M 000 BepnnH-Xemn/A. MeHapuHH

MOATBEPKJIEHUE COOTBETCTBHUA

Ne [1C-12199
Toproeoe HaMMEHOBaHHE Humecun®
MeskayHapo/1HOe HENMaTeHTOBAHHOE HAUMEHOBaHHE Humecynua
(rpynnupoBOYHOE WIH XMMHYECKOE)
JlexapcTBeHHas dopma rpaHyJibl A/ NPUrOTOBJICHHS
CYCTIEH3HH L1 IPHEMA BHYTPb
Jo3upoBka 100 mr
dopma BEINTyCKa 2 r, naketuku (30 wT.) , nayka
KapTOHHas
Homep cepuu (naptun): 12199
O6beM cepHu(ITapTHH) 6 308
JlaTa npoM3BOICTBA 03.05.2021
["ozeH 10 01.05.2024
HaumeHOBaHHE U ajipec TIPOM3BOAMTENS (C yKazaHUEM IpoussoauTenn-JlaGopatoproc
cTauii MPOU3BOACTBA) Menapunu C.A. Wcnanus (Alfons XII,
587 08918 Badalona, Spain)
Brimmyckarommii KOHTPOIb
kauyecrsa-Jlabopatopuoc MeHapuHH
C.A..Ucnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep 1 1aTa permcTpaldoHHOTO Y10CTOBEPEHHS T1NO011439/01 ot 18.08.2010 (nara
zamensl PV 17.08.2020)
Homep M 1aTa HOPMATHBHOM JIOKYMEHTALIUK TINO011439/01-170820
HaumeHnoBanue u ajpec JepaKares JlaGopatopus 'yuporru C.mA.,
PEruCTPalMOHHOrO YA0CTOBEPEHHUA Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosiumii JOKyMeHT NOATBepXK/IaeT!

-aHHBIH JeKapCcTBEHHBIH npemapar coorseTcTByeT 61-®3 «OG oOpalleHHH JIEKapCTBEHHBIX
CPEACTB...»;

-cepysl NEKapCTBEHHOTO MpernapaTta COOTBETCTBYET TPeOOBAHMAM, YCTAHOBICHHBIM IIPH €ro
roCyapcTBEHHOM perHeTpaluy
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000 “BepnuH-Xemutii_MeHapuHn”

HOpuaudeckuin anpec: Poceus, 123317, . Mocksa, MNpecHerckas HabepexHas, 4. 10
Moutoseit agpec: Pocewn, 123317, r. Mockea, lNpecHeHckan HabepexHas, A. 10
Tenedpon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Lus cortificados do Sistemas de Gestion corresponden
a Laberatorios Met.arini. 5.A '

CEPTVIOVIKAT AHANWI3A / CERTIFICATE OF ANALYSIS |

po.qyxr 7 Product: HAMECWUN® / NIMESIL® 30 nakeTukos / sachets
(Humecynug, Mparynel Ana NPUroTOBNEHWUA CYCMeH3u ANA Npuema BHYTPb, 100 mr)

(Nimesulide, granules for suspensi

on for oral administration, 100 mg)

Koa npoaykTa / Client code: F136353

CepTucpukat Ne / Certificate No.: 335344

Homep cepuu / Bafch No. : . 12199

O6bem cepuu (konuvecTBo) / Quantity(pck.} : 6318

[aTta uarotoBnenus | Manufacturing date: 03/05/2021

[laTa uCTe4eHUA CPOKa roAHOCTH / Expiry date: | 05/2024

[ata ananusa / Date of analysis: 27/05/2021

MNpoussoautens /| Manufactursr: NaBopatopuoc Menapunu C.A., Ucnanus
i aboratorios Menarini S.A., Spain

HopMaTuBHaA AOKYMEHTaL KA

Number of valid Normative Document (ND): ot I 1439/01'7'70820

DOencTBytowee BewecTso / APL Humecynun | Nimesulide
MpoussoavTENL ASNCTBYIOWEro BELecTsa / Manufacturer of the pharmaceutical substance (API):
Aarti Drugs Ltd., India_

NAPAMETP | PARAMETER TPEBOBAHME SPECFICATION | PESYNIbTAThI JRESULTS

. CBETNO-XEenTbli 3ePHUCTBIA
et CBETNO-KENTbI 38PHUCTBIA NOPOLIOK C | MOPOLIOK C anenbCUHOBBIM
anesibCUHOBbLIM 3anaxom. 3anaxom. Mony4eHHas
MonyyerHan cycneraus Genoro nnu CYCNEeH3us CBETNO-KENToro

| OMWCAHWE / APPEARANCE CBETNIO-XENTOoro LBeTa LpeTa .

Granular light-yellow powder with orange Granular light-yellow powder
odor. Resuited suspension is light-yellow. | with orange odor. Resulted
suspension is light-yelfow.
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B3XX: Bpema yaepxuBaHua
_ OCHOBHOrO NWKa Ha xpoMarorpamme
& UCNBITYEMOrO PacTEOpa AC/IKHO
COOTBETCTBOBaTE BPEMEHU
yAEPXNBAHUA OCHOBHOrO NKa Ha |
XpomarorpamMmme CTaHaapTHOro CooreercTByeT / Complies
pacTBopa HUMecynuaa
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.
BOMX-OM[ (AOAHO-MATPAYHBIA
feTtexTop): CnekTp OCHOBHOrO NuKa Ha
XpOMaTorpamme UCnbITyemoro
pacTBopa, Nony4eHHbli ¢ NOMOLLLIO
JAUOAHO-MaTPUYHO-TO LETEKTOPa,
NOMKEH COOTBETCTBOBATL CNEKTRY
NOOSMHHOCTb / IDENTIFICATION OCHOBHOrO NuKa Ha Xxpomarorpamme CootsetcTeyeT / Complies
' CTaH4apTHOro 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.

.| NOANWHHOCTb / IDENTIFICATION

Crp./ Poge 1
Laboratorios Menarini, S.A. | Alfons Xil, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | infa@menarini.es
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Los certificados de Sistemas de Gestion correspenden
o Labaratorios Menarini. 5.4

ipoaykT / Product :

HUMECWN® / NIMESIL®
Ceptudurar Ne / Certificate No. 335344
Homep cepuu / Batch No. | 12199
NAPAMETP | “An 4Tkl TPEBOBAHWE / -/ C/HICATION | PE3YNBTATBI/ Rasil |
20r + 7,5% ‘
(oT1,85rp02,1571) 20r/g

CPEAHAA MACCA
COMEPXWUMOTO U OTKNOHEHUE
OT CPEAHEW MACCHI

AVERAGE CONTENTS WEIGHT
and DEVIATION of the AVERAGE

209x7,5%
(From 1,85gto 2,15 g)

18/20 nakeTukos He Gonee * 7,5 %;
2/20 nakeTukos Ke 6onee £ 15 % oT

itur. subzananon - Tommo 1 392 Foso 71 Hou

e

Datas

cpegHel macchl COAEPKUMOro nakeTnka

Cooteetcreyer / Complies

100 um

MASS
18/20 sachets + 7,5 %, 2/20 sachets
15 % from average mass of the sachet
MNOTEPS B MACCE NPY He Gonee 1,0 % -
BbICYLUMBAHWW /LOSS on DRYING . | Not more than 1,0 % e e
pH/pH Or25n035/From25t0 3,5 3,2
‘ He forwHo BbrTb YacTuL, C pasmMepom
PA3MEP YACTHL /PARTICLES SIZE Bonee 100 Mk / No particles more than CooteeTcTByeT / Complies

KONMUMYECTBEHHOE ONPEOENEHVE

071 95,0 ao 105,0 Mr/ nakeTuk
(95 % - 105 % OT 3aRBNEHHOro
Cofepxanns)

101,9 mr/nakeTuk / mg/sachet

ASSAY From 95,0 to 105,0 mg / sachet (102 %)
(95 % - 105 % of the fabelled claims)
Mobas eguHu4Has NpuMech —
He Gonee 0,5 % He obrapyxueaeTcs
Any individual impurity: Not detectable
NOCTOPOHHME NPUMECH not more than 0,5 %
RELATED IMPURITIES -
Cymma npumecei — He Bonee 1,0 % He obHapyxvBaeTca
Total impurities: not more than 1,0 % Not detectable '
MapameTp npuemnemocTy Ans 10
eAVHIL Jo3nposanus < 15,0,
MNapameTp npuemnemocTy ana 30
eAVHWL go3uposanua < 15,0 W HK ogHa
13 eanHUL 4o3MpoBaHuA He MeHee 0,75 MapameTp npUemMnemMocTu
M u He Gonee 1,25 M /AV:T,0
OiHOPOOHOCTb AO3UPOBAHA Acceptance parameter.
DOSAGE UNIFORMITY

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.

Cooteetcreyert / Complies

Ctp./ Page 2

Laboratorios Menarini, S.A. | Alfons XIi, 587, 08918 Badalona, Barcelona, Espafia | (+34) 934628800 | info@menarini.es




.

SNAF ASET20T

T HeinF edsd

wubsarioon - Toma 11 394, Falia

Datas escritura

‘._...j
RTIFED |

7 CERTIFIED

s i -
150 45001

1150 14001

a Labaratorios Menarini. S.A

CMAS

" Los certificados de Sistemas de Gestion correspenden

> Npoayk / Product : HWMECWNC / NIMESIL®
CepTtudmkar Ne / Certificate No. : 335344
Homep cepuwm / Batch No. : 12199 B
NAPAMETP [ FARAMETER TPEBOBAHMUE | SFECISICATION | PESYNBTATBI/ RESH

OBbLee konuyecTso aspobHbIX

Labelling, change N1

Bakrepuit s 10°KOEBT 11?) l'é{C—_)E/s ¢

< 10° CFU/g total aerobic bacteria g
MWUKPOBUONOIMYECKARA g
HYACTOTA Mpubos Ha r v mn < 102 KOE B T 5KOEsBTr
MICROBIOLOGIC PURITY < 10% CFU/g fungi 5 CFU/g
Kateropus 3 A / Category 3 A:

E.coli oTcyTcTBYIOT CooTBeTcTBYET

Absence of E.coli Complies

Mo 2 r rpaHyn B TPEXCNONHBIA NaKETUK

[Bymara/anioMuHnesas

chonbra/nonuaTuneH).

Mo 30 nakeTUKOB C WHCTPYKUMeH no CooTBETCTBYET

YnakoBka [ PACKAGING NPUMEHEHWIO B KAPTOHHOW Nauke .Complies

2 g of granules per a three-layer packets

made of paper/aluminum foil/polyethylene.

30 packets along with the instruction on

medical use per a carfon box.

B cooTeeTcTeuu ¢ H , pazaen

MapkupoBka, uam, Net
Mapkuposxa | LABELLING In secordance with the ND, section e Ly

Qualified Person

BuieyKasaHHas Cepus COOTBETCTBYET TpeGoBaHUAM HOPMATUBHOA AOKYMEHTALUY U paspeLueHa K
BbINYCKY YNOMHOMOYEHHBIM NTLOM.

The above batch meets the requirements of normative docurnentation and has been released by a

27/05/2021
LOupeKrop no kavecTey
Quality Director
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