OO0 Bepnun-Xemn/A. MerHapunm

HOATBEPXJIEHHE COOTBETCTBUSA

Ne [1C-22164
Toprosoe HanMeHOBaHHe Humecun®
MesxnynaponHoe HenaTeHTOBaHHOE HAUMEHOBAHHE Humecymun
(TPYNMMPOBOYHOE Ml XHMHYECKOE)
JlekapcTtBennas dopma TpaHyJIbl U1 IPUTOTOBICHUA
CYCHEH3HH /15 IPHEMA BHYTPb
Jlo3upoBka 100 mr
®opma BeIyCcKa 2, naketukd (30 wrT.) , nauka
KapTOHHas
Homep cepun (maptun): 22164
O6beM cepun(napTun) 6 480
Jata npousBoacTBa 30.04.2022
I'oneH no 04.2025
HanmeHoBanue u alpec ponssonuTens (¢ ykasaHueM IMpoussoaurenn-Jlaboparopuoc
CTaJui MPOM3BO/ICTBA) Menapunu C.A. Hcnanus (Alfons XII,
587 08918 Badalona, Spain)
Boinyckawmmuii KOHTPO.1b
KauecTBa-Jlaboparopruoc Menapuuu
C.A. Hcnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep u naTa peructpanmonsoro YJIOCTOBEpEHHS IINO11439/01 ot 18.08.2010 (nata
3aMeHBl PV 17.08.2020)
Howmep u nata HopmatuBHoii JIOKYMEHTALHH ITN011439/01-170820
HanmenoBanue 51 azpec JeprKkaTens Jlabopatopus I'yunorru C.1LA.,
PETHCTPAlIHOHHOIO YIOCTOBEPEHUS Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosumii nokymenT nmoarsep:kaaer:

-IIaHHBIH JIEKapCTBEHHBI mpemapar cooTBeTcIByeT 61-03 «O6 obpallleHHH JTeKapCTBEHHBIX
CPEACTB...»;

~CCpHA JICKApCTBEHHOTO Mpernapata COOTBETCTBYCT TPeGOBaHHMAM, YCTAHOBJECHHBIM IIPH ero
rOCYJapCTBEHHOH perHcTpaniu

£ =="TCoxomo BJ.  04.08.2022
(moamick) (mara)

HOpuauyecknin agpec: Poccus, 123317, 1. Mocksa, Mpecrexckan HaGepexHas, a. 10
MNoyTosein agpec: Poccus, 123317, r. Mockea, lNpecHeHckan HabepexHas, . 10

Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestion corresponden

a Laboratorios Menarini, .4

CPTHOMKAT AHAJIU3A / CERTIFICATE OF ANALYSIS

Mpoaykr / Product: HUMECWN® / NIMES/L®

30 naketukor / sachets

(Humecynug, Mpaxynel gns MPUrOTOBNEHNA CyCneH3um Ans npuema BHYTpb, 100 mr)
(Nimesulide, granules for suspension for oral administration, 100 mg)

Koa npoaykra / Client code:
CepTudukar Ne / Certificate No :
Homep cepuu / Batch No. :

O6vem cepun (konuyecTro) / Quantity(pck.) :
Data uarotoBnexus / Manufacturing date:
Aarta ncreyenun cpoka rogHocTy / Expiry date:

Hata aHanuaa / Date of analysis:
MNpoussopurens / Manufacturer:

F136353
350608
22164
6480
30/04/2022
04/2025
05/07/2022

NaBoparopuoc MeHaputu C A, UcnaHus
Laboratorios Menarini S.A. Spain

HopmaTuBHas nokymeHTaumns

Number of valid Normative Document (ND):

M N011439/01-170820

RencTeylowee BewecTso | AP/ Humecynug / Nimesulide
[Mpoussogutens AencTeylowero sewectea / Manufacturer of the pharmaceutical substance {API):

Aarti Drugs Ltd., India

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

MAPAMETP /| PARAMETER | TPEBOBAHWE SPECIFICATION [PE3YNBTATbI ] RESULTS
CBeTno-»enTbii 3epHUCTbINA
CeeTno-»entuii 3EPHUCTLIA NOPOLLIOK ¢ NOPOLLOK C anensCuHOBLIM
anensCUHOBbLIM 3anaxom. 3anaxom. Monyyerras
Monyyennan cycnenans Genoro unu CYCNeH31s CBETNO-XenToro
OMNWUCAHUE / APPEARANCE CBETNOXENToro UseTa uBeTE

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

NOANUHHOCTD / IDENTIFICATION

B3XX: Bpema yaepxusaHus
OCHOBHOrO NWKa Ha XpomMarorpamme
UCNbITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHM
YAEPXKNBaHNA OCHOBHOrO NUKa Ha
XpoMatorpaMme CTaHAapTHOro
pacteopa 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.

CootsetcTayer / Complies

NOANMUHHOCTb / IDENTIFICATION

B3MX-OM[ (avoaHo-MaTpuuHbIi
AeTekTop): CnekTp OCHOBHOrO NWKa Ha
XpoMmarorpamme UcneITyemoro
pacTBopa, Nnony4eHHbI C NOMOLUIbH
AUOAHO-MaTpUYHO-rO AeTekTopa,
AOMKEH COOTBETCTBOBATL CNEKTPY
OCHOBHOTO NiUKa Ha XxpomaTtorpamMme
CTaHAaPTHOro 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

Cooteercrayer / Complies

peak on the chromatogram of
the standard solution.
Crp. / Foge 1
Alf x| 18 Badalonz, Barcelona, Espafia | (4 34) 92 462 B8 00 info@menarini.es
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NpogykT / Product :

HUMECUN® / NIMESIL®

Ceptudbukar Ne / Certificate No. : 350608
Homep cepuu / Batch No. : 22164
_NAPAMETP | PARAMETER | TPEBEOBAHME | SPECIFICATION | PE3YNBTATEI ]/ RESULT
20rs15%
(ot 1,85rpn02,15r) 20r/g
CPEOHAA MACCA 209+75%

COAEPXWUMOIO U OTKNOHEHUE
OT CPE[JHEW MACCbI

AVERAGE CONTENTS WEIGHT
and DEVIATION of the AVERAGE
MASS

(From 1,85gto 2.15g)

18/20 nakeTukos He Gonee + 7,5 %:
2/20 naketnkos He Gonee + 15 % ot
CpefHen Macchl COAEPKUMOro nakeTuka
18/20 sachets * 7,5 %; 2/20 sachets +
15 % from average mass of the sachet

Cootsetcrayet / Complies

NOTEPA B MACCE NPU
BbICYLUMBAHWWN /LOSS on DRYING

He Gonee 1,0 %
Not more than 1,0 %

0,3 %

pH/pH

Or250035/From251035

3.2

PA3MEP YACTWUL /PARTICLES SIZE

He pomkHo BbImb YacTuy ¢ pasmepom
Bonee 100 mkm / No particles more than
100 pym

CootseTcrayet / Complies

KONWYECTBEHHOE ONPEOENEHUE
ASSAY

Ot 95,0 o 105,0 Mr / nakeTuk

(95 % - 105 % oT 3anBneHHoro
coaepxaHus)

From 95,0 fo 105,0 mg / sachet

(95 % - 105 % of the labelled claims)

100,8 mr/nakeTuk / mg/sachet
(101 %)

NOCTOPOHHME NPUMECH
RELATED IMPURITIES

NoGas eanHnYHan npumecs —
He Bonee 0,5 %

Any individual impurity:

not more than 0.5 %

0,02 %

Cymma npumecei — He Gonee 1,0 %
Total impurities: not more than 1.0 %

0,02 %

OAHOPOOHOCTL AO3UPOBAHUA
DOSAGE UNIFORMITY

MapameTp npuemnemoctn ans 10
€AWHWL fo3upoBaHusa < 15,0;
MapameTp npuemnemoctu ans 30
€AnHWY Ao3upoBaHua < 15,0 M HU 0aHa
13 eAUHUY A03WPOBaHUA He MeHee 0,75
M v He Bonee 1,25 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.

MNapameTp npuemnemMocTu
/AV 8,3

Cootsercreyet / Complies

Crp. / Page 2




b

Tiur sublanacien - Tome 14293, Falio 77, Mopa BT6435 . N LF A0g129151

Datos euc

= — il EES %
B i CERTIFIED chr%{\o %‘tm ‘g
150 9001 150 14001 E 15045001 | Eﬂﬂs
Los certificados de Sistemas de Gestion correspanden
a Laboratorios Menarini. $ A
Npoaykr / Product : HUMECWUN® / NIMESIL®
Ceprudpukar Ne / Certificate No. : 350608
Howmep cepuu / Batch No. : 22164
| TPEBOBAHWE | SPECIFICATION | PE3YNBTATGI ] RESULT
ObLyee kONMYECTBO a3pO6HBIX
Gaktepuit < 10°KOE B r 13 'égs/a "
MUKPOBUONOMYECKAST < 10° CFU/q total aerobic bacteria g
YUCTOTA MpnBoB Har unu Mn € 102 KOE B 1 10KOE®BT
MICROBIOLOGIC PURITY < 10% CFU/g fungi 10 CFU/g
Kareropusi 3 A/ Category 3 A. _
E.coli otcyrctayior CooTBercrayer
Absence of E.coli Complies
Mo 2 r rpaHyn B TPEXCNOMHBLIN NakeTUK
[Bymara/aniomuHvesas
cbonbra/nonwamneu].
Mo 30 nakeTukos ¢ WHCTPYKUMER no Cooteercreyer
YnakoBka | PACKAGING NPUMEHEHUIO B KAPTOHHOWM Nayke Complies
2 g of granules per a three-la yer packels
made of paper/aluminum foiljpolyethylene
30 packets along with the instruction on
medical use per a carton box.
B cootsercreuu ¢ H , pa3aen
Mapkuposka, uam. Ne1 CooTseTcreyer
Mapkuposka / LABELLING In accordance with the ND, section Complies v
Labelling, change Ne1

BolweykasaHHas cepus COOTBETCTBYET TpeboBaHWAM HO
BbINYCKY YNONHOMOMEHHbLIM NULIOM.
The above batch meets the requirements of normative documentation and has been released by a

Qualified Person

PMaTNBHON JOKYMEHTALWUN 1 paspeLueHa K

05/07/2022
AvpexTop no kavectsy
Quality Director

Af Y LF MG R edend o
Altons X1, 587, 08918 Badalof

Crp. / Page 3

3, Barcelona, Espafia | (+34) 93 462 88 00

info@menarini.es



