000 BeprnH-Xemn/A. MeHapmnHH

MNOATBEPXKJIEHHE COOTBETCTBHUSA

Ne TIC-13381
Toprosoe HaUMEHOBaHHE Humecun®
MexayHapoHOE HEMTATCHTOBAaHHOE HANMEHOBAHHE Humecynup
(rpynnMpoBOYHOE WIH XHMHYECKOE)
JlexapcTBeHHas Gopma IpaHyJibl 1J1 IIPHTOTOBJICHHS
CYCIIEH3HH /I IPHEMa BHYTPb
Jlo3upoBKa 100 MT
dopma BhIIIYCKa 2 r, makeTuky (30 mT.) , mayka
KapTOHHas
Homep cepuu (mapTHu): 13381
O0BeM cepuu(IIapTHH) 6372
JlaTa npoM3BOJCTBA 01.09.2021
[onen 1o 01.09.2024
HauMeHOBaHHUE U aJipec POU3BOAUTENA (C yKasaHHEM IMpoussoguTenb-JIabopaTopuoc
CTajuil MPOU3BOJICTBA) Menapuuu C.A.HMcnanua (Alfons XTI,
587 08918 Badalona, Spain)
BeInycKaw Ui KOHTPOJIb
kauecrsa-Jlabopatoproc MeHapuHH
C.A.Ucnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep 1 1aTa perucTpallMOHHOrO yOCTOBEPEHHS I1N011439/01 ot 18.08.2010 (naTa
3amensl PY 17.08.2020)
HoMmep ¥ 1aTa HOpMaTHBHOM JOKYMEHTAIHH I1N011439/01-170820
HaumeHoBaHHE H azpec nepxarens Jla6opartopus I'yunortu C.iLA.,
PErHCTPaLMOHHOTO YAOCTOBEPCHHS Wranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosmuii 10KYMEHT MOATBEPAAeT:

-JlaHHBIA JIeKapCTBEHHBIl NpemapaT cooTBeTcTBYeT 61-03 «OO 0OpalllcHHH JIEKapCTBEHHBIX
CPEICTB...»,

-cepHsi JIEKapCTBEHHOrO Mpernapara COOTBETCTBYET TpeGOBaHUAM, YCTaHOBICHHBIM IIpH €ro
rocy/1apcTBEHHOM PECHCTpalliH

oy
» f——== CoxonoBJl.  13.12.2021
(moamMch) (nata)

000 “BepnuH-XeMu/ A MeAapuHKu"
tOpuaunqecknia agpec: Poccus, 123317, r. Mockea, MNpecHeHckas HaBepexHasn, g. 10
MouToewin agpec: Poccus, 123317, r. Mocksa, MpecHeHckas HabepextHas, Aa. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menanni. S.A

EPTVIOVKAT AHAJN3A / CERTIFICATE OF ANALYSIS ..

NpopykT / Product:

HAMECWI® / NIMESIL®
(Humecynua, MpaHynbl ANA NPUroTOBNEHMA CYCNeHsuK ANA npuema BHyTPb, 100 mr)
(Nimesulide, granules_for suspension for oral administration, 100 mg)

30 nakeTvkos / sachets

Koa npoaykra / Client code:
Ceptudpukar Ne/ Certificate No.:
Homep cepun / Batch No. :

Nara ananu3a / Date of analysis:
MpownssoauTtens / Manufacturer:

O6bem cepnn (konuuecTso) / Quantity(pck.) :
[aTa W3roTOBNEHHA { Manufacturing date:
[ata ucteueHus cpoka roaHocTw / Expiry date:

F136353

330819 .

13381

6372

01/09/2021

09/2024

15/09/2021

NaBopaTopuoc MeHapuHu C.A., WicnaxuA
Laboratorios Menarini S.A., Spain

HopmaTuBHas AOKYMEeHTaUMWA

Number of valid Normative Document (ND):

N N011439/01-170820

Aarti Drugs Ltd., India

Dencrayollee BewecTso TAPI: Humecynup / Nimesulide
MpoussoAUTENb AEACTBYIOWEro sewecraa / Manufacturer of the pharmaceutical substance (API):

S

NAPAMETP / PATAMETER TPEBOBAHME 5-CQIFICATION | PE3YNbTATHI [ RESULTS
CBeTNOo-XeNTbii 3ePHUCTBIA
CBETNO-KENTbI 3eDHKCTLI NOPOLLIOK C NOPOLLIOK C @nenbCHHOBLIM
anenbCUHOBLIM 3aNaxoMm. sanaxom. MonyyexHan
OTVCAHWE / APPEARANCE Mony4eHHan CyCneH3vs Genoro unu CYCNEH3us CBETNO-KENToro
CBETNO-XENTOoro useta

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

upeTa

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

NOANUHHOCTD / IDE NTIFICATION

B3XXX: Bpema yaepxusarua
OCHOBHOrO NUKa Ha xpomarorpamme
WCNBITYEMOro pacTeopa A0MKHO
COOTBETCTBOBAThL BPEMEHH
yAEpXNBAHUA OCHOBHOIO nuka Ha
xpomarorpamme CTaHAapTHOro
pacTeopa HAMecynuaa

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.

Cooreercrayer / Complies

MNOAMMHHOCTL / IDENTIFICATION

BAOXX-AMA (AMOAHO-MATPUYHBIA
petexTop): Cnexkrp OCHOBHOrO nuka Ha
XpPOMETOrpamme UCNbITYeMoro
pacTeopa, NONy4eHHbIA C NOMOLLBKO
AMOAHO-MaTPUYHO-TO AETEKTOPA,
AOMMEH COOTBETCTBOBATE CNEKTRY
OCHOBHOIO NUKa HA XpoMmarorpamme
CTaK/1apTHOrO pacrsopa.

HPLC-DAD (Diode array delecior)
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. l

CooteetcTayeT / Complies

Laboratorios Menarini, S.A.

| Alfons XIl, 587, 08918 Badalona, Barcel
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Los certificados de Sistemas de Gestian corresponden
a Laboratorios Menanni 5.4

Mponyxr / Product : HUMECWUN® / NIMESIL®
Ceprudukar Ne / Certificate No. : 330819
Homep cepun / Batch No. . 13381
NAPAMETP | PARAMETER & " TPEBOBAHMWE | SPECIFICATION | PE3YNbTATbI [ FeSU 7
20rx 75%
(ot 1,85rp02,1571) 20r/g
CPEAHAA MACCA 209+7.5%
COOEPXWMOIo 1 OTKNOHEHME | (From 1,85gto 2,15 9)
OT CPEAHEWA MACCbI
AV 4»;?5(?,5 CONTENTS WEIGHT 18/20 nakeTukos He Gonee = 7,5 %;
and DE : CRAGE 2/20 naketnkos He Gonee x 15 % oT .
and DEVIATION of the AVERAGE :
MASS e CpeaHeit Macchl COREPKUMOTO NaKeTUka CooresToyayet/ Compiles
18/20 sachets + 7,5 %, 2/20 sachets t
15 % from average mass of the sachet
NOTEPA B MACCE NPU He Gonee 1,0 % 0.2 %
' BbICYLUMBAHWN /LOSS on DRYING | Not more than 1,0 % i
pH/pH 072578035 /From 251035 3,2

He aormkHo BbITe YacTUL C pa3mepom

° | PASMEP YACTWL, /PARTICLES SIZE ?ggze m100 mim / No particles more than Cooteetcreyet / Complies

' Ot 95,0 Ao 105,0 mr/ nakeTuk
95 % - 105 % OT 3aABNEHHOr0
CTBEHH EHME | ¢
ggggﬁE HHOE ONPEOEN HI(IE Conepanus)
From 95,0 to 105,0 mg / sachet
“ (95 % - 105 % of the labelled claims)

101,5 mr/naketunk | mg/sachet
(102 %)

Nio6ar eauHUHHaNA NPUMECH —
He Gonee 0,5 %

Any individual impurity:

NOCTOPOHHWE NPUMECH not more than 0,5 %
RELATED IMPURITIES

0,02 %

Cymma npumeceit — He 6onee 1,0 %

Total impurities: not more than 1,0 % 0,02 %

MapameTp NpUeMNeMocTi ANs 10
eAvHUY Aoauposakus s 15,0
MNapameTp NpuemnemocT Ans 30
eavHuL AoauposaHua S 15,0 u HM oaHa
W3 eVHUL A03VpOBaHKA He meHee 0,75 MapameTp NPUEMNEMOCTH
M v He Gonee 1,25 M /AV:3,0

OBHO AOC3UPOBAHWA Acceptance parameter.
DOSAGE UNIFORMITY for 10 dosage units AV S 15.0;

for 30 dosage units AV & 15.0; and
none of dosage units not less than
0.75M and not more 1.25M

Cootsetcteyer / Complies
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Los certificados de Sistemas de Gestidn coresponden
o Laboratorios Menarini. S.A

MpoaykT / Product : HUMECWUN® / NIMESIL®
Ceprudpukar Ne / Certificate No. : 339819
Homep cepuu / Batch No. : - 13381

7 MTAPAMETP | PARAME - TPEBOBAHUE | SPECIFICATION | PE3YNBTATbLI /] fosiil i

O6wee konu4ectso aapobHbix

Bakrepuin s 10°KOEeBT 2225/5 r
MUKPOBMONOMMYECKAR < 10° CFU/g total aerobic bacteria g
YUCTOTA TpvGos Harmnu Mn s 10°KOE B T 10KOEsBT
MICROBIOLOGIC PURITY < 10% CFU/g fungi 10 CFU/g
Kateropun 3 A / Category 3 A S

E.coli orcytcryior Cooteercreyer

Absence of E.coli Complies

Mo 2 r rpaHyn B TPEXCNOMHBIN NaKeTUK

[Bymara/aniomuHueBan

¢ronera/nonuaTUNeH).

Mo 30 nakeTUkoB C UHCTPYKUWEI NO Cooraetcrayer

Ynakoeka / FACKAGING

NPUMEHEHWIO B KaPTOHHOWN navke
2 g of granules per a three-ayer packets

made of paper/aluminum foil/polyethylens.

30 packets along with the instruction on -
medical use per a carton box.

Complies

Mapxuposka / LABELLING

B cooteetctewu ¢ H , pasagen
Mapkuposka, nam. Ne1

In accordance with the ND, section
Labelling, change No1

CooTeercreyeT
Complies

‘ BbllweykasaHHas cepus COOTBETCTBYST TPeBOBaHNAM HOPMATUBHOM AOKYMEHTALMM N pa3peLlena K
BbINYCKY YNONHOMOYEHHbBIM NTULOM,
The above batch meets the requirements of normaltive documentation and has been released by a

Qualified Person

16/09/2021
[upekTop no KauecTsy
Quality Director
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