000 bepnnH-Xemn/A. MeHapmHu

INOATBEPXKJIEHUE COOTBETCTBUSA

Ne TIC-12884
Toprosoe HaumeHoBaHue Humecun®
MexayHapoiHOe HeMaTeHTOBAHHOE HAMMEHOBAHUE Humecynun
(TpyNIHUpOBOYHOE MM XHMHYECKOE)
JlekapcTBeHHas hopma rpaHyJbl /15 IPUTOTOBJIEHHS
CYCIIEH3MHM JUIA IPHEMA BHYTPb
Jlosupoeka 100 mr
®opma BEIMyCcKa 2 r, naketukH (30 mr.) , mayka
KapTOHHasl
Howmep cepun (naprum): 12884
O6bem cepuu(naprum) 16 632
Jlata npousBoacTBa 01.04.2021
['oneH no 01.04.2024
Haumenosanue u aapec npoussoaures (¢ IIpoussoaurens-Paiin Pyac &
YKa3aHHeM CTaJui IpOU3BOACTRA) ®apmaceroTikanz H.T.M,
C.n.A. ,Mranusa (Via Grignano.43-24041
Brembate(BG), Italy)
Beinyckaromuii KOHTPOJIb
KavecTBa-
Daiin Oyac & PapmacbroTHKAN3
H.TM. C.n.A.. ,Hranus (Via
Grignano,43-24041 Brembate(BG),Italy
Homep u nata perucTpaliuoHHOTO YI0CTOBEPEHH s [TNO11439/01 ot 18.08.2010 (nara
3ameHsl PV 17.08.2020)
Homep 1 1aTa HOpMaTUBHON JOKYMEHTALMH [TNO011439/01-170820
HaumeHnoBanue 7 ajapec JepIKaTes JIaboparopus I'yunorru C.n.A.,
PETUCTPALMOHHOTO YI0CTOBEPEHHS Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosuii AOKYMEHT MOATBePKAAET:

-IaHHBIH NIeKapCTBEHHEIH npenapar cooTBercTByeT 61-03 «O6 ofpalleHHy JeKapCTBEHHEIX
CPEICTB...»;

-CepHsl JICKApCTBEHHOTO Iperapara COOTBETCTBYET TpeOOBAHMAM, YCTAHOBJEHHBIM [P €ro
roCy1apCTBEHHOM perucTpaluu

2
_£——=="TCokonos BJl.  16.07.2021
(moamnucs) (maTa)

"

A EiAp
tOpupuyeckuia agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHas, a. 10
Mouroswit agpec: Poccus, 123317, r. Mockea, MNMpecHeHckas HabepexHan, a. 10
TenedpoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Nutraceuticals

Pharmaceuticals Cepn@nxar N¢ / Certificate no. 2021 09503

HUMECUN®

Mpoaykr/ (HuMecynua, rpanynbl ANA NPUroTOBNEHUA CYCneH3uu Ana npueMa BHyTpb, 100 mr) F136354
Product: NIMESIL®

(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepun / Batch No. 12884 KonuuecTso ynakosok / Number of packs  16.632 pck
Mava u srotosnenus / Manufacturing date: 0412021 Cpok roaHocTu / Expiry date: 04/2024
Hata awanusa / Date of analysis: 27/04/2021

HopmatueHbiil gokymeHT H / Ref. Normative document: I N0O11439/01-170820

ReitcTayiollee sewecrao /AP Humecynug / Nimesulide Crpaua npoucxoxaeHns / Country of origin WHaua / India
MpowasoguTtent AedcTBYIOWETO BewecTea / AP/ Aptit HapkoTuku Orpanudentoe - Yuactok Ne N-198

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

Daitn Pyac & dapmaceioTukans H.T.M. C.n.A., Utanus

n .
POvSRCRITRR { Manulactirsr. Fine Foods & Pharmaceuticals N.T.M. S.p.A., ftaly

CeeTno-»enTsii
2ePHUCTBIR NOPOLIOK C
anenbCHHOBLIM 3aNaxoMm,

CBeTno-KenTolit 38PHUCTLIA NOPOLLIOK C aNeNLCHHOBLIM 3anaxom.

MonyyeHHan cycneraus
NonyverHan cycneHans 6enoro MK CBETNO-XeNToro useTa/ .
OMUCAHUE | APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is whife m;:ﬂ“gy’;ﬁ%%?yﬁg? !

or light-yeiiow powder with orange odor.

Resulted suspension
is light-yeliow
BIMX: Bpemn yaepKvBaHUA OCHOBHOTO MUK Ha XpoMarorpamme
HUCNBITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL BPEMEHH Y/ epXHBaHUA
OCHOBHOI'O NMUKa Ha XpOMaToOrpaMmMe CTaHAapTHOTO pacTeopa / COOTBEYCTBYET /
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.

NOANWUHHOCTL / IDENTIFICATION BIMX-AMA: CnexTp OCHOBHOM NWKa Ha XPOMarorpaMMme UCnbITYeMoro

PACTBOPa, NONYYEHHSIA G IOMOLBIO AMOAHO-MATPHYHO-TO AETeKTOpa,
AOMKEH COOTBETCTBOBATL GNEKTPY OCHOBHOMO NUKA Ha XPOMATOrPAMME
cTanAapTHOro pacTsopa / meTc;ByeT /

HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the e
lest solution conforms to the spectrum of the main peak on the chromatogram

of the standard solution.
CpeaHAs Macca COARPXUMOrO NakeTHra / Average weight of sachet content:
20rx75% 201r/g
(011.85rn02,15r/From 1.85gt0 2.15 g)
gﬂggt%?ﬁ&c&wmccu J 18/20 nakeTukos e Gonee * 7,5 %; 2/20 NaKeTUKOE He 6onee £ 15 % or
CpegHei MacChl COREPHUMOro nakeTuxa / cooTseTcTeyeT /
18/20 sachets nmt + 7.5 %; 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCMNEH3WW / pH OF SUSPENSION Or258035/From25t03.5 3,3
NOTEPA B MACCE NPH
BbICYLUMBAHMM / LOSS ON DRYING =1.0% 0%
PA3MEP YACTHL / PARTICLE SIZE ™ He fomxHo Geite yacTuy ¢ paat::go;ag:::e 100 mkm / No particies more <100 ym
MapameTp npuemnemocTy ans 10 egnHuy AO3UPOBAHUA <15,0;
OAHOPOMHOCTE AO3UPOBAHUS / NapameTp npuemnemocty 4nA 30 eguHiy A03MPOBAHNA S 15,0 1 HW oaHAa U3
DOSAGE UNIFORMITY™ GAUHUL R03MpOBaHNA He MeHee 0,75 M u we Gonee 1,25 M / Acceptance He uenbiTako /
parameter: for 10 dosage units AV < 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
99,4
gggquc;aﬁgi}}oE O 95,0 40 105,0 mr / nakeTuk / From 95,0 to 105,0 mg / sachet wrinaxetuk (mg/sachet)
ASSA Y‘ l (95 %- 105 % oT 3aasnerHoro copepxanua) (95 % - 105 % of the labeilled
claims) (99%)

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




FREEO0DS

Mutrace utlcals
Pharmaceuticals

Ceprugpnrar N° / Certificate no. 202109503

1809001 1SO14001
Crp. 2/4

IMPURITIES

JioGan eguHuuHas npumecs / N
Any individual impurity =0.5% 0.0
Cymma npumecen/ g 0
Total impurities £1.0% 0,
MWKPOBVONOMMYECKAR
Kareropus 3 A/ Category 3 A:

HYUCTOTA / MICROBIOLOGIC PURITY

OBusee konuuecTeo aapobHeix BakTepui
/ total aerobic bacteria

S10°KOE e 11/ CFUg

<10KOE B 1r/CFU/g

T'pubos Ha r nnn mn / fungi

s10°KOE 8 1r/CFURg

<10KOE®B 1r/CFU/g

E. coli oreyreTsyiot / Absence of E.coli

coorsercreyer /
complies .

cooTBETCTBYET / complies

Mo 2 r rpatyn B TpexcnoiHbIi NakeTuk [Gymara/anioMunnesan
thonera/nonuatuneH],
Mo 30 nakeTukos © MHCTPYKLME N0 NPUMEHEHWIO B KapTOHHOW navke /

Cooteevcreyer / Complies

YNAKOBKA ! PACKAGING 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.
MAPKWUPOBKA / LABELLING B coorsetcteuu ¢ HA / In accordance with the ND CooteetcrayeT / Complies

“1) He TecTupyeTCA B NNaHOBOM NopaAKe.

Nokasatenn «Pasmep uacTuu», «ORHOPOAHOCTL A03UpoBaHusA» BKNIOYeHsl B HO B cooTeeTcTBMM C TpeGOBaHMAMM, NPUHATLIMU B PO ¥
CTAHA3PTUIALIMM A3HHOW nekapcTseHHOA (opMbl. [laHHeie noOKasaTenu MOryT OTCYTCTEOBAT B cepTuhUkaTe aHanu3a MpoU3BOAUTENS,
Rpoaasogmenb rapaHTUpyeT KauecTeo no A@HHBIM NoKasaTtensm.

*1) Not routinely tested.

Parameter has been included in accordance with requirements enacted in the Russian Federation aimil
absent in the certificate of analysis of the manufacturer but the
requirements of the specification in this parameter.

HA TAKETUKE HA PYCCKOM S3bIKE YKA3BIBAIOT / ON THE SACHET THE FOLLOWING

ing to standardize this dosage form and may be
company guarantee the quality of the medicinal product complies with the

HAMMEHOBAHUE ®UPMbI-
NPOU3BOAWTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

PaitH Pyac & Papmacsiotukana HT.M. C.n.A., Wranus

WRITING IN RUSSIAN IS MADE:

Cootsetctayer / Complies

HAMMEHOBAHWE ®UPMbI-
OWUCTPUBLIOTOPA, CTPAHY / NAME

OF THE DISTRIBUTING COMPANY AND Bepnun-Xemu AT, lepmanus Coorsetcrayer / Complies
COUNTRY

noroTun/LoGo W CoorsetcreyeT / Complies
TOPTOBOE HAMMEHOBAHWE

MPEMAPATA® / TRADE NAME OF HUMECUN® Cootserctayer / Complies
PREPARATION® i

MEXOYHAPOOHOE

HENATEHTOBAHHOE

HAUMEHOBAHME / THE HUMECYIMg Cooreercrayet / Complies
INTERNATIONAL NON-PROPRIETARY

NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE PaHynel ANA APUroTOBNEHUA CYCNBHIUW ANA NPUEMa BHYTPb Coorsetcteyer / Complies

FORM

AO3WUPOBKY / THE DOSAGE 100 mr Coorsercrayer / Complies
COOEPXAHWE OEVCTBYIOWErO

BELLECTBA B 1 NAKETUKE /THE / i
CONTENTS OF THE ACTIVE B 1 naketuke cogepmutcs 100 Mr Humecynuaa Cootsercrayer / Complies

SUBSTANCE PER 1 SACHET

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

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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«MPOTUBOBOCTANMUTENBHOE,
OBE3B0NMBAIOLLEE CPEQICTBO s /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

l'lpowaoaoqnann‘renhﬁaa obeabonusaioiyee cpeacteo

1509001 1SO14001

Crp. 3/4

CooteeTcreyer / Complies

«COBIMIOAATE NPUNOXKEHHYIO
MHCTPYKUMIO MO NPUMEHEHUIO
NPENAPATAs /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CoBnioaaTs NPUNOXEHHYI UHCTPYKLMIO NO NPUMEHEHWIO NpenapaTa

Cootsercteyer / Complies

«JIEKAPCTBEHHOE CPELICTBO
XPAHWUTb B HEOCTYNHOM ANs
LETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

lNlexapcTeennoe cpeacTBO XpaHuTL B HBAOCTYNHOM 4NA AeTeil MecTe!

Cooreercrayet / Complies

Ne CEPWW / BATCH NUMBER XYNNN 12884
AATA U3rOTOBN. ! MFG DATE MM.YYYY 04.2021
FOAEH A0 / BEST BEFORE MM.YYYY 04.2024
:}ﬁ;’gfggjg gg ARSALIMTSL nMeerca or He umeeTcs / available or not available He umeeTcn / not available

HA KAPTOHHOW NAYKE HA PYCCKOM H3bIKE YKASBIBAKOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHWE ©®UPMbI-
NPOUIBOAUTENS, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiih Pyac & dapmaceiotukans H.T.M. C.nA., Uranus

Coortsetcreyet / Complies

HAUMEHOBAHUE ®UPMEI-
BUCTPUBELIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, lepmanus

Cooreercteyer / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NIOroTun / LOGO 7l CooTtseTcrayer / Complies
TOPFOBOE HAUMEHOBAHWE

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

MEXOYHAPOOHOE

HENATEHTOBAHHOE

HAMMEHOBAHME / THE HUMECYNUa CooreertcreyeT / Complies

NEKAPCTBEHHYID ®OPMY /DOSAGE
FORM

TPaHYNb! ANA NPUTOTOBNEHNA CYCTIBHIMN ANA NPUEMa BHYTPb

Cooreetcreyer / Complies

THE PACKAGING

AO3UPOBKY / THE DOSAGE 100 mr Cooreercrayet / Complies
KONMYECTBO NMAKETMKOB B
YMAKOBKE /| NUMBER OF SACHETS IN 30 nakeTukoB Coorsercrayer / Complies

CONEPKAHWE OEWCTBYIOLIEO
BELUECTBA B 1 NAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 nakeTuxe cogepxurca 100 mr Humecynuaa

Coorsercrayer / Complies

YCNOBWUA XPAHEHWUA / STORAGE

CONDITIONS XpanuTe npu Temnepatype He ebile 25 °C Coorsetcteyer / Complies
YCNOBWA OTNYCKA / DISCHARGE Mo peuenty i
CONDITIONS Coorsetcreyer / Complies

PEMMCTPALIMOHHLIN HOMEP /
REGISTRATION NUMBER:

T N011439/01

Cootsertcrayer / Complies

Fine Foods & Pharmaceuticals N.T.M. S Al

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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HOOATE MHCTPYKLIAIO NO
NMPUMEHEHMUIO NPEMAPATA,
KOTOPAA HAXOAWTCH BHYTPHU
YMNAKOBKM » /

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

CobnioaaTs WHCTPYKLKIO NO NPUMEHEHMID npenapara, KoTopas HaxoAWUTeH

BHYTDH YNaKOBKH

1809001 1SO14001

Ctp. 4/4

Cooreercreyet / Complies

«IEKAPCTBEHHOE CPELICTBO
XPAHUTb B HEOCTYMHOM ANA
LETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

Nlekapcreennoe cpeacreo xpanuTs 8 HEAOCTYNHOM anr AeTei mecTe!

Coorsercrayer / Complies

«NPOTUBOBOCNANUTENBLHOE,
OBE3BONUBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MNpotusosocnanuTenswoe, obesbonueaioiyee cpesctso

Cooreetctayet / Complies

«COLEPKAT CAXAPO3Y: /
«CONTAIN SUCROSE»

Coaepxar caxaposy

L]
Coorsetcreyet / Compiies

«ONA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Ans npuema sHyTpe

Coorsercreyer / Complies

IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

Ne CEPUW / BATCH NUMBER XYNNN 12884
BATA U3rOTOBN. / MFG DATE MM YYYY 04 2021
FONEH OO / BEST BEFORE MM YYYY 04 2024
LWTPUX-KOLQ / BAR-CODE UMeeTcs or He umeeTcs / available or not available umeeTca / available
ﬁggﬂfgg}g !eg“ SAWUTBI/ MUMEETCA or He UMeeTcR / available or not available nmeeTcn / available
g‘:gg?jg?.‘%?vrgggggm kon/ UMEeTCs or He umeeTca / available or not available umeeTcn / available
STUKETKA KOHTPOTA NEPBOTO

BCKPbITUA / FIRST OPENING UMeeTca or He umeeTcs / available or not available He umeeTcs / not available
CONTROL LABEL

CPECTBA WOEHTUOUKALIAN *

CUCTEMbI MOHUTOPUHIA

ABMXEHUA NEKAPCTBEHHLIX

MNPENAPATOB / MEANS OF UMEEeTCA or He umeeTca / available or not available umeeTcn / available

——

XPAHEHUE / STORAGE

XpahnTe npu Temneparype He Boiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rOHOCTU / SHELF LIFE

3roaal 3years

YNONHOMOYEeHHbLIM NULIOM.

Bhlmeylcasauuan Cepusi COOTBeTCTB

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

YeT TpeGoBaHMAM HOPMATUBHOR AOKYMEHTALUN 1 paspeueHa K Bbinycky

Person

Hoe nuyo/Qualified Person
NsBuUA MHHOCEHTH

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

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




