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HUMECUN®
poay«kT/ (HMMecynua, rpaHynbl ANs NPUrOTOBNEHUA CYCNEH3WK ANA NpuemMa BHYTpb, 100 mr) F160474
Product: NIMESIL®

(nimesulide, pellets for suspension for oral administration, 100 mg)
Howmep cepum / Batch No. 65066 Konuuyectso ynakosok / Number of packs 54.351 pck
ﬂ:!: npoussoactea / Manufacturing 0112026 Cpox roavocTy / Expiry date: 01/2029
[ara ananuaa / Date of analysis: 06/02/2026

HopmaTueHbIn foKyMeHT H / Ref. Normative

document:
[OeiicTeyiowjee sewecTso / API:

MpounssoguTens geicTeylowero sewectea / AP/

Manufacturer:

Ne cepun aelicTeyrowlero eewectsa / AP/ batch n.

MNpoussogutens / Manufacturer:

1M-Ne(007211)(PT-RU)-111024

Humecynup / Nimesulide

Aptu Hapkotuku OrpaHuyeHHoe - Yyactok Ne N-198
Aarti Drugs Limited - Plot No. N-198

25/14986 (NMS/125080742)

®aith dyac & dapmackiotukans H.T.M. C.n.A., Utanus
Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy

Crpana npoucxoxaenus / Country of origin

WMugus / India

OMNUCAHUWE / APPEARANCE

CBeTno-»enTblil 38pHUCTLIA NOPOLLOK C anenLCUHOBLIM 3anaxom.
MonyyexHas cycneHsns Genoro unu ceBeTno-xenToro useta/
Granular light-yellow powder with orange odor. Resulted suspension is
white or light-yellow

CBETNO-KENTLIA 3EPHUCTLINA
NOPOLLOK C anensLCUHOBLIM
3anaxom. MonyyeHHas
CYCMEH3Us CBETNO-KENTOro
uyseta/

Granular light-yellow powder
with orange odor. Resulted

BOXX: Bpems yaepvMBaHWA OCHOBHOTO NWKa HA Xpomarorpamme
MCNLITYEMOro pacTeopa AODKHO COOTBETCTBOBATE BPEMEHM
YAEPXXUBaHNA OCHOBHOrO NUKa Ha XPOMATOrpaMMe CTaHAapTHOro

suspension is light-yellow

pacreopa / cooTBeTcTByeT /
HPLC: Retention time of the main peak in the chromatogram of the test ol
solution should correspond with that of the main peak in the
chromatogram of the standard solution.
WOEHTUDUKALIUA / IDENTIFICATION B3OXX-AML: Y®-cnekTp 0OCHOBHOrO NWKa Ha XpoMaTorpamme
UCMbLITYEMOro pacTBopa, NOMyYeHHLIN C NOMOLLLI AUOAHO-MaTPUYHOO
AETEKTOpa, AO0MKEH COOTBETCTBOBATL Y)-CNEKTPY OCHOBHOMO NKUKa Ha
XpOMaTorpamMme CTaHAapTHOro pacTeopa / °°°:';f:°};::e'”
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of B
the test solution conforms to the spectrum of the main peak on the
chromatogram of the standard solution.
CpeaHss macca cofepkuMoro naketuxa / Average weight of sachet
content: 198r/
20r£75% ety
OAHOPOOHOCTbL MACCHI / (o7 1,85rp02,15r/From1.85gt02.15 g)
MASS UNIFORMITY 18/20 nakeTukoB He Gonee + 7,5 %; 2/20 nakeTukos He Bonee + 15 %
OT CpeAHel Macchl COAEPXXUMOro NakeTuka / COOTBETCTBYET /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average complies
weight of content of 1 sachet
pH CYCNEH3WW / pH OF SUSPENSION Or258035/From25to 3.5 3.1
NOTEPA B MACCE MNPH <10% 0.3%
BbICYLUMBAHWWU / LOSS ON DRYING Ay !
PA3MEP YACTULL/ PARTICLE SIZE ™ He aomxHo BbiTb YacTuy ¢ paamepom Gonee 100 mkm / No particles <100 ym

more than 100 um

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

Via Grignano, 43 - 24041 Brembate (BG]) - Italy
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lMapameTp npuemnemoctn Ans 10 eAuHUL 403UPOBaHMS <15,0;
Mapametp npuemnemoct Ansa 30 eAnHUL 403MpoBaHUA < 15,0 U HI
OfIHOPORHOCTE .EI031IIIPOBAHHS-I ! OAHa W3 eAWHNL A031poBaHUA He MeHee 0,75 M u He Gonee 1,25 M/ cooeeTcTayer /
DOSAGE UNIFORMITY™ Acceptance parameter: for 10 dosage units AV < 15.0; for 30 dosage complies
units AV = 15.0 and none of dosage units not less than 0.75M and not
more 1.25M
Ot 95,0 g0 105,0 Mr / nakerwk / From 95,0 to 105,0 mg / sachet i
KONMUWYECTBEHHOE ' ] ' ’ mr/nakeTuk (mg/sachet)
ONPEAENERME / (95 %- 105 % ot 3asBneHHoro coaepxanus)/ (95 % - 105 % of the
ASSAY o
labelled claims) (99%)
NPUMECHW / IMPURITIES
Nobans eguHuyHas npumecs / L
Any individual impurity < 0.5 % (oT 3asBneHHOro coAepxaHua AeiCTBYIOLIEro BewlecTsa) 0,0
cy@,.g?a?%::r?gg < 1.0 % (oT 3asBneHHOro coaepXaHus AelCTBYIOLLIEro BeLlecTsa) 0,0
MWKPOBUOINOIrMYECKASA K SAJ 3A:
YUCTOTA / MICROBIOLOGIC PURITY STarafum S 4.1 Calagory SA
ObLee konuyecTeo aapobHbix GakTepuii
I total aerobic bacteria SR Gy "
lpuBos Ha r unu mn / fungi <10?KOE B 11/ CFU/Qg <10
E. coli oTcyTcTayioT / Absence of E.coli °°°zzﬁ;rg}';:ge‘r / Cootsetcrayer / Complies
Mo 2 r rpaHyn B TPEXCNoWHLIA nakeTuk [Bymara/anioMuHueBas
¢onbra/nonuatunet).
Mo 9 nakeTUKoB ¢ NUCTKOM-BKNAZbILLIEM B KAPTOHHOM nadke / CooteetctyeT / Complies
YIIAKOBKA | 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 per a carton box.
MAPKWPOBKA / LABELLING B cootsetcteum ¢ H / In accordance with the ND Cootsetctayet / Complies

*1) He TecTUpyeTCs B NNaHOBOM NOPAAKE.
Mokasatenn «Pasmep uactuy», «OfHOPOAHOCTL Ao3vpoBaHuA» BkMioYeHsl B HL B cooTseTcTBuM C TpeGOBaHWAMW, NPUHATLIMM B P® k

CTaHASPTU3ALUMM [NAHHOA neKkapcTBEHHOA OpMbl. [laHHLIE nOKa3aTenu MOryT OTCYTCTBOBATH cepTudukaTe aHanuaa npou3BoaUTEns.
Mpon3soauTenb rapaHTUPYET Ka4ecTBO MO AaHHLIM NOKA3aTEensaM.

*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 guarantee the quality of the medicinal product complies with the

requirements of the specification in this parameter.

HA MAKETUKE HA PYCCKOM A3bIKE YKA3BLIBAKOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHWE ®UPMbI-
NPOU3BOOWUTENSA, CTPAHY / NAME e :
OF THE MANUFACTURING COMPANY daiit Pyac & Papmaceiotukana H.T.M. C.n.A., Utanus Cooteetcteyet / Complies
AND COUNTRY

HAUMEHOBAHWE ®UPMbI-
OUCTPUBLKOTOPA, CTPAHY / NAME . :
OF THE DISTRIBUTING COMPANY AND Bepnur-Xemu Al, Fepmanuns Cootsetcteyet / Complies
COUNTRY

NOroTun «BERLIN-
CHEMIE/MENARINI» (HA NTATUHWULIE) / [\F| BERLIN-CHEMIE CootseTctayet / Complies
BERLIN-CHEMIE/MENARINI LOGO n—

TOProBOE HAMUMEHOBAHME
MPEMNAPATA® / TRADE NAME OF HUMECUN® CooteeTtctByeT / Complies
PREPARATION®

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

Via Grignano, 43 - 24041 Brembate (BG] - Italy
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CooteetcteyeT / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynsl ANA NPUrOTOBNEHNSA CYCNEH3NM ANSi NPUEMa BHYTPb

Cooteerctayet / Complies

LO3WPOBKY / THE DOSAGE

100 mr

Cooteetctayer / Complies

COOEPXAHWE AENCTBYIOLLENO

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

B 1 naketuke cogepxutcs 100 Mr HUMecynuaa

Cootsetctayet / Complies

«MPOTUBOBOCHMNANUTENBHOE,
OBE3BOJIMBAKOLUEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTusoBocnanuTensHoe, oGeabonuBariyee CpeacTeo

Cootsetctayet / Complies

<NEPEQ NPUMEHEHWEM
O3HAKOMBTECH C NUCTKOM-
BKNAOBILWEM: /

«READ THE PATIENT LEAFLET
BEFORE USAGE »

Mepes npUMEHEHUEM O3HAKOMBLTECH C SIMCTKOM-BKNAA bILLEM

Coortsetcteyet / Complies

«XPAHWUTbL B HEQOCTYMHOM AnA
LOETEW MECTE!» / «kKEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTb B HEAOCTYNHOM AN AeTei mecTte!

Cootsetctyet / Complies

Ne CEPUM / BATCH NUMBER XYNNN 65066

OATA NPOU3BOACTBA. / MFG DATE MM.YYYY 01/2026

FOQOEH [0 / BEST BEFORE MM.YYYY 01/2029
T!IVEVBI;EEE‘ g;g SSAK ANV { nmeeTcs or He umeetca / available or not available He umeetcs / not available

HA KAPTOHHOW MAYKE HA PYCCKOM A3LIKE YKA3BIBAKOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHUWE ®UPMbI-
NPOWU3BOOUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiii dyac & dapmackiotukana H.T.M. C.n.A., Utanus

CootsetcreyeT / Complies

HAMMEHOBAHMWE ®UPMbI-
BUCTPUBBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

BepnuH-Xemu AT, Fepmanns

Cootsetctsyet / Complies

HAMMEHOBAHWE OEPXATENSA
PETMCTPALUMOHHOIO
YOOCTOBEPEHWA, CTPAHY

NaBopatopus MN'yuaottu C.n.A., Utanus

CooteetctByet / Complies

NOroTun «BERLIN-
CHEMIE/MENARINI» (HA NATUHWULIE) /
BERLIN-CHEMIE/MENARINI LOGO

BERLIN -CHEMIE
MENARINT

CooteetctyeT / Complies

TOProBOE HAMMEHOBAHUE
MNMPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Cootsetctayet / Complies

MEXOYHAPOOHOE
HENATEHTOBAHHOE
HAWMEHOBAHME (HA PYCCKOM K
AHIMWUCKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME

Humecynug / Nimesulide

CooteetcreyeT / Complies

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

Via Grignano, 43 - 24041 Brembate (BG] - ltaly
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NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynel ANA NPUroTOBNEHUA CYCNEH3UKU ANA NpUeMa BHyTpb

Cootsetctyet / Complies

AO3WUPOBKY / THE DOSAGE

100 mr

Cootsetctayet / Complies

KONMUYECTBO NAKETUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukos

Cooteetcreyet / Complies

COMEP>XAHVE OEWCTBYIOLLErO

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

B 1 naketuke copepxutca 100 Mr Humecynuaa

Cootsetctayet / Complies

YCNOBUA XPAHEHWA / STORAGE
CONDITIONS

XpaHuTb Npu Temnepatype He Boiwe 25 °C

Cooreetctayet / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTty

CooteetctayeT / Complies

«NEPEQ NPUMEHEHWUEM
O3HAKOMBLTECH C JIUCTKOM-
BKINAOBILWEM> /

«READ THE PATIENT LEAFLET
BEFORE USAGE »

MNepea npumeHeHUEM O3HAKOMLTECE C NCTKOM-BKNagbiliem

Cooteetcreyet / Complies

«XPAHWUTb B HEOOCTYIMHOM AnsA
AETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTb B HEAOCTYNHOM ANs AeTel mecTe!

Cooteetcrayer / Complies

«MPOTUBOBOCMATNUWUTENBHOE,
OBE3BOJNIMBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTtuBosocnanuTensHoe, o6eabonueaioLiee cpeacTeo

Cooteetcteyet / Complies

«COOEPXWT CAXAPO3Y> /
«CONTAIN SUCROSE»

Coaepxar caxaposy

CooteetcTeyet / Complies

«OANnA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Lns npuema BHyTpb

Cooteetcrayet / Complies

Ne CEPWUW / BATCH NUMBER XYNNN 65066
OATA NMPOU3BOACTBA. | MFG DATE MM YYYY 01/2026
FOQEH [10 / BEST BEFORE MM YYYY 01/2029

LWUTPUX-KOA / BAR-CODE

UMeeTcs or He umeeTcs / available or not available

nmeeTcs / available

HEBUOWMBIN 3HAK 3ALLATHI /
INVISIBLE SIGNS

WMEETCH or He umeercs / available or not available

umeeTcs / available

NPOU3BOACTBEHHbIW KOL /
PRODUCTION CODES

umeeTcs or He umeeTcs / available or not available

nmeetcs / available

I3TUKETKA KOHTPOIA NEPBOIo
BCKPbITUA / FIRST OPENING
CONTROL LABEL

UMeeTCs or He umeeTcs / available or not available

He umeeTcs / not available

CPEACTBA UOEHTUDUKALIUA
CUCTEMbl MOHUTOPUHIA
ABWXEHWA NEKAPCTBEHHbBIX
MNPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

WMeeTcs or He umeeTcs / available or not available

nmeeTcA / available

XPAHEHMWE / STORAGE

XpaHuTb npu Temnepatype He Bhilue 25 °C / Store at a temperature not exceeding 25 ° C

CPOK 'OQHOCTHW / SHELF LIFE

3ropa/ 3 years

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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BbllweykasaHHasa cepus COOTBETCTBYeT TpeGoBaHMAM HOPMaTUBHOW AOKYMEHTa
YNONMHOMOYEHHbIM NTULIOM.
The above batch meets the requirements of normative documentation and has beery rele

M pa3pgiueHa K BbINycKy
ZZ Qualified Person

oveHHoe nuyo/Qualified Person
Maccumg Tegecku

FIME FONDS &
PHAPMALZUTICALE ML T.M. S.p.Ad
Masiviatlalthg sile Ul Uiuiiibale
Via Grignano 43 - 24041 (BG)
Qualfied Person
Dr. Massimo Tedeschi

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG] - Italy
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MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-65066
Toprosoe HaMMEHOBaHUE Humecun®
Mex1yHapoaHOE HETaTeHTOBAaHHOE HAUMEHOBAaHKE Humecynun
(TpynnupOBOYHOE MM XMMHUYECKOE)
JlexapctBenHas popma TPaHyJIbl 17151 IPUTOTOBJICHUS
CYCHEH3UH JIJIsl TpreMa BHYTPb
Hosuposka 100 mr
®dopma BbIITyCKa 2 r, naketuku (9 mr.) , nayka
KapTOHHAs
Howmep cepuu (maptun): 65066
O0bem cepun(mapTun) 54 351
JlaTa npousBojacTBa 01.2026
I'onen no 01.2029
HanMeHnoBanwue u ajipec mpou3BOAUTENSA (C YKa3aHHEM IpousBoaurenn I'JID
CTaJuil IPOU3BOICTBA) (Bce ctaanu, BKITIOYAS BBITYCKAOIIHNA

KOHTPOJIb Ka4eCTBA)

@aitn ync & dapmacbroTukans
H.T.M. C.n.A. ,Utanus (Via
Grignano,43-24041 Brembate(BG),
Italy)

Howmep u mata perucTpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(007211)-(PI'-RU) ot 11.10.2024

Homep u mata HOpMaTUBHOW TOKYMEHTAIIUN JITT-Ne(007211)-(PI’-RU)-111024
HanmenoBanue u azpec JepxKaTens Jlab6opatopus I'yunortu C.m.A.,
PErUCTPALIMOHHOTO YAOCTOBEPEHUS Nranus

(Via Livornese 897,56122 Pisa, La
Vettola, Italy)

Hacrosumii JOKyMeHT NOATBEPKIAET:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpamieHnH JeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TpPeOOBAHHSIM, YCTAHOBJICHHBIM IPHU €Tro
roCy/apCTBEHHOW PETUCTpaLUU

.v/>

~—— == (CoxonoBB.JI.  23.04.2026

(moamuch) (mara )

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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