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FINEFOODS

e iicata Ceprugpuxar N2 / Certificate no. 202113391
=
HUMECUN®
MNpoaykt/ (HUMECYNWA, TPaHY b ANA NPUTOTOBNCHNA cycnenauu Ans npuema sHYTP, 100 M1) - £q36354

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

Homep cepuu / Batch No. 12724 KonuuecTeo ynakosok / Number of packs  16.092 pck
[laTa v 3roToBnEHNA / Manufacturing date: 052021 Cpox roaHocTy / Expiry date: 05/2024

[Nata ananusa / Date of analysis: 17/06/2021

HopMaTvBHbBIA AOKYMEHT H / Ref. Normative document: M ND11439/01-170820

Deiictaylowiee BelecTso / APl Humecynua / Nimesulide CTpaHa NpoNCXOMAEHNR / Country of onigin WHaws / India
MpoussaauTens ASACTBYIOWErD sewectsa /API ApTu HapkoTiku OrpaHuieHHoe - Yuacrok Ne N-198

Manufacturer: Aarti Drugs Limited - Plot No. N-198

daiis dyac & GapmacsioTUKan3 HTM. C.nA, Mfannn

Mpoussopwrens | Manufactursr Fine Foods & Pharmaceuticals N.T.M. Sp.A., ltaly

CreTno-Kenteiv
3epHNACTLIN NOPOLOK C
P . anenbCMHOBLIM 32NaxXoM.
CBeTRO-KeNThii 3EPHNACTbIN NOPOLLIOK C anenbCUHOBLIM 3anaxoMm. NonyueHHas Cycneans
MonyveHHas CyCneHaunA 6enoro Ui CBETNO-KENTOro UBeTa !
OMMUCAHWE / APPEARANCE Granular light-yellow powder with orange odor. Resulted suspensian is white agrgﬁ,ﬁ’}?gfﬁ yi?;? k
or light-yeliow powder with orange odor.
Resulted suspension
is light-yeliow
BIMCK: Bpems yAepKusaHua OCHOBHOTO nkKa Ha xpoMarorpamme
WCNBITYEMOro PAcTB0opa AO/MKHO COOTBETCTEOBATL BPEMEHW YASDKUBAHWA
OCHOBHOrC NNKA Ha XpoMarorpamme cTaHaapTHoro pacTeopa / 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.
NOANWHHOCTE / IDENTIFI CATION BIXKX-OMA: CnexTp ocinoaﬂoro n1Ka Ha XPOMATOTpaMMe UCNLITYEMaro
pacTeopa, Nony4eHHsIn G NOMOLLBIO AUOAHO-MATPUUHO-TO AETEKTOPA,
LOM¥eH COOTBETCTBOBATL CNEKTRY OCHOBHOTO NUKA Ha XpoMarorpamme
cTaHaapTHOro pacreopa / coozl;en:g};gm f l
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the l
test solution conforms to the spectrum of the main peak on the chromatogram l
of the standard solution. B
CpeAHAA Macca COREPHUMOro haxeTwia | Average weight of sachet content |
20rx75% 199r/g
(o1 1,85r202.15 r/From1.85gto2.15g)
aﬁggz%??g: ;}w»\ccm f 18/20 nakeTroB He Gonee * 7,5 %; 2/20 nakeTHKos Ke Gonee £ 15 % oT 1
cpeAHeit MacChl COAEPXUMOND naketuka / 1 cooTBETCTBYET /
18/20 sachets nmt x 7.5 %; 2/20 sachets nmt + 15 % of the average weight of complies I
content of 1 sachet 1
pH CYCTEH3WW / pH OF SUSPENSION 0T 2.5403.5/From2.5t03.5 31
TIOTEPA B MACCE MPH '
BbICYLUMBAHWN / LOSS ON DRYING s1.0% 0.5%
PA3MEP YACTHLL / PARTICLE SizZe™ He pomxHO GbiTe 4acTUL C PasMEpoM Gonee 100 mxm / No particles more <100 pm
than 100 pm
MapameTp NpUeMNeMocTi AnNA 10 eauHAL AO3MPOBaHWA £15,0;
OOHOPOOHOCTE NO3UPOBAHUA / MapameTp npuemnemocTy Ans 30 eAMHAL A03MPOBAHKA S 15,0 u HW OAHE K3
DOSAGE UNIFORMITY™ eAMHIL A03NPOBAHNR He meree 0.75 M u He Gonee 1,25 M/ Acceptance He MCnbITaHo /
parameter: for 10 dosage units AV s 15.0; for 30 dosage units AV S 15.0 and not tested
none of dosage units not less than 0.75M and not more 1.25M
i 96,3
KONWYECTBEHHOE Ot 95,0 20 105,0 mr / nakeTuk / From 95,0 to 105,0 mg / sachet wr/naxernk (mg/sachet)
on ENEHUE ]
A sgAEe EHNE/ (95 %- 105 % OT 3aABNEHHOT0 conepwanns)/ (95 % - 105 9 of the labeiled
claims) (96%) J

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24040 Brembate (BG) - [taly
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NOCTOPOHHMUE NPUMECH /

IMPURITIES
Nioban eAuHIHaA NPUMECh / =
Any individual impurity <0.5%
Cymma npumeceir/ T =

Total impurities

MWKPOBUONOIMHECKAR
YUCTOTA / MICROBIOLOGIC PURITY

Kateropuws 3 A/ Category 3A

Obee konuuecTso a3pobHeIX Gaxkrepui
| total aerobic bacteria

< 10°KOE 8 1 r/ CFU/g

<10 KOE 8 1 r/CFU/g

MpuBos Ha r unu mn / fungl

S 10°KOE 8 11/ CFU/G

<{0KOE 8 17/CFU/g

E. coli otcyTereyior / Absence of E.coli

cooteeTcTBYeT/
complies

cooTeTcTayeT / complies

To 2 r rpaHyn B TPEXCNOWHLIA NakeTuk [Gymara/aniomurnesas
cponsra/nonnaTunet}.
Mo 30 NaKeTMKOB G MHCTPYKU#ER N0 NPUMEHEHNIO B KapTOHHOR navke /

CooteercreyeT / Complies

YNAKOBKA / PACKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.
30 sachets along with the instruction ori medical use per a carton box.
MAPKWUPOBKA / LABELLING B cootetctaun ¢ HI / In accordance with the ND CootsetcrayeT / Comp!r'es_l

*1) HE TECTUPYETCA B NNaHOBOM NOPAAKE.

MokasaTen® «Paismep uacTuup, «OAHOPOAHOCTH LO3UPOBAHUA?

BknioveHst 8 HO B COOTBETCTBUM C TpeBoBaHUAMY, NPUHATBLIMU B PO k

CTBHAGPTH3IALMNA AAHHOA NEKAPCTBEHHOR (POPMbI. [aHHbiE nOKasaTenu MOryT OTCYTCTBOBATL B cepTACMKATE aHAnWsa NPOMIBOAMTERA.
MpON3BOAUTEND TAPaHTUPYET KBYECTBO NO AAHHBIM nokasaTenam.

*1) Not routinely tested.

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

requirements of the specification in this parameter.

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

HA MAKETUKE HA PYCCKOM A3bIKE YKA3LIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

e

HAWMEHOBAHWE ®UPMbI-
NPOU3BOOUTENA, CTPARY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daitd dyac & GapmaceoTkand H.T.M. C.n.A., Uranua

Coorsercrsyer / Complies

HAUMEHOBAHWE ®UPMbI-
OUCTPUBBIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu A, Fepmarua

Coorsetctayet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

noroTun / LOGO NA mm 'WI AE Coorserctayer / Complies
TOPIrOBOE HAMMEHOBAHUE

NPENAPATA® / TRADE NAME OF HUMECUN® CooTsetcTayet / Complies
PREPARATION®

MEXAYHAPOOHOE

HENMATEHTOBAHHOE

HAMMEHOBAHME / THE HAMECYNI, Cootserctayet [ Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpakynel ana NPWroTOBNEHWA cycneHanu gna npuema BHyTPb

CooTtsetcrayet / Complies

SUBSTANCE PER 1 SACHET

[O3WPOBKY / THE DOSAGE 100 mr CootsercrayeT / Complies
COQEPXAHMUE NEWCTBYIOLLEIO

BELLECTBA B 1 NMAKETHKE /THE :
CONTENTS OF THE ACTIVE B 1 naxetuke copepxurca 100 mr HUmecynuaa CoorsetcTayet / Complies

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

Vig Grignano, 43 - 24040 Brembaie (BG) - lfaly
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«NMPOTUBOBOCNANWUTENBHOE,
OBE3B0MUBAIOWEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MporusosocnanuTensHoe, oBesbonueaiowee CPEACTBO

Cootsercreyet / Complies

«COBMIOAATD NPUNOXEHHYO
MHCTPYKLMIO MO NPUMEHEHUWIO
NPENAPATA= /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CoBnioAaTh NPANOKEHHY HCTPYKUMIO NO NPUMEHEHMUIO Npenapata

Cooraercrayet / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHUTL B HEAOCTYNHOM ANA
OETEV MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

NekapcTeedHoe CPeACTBO XPaHuTb B HEAOCTYNHOM ANA aeren mecre!

Cootsetcrayet / Complies

Ne CEPWUW / BATCH NUMBER XYNNN 12724
OATA U3rOTOBI. /| MFG DATE MM.YYYY 05.2021
FOAEH A0 / BEST BEFORE MM.YYYY 05.2024
Tfﬁsugfg g:gg: AAAITEL umeeTcs or He umeercs / available or not available He wmeeTcs / not available

o

s,

HAUMEHOBAHWE ®WPMbI-
NMPOWU3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

HA KAPTOHHOW NAYKE HA PYCCKOM A3LIKE YKA3LIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

daitn dyac & dapmacsiotukans HT.M. C.n.A., Uranua

Cootsercreyer / Complies

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

BepnuH-Xemu Al, Fepmanun

CoorsetcteyeT / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NoroTvn / LOGO e Coortsercrayet / Complies
TOPFOBOE HAMMEHOBAHUE

NPEMNAPATA® / TRADE NAME OF HUMECUN® Cootsetctayer / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMATEHTOBAHHOE

HAUMEHOBAHME / THE HUMECYNUA Cooteercreyet / Compiies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynsl ANs NPUroTOBNEHUS CYCNeH3UU AN npuema BHYTPb

Cooteerctayet / Complies

THE PACKAGING

BO3WUPOBKY /| THE DOSAGE 100 mr Cootsetcrayet / Complies
KONMWYECTBO NAKETUKOB B
YNAKOBKE /| NUMBER OF SACHETS IN 30 nakeTuxoB CootsetcTayer / Complies

COLEPMAHWE JEWCTBYIOWENO

BELLECTBA B 1 NAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANGCE PER 1 SACHET

B 1 naketuke cogepxurca 100 Mr HuUMecynuaa

Coorsercreyer / Complies

YCNOBWA XPAHEHWA / STORAGE
CONDITIONS

XpaHuTh Npu TEmMneparype He Bbiwe 25 °C

Cooteercrayet / Complies

YCROBWA OTNYCKA / DISCHARGE Mo peuenty ;
CONDITIONS Cooraercrayet / Complies
PErMCTPAUMOHHGIN HOMEP / 3
REGISTRATION NUMBER: 1 N011439/01 CootsetcTayet / Complies

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

Via Grignano, 43 - 24040 Brembate [BG] - Italy
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<COBMNMIOAATE UHCTPYKLIMIO NO
NPUMEHEHWUIO NPETIAPATA,
KOTOPAA HAXOOUTCA BHYTPU |
YNAKOBKHU » / CoBnioaaTh MHCTPYKUMIO NO NPUMEHBHUIO NPenapara, KOTOPan HaXoAUTCR
«FOLLOW THE ATTACHED BHYTPU yNakoBku

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

«NNEKAPCTBEHHOE CPEACTEO
XPAHWTL B HEQOCTYNHOM ANA
OETEW MECTE!» / «KEEP THE NexapcTBeHHOE CPEACTEO XPaHUTh B HEAOCTYNHOM ANA AETEH mecre! Cootsercreyet / Complies
PREPARATION OUT OF THE REACH
OF CHILDRENI!»
<MPOTUBOBOCNANUTENBHOE,
OBE3BONUBAIOWEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

:ggﬁismug‘;gs‘];ay’ / Copnepxat caxaposy Cooteetctayer / Complies

Z%’;J?N'}g?srﬁo?&wpb” e LnA npuema BHYTPb Cooteercrsyer / Complies

Cootaercrayet / Complies

MNpoTusosocnanuTtensHoe, obesbonueawuiee CPEACTBO Cooteercreyet / Complies

Ne CEPWUW / BATCH NUMBER XYNNN 12724

OATA U3rOTOBN. / MFG DATE MM YYYY 05 2021

FOREH [0 / BEST BEFORE MM YYYY 05 2024

LWTPUX-KOAO / BAR-CODE WMEBBTCA Or He umeeTcn / available or not available wmeeTcs / available

mﬁgf;{‘g g:g ,3;‘ AK SAUKTS! / WUMeeTCA or He umeeTcs [ available or not available umeetcs / available

g;ggz%?.%ﬁrgggggm KOR/ uMeeTcA or He umeeTcA / available or not available umesTcn / available
STUKETKA KOHTPOINA NEPBOIO
BCKPbITUR / FIRST OPENING WMEETCA Of He umeeTcR / available or not available He wmeetcs / not available
CONTROL LABEL

CPENCTBA UOEHTUDUKALIMU
CUCTEMb! MOHUTOPHWHIA
ABWKEHWA NEKAPCTBEHHbIX
MNPENAPATOB ! MEANS OF uMeeTcA or He umeeTca / available or not available wmeetcs / available
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

XPAHEHWE / STORAGE XpaHuTb Npu TEMNepaType He ewiwe 25 °C / Store at a temhera:urs not exceeding 25 ° C

CPOK FOQHOCTW / SHELF LIFE 3ropal 3 years

Bulweyka3aHHas CepUs COOTBETCTBYeT TpeGoBaHnAM HOPMaTMBHOM JOKYMEHTaUuu U paspelleHa Kk Bbinycky
YNONHOMOYEHHbLIM NULIOM.
The above balch meets the requirements of normative documentation and has been released by a Qualified Perso

Clnoeuf iHHOCEHTH

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




000 bepnnH-Xemu/A. MeHapnHu

MOATBEPKJIEHUE COOTBETCTBHS

Ne [1C-12724
Toprosoe HaHMEHOBaHHE Humecnn®
MexayHapoJHOe HeMaTeHTOBaHHOE HAMMEHOBAHHE Humecynun
(TpynnupOBOYHOE HJIH XHMHYECKOE)
JlexapctBeHHas gopma rpaHy/ibl A1 IPUrOTOB/ICHNMA
CYCIEH3MH 1/ TIpUEMa BHYTPb
JlozupoBka 100 mr
®dopma BEINTYCKa 2 r, naketdky (30 wWT.) , mavka
KapTOHHas
Homep cepuu (napTum): 12724
O6bem ceprn(apTHH) 16 092
JlaTa npoM3BOACTBA 01.05.2021
['oneH 1o 01.05.2024
HayMeHOBaHUE U aJipec MPOU3BOAMTEN (C Ipouspoaurenn-Daitn Pync &
yKa3aHHeM CTajIiil MPOM3BO/ICTEA) dapmacerotikans H.T.M.
C.n.A. Urtanua (Via Grignano,43-24041
Brembate(BG), Italy)
Beinyckalomuii KOHTpoJIb
KayecTBa-
daiin Oync & PapmacklOTHKAN3
H.TM. C.n.A.. Uramus (Via
Grignano,43-24041 Brembate(BG),ltal
Homep 1 Jata perucTpalliOHHOrO YA0CTOBEPEHHS T1NO011439/01 ot 18.08.2010 (nata
samensl PV 17.08.2020)
Homep 1 1ata HOPMAaTHBHOMN JOKYMEHTaLMH [1NO011439/01-170820
HaumMeHOBaHuKE H azpec JeprKarte/is Jla6oparopus 'yunorru C.ILA.,
PETMCTPALIMOHHOTO YIOCTOBEPEHHS Htanus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimuuii JOKYMeHT OATBEPKAaeT:

-J@HHBI J1eKapCTBEHHBIH Nperapar cooTBeTcTByeT 61-P3 «O6 obpalieHny eKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIEKapCTBEHHOrO TpernapaTra COOTBETCTBYET TpeCoBaHMAM, YCTAHOBJICHHBIM IIPH €ro
rocy/1apcTBEHHOM perucTpanin

[TpencraButy

000 «bep? 11.10.2021
(naTa)

Josepento

Ne 6/u ot 0

000 “BepnuH-Xe AC MBS

K)punw-eevcxuﬁ appec: Potens, 123317, r. Mocksa, lNpecHeHckan HabepexHas, a. 10
MouToBsiit anpec: Poccua, 123317, r. Mocksa, lNpecHeHckas Habepexnas, a. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



