarAn TPEBOBAHME | SPECIFICATION | PERYNLTATbBI | RESULT
O6bujee konu4yecTeo aapobHbix
Baxrepuih S 10° KOEeBT ;g 'ég&f r
MUKPOBUONOMYECKARA < 10° CFU/g total aerobic bacteria g
YACTOTA Mpubos Harunu mn = 10° KOE B I 100 KOE BT
MICROBIOLOGIC PURITY < 10% CFU/g fungi 100 CFU/g
Kateropus 3 A/ Category 3 A:
E.coli otcyTcTeyioT CooTeeTcreyer
Absence of E.coli Complies
Mo 2 r rpanyn B TPEXCNOAHBIN naKeTuk
[6ymara/aniomuHuepas
honbra/NoNUaTUNEH],
Mo 30 nakeTUKoB C MHCTPYKUMEN No CooTsercrayeT
YnakoBka | PACKAGING NPUMEHEHMIO B KAPTOHHOW Nauke Complies
2 g of granules per a three-layer packets
made of paper/aluminum foillpolyethylene.
30 packets along with the instruction on
medical use per a carton box.
B cooteeTcTeuu ¢ H , pasgen
Mapk1poBka, nam. Ne1
Mapxuposka / LABELLING in accordance with the ND, section gﬁﬂ:ﬁ;ﬁm o
Labelling, change Ne1

Qualified Person

BolweykasaHHan cepua CooTBETCTBYET TpeboBaHUAM HOPMaTUBHON LOKYMEHTAUWK U paspeLueHa K
BbINYCKY YNONHOMOYEHHbIM NINLIOM.
The above batch meets the requirements of normative documentation and has been released by a

15/03/2022
AupekTop No KayecTsy
Quality Director
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