FINEFOODS

Nutracouticals

» 7 s6S $65
1S09001  1SO14001

Pharmaceuticals cem”xar ”_0/ Cerﬁﬁcaw no. 202109881
HAMECUN®
Mpoaykt/ (HMMecynua, rpaHynbl ANA NPUroTOBNIEHUA CYCNEH3NN ANs npuema BHYTPb, 100 mr) F136354

Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)

®aitn Oyac & Papmacsiotkans HT.M. C.n.A., Wranua

n . 5
ponasoauTent / Manufacturer. Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy

Homep cepww / Batch No. 12898 Konuuectso ynakosok / Number of packs 16.200 pck
Darta v aroTosnexus / Manufacturing date:  04/2021 Cpok rogHocTu / Expiry date: 04/2024

[aTa ananu3a / Date of analysis: 06/05/2021

HopmaTusHelit 1okymenT 1 / Ref. Normative document: M N011439/01-170820

[ewcTeyouee Belectso /APl Humecynuga / Nimesulide CrpaHa npoucxoxaenns / Country of origin WHaus / India
MpownascguTent ASACTBYIOLEro BeLLecTRa /APl ApTi HapkoTuxu OrpaHideHHoe - YHacTok Ne N-128

Manufacturer. Aarti Drugs Limited - Piot No. N-198

CBETNO-KENTLI 3EPHNCTLIA NOPOLIOK C NeNbCHHOBLIM 3aNaxoMm.
lMonyyerHan CycrneHaus BGenoro nu CBETNO-KEenToro usera / =

OMMCAHUE / APPEARANCE Granular light-yeflow powder with crange odor. Resulted suspension is white ca;:;:: u"‘z’}:g?::yﬁg? d

or light-yeliow powder with orange odor.

Resulted suspension

is light-yellow

CeeTno-xentol
IEPHUCTBIA NOPOLLOK C
anenbCUHOBLIM 3aNaxom.
Mony4eHHan CyCneHann

BOXX: Bpems yAepXWBaHWA OCHOBHOTO NUKA Ha Xpomarorpamme
WCNBITYEMOTO PACTBOPA ACIKHO COOTBETCTBOBATL BPEMEHM YASDXKUBAHUA
OCHOBHOTO NWKA Ha XpOMAaTorpaMme CTaHAapTHOro pacTeopa f

cooTeeTcTBYET /

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.
AOANUHHOCT / IDENTIFICATION BOMOX{-AMJ: CnekTp OCHOBHOTC NWKa HA XpOMaTOrpamme UCMbITYEMOro
pacTeopa, NOMyHeHHBIA C NOMOLLBIO AMDAHO-MATPHUHO-TO AEeTexTopa,
LOMKEH COCTBETCTEORATH CNEKTPY OCHOBHOMD NWKA HA XpoMaTorpamme
cTaMaapTHOro pacTeopa / cwg;rc;:ze? f
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the P
test solution canfarms to the spectrum of the main peak on the chromatogram
of the standard solution.
CPpeAHAs Macca COAePXUMOro nakeTuka / Average weight of sachet content:
20rt75% 201r/g
(or1,85ra02,15r/From185gto 2.159)
%ggm?;g%wnccu ! 18/20 nakeTuKkos He Gonee + 7,5 %; 2/20 nakeTUKos He 6onee £ 15 % oT
cpeaHel MacChl COAEPXMMOro nakeTuka ! coorsercreyeT /
18/20 sachets nmt + 7.5 %; 2/20 sachets nmt = 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WW / pH OF SUSPENSION Or254035/From25t0 3.5 33
MOTEPA B MACCE NPK
BLICYLUMBAHWN / LOSS ON DRYING £1.0% G:4%
PA3MEP YACTWUL / PARTICLE sIZE™ He aomkHo 6biTh 4acTuy ¢ pasmepom Gonee 100 mkm / No particles more <100 pm
than 100 um H
MNapameTp NpUemMneMocTy AnA 10 eAnHNY AO3UPOBAHNA <15,0;
OAHOPOAHOCTE [JO3UPOBAHMUA / MapameTp npuemnemocTy Ans 30 eARHUL AO3POBAHNA < 15,0 4 HX OAHE U3
DOSAGE UNIFORMITY™ eauHuL Ao3upoBannA He mexee 0,75 M u re Gonee 1,25 M/ Acceplance He WCnsiTaKo /
parameter: for 10 dosage units AV s 15.0; for 30 dosage units AV < 15.0 and not tested
none of dosage units not less than 0.75M and not more 1.25M
104,4
g%ﬂgﬁﬁ;ﬁﬁgﬁoe Or 95.0 a0 105,0 mr / nakeTuk / From 95,0 to 105,0 mg / sachet wr/nakeTuk (mo/sachet)
ASSAY {95 %- 105 % OT 3aABneHHOro COAEPKaruA)/ (95 % - 105 % of the labelled
claims}) (104%)

Fine Foods & Pharmaceuticals N.T.M. §.p.A.
Vig Grignano, 43 - 24040 Brembate (BG] - Italy




FiREFOORS

Mutroceuticals
Phormaceuticals

Ceprugpuxar N@ / Certificate no. 2021 09881

NOCTOPOHHWE NPUMECH /

1809001 [SO14001

Crp. 2/4

IMPURITIES
e
e e
MAKPOBWONOT UHECKAS ey e—

YUCTOTA / MICROBIOLOGIC PURITY

ObLee konuiecTeo adpobHuix BakTepwi

/ total aerobic bacteria S 10°KOE 8 11/ CFUg

<10 KOE 8 11/ CFU/g

MpuBos Ha r unu mn / fungi $10?°KOE e 1 r/ GFU/g

<10 KOE 8 1r/CFU/g

cooTeeTcTayeT/

E. coli otcyTcTeytoT / Absence of E.coli plies

cooreeTcTBYET / complies

Mo Z r rpaHyn B TPEXCNOWHbLA NAKETHK [6ymaralaniomuHuesas
chonbra/nonuaTunex].
Mo 30 NaKkeTWKOB C MHCTPYKLUUEN No NpUMEHEHNIO B KapTOHHOI navke /

CooTeetcreyet | Complies

YINAKOBKA / PAGKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.
30 sachets along with the instruction on medical use per a carton box.
MAPKWPOBKA / LABELLING B cooteetctemm ¢ HA / In accordance with the ND Coorsetcreyer / Complies

*1) He TECTUPYETCA B NNIAHOBOM NOPRAKE.

Mokasatenu «Pa3mep 4acTuup, «OAHOPOAHOCTE AO3MPOBAHUAY BKIIOYEHBI B HO B cooteerctBuu ¢ TpeBoBaHWAMM, NDUHATHIMA B PO «x
CTaHAapTM3aUWM AAHHOW NEKAapCTBEHHOW OpMbl. [laHHbie nokasaTenin MOryT OTCYTCTBOBAaTE B CepTUUMKATE aHanuia npoM3BOANTENS.

MpowasoauTenb rapaHTPYeT Ka4ecTBO NO AaHHBLIM NOKAJATENAM.
*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 cerificate of analysis of the manufacturer but the company guarantee the quality of the medicinal product complies with the

requirements of the specification in this parameter.

HA MAKETUKE HA PYCCKOM A3bIKE YKASbiBlOTI ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN 1S MADE:

HAWMEHOBAHUE ®UPMbI-
NPOW3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiH Pysc & GapmacsioTukans H.T.M. C.n.A,, Uranua

Coorsetcreyer / Complies

HAMMEHOBAHUWE ®UPMbI-
OWUCTPUEBLIOTOPA, CTPAHY / NAME

OF THE DISTRIBUTING COMPANY AND Bepnux-Xemu AT, Fepmanns CooteetcTeyet / Complies
COUNTRY

NOroTun / LOGO o CootsetcteyeT / Complies
TOPrOBOE HAMMEHOBAHUE

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

MEXOQYHAPOOHOE

HENATEHTOBAHHOE

HAUMEHOBAHMWE / THE HUMECY A CootsertcTeyeT / Compiies
INTERNATIONAL NON-PROPRIETARY

NAME

ﬁg‘;ﬁmBEHHY‘O ®OPMY /DOSAGE rpaHynbl ANA NPUTOTOBNEHMA CYCNIBK3UM ANA NPUEMA BHYTPb CootsetcreyeT / Complies
[O3WPOBKY /| THE DOSAGE 100 mr CootsercreyeT / Complies

COAEPXAHMVE OEACTBYIOLWIETO
BEWECTBA B 1 MAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naxeTuke cogepxutcs 100 mr Humecynuaa

CooTtsetcrayet / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24040 Brembate (BG) - ltaly




FINEFOODS

HNutraceuticals
rmaceuticals

Ceprugpnrar N@ / Certificate no. 202109881

«NPOTUBOBOCNANUTENEHOE,
OBE3BONUBAIOLLEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENTy

MpoTusosocnanuTensHoe, obeabonusaloLliee CPACTBO

1808001 18014001

Crp. 3/4

CooteetcreyeT / Complies

«COBMIOAATD NMPUNOXEHHYIO
WHCTPYKLIWIO NO NPUMEHEHUIO
NPENAPATA» /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

Cobniosars NPUNOKEHHYIO MHCTPYKLUMIO N0 NPUMEHEHKIO Npenapara

Cootsetcrayer / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHUTb B HEOOCTYNHOM ANA
DETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

NekapcTBEHHOE CPEACTEO XPaHUTL B HEAOCTYNHOM ANA AeTel mecTe!

Cootsetcreyer / Complies

Ne CEPWM / BATCH NUMBER

XYNNN

12898

AATA U3rOoTOBIN. / MFG DATE

MM.YYYY

04.2021

rOAEH OO / BEST BEFORE

MM.YYYY

04.2024

HEBUAWMbINA 3HAK 3ALLMTBI/
INVISIBLE SIGNS

WMEBTCR Of He umeeTcn / available or not available

He umeeTcA / not available

HA KAPTOHHOW MAYKE HA PYCCKOM S3bIKE YKA3LIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

HAMMEHOBAHME ®WUPMbI-
NPOU3BOOAWUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiH dyac & dapmaceioTukans H.T.M. C.n.A., Uranua

CooteerctayeT / Complies

HAMMEHOBAHMWE ®WUPMbI-
LBUCTPUBEBIOTOPA, CTPAHY | NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, Nepmanna

CooTeetcreyet / Complies

noroTun/LoOGO

N‘H !ﬂxillﬂll

CoorsetcrayeT / Complies

TOPMrOBOE HAMMEHOBAHUE
MPEMNAPATA® /| TRADE NAME OF
PREPARATION®

HAMECUN®

Cooteetcrtayet / Complies

MEXOYHAPOQHOE
HEMATEHTOBAHHOE
HAMMEHOBAHMUE / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HUMECYNNA

Cootsetcrayet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE

THE PACKAGING

FORM rpaHynb! ANA NPUrOTOBNEHWS CYCNEH3UM NA NpUema BHYTPb Coorsercrayet / Complies
BO3WUPOBKY / THE DOSAGE 100 mr CootsercrayeT / Complies
KONUYECTBO NAKETUKOB B

YNAKOBKE / NUMBER OF SACHETS IN 30 naxeTuKos Cootsercteyet / Complies

CONEPXAHVE AEWCTBYIOLLErO
BELLECTBA B 1 NAKETWUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naketuke copepwurca 100 Mr Humecynuaa

Cooreercreyet / Complies

YCNOBWUA XPAHEHMWA / STORAGE
CONDITIONS

XpaHuTL NpK TeMnepatype He Beiwe 25 °C

Coorsercreyet / Complies

YCNOBUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTy

Coorsercreyet [ Complies

PEMTMMCTPALUMOHHBIA HOMEP /
REGISTRATION NUMBER:

M NO11439/01

Coortsercteyet / Complies

Fine Foods & Pharmaceuticals N.T.M. 5.p.A.

Via Grignano, 43 - 24040 Brembate {BG) - Italy




FNEFO003

Mutrecauticols
Phormaceuticols

Ceprucpuxar N° / Certificate no, 202109881

«COBMIOAATE UHCTPYKUUIO NO
MPUMEHEHUIO NPENAPATA,
KOTOPAA HAXOOWUTCSH BHYTPU
YNAKOBKU » /

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

CobnioaaTs MHCTPYKUMIO N0 MPUMEHEHUIO NPenaparTa, KoTOPan HaxoANTCR
BHYTPU YNakoBKn

1S08001 1SO14001

Crp. 4/4

CoorsetcrayeT / Complies

«JIEKAPCTBEHHOE CPEJCTBO
XPAHWTbL B HEQOCTYINHOM A
AETEU MECTE!» / «KEEP THE
PREPARATION QUT OF THE REACH
OF CHILDREN!»

TNexapcTeeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed mecTe!

Cooreetcrayer / Complies

«[TIPOTUBOBOCNANUTENBHOE,
OBE3BONMBAIOLLEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusosocnanuTensroe, oGesbonuealolLee CpescTeo

Coorsercrayer / Complies

«COOEPXAT CAXAPO3Y> /
«CONTAIN SUCROSE»

Coaepwar caxaposy

Coorsercrayer / Complies

«OnA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

LAns npuema BHYTPL

Cootsercrayer / Complies

Ne CEPWUM / BATCH NUMBER XYNNN 12898
OATA U3rOTOBIN. / MFG DATE MM YYYY 04 2021
FOAEH A0 / BEST BEFORE MM YYYY 04 2024
LWTPUX-KOA / BAR-CODE UMeeTCA or He uMeeTcs [ available or not available umeercs / available
LI“‘EVB’SI:%?;! g:g gg AK SALMTBI / UMeeTCA Or He uMmeeTcs / available or not available umeerca / available
NPOU3BONCTBEHHLIW KOA / ) ; ;
PRODUCTION CODES B uMeeTCA or He umeeTcs / available or not available wmeerca / available
OTUKETKA KOHTPONA NEPBOIO

BCKPbITURA / FIRST OPENING umeeTcs or He umeeTca / available or not available He umeeTcs / not available
CONTROL LABEL

CPEAICTBA UAEHTUDUKALIUK

CUCTEMbI MOHUTOPHUHIA
LBMXEHMA NEKAPCTBEHHbIX
NMPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF

MMeeTCs or He uMeeTcn / available or not available

wmeeTcs / available

A MEDICAL PRODUCTS
XPAHEHME / STORAGE Xpanute npu Temnepatype He Boiwe 25 °C / Store at a temperature not exceeding 25 * C
CPOKTOQHOCTW / SHELF LIFE 3roaa/ 3years

BblweykazanHan cepua COOTBETCTBYeT TPe6OBaHUAM HOPMAaTHBHOM JOKYMEHTALMK U pa3pellieHa K BbinycKy

YNONMHOMOYEHHbIM JIKLIOM.

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

Y
Ynonromovex

CunpeuaiiHHOCEHTH

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

Via Grignono, 43 - 24040 Brembate (BG) - Italy




m 00O bepnnH-Xemn/A. MeHapuHm

INOATBEPKAEHUE COOTBETCTBUSA

Ne I1C-12898

Toprosoe HaumeHoBaHwue

Humecun®

MexayHapoiHOe HelaTeHTOBAaHHOE HAMMEHOBAHHE
(rpynnMpoBOYHOE WM XUMHYECKOE)

Humecynua

JlekapcTBeHHas dopma

TpaHyJIbl 115 TIPUTOTOBJICHUS
CYCIIEH3UH A7 NIPUEMa BHYTPh

HozupoBka

100 mr

®Dopma BeIMTycKa

2 r, nakeruku (30 mT.) , mauka
KapTOHHAas

Homep cepuu (maptum): 12898
O6nem cepun(naptun) 16 200
Jlata npou3BojcTRa 01.04.2021
["ozeH 10 01.04.2024

Haumenosanue u agpec npoussoaures (¢
YKa3aHHeM cTaguil MpoM3BOACTBA)

IIponssoaurens-Paitn ync &
®apmacerotukan3 H.T.M.
C.n.A.,Uranusa (Via Grignano,43-24041
Brembate(BG), Italy)
Beimyckawmmii KoHTpoan
KayecTBa-

Daiin Dyac & PapmaceloTHKANS
H.TM. CnA..Utanusa (Via
Grignano,43-24041 Brembate(BG),Italy

Howmep u 1arta pernctpaliMoHHOr0 y10cTOBEpEH S

ITNO11439/01 ot 18.08.2010 (nara
samensl PV 17.08.2020)

Homep u nata HopMaTHBHOI JOKyMeHTalMH

ITNO011439/01-170820

HaumeHoBauue | azpec
PEruCTPALIHOHHOIO Y10CTOBEPEHHS

AcpiKaTens

Jlabopatopus I'yugorri C.i.A.,
Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimmii JokymMeHT noareep:aaer:

-JIaHHBIH JIEKapCTBEHHBIA npenapar cooTseTcTByeT 61-03 «O6 oOpallleHHH JIeKapCTBEHHBIX

CPEJICTB...»;

-CepHs JNEKAPCTBEHHOTO npenapata COOTBETCTBYET TpeﬁoBﬂHHﬂM, YCTAaHOBJICHHBIM TIPH €ro

rOCyJapCTBEHHOH PErUCTpaLHK

[IpencraBups Bt )

000 «Bef e ARUHID === Cokoon B.J. 02.08.2021
' (noanuce) (nara)

JloBepennofrs

Ne 6/u ot 0]

POpuguwewcmﬁ agpec: Poccus, 123317, r. Mocksa, NpecHeHckas HabepexHas, a. 10
Moutossiit appec: Poccun, 123317, r. Mockea, MpecHeHckas HabepexHasn, . 10
Tenedon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




