M 000 BepanH-Xemn/A. MeHapyHHN

HOJATBEPKJIEHHE COOTBETCTBHSI

Ne I1C-12185
Toprosoe HAWMEHOBAHHKE Humecnn®
Me»k1yHapo/HOE HeMaTeHTOBaHHOE HAMMCHOBAHHE Humecynua
(rpyrnmMpoBOYHOE HITH XUMHUECKOE)
JlekapcTBeHHas popma rpaHyJibl A1 IPUTOTOBIICHHA
CyCTIEH3MH U1 pYeMa BHYTPb
JTo3upoBKa 100 mr
dopMa BBITYCKA 2 r, naketuku (30 wr.) , Navka
KapTOHHAs
Howmep cepun (napTuu): 12185
O6beM cepun(mapTUK) 6 480
JlaTa NpoMU3BOACTBA 27.04.2021
Tonen 1o 01.04.2024
HaunMeHOBaHKe W aJpec MPOU3BOAUTEI (C yKa3aHHEM I1poussoanTenn-Jlaboparopnoc
cTaaMil MPOU3BO/CTEA) Menapunu C.A. Mcnanus (Alfons XII,
587 08918 Badalona, Spain)
Boinycekawnuii KOHTpoJIb
kavecrBa-JlabopaTtoprioc MeHapHHH
C.A.Wcnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep H JaTa perucTpaLiOHHOTO YA0CTOBEPEHHA TINO011439/01 or 18.08.2010 (nata
samensl PY 17.08.2020)
Homep 1 JaTa HOpMAaTHBHOH JOKYMEHTALIMH [1N011439/01-170820
HaumeHoBaHue " ajgpec fepiKarTeis JlaGoparopus I'yunortu C.mA.,
PEerHCTPAIMOHHOTO yIOCTOBEPCHHUA Wranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimuii JOKYMeHT NOATBEeP/KAACT:

-7aHHBI NEeKApCTBEHHBIH NpemapaT COOTBETCTBYCT 61-®3 «O6 oOpalieHdH JEKapCTBEHHbIX
CPEACTB. .. »;

-cepus N€KAapCTBEHHOTO MperapaTta COOTBETCTBYCT TpeGOBaHMAM, YCTAHOBICHHBIM IpH €I0
rocy1apcTBEHHON perucTpaluH

po |
e

__fF—==Cokonoe BJ.  16.07.2021
(noanucs) (nara)
HOpuou4ecknia agpec: Foccua, 123317, r. Mocksa, MNpecHexckas HabepexHas, A. 10

MouTosbi anpec: Poceun, 123317, 1. Mocksa, NpecHeHckan HabepexHas, A. 10
TenedoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestién corresponden
a Laboratorios Menarini. S.A

~ CEPTMOUKAT AHAJIU3A / CERTIFICATE OF ANALYSIS

P Mpoayxr / Product: HAMECWN® / NIMESIL® 30 nakeTuKoB / sachels

(Humecynua, Mpanynbi AnA NPUroTOBMEHUA CyCneH3nu 4N nprema BHYTPS, 100 mr)
(Nimesulide, granules for suspension for oral administration, 100 mg) .
Koa npoaykra / Client code: F136353
Ceptudukar Ne / Certificate No.: 334915
Homep cepuy / Batch No. 1 12185 )
O61LeM cepuu (xonuuecTBo) / Quantity(pck.) : 6480
Nlata W3roToBnNeHUA | Manufacturing date: 27/04/2021
[laTa ucreuyeHna cpoka rogHocTw / Expiry date: 04/2024
[lata aHanu3a / Date of analysis: 19/05/2021
MpoussoaunTens / Manufacturer: NaGopaTopuoc MerapuHi C.A., Wicnadus
; | aboratorios Menarini S.A., Spain
HopMaTHBHAR AOKYMEHTaUuA 0 NO11439/01-170820

Number of valid Normative Document (ND):
| DencTBylOWEE pewecTso | AP Humecynug, / Nimesulide -
MpouasoanTens AEHCTBYIOWETO pewjectea / Manufacturer of the pharmaceutical substance (API):
Aarti Drugs Ltd., India

] RESULIC

[ MAPAMETP TPARAMBIER Y | TPEBOBAHUE SPECIFICATION | PE3YNbTAT

A CBeTNo-KEeNTbIV 3ePHUCTBIA
et . CReTNC-KENTHIN 3EPHNCTBIA NOPOLLOK C NOPOLLIOK C anensCHOBLIM
o ' anenbCUHOBLIM 3anaxoMm. 3anaxom. MNony4exHan
Z Mony4eHHan CycneHsna Senoro unu CyCMEH3Ws CBETNO-KENTOro
AHUE / APPEARANCE
% OMMCAHUE / APPE CBETNO-KENTOro UBeTa useTa
V?‘

Granular light-yellow powder with orange | Granular light-yellow powder
odor. Resuited suspension is light-yellow. | with orange odor. Resuited
» suspension is light-yellow.

Hopr R85y

B3)KX: Bpems yAepxuBaHua
OCHOBHOIO NUKa Ha xpomaTorpamme
UCNBITYEMOro pacteopa LOSDKHO
COOTBETCTBOBATEL BPEMEHU
yAEPKMBAHWA OCHOBHOTO NUKa Ha
MOANMHHOCT / 1D ENTIFICATION xpomarorpaMme cTaHfapTHoro CooteeTcrayeT / Complies
pacTsopa HUumecynuaa :
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
é the standard solution of Nimesulide.
BAMX-AMA (Awogﬂo-majrpmuﬂbtﬁ
petekrop): CnekTp OCHOBHOMO nuKa Ha
Xpomartorpamme UCrsITyemoro
pacTeopa, nony4eHHbIA NOMOLLEHO
AVOLHO-MATPUYHO-TO AGTEKTOP3,
[AOKEH COOTBETCTBOBATL CNEKTPY
NOANUHHOCTb Y IDENTIFICATION OCHOBHOTO NUKa Ha xpomarorpamme CooteeTcTeyeT / Complies
CTanaapTHOTO 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 i
peak on the chromatogram of §
, the standard solution. |

§ 168, Folic °F

Tomo !}
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Los certificados de Sistemas de Gestlan corresponden
a Laboratories Menarini. S.A
TipoaykT / Product : HUMECWN® / NIMESIL® , '
CepTudukat Ne / Certificate No. ! 334915 h
Homep cepuu / Batch No. 12185
T MAPAMETP [ PARAMETER | TPEBOBAHMVE | SPECIFICATION . PERVNIBTAIBI/ 5ol |
20rt 75%
(ot 1,85rA02,1571) 20r/g
CPEHAA MACCA 209x7.5%

COHEP)KWM?FQ M OTKNOHEHWE (From 1,85 g to 2,15g)
OT CPEOHEW MACCbhI :
AVERAGE CONTENTS WEIGHT 18/20 nakeTukoB He Gonee 7.5 %;

and DEVIA TION of the AVERAGE 2/20 NnakeTuKoB He Bdonee = 15 % ot . .
MASS CpeaHeil MAacChi COAEPXUMOTO NaKETHKa Cootsetcayet / Complies

18/20 sachets + 7,5 %; 2/20 sachets £
15 % from average mass of the sachet

kEOTEPFI B MACCE NPW1 _ He Gonee 1,0 % 0.2 %
BLICYLUMBAHWW /LOSS on DRYING | Not more than 1,0 % et
pH/pH Oor25n035/From25t0 35 3,1
He gorpkHo Gbimb 4acTviy ¢ pasMepoM
. PASMEP YACTYLL / PARTICLES SIZE ?ooge: rr? 00 mim / No particles more than COOTBGTCTBVET / Complies

LN I1FE ADEI2QIGE

OT 95,0 go 105,0 mr/ nakeTuk

. | KONWYECTBEHHOE OMPEAENEHVE gig;};;gg;{" OT 3aABNeHHOro’ 101,0 mr/nakeTuk | mg/sachet
o - 9 D
S ASSAY From 95,0 to 105,0 mg / sachet (Y01 %)

(95 % - 105 % of the labelied claims)

TobBan eguHuvYHan npuMech —
ne 6onee 0,5 %

uea subiaazcion - Tomo 31 X%, Foio |

0,
Any individual impurity: L
MOCTOPOHHUE MPUMECU not more than 0,5 %
RELATED IMPURITIES
Cymma npumeceit — He Gonee 1,0 % 0.02 %

Total impurities: not more than 1,0 %

Dare ewsit

MapameTp NpUemMnemocTi 4ns 10
@ANHUL AO3UPOBAHUS S 15,0;
NapameTp NpuemnemocTu AnA 30
eaVHWLL AO3UpoBaHUuA = 15,0 v HK oAHa
W3 eQMHUL JO3UPOBaHUA HE MEHEE 0,75 MapameTp nNpuemnemMocTy

M v He Bonee 1,25 M /AV:2,6
OOHOPOOHOCTL AO3UPOBAHUA | Acceptance parameter: .
DOSAGE UNIFORMITY for 10 dosage*units AV < 15.0: CooteetcrayeT / Complies

for 30 dosage units AV = 16.0; and
none of dosage units not less than
0.75M and not more 1.25M.
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Las certificados de Sistemas de Gestidn corresponden
a Laboratorios Menarini. 5.A

MpopykT / Product : HUMECWN® / NIMESIL®

Ceptudmkar Ne / Certificate No. 334915
Homep cepun / Batch No. : 12185
" NAPAMETP [ PABAMETER " |.T PEBOBAHMWE [ 57 =0 HFCATION PE-?:VH.&IA%:? RESULT
ObLiee Konu4ecTBo a3apobHbIX
Baxrepuit < 10°KOE s T ;g 'égg /B £
MUKPOBWOMNOMYECKAS < 10° CFU/g total aerobic bacteria g
YACTOTA MpwGos Harunu mn < 102 KOE BT 10KOEBT
MICROBIOLOGIC PURITY < 102 CFU/g fungi 10 CFU/g
Kateropus 3 A / Category 3'A:
E.coli oTcyTCTRYHOT CooTeeTcTBYET
Absence of E.coli Complies
Mo 2 r rpaHyn B TPEXCIOMHIA NaKeTMK
[Bymara/anioMuH1eBas
ghonbra/monuaTuneH).
Mo 30 NakeTWKoB C MHCTRYKLUMER No CooTBEeTCTBYET
Ynakoska | PACKAGING NOYMEHERIIO B KAPTOHHOM navke Complies
_ 2 g of granules per a three-fayer packets
i made of paper/aluminum foil/polyethylene.
- 30 packets along with the instruction on
medical use per a carton box.
4 B cooTseTcTauu ¢ HA , pasgen
% Mapkuposka, uam. Nei
;| Mapxuposka / LABELLING In accordance with the ND, section ggﬂgfgfwﬂ
Labefling, change Ne1

BriLLeyka3aHHan Cepusi COOTBETCTBYET TpeBoBaHUAM HOPMAaTWBHOW JOKYMEHTaLMU U paspelueHa K
BBINYCKY YNONMHOMOYEHHBIM MTULIOM. ‘

= The above batch meets the requirements of normative documentation and has been released by &
f Qualified Person

‘// Qo Me,,
: \ (& )
& \

\\”l J“\/
20/05/2021

[upeKkTop no Ka4ecTey
Quality Director

a1 DIANICISA -
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