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000 EepnuH»Xemu/A. MeHapHHA

NMOJATBEPKJAEHUE COOTBETCTBUA

No [1C-23280

ToproBoe HaHMEHOBAHHE
MeK [yHApOIHOE HENlaTeHTOBAHHOT HakM

(rpyIIIHPOBOMHOE HIIH XHMHIECKOC) ﬂ

TlexapcTBeHHas Gopma rpaHyJibl [UTsl IIPUrOTOBIICHI

CVCIIeH31H sl pueMa BHYTpb
Jo3MpOoBKa

dopma BBIITYCKA

eHOBaHHC

2 1, maketuku (30 miT.) , mavuka
KapTOHHAs

Howmep cepul (TapTHH):

O6BbeM cepHH(TIapTul 6 480

JlaTa MpoM3BOJICTBA 08.07.2022
Tojten 10 o205 |
HapMeHOBaHHE H aJIpec MPOH3BOIUTEA (c ykazaHHEM HpomBunmenb—ﬂafiopa'ropuoc
cTaMit IPOK3BOICTBA) Menapunu C.A. Jlcrianns (Alfons XII,

587 08918 Badalona, Spain)

BoinycKAa0IHi KOBTPOJIb
rauecTa-Jladoparoproc MeHapHHH
C.A. Wcmanus (Alfons XII, 587 08918
Badalona, Spain)

Homep ¥ aTa pericTpalHoHHoro YILOCTOBEPCHHSA [1NO11439/01 ot 18.08.2010 (zata
samennl PY 17.08.2020)
Howmep u n1ata HOpMATHBHOH JOKYMCHTAIMH T1NO11439/01-170820
HaumeHnoBaHHE i ajapec nepxKarens JTaGopaTopus I'yHI0TTH CLAs
PETHCTPAIHOHHOTO yYAO0CTOBEPEHHI Wranust
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

HacTosiuii JOKYMEHT NOATBEPARAACT:

-7aHHBI JeKapCTBEHHBI Tpenapar cooTBetcTBYeT 61-03 «O6 oOpallleHUH JICKapCTBCHHBIX
CPENCTB...»,

-cepHs JICKapCTBEHHOTO Ipenapara COOTBETCTBYET TpeOOBAHWIM, YCTAHOBJICHHBIM npu ero
rocyIapcTBEHHOM PErMCTpaliiH

(MOIITICE) (mata)

\;-.HapHHmz __¢——<=—" Cokornos B.J. 20092022

Kb/ A Menapunny»

000 “BepnuH® 7;,‘ JAMEAapuHn”
}Opn,qmqe_cxuﬁ anpec: Poceus, 123317, 1 Mockea, MpecHeHckan HabepexHas, A. 10
MouToBbLIA anpec: POCcus, 123317, r. Mocksa, lpecHeHcKan HabepexHasn, A4. 10

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

a Laberatorios Menarini. S.A

MpoaykT / Product: HUMECWN® / NIMESIL®
(HUMecynva, Tpakynbl ANs NPUTOTOBNEHNUA CYCMISH3UM ANG NPUEME BHYTPY,

(Nimesulide, oranules for suspension for oral administration, 100 mg}

100 mr)

30 nakeTukos / sachels

Koa npoaykTa / Client code: F1363563
CepTudpukar Ne / Certificate No. 353666
Homep cepum / Batch No. : 23280
O61em cepum (konuuectso) / Quantity(pck.) : 6480

[ata uarotoBnenun | Manufacturing date: 08/07/2022
[ara ucTe4yeHnsa CpoKa rogHoCTH / Expiry date: 07/2025
[laTa ananusa / Date of analysis: 28/07/2022

Npouasoaurens | Manufacturer:

NaBopatopuoc Menapunn C.A., Ucnanus
Laboratorios Menarini S.A., Spain

HopmatuBHan AOKYMEHTauus

Number of valid Normative Document (ND):

M N011439/01-170820

DeicTaylouee sewecTo / API: Hamecynua / Nimesulide

MpouasoauTens ASWCTBYIOLLErO BewecTsa

Aarti Drugs Ltd., India

| Manufacturer of the pharmaceutical substance (API).

& |

NAPAMETP | PARAMETER

PE3YNLTATBI / RESULTS

OMUCAHWUE / APPEARANCE

CBEeTNO-MENThi 38PHUCTbIA NOPOLUOK G
anenbCUHOBLIM 3aMaxoM.

MonydeHHas cycnexsus Genoro unu
CBETNO-KENTOro UBera

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

CBETNO-KENTHLIN 38PHUCTBINA
NOPOLLIOK C @anenbCHHOBbIM
sanaxom. [Nony4eHHan
CYCNEH3WA CBETNO-KENTOro
Lseta

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

NOMNMHHOCTbL / IDENTIFICATION

B3XKX: Bpema yaepxuBanuns
QCHOBHOrO NUKa Ha Xxpomarorpamme
UCMLITYEMOrQ pacTsopa AO0MKHO
COOTBETCTBOBATL BPEMEHWN
yAEPXWUBaHUA OCHOBHOrO NKa Ha
XpoMarorpamme CTaHfjapTHore
pacTsopa HumMecynvuaa

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.

Coorsetcrayet / Complies

NOANUHHOCTb / IDENTIFICATION

BAMX-AM[ (AnoaHO-MaTPUYHLINA
petexrop): CnekTp CCHOBHOTO NUKa Ha
XpOMatorpamme UCnsITyeMoro
pactsopa, NONy4YEeHHbIA C NOMOLWbIO
LVOOHO-MaTPUHHO-TO AEeTEeKTopa,
AOIDKEH COOTBETCTBOBATL CNEKTPY
OCHOBHOrO NUKa Ha xpomarorpamme
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
peak on the chromatogram of
the standard solution.

CootsetctayeT / Complies

Crp./ Page 1
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Los certificados de Sistemas de Gestion correspenden

a Laboratorlos Menarini. S.A

NpopyxT / Product |

CepTudukar Ne / Certificate No. : 353666
Homep cepum / Balch No. : 23280

HUMECWN® / NIMESIL®

TPEGOBAHVE | SPECIFICATION | PESYNIBTATE! RESULT |

PA3MEP YACTWUL /PARTICLES SIZE

20r+x75%

(ot 1,851 n02,15r1) 20r/g
CPE[IHAA MACCA 20g+75%
COLEPMMOIO W OTKIIOHEHUE | (From 7.85g to 2159
OT CPEAHEW MACChI
AVERAEélE CONTENTS WEIGHT 18/20 nakeTUKoB He Boneet 7.5 %,
and DEVIATION of the AVERAGE 2/20 nakeTUKoB He Gonee £ 15 % ot COOTBQTCTBYET/COWP#&S
MASS cpeaHei Macch! COAEPXKUMOro nakeTuka

18/20 sachets + 7,5 %; 2/20 sachets £

15 % from average mass of the sachet
NOTEPA B MACCE NPU He 6onee 1,0 % 0.3 %
BLICYLWMBAHWMW /LOSS onDRYING | Not more than 1,0 % e
pH/pH Or25n035/From251t0 38 3,0

He pormxHo ObiTb HECTUL, C Pa3MEPOM

Gonee 100 miv / No particles more than Cooteetcrayet / Complies

100 pm

KONWUYECTBEHHOE OMPEAENEHVE
ASSAY

Ot 95,0 go 105,0 mr/ nakeTuk

(95 % - 105 % oT 3aRBNEHHOr0
conepKarus)

From 95,0 to 105,0 mg / sachet

(95 % - 105 % of the labelled claims)

101,4 mr/nakeTwvk [ mg/sachel
(101 %)

NOCTOPOHHUE MPUMECH
RELATED IMPURITIES

NMoBan equHu4Han npuMech —
He 6onee 0,5 %

0,
Any individual impurity: 0,03 %
not more than 0,5 %
" — 0
Cymma npumecen — He tonee 1,0 % 0,06 %

Total impurities: not more than 1,0 %

OOHOPOJHOCTL O3UPOBAHWA
DOSAGE UNIFORMITY

MNapameTp npuemMnemocTi AnA 10
eavHuy posupoeanus < 15,0;
MapameTp NpMEMneMocTu Ans 30
eAMHWAL A03KpOBaHUA < 15,0 v HK oAgHa
W3 eOuHWL 403VMPOBEHUA HE MEHEE 0,75
M u 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.

Mapamerp NpuemMnemocTy
/AV: 9,1

CooteetcrayeT / Complies

Laboratorios Menarini, S.A. | Atfons Xi, 587, 08518 Badalons, Barcelona, Espafia | (134) 9346288 00 | info@menarint.es
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Los certificados de Sisternas de Gestion corresponden
a Laboratorios Menarini. S.A

MpoayxT / Product . HUMECWN® / NIMESIL®
Ceprucpuar Ne/ Certificate No. . 353666
Homep cepuu / Batch No. : 23280

T TPEGOBAHWE | SPECIFICATION.
O6lilee Konu4ecTso aspobHbIX
Bakrepuit < 10°KOE 8T

M“msmonomqgcm < 10° CFU/q total aerobic bacteria
YUCTOTA MpuBos Ha r unu Mn = 10?°KOE BT 10KOE®BT
MICROBIOLOGIC PURITY < 102 CFU/g fungi 10 CFU/g
Kateropus 3 A/ Category 3 A: )
E.coli oTCYTCTBYHOT CootseTcTByeT
Absence of E.coli Complies
Mo 2 r rpaHyn B TPEXCNOWHbIA NAKETUK
[Bymara/antoM1H1EBaRA
chonbra/nonuaTuneH.
Mo 30 NaKeTUKOB C UHCTPYKLUEN no CooTBeTCTBYET
Ynakoska | PACKAGING NPUMEHEHMIO B KRPTOHHOMN Nadke Complies

2 g of granules per a three-layer packets
made of paper/aluminum foiljpolyethylene.
30 packets along with the instruction on
medical use per a carton box.

B cooTeeTtcrauu ¢ H , pasaen

Mapkuposka, nam. Net CooTBeTcTByeT
Mapkuposka / LABELLING In accordance with the ND, section Complies g

Labeliing, change Net1

BblleykasaHHan Cepus COOTBETCTBYET TpeboBaHuam HOPMaTWBHOW JOKYMEHTaLMM 1 paspeluena K
BbINYCKY YNONHOMOUEHHbIM NALIOM.

The above batch meets the requirements of normative documentation and has been released by a
Qualified Person
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29/07/2022
[lupekTop no kavecrtsy
Quality Director
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