VW 000 Bepnnr-Xemn/A. MeHapHHH

Vi

NOATBEPKJIEHUE COOTBETCTBHA

Ne T1C-22788
Toprosoe HaUMEHOBaHUE Humecun®
Mex1yHapoJHOE HENaTeHTOBAHHOE HaHMEHOBAHNE Humecynuna

(rpyIIHPOBOYHOE Il XHMHUYCCKOS)

JlexapcTBeHHas Gopma

TpaHyIbl A1 HPHFOTOBHBHHH
CYCIIEH3HH IJIL npHeMa BHYTPb

Jlo3upoBKa 100 Mr

dopma BEIYCKa 2 r, makeTHKH (9 mT.) , nayKa
KapTOHHAas

Homep cep (apTHH): 22788

O6beM cepHH(apTHH) 54 432

Jlata 1ipoM3BOJICTBa 06.2022

["osieH 10 06.2025

HanMeHOBaHHe H ajpec NpOH3BOANTENS (¢
yKa3aHHeM CTaIHi MPOH3BOJCTBA)

Ipoussogurens-Paiin Pync &
dapmacsroTukans H.T.M.
C.1.A.,Wramus (Via Grignano,43-24041
Brembate(BG), Italy)
BpinycKalomui KOHTPOJbL
KA4eCcTBAa-
daijin Pync & PapmacblOTHKAI3
H.T.M. C.m.A...Atanus (Via
Grignano,43-24041 Brembate(BG),Italy

Homep H J1aTa pErucTPallHOHHOT0 yI0CTOBEPCHI

I1N011439/01 ot 18.08.2010 (nata
sameHbl PY 17.08.2020)

Homep u 1aTa HOPMaTHBHOH JOKYMEHTALMH

I1NO011439/01-170820

HanmeHOBaHHE " ajipec AeprKaTens
PETHCTPALIHOHHOIO Y/I0CTOBEPEHHA

JlaGopatopus ['yHI0TTH C..A.,
HUrtanusa
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

|

HacTosimumii JOKYMEeHT NOATBEP/KAACT:

-JlaHHBIH JIEKapCTBEHHBIH IpernapaT COOTBETCTBYCT 61-®3 «0O0 obpameHny JeKapCTBCHHBIX

CPENCTB...»;

-CepHsl JIEKapCTBCHHOI'O Ipenapara COOTBETCTBYET Tp€60BaHHHM, VCTaHOBJICHHBLIM IIpH cTo
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tOpuamsecknin agpec: Poceus, 123317, . Mockea, MpecHeHckan HabepexHas, 4. 10
MNouTtoBbin anpec: Poccus, 123317, r. Mocksa, lNpecHeHckan HabBepexHan, g. 10
Tenedhon: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Manufacturer:

MpoussoauTens / Manufacturer.

MpouaBoanTEND AEACTBYIOWEro BeWecTea /AP

ApT# Hapkotuky OrpaHiuuenrHoe - Yuactok Ne N-198
Aarti Drugs Limited - Piot No. N-188

®aith Gyac & Gapmacsiotukans HT.M. C.nA., Wranua
Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

L
S6S
1S09001  1SO14001
rMutracauticals
Pharmaceuticals Ceprugpnxar N2 / Certificate no. 202214998
HAMECWUII®
Npoaykr/ (HMMeCynuA, rpaHy ki ANA NPUFOTOBNEHUA CYCNeH3UU ANA NpUema BHYTPb, 100 M) pyg6a50
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepww / Baich No. 22788 KonusecTeo ynakosok / Number of packs 54,432 pck
[ara v srotoenenus / Manufacturing date:  06/2022 Cpoxk rogHocTy / Expiry date: 06/2025
[ara ananuaa / Date of analysis: 15/07/2022
HopmaTueHblil AOKYMEHT H / Ref. Normative document: 1 N011439/01-170820
[eiicTeyouwee sewectso /AP Humecynua / Nimesulide Crpana npoucxongernn / Country of origin WHaua / India

ONWUCAHWE / APPEARANCE

CBeTno-#enTeiil 38PHUCTLIN NOPOLLOK C anenbCUHOBLIM 3anaxom.
MonyveHHan cycneHaun Benoro Wnu CBETNO-KEnToro Useta /
Granular light-yellow powder with orange odor. Resulted suspension is white
or light-yellow

CeeTno-xenrsii
3ePHUCTBIA NOPOLUOK C
anensCMHOBEIM 3aNaxom.
MonydyeHHas CycneH3us
CBETNO=-KenToro usera /
Granular light-yellow
powder with orange odor.
Resulted suspension

than 100 ym

is light-yeliow
B3MX: Bpemsa yAepHUBaHWA OCHOBHOTO NUKa HA Xpomartorpamme
MCTLITYEMOro PacTeopa AOMKHO COOTBETCTEOBATD BPEMEHN YASPHUBAHUA
OCHOBHOTO NMKa HA XPOMATOrpaMMme CTaHAapTHOro pacTeopa / cooTBeTcTBYET /
HPLC: Retention time of the main peak in the chromatogram of the test complies
solution should correspond with that of the main peak in the chromatogram of
the standard solution.
NOONUHHOCTL / IDENTIFICATION BIMKX-OML: Cnextp ocyaosuem NUKa Ha XPOMATOTPaMMe UCNLITYeMOro
pacTBOPA, NONYHEHHbIA C NOMOLLBIO AUOAHO-MATPUYHO-TO AETEKTOPa,
LOMXEH COOTEETCTBOBATL CNEKTPY OCHOBHOIO NKa Ha XpomaTorpamme
crangapTHoro pacrsopa / coozs:c;:gmf
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the Sl
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHAR Macca COAEPKUMOro nakeTnka / Average weight of sachet content:
20rx75% 1,99r/g
HO (ot 1.85r402,15r/From1.85gto2.15g)
ﬁﬁ SS Z%??&CJIwACCb” 18/20 nakeTukoB He Gonee t 7,5 %; 2/20 nakeTukos He Gonee £ 15 % ot
CcpeAHeit MAcCs! COAePHUMOro nakeTuka / CoOTBETCTBYET /
18/20 sachets nmt + 7.5 %; 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WUWU / pH OF SUSPENSION Ov25a035/From25t03.5 33
NOTEPA B MACCE INPU £10% 0.4%
BbICYLUMBAHWK / LOSS ON DRYING gl el ;
PA3MEP YACTWLL/ PARTICLE SIZE"Y He aomkHO BbiTh yacTuy ¢ pasmepom Gonee 100 mkm / No particles more <100 ym

O[HOPOAHOCTbL AO3WUPOBAHUA /

MNapametp npuemnemocTy 4ns 10 eanHUL A03MPOBaHKUA <15,0;
MNapawmeTp npuemnemocTit 4nA 30 EANHNAL AOIUPOBAHUA < 15,0 ¥ HW O4Ha W3

He ucnbiTawo /

claims)

DOSAGE UNIFORMITY'Y eAMHIL, A03KPOBaHKA He meHee 0,75 M u we Bonee 1,25 M/ Acceplance
parameter: for 10 dosage units AV  15.0; for 30 dosage units AV < 15.0 and not lested
none of dosage units not less than 0.75M and not more 1 .25M
99,4
g%gquﬁ;gﬁgr:OE OT1 95,0 g0 1050 mr/ naketvx / From 95,0 to 105,0 mg / sachet Mr/nakeTuk (mg/sachet)
A ssfe (85 %- 105 % ot 3aaBnexHero coaepxanua)/ (95 % - 105 % of the labelled

(99 %)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 2404] Brembate (BG] - ffaly
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POLCTBEHHBIE NPUMECH / RELATED

IMPURITIES
NioBas eanHUYHasA npumecs / <0.5% 0.0
Any individual impurity = .
Cymma npumecen/ “10% 0,0
Total impurities i
MWKPOBUONOMMYECKAR

YUCTOTA / MICROBIOLOGIC PURITY Kaeropus 3 A/ Category 3 A:

OBuwee konuuecTeo aspobHeix BakTepuit

i 10 KOE 8 1 r/ CFU/
| total aerobic bacteria S 10'KOE 8 1 r/ CFUg o ® 3
IpwBos Ha r unu mn / fungi <10°KCE 8 1 r/ CFU/Qg <10 KOE & 1 r/CFU/g
E. coli oTcyTeeyior / Absence of E.coli cooTeercTByer / cooTeeTcTeyer / complies
complies
Mo 2 r rpakyn B TPEXCNOMHbIR NakeTuk [Bymara/aniomuHuesan
thonbra/nonuaTUuneH}.
Mo 9 NaKeTUKOB © MHCTPYKLMER NG NPUMEHSHWIO B KAPTOHHOR nNauke | Cootsercreyet / Complies
YNAKOBKA | PACKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.
9 sachets along with the instruction on medical use pera carton box.
MAPKWPOBKA / LABELLING B cooteetcTauu ¢ HA / In accordance with the ND Cootsetctayet / Complies

*1) HE TECTUPYETCA B NNaHOBOM NOPAAKE.
Mokazatenu «Pasmep uacTuly», «OAHOPOAHOCTE AO3NPOBAHMA» BKNKWEHH B HI & cootmetcTeMM € TpeBGoBaHUAMMU, NPUHATBIMKA B PO

CTaHAAPTM3AUMK AAHHOR nekapcTeeHHoi chopmbl. [lawksie nokazaTent MOryT oTCyTCTBOBaTh B cepTudukate aHanusa MNpPOU3BOAWTENA.
Mpou3asoaUTENs rAPaHTUPYET KAYECTBO NO ABHHBIM NOKA3ETENAM.

*1) Not routinely tested.

Parameter has been included in accordance with requirements enacted in the Russian Federation aiming to standardize this dosage form and may be
absent in the certificate of analysis of the manufacturer but the company guarantae the quality of the medicinal product complies with the requirements
of the specification in this parameter.

HAWMEHOBAHMWE ®HUPMbI-
NPOU3BOAWUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daitk dyac & Gapmaceotikand HT.M. C.n A, Wranwa Cootsercteyet / Complies

HAWMEHOBAHWE ®UPMbI-
OUCTPUBbLIOTOPA, CTPAHY /| NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

noroTun /LoGo ] St CooteertcreyeT / Complies

Bepnun-Xemun A, lepmanusn CooreeTtcTeyet / Complies

TOProBOE HAMMEHOBAHWE
MNPENAPATA® / TRADE NAME OF HUMECHIN® Cootsercreyet / Complies
PREPARATION®
MEXOYHAPOOHOE
HEMNATEHTOBAHHOE
HAMMEHOBAHWE / THE HUMECYnua Cootsercreyet / Complies
INTERNATIONAL NON-PROPRIETARY
NAME

ESWCTBEHHYD ®OPMY /DOSAGE rpaHynbi ANA NPUTOTOBAEHURA CYCTIEHIWK ANA NPUEME BHYTPb Cootresetcreyet / Complies

LOO3WPOBKY /| THE DOSAGE 100 mr CootsercreyeT / Complies

COMEPXAHUE OEACTBYIOLWErO

BELECTBA B 1 NAKETUKE /THE 0 c ! Complie
CONTENTS OF THE ACTIVE B 1 naxetuxe cosepxurca 100 mr humecynuia 0OTBETCTBYET mplies
SUBSTANCE PER 1 SACHET

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate [BG] - Italy




HAJI3A / CERTIFICATE OF ANALYSIS

Mutresswticals
Pharmaceusticals

Ceprugpuxar N2 / Certificate no. 202214998

1S08001 18014001

Crp. 3/4

<NPOTWBOBOCNANWUTENBHOE,
OBE3BONUBAIOLLEE CPEACTBOs /
CANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTuscsocnanuTensHoe, obeabonusaiouiee cpejCTBO

CootsercTeyeT / Complies

«COBNIOAATS NPUNOXEHHYIO
WHCTPYKLMIO MO NPUMEHEHUIO
NPENAPATA» /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobniogaTs NPUACKEHHYO UHCTPYKLUIO N0 NpUMEHEHWIO Nnpenapara

CoorsetcTayer / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHWUTbL B HEQOCTYNHOM AiNA
NETEW MECTEI!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

NexapCTEEHHGE CREACTEO XPaHITL B HEAOCTYNHOM ANA AeTel mecTe!

CooteetcTayet / Complies

Ne CEPUMN /| BATCH NUMBER XYNNN 22788

HATA U3roTOoBIN. ! MFG DATE MM.YYYY 06.2022

IFOOEH QO /1 BEST BEFORE MM.YYYY 06.2025
HEBMﬂMMbIﬁ 3HAK 3ALLMUTLI / N . y
INVISIBLE SIGNS WMEeETCA or He umeeTcs / available or not available He umeertcea / not available

i “

HA KAPTOHHOM NAYKE HA PYCCKOM f3bl

KE YKA3BIBAKT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

HAWUMEHOBAHWUE @WPMbI-
NMPOU3BOAUTENSA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

dain Dypc & apmaceoTukans HT.M. C.nA, Wranua

CoorsetcteyeT / Complies

HAUMEHOBAHUE ®UPMbI-
OUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnux-Xemun AT, MNepmanng

CoorsevcTeyet / Compiies

noroTun/LoGo

M BERLIN-CHEBMIE
d MENARING

CootsercTteyet / Complies

TOPMOBOE HAMMEHOBAHWE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Cooteetcteyet / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAWMEHOBAHME / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HIMECYNUA

Cooteetcteyet / Complies

NEKAPCTBEHHYHK) ®OPMY /DOSAGE
FORM

rpasynbi ANS NPUrOTOBNEHUA CYCNEHINKU ANA NpUEMa BHYTPb

Cootsercreyet / Complies

OO3WPOBKY / THE DOSAGE

100 mr

CoorsercreyeT / Complies

KONMWYECTBO NAKETHUKOB B
YMNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTHUkeB

Cootsercreyer / Complies

COAEPXAHMWE OEWMCTBYIOLWENO

BELLECTBA B 1 MAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naketuke cogeprurca 100 mr Humecynuaa

Cooteetcrayer / Complies

YCNoBUA XPAHEHWA / STORAGE
CONDITIONS

XpahuTe Npu Temnepartype He Bbilwe 25 °C

Cooteetctsyet / Complies

YCNoBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenty

Cocteercteyet / Complies

PEMMCTPALIMOHHbLIWM HOMEP /
REGISTRATION NUMBER:

M NO11439/01

Coorsercteyer / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate (BG] - italy




[CEPTUGUKAT AHATIM3A / | s e
Mutreceuticots 1S0%001 1S0O14001
Phormaceulicals
Ceprugpmnxar N / Certificate no. 202214998 Crp. 4/4

BIOPVUHAR YIIAKOBKA | SECONDARY PACKAGING

«COBNIOOATB MHCTPYKLMWIO NO
NPUMEHEHWIO NPEMAPATA,
KOTOPAA HAXOOQWUTCA BHYTPU
YNAKOBKW » / CoBRiosaTs MHCTPYKLKIO NO NPUMEHEHMIO APENAPaTa, KOTOPas HAXOAUTCA | -, rparerpyer / Complies
«FOLLOW THE ATTACHED BHYTPU YNaKOBKN
INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK»

«NNEKAPCTBEHHOE CPEACTBO
XPAHWTb B HEQOCTYNHOM ANnA

BETEW MECTE!» / «KEEP THE flexapcTeeHHOe CPeACcTBO XpaHuTe B HEA0CTYNHOM ANA aerei mecre! CootsetcTayeT / Complies
PREPARATION QUT OF THE REACH

OF CHILDREN!»

«MMPOTUBOBOCNANWTENBHOE,

OBE3B0/IMBAIOLLEE CPEACTBO» / c et | Complies
CANTI-INFLAMMATORY, ANALGESIC MpoTusosocnanuTenshee, obesbonusaiouee cpeACTBO OQOTBETCTBY p
AGENT»

:ggﬁ?:mrugzg‘szgsy’ / Coaepxkat caxaposy Cooreercrayer / Complies
;g’m&}ggrﬁ:&iwpb” 7/ «FOR ORAL [ns npuema BHYTPb CootsercTeyet / Complies
Ne CEPWW / BATCH NUMBER XYNNN 22788

OATA W3rOTOBIN. / MFG DATE MM YYYY 06 2022

rOAEH OO/ BEST BEFORE MM YYYY 06 2025
WTPUX-KONO / BAR-CODE WMeeTCs or He umeeTca / available or not available umeeTcn / available
:ﬁgg,gfg g}g Sg AKIARTRL UMEeeTCR or He umeeTcs / available or not available wmeetcn / available
Ezgg?j%?-ﬂg{gggggm KoR/ WMEETCA Of He umeeTcs / available or not available umeeTca / available
3TUKETKA KOHTPOINA NEPBOIo

BCKPBITUA / FIRST OPENING WMEETCA Of He umeeTcs / available or not available He umeeTcs / not available
CONTROL LABEL

CPEOCTBA MVOEHTUOUKALIMKA
CUCTEMbI MOHUTOPWHIA
OBWHKEHWA NEKAPCTBEHHbBIX
MPENAPATOB /| MEANS OF uMeeTCA of He umeeTcs / available or not available umeetca / available
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

XPAHEHMWE / STORAGE XpaHuTb npu Temneparype He Buiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rOOHOCTW / SHELF LIFE 3ropa/ 3 years

BoilweykasaHHasi CEpUA COOTBETCTBYeT TPeGoBaHUAM HOPMaTUBHOM AOKYMEHTALUM W pa3pelieHa K BbINyCcKy
YNONTHOMOYEHHLIM NTMLIOM.
The above batch meets the requirements of normative documentation and has been released by a Qualified Person

VnonnomovenHoe nuyo/Qualified Person
Mapuo bapOutu

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - lfaly




