000 Bepnur-Xemun/A. MeHapnHH

MOJATBEPXXJIEHUE COOTBETCTBHSI

Ne [1C-14736
Toprosoe HaMMCHOBaHHE Humeci®
MeskIyHapoHOE HEMaTeHTOBAaHHOE HAMMCHOBAHHE Humecyaun
(rpyNnHpOBOYHOE HIH XMMHYECKOe)
JlexapcTBeHHas popma rpaHyJIbl 1715 [[PUTOTOBICHHSA
CYCIIEH3HH Js pHeMa BHYTPb
Jlo3upoBka 100 Mr
dopMa BBINIYCKA 2 T, nakeTHKH (9 WT.) , Iavyka
KapTOHHas
Homep cepuH (mapTHH): 14736
O6BeM cepuH(NapTHH) 54 675
JlaTa mpoM3BOJCTBA 01.10.2021
["oneH 10 01.10.2024
HanMeHOBaHHE H afpec POH3BOIMTENS (C TpomssoauTenb-Paiin Pyac &
yKa3aHHEM CTaui TPOM3BOJICTEA) dapmaceroTirans H.T.M.
C.n.A.,Wranus (Via Grignano,43-24041
Brembate(BG), Italy)
Bpinyckamuii KOHTPOJib
Ka4ecTBa-
®aiin Oyac & PapMacblOTHKAI3
H.T.M. C.i.A..,Utanus (Via
Grignano,43-24041 Brembate(BG),Italy
Homep H [aTa perMCTPallHOHHOTO YAOCTOBCPEHHA I1N011439/01 ot 18.08.2010 (mata
zamenbl PY 17.08.2020)
HoMep 4 jaTa HOPMAaTHBHON TOKYMEHTALHH I1 N011439/01-170820
HaumeHoBaHHE 51 azapec nepKaTens Jla6oparopus I'yuporti C.aLA.,
PErHCTPAllHOHHOTO YIOCTOBEPCHNUS Wranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

HacTosimuii J0KYMEHT MOATBEPKAALT:

-JaHHBIIl JIeKapCTBEHHBIH MpenapaT COOTBETCTBYCT 61-®d3 «O6 obpalieHHH JEKapCTBEHHBIX
CPEICTB...»;
-cepusl JIEKapCTBEHHOTO Mpenapara COOTBETCTBYCT TpeGOBaHHAM, YCTaHOBJICHHBIM IPH €O

rocy/1apCTBEHHOH peEHeq
ol8

,_J—...;;-,-J*"‘*"’é.ogonog BI[ 13.12.2021
(moznHCh) (mara )

000 “BepnuH-XeMu/A. MeHapuuu”

Opuaudeckui agpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HabGepexHas, Aa. 10
MouToesin anpec: Poceun, 123317, r. Mockea, MNpecHeHckan HabepexHasn, 4. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: inffo@b-c.ru
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ApTn HapkoTiku OrpaHn4eHHoe - Yuacrok Ne N-198
Aarti Drugs Limited - Plot No. N-198

daith dyac & PapmackioTUkand H.T.M. C.n.A, Wranus
Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

MpoussoAnTeNb AEACTBYIOWEro pewecrtsa /AP/
Manufacturer:

MpounasopuTens / Manufacturer.

HAMECUN®
MpoaykT/ (HMmecynna, rpanynbl AnA NPUroTOBNEHUsA CyCNeH3nn ANA npuema BHYTPb, 100 mr) F136352
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuu / Batch No. 14736 KonwuecTeo ynakosok / Number of packs 54.675pck
[laTa v sroToBnexns / Manufacturing date:  10/2021 Cpox ropHocTw / Expiry date: 10/2024
[laTa aHanuaa / Date of analysis. 29/10/2021
HopmaTueHblit AOKYMEHT H / Ref Normative document: 11 NO1 1439/01-170820
LeicTayiowee BewecTso / APIL: Humecynua / Nimesulide CrpaHa NpoucXoXaeHUs / Country of onigin WHawa / India

claims)

CeeTno-xenTbif
3EPHUCTLIA NOPOLLOK C
CBETNO-KENTLIA 38PHUCTLIH NOPOLLOK C anenbCUHOBLIM 3anaxoMm. aggg;f::gg:u 33“:’;‘:‘:‘
MonydexHas cycneHaus Genoro wnm ceeTno-xenTtoro usera/ aycne
OMMCAHVE / APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is white “g;ﬁ;;ﬂg;:;ﬁ;’: .
or light-yellow powder with orange odor
Resulfed suspension
is light-yellow
BIK. Bpems yAepKMBaHUA OCHOBHOTO nMKa Ha Xpomarorpamme
MCNBITYEMOro pacTsopa A0MKHO COOTBETCTBOBATE BPEMEHU YAEPKNBAHUA
OCHOBHOTO NWKa Ha XpOMaTorpamme CTaHAapTHOro pacrteopa / cooTeeTcTeyeT /
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.
NOANMHHOCTb / IDENTIFICATION BOWX-AMA: CnekTp OCHOBHOC Nuka Ha xpomarorpamme WCNbLITYEMOro
pacTaopa, NONY4EHHbIA C NOMOWLBI0 ANOAHO-MATPUYHO-TO AETEKTOPa,
AOMKEH COOTBETCTBOBATL CNEekTRY OCHOBHOTO NUKa Ha Xpomarorpamme
cTaHaapTHOro pacTeopa / coo;z:c:;:ieﬂ
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the P
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHARA Macca COAEPXUMOro naxeTnxa / Average weight of sachet content:
20r275% 1,99r/g
(or1,85rgo2,15r/ From1.85gt02.159)
?ﬂﬂggz%ﬁl;lgR%r’wACCbl g 18/20 naketvkos He Gonee £ 7,5 %; 2/20 nakeTnkos He Gonee 15 % oT
cpeaHei MacChi COAEPKUMOro naketuka / cooTseTcTyeT /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCMEH3WW / pH OF SUSPENSION Or2,5403,5/ Fom2.5to 3.5 3,2
NOTEPA B MACCE MNPU
BLICYLLIMBAHWM / LOSS ON DRYING $1.0% oAl
1) He aonkHO GbiTb 4acTuL, C pasMepom Gonee 100 mkm / No particles more
PA3MEP YACTWUU / PARTICLE SIZE than 100 pm <100 pm
TlapameTp NpUemMnemocTu Ana 10 eANHUL A03MPOBAHUA <15,0;
OAHOPOAHOCTL OO3WPOBAHWA / MapameTp NPHEMNEMOCTH ANA 30 eAWHUL ACINPOBAHUA S 15,0 1 HW OAHE U3
DOSAGE UNIFORMITY™ eAMHNL AO3MPOBAHNA He MeHee 0,75 M w He Gonee 1,25 M/ Acceptance cooTBETCTBYeT /
parameter: for 10 dosage units AV < 15.0; for 30 dosage units AV S 15.0 and complies
none of dosage units not less than 0.75M and not more 1.25M
KONWYECTBEHHOE Ot 95,0 40 105,0 Mr / nakeTwk / From 95,0 to 105,0 mg / sachet mmm?f(-;g,mh o
ONPEQENEHUE / g % % - 705 % of the labelled
ASSAY (95 %- 105 % oT 3aRBNeHHOM copepxanus)/ (95 % - 1 of the labe (97%)

Fine Foods & Pharmaceuticals N.T.M. S.pAs
Via Grignano, 43 - 24041 grembate (BG] - Ifaly
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"MOCTOPOHHWE NPUMECH /

1509001 15014001
Crp. 2/4

YMCTOTA / MICROBIOLOGIC PURITY

IMPURITIES
NioGasn eguHudHan npumecs /
Any individual impurity s05% a9
Cymma npumeceir/
Total impurities =10 % 0:0
MWUKPOBWOINOMMYECKAA
Kateropus 3 A / Category 3 A:

O6wee konuyectso aapobHuix GakTepuit
/ total aerobic bacteria

S10°KOE B 11/ CFU/Qg

<10KOE 8 1r/CFU/g

FpnGos Ha r unu mn / fungi

s10°KOE 8 11/ CFU/Qg

<10KOE B 1r/CFU/g

E. coli otcyTcTyioT / Absence of E.coli

cooTeeTcTeyer /
complies

cooTeeTcTByeT / complies

YMAKOBKA | PACKAGING

Mo 2 r rpaHyn B TpexcnoiHeii nakeTuk [Gymara/aniomuHnesan
thonera/nonuaTunet).

Mo 9 nakeTMKOB C MHCTPYKLMER NO NPUMEHEHUIO B KapTOHHOW navke /
2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.

9 sachets along with the instruction on medical use per a carton box.

Cooteercrsyer / Complies

MAPKWPOBKA / LABELLING

B cootsetcTeum ¢ HA / In accordance with the ND

Coorsercteyet / Complies

1) He TeCTUPYEeTCA B NNaHOBOM nopsake.

Mokasatenn «Paamep uacTuu», «OgHOpPOAHOCTH AO3MpOBaHWA» BKNoueHsl B HJ B cooTBeTCTBMM C TpeGOBaHMAMM, NPUHATLIMA B PO K

CTaHAapTU3auMKU JaHHOW NEeKapCTBEHHOW (opMbl. [laHHLIE nOKasaTenu Mo

Mpounssoautens rapaHTUpPyeT Ka4yecTso No AaHHbLIM NoKalaTensm.

*1) Not routinely tested.

Parameter has been included in accordance with requirements enacted in the Russian Federation
absent in the certificate of analysis of the manufacturer but the company guarantee the

requirements of the specification in this parameter.

ryT OTCYTCTBOBaTh B CePTWCMKATE aHANM3A NPOMIBOAUTENS.

aiming to standardize this dosage form and may be
quality of the medicinal product complies with the

HA NAKETUKE HA PYCCKOM A3bIKE YKA3LIBAKOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHWE ®UPMbI-
MNPOU3BOANTENRA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

Paith Pyac & PapmaceioTukans H.T.M. C.n.A., Uranus

Cootsertcrsyet / Complies

HAMMEHOBAHUE ®UPMbI-
BUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, lepmanns

CootsertcTayer / Complies

noroTun/LoGo

CootsetcTayet / Complies

TOPFOBOE HAWUMEHOBAHUWE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Coorsercrayet / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHME / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HUMECYNug

Cootsetcrayer / Complies

JNIEKAPCTBEHHYIKO ®OPMY /DOSAGE
FORM

rPaHynbl AN NPUIOTOBNEHHA CYCNEHINM ANA NPUEMa BHYTPb

CootsercteyeT / Complies

AO3UPOBKY / THE DOSAGE

100 mr

Coorsetcrayer / Complies

CONEPXAHUE AEWCTBYIOLWLEO

BELECTBA B 1 NAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 nakeruke cogepxutca 100 Mr Humecynuaa

Coorsevcrayer / Complies

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

Via Grignano. 43 - 24041 Brembate (BG) - italy
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«MPOTUBOBOCMANUTENBHOE,
OBE3EONUBAIOLLEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTueosocnanuTensHoe, oGesbonueailuee CpeACTso

CootseTcreyet / Complies

«COBNIOAATE NPUMOXKEHHYIO
WHCTPYKLUMIO MO NPUMEHEHMUIO
NPENAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

Cob6nioaaTs NPUIOKEHHYIO MHCTPYKUMIO NO NPUMEHeHuio npenaparta

CooreetcteyeT / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHUTb B HEQOCTYMHOM ANA

DETEW MECTE!» / «KEEP THE JlekapcTBeHHOE CPEACTBO XPaHNTb B HEAOCTYNHOM ANA aeteit mecte! CootsetcTeyeT / Complies
PREPARATION OUT OF THE REACH

OF CHILDREN!»

Ne CEPWM / BATCH NUMBER XYNNN 14736

OATA U3roTOBN. / MFG DATE MM.YYYY 10.2021

rOAEH OO / BEST BEFORE MM.YYYY 10.2024
:ﬁxggrg g;(“; ng JAWMTE!/ MMeeTcs or He umeeTcs / available or not available He umeeTcs / not available

HA KAPTOHHOM MAYKE HA PYCCKOM A3bIKE YKA3bIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHUE SUPMbI-
NPOU3BOAWUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daith Pyac & dapmaceioTukans H.T.M. C.n.A., Uranus

CootsetcteyeT / Complies

HAMMEHOBAHMWE ®WPMbI-
OUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnux-Xemu AT, FepMaHua

Cooreetcreyert / Complies

noroTuin/LOGO - Cootsercteyet / Complies
TOPrOBOE HAMUMEHOBAHME

NPEMAPATA® / TRADE NAME OF HAMECUN® Cooteetcteyer / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMNATEHTOBAHHOE

HAUMEHOBAHMWE / THE HUMECYNHA Cootsetcrayet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE

FORM rpaHynbl ANS NPUrOTOBNEHUSA CYCNEH3NM ANA NPHEMa BHYTPb Cootsetcrayer / Complies
NO3WPOBKY / THE DOSAGE 100 mr CootsetcTeyet / Complies
KONWYECTBO NAKETUKOB B

YNAKOBKE /| NUMBER OF SACHETS IN 9 naKeTMKoB CooteetcTayeT / Complies

THE PACKAGING

COOEPXAHWE NEMCTBYIOWEIO

BELLECTBA B 1 MNAKETUKE ITHE B1 e 100 mr ec a CooTeeTcTBYET / lies
CONTENTS OF THE ACTIVE IR S S G g/ Comp
SUBSTANCE PER 1 SACHET

\(’:%’;"%!B#OH A’f; AHEHUA / STORAGE XpaHuTL Npu Temneparype He Bbilue 25 °C Coorsetcrayer / Complies
YCNOBWA OTNYCKA / DISCHARGE Mo peuenty CooTsetcreyer / Complies

CONDITIONS

PEMMCTPALIMOHHbLIW HOMEP /
REGISTRATION NUMBER:

N N011439/01

Cootsetcrayet / Complies

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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«COBNNIOAATHL UHCTPYKLUIO NO
NPUMEHEHMWIO NPEMAPATA,
KOTOPAA HAXOOUTCA BHYTPU
YNAKOBKM » /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK»

CobnioaaTs MHCTPYKLMIO NO NPUMEHEHNIO NPenapaTa, KOTOPan HaXoAMTCH
BHYTPU YNakoBKu

1809001 15014001
Crp. 4/4

Coorsetctayer / Complies

«JIEKAPCTBEHHOE CPEQCTBO
XPAHWUTb B HEQOCTYNHOM ANA
BETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

lNexapcTBeHHOE CPEACTEO XPaHUTL B HEAOCTYNHOM ANS AeTed mecre!

CooteercTeyet / Complies

«MPOTUBOBOCNANUTENLHOE,
OBE3BONMUBAIOLLEE CPELCTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusosocnanutensHoe, obesbonusalowee cpeacTso

CooteetcTeyet / Complies

«COOEPXAT CAXAPO3Y> /
«CONTAIN SUCROSE»

Copepxar caxapo3sy

Cootsercrayet / Complies

«ANA NPUEMA BHYTPb» / «FOR ORAL

ADMINISTRATION» [inA npuema BHYTpL Cooreetcreyer / Complies
Ne CEPWWM / BATCH NUMBER XYNNN 14736

RATA WU3roTOBN. / MFG DATE MM YYYY 10 2021

FOAEH A0 / BEST BEFORE MM YYYY 10 2024

LWUTPUX-KOQN / BAR-CODE

WMeeTcs or He umeeTcs / available or not available

umeeTcs / available

HEBUWOWMbIW 3HAK 3ALLWATLI /
INVISIBLE SIGNS

nMeeTcs or He umeercn / available or not available

umeercs / available

NPOW3BOACTBEHHbIW KOA /
PRODUCTION CODES

WMEeTCA Or He umeeTcn / available or not available

wmeercn / available

ATUKETKA KOHTPONA NEPBOIO
BCKPbITUA / FIRST OPENING
CONTROL LABEL

MMEEeTCA or He umeeTcA / available or not available

He umeeTch / not available

CPEACTBA WQEHTU®UKALINK
CUCTEMbI MOHUTOPUHIA
OBWKEHWA NEKAPCTBEHHbIX
MNPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF

A MEDICAL PRODUCTS

umeercs or He umeeTcA / available or not available

nMeetcs / available

XPAHEHMWE / STORAGE

XpaHuTb npu TemnepaType He Beiwe 25 °C / Store at a temperature not exceeding 25 * C

CPOK rOOHOCTHW / SHELF LIFE

3ropa/ 3 years

YNONMHOMO4YEeHHbLIM FTULIOM.

BbllWweyka3aHHasn Cepus COOTBETCTBYET TPeGOBaHHAM HOPMAaTHBHON AOKYMEHTALMK M paspeleHa K BLINyCKy

The above batch meets the requirements of normative documentation and has been released by a Qualified Person

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy



