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HAMECUN®
poaykT/ (HMMecynua, rpaHynbl ANA NPUroToBNeHUA CycneH3uu AnA npuemMa BHYTpb, 100 mr) F160474
Product: NIMESIL®

(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuu / Batch No. 54855 Konwnuectso ynakosok / Number of packs 53.946 pck
'g':z nponseoacTea / Manufacturing 10/2025 Cpok rogHocTu / Expiry date: 10/2028
[ara aHanwusa / Date of analysis: 19/11/2025

HopmaTtueHblid AOKyMeHT H / Ref. Normative

document: 1N-Ne(007211)-(Pr-RU)-111024
[Oeiicteyiowee sewectso /AP

MpowasoauTens AencTeyiowero selectea / AP/
Manufacturer:

Humecynug / Nimesulide
ApTn Hapkotuku OrpaHuyerHoe - Yyactok Ne N-198
Aarti Drugs Limited - Plot No. N-198

Ne cepun aeicTeylowero sewectsa / AP/ batch n. 25/12639 (NMS/125060563)

daiiH dyac & ®apmaceroTukana H.T.M. C.n.A., Utanua

HpopsEoAiTalL  MAnHaCRIDy. Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy

CrtpaHa npoucxoxaenus / Country of origin

Wugua / India

CBEeTNOo-XenTblil 3ePHUCTEIA NOPOLLIOK C anenLCUHOBLIM 3anaxoMm.
MonyyeHHan cycneHans Genoro unu ceeTno-xentoro useta /
Granular light-yellow powder with orange odor. Resulted suspension is
white or light-yellow

OMNUCAHWUE / APPEARANCE

CBeTNo-KenTblil 3ePHUCTLI
NOPOLLIOK C anerbCUHOBLIM
3anaxom. Mony4yeHHas
CYCNEH3NA CBETNO-KENTOro
usera/

Granular light-yellow powder
with orange odor. Resulted
suspension is light-yellow

B3XKX: Bpema yaepxuBaHua OCHOBHOMO NUKa HA Xpomartorpamme
MCMBbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXWBaAHWA OCHOBHOrO NUKa Ha XpoMaTtorpamme CTaHAapPTHOMo

pacTeopa / coomermyeﬂ
HPLC: Retention time of the main peak in the chromatogram of the test comgies
solution should correspond with that of the main peak in the
chromatogram of the standard solution.
WOEHTU®WUKALMWA / IDENTIFICATION BOXX-OMA: Y®-cnekTp 0CHOBHOrO NWKa Ha xpomarorpamme
MCMBITYEMOro PacTBopa, NoNyYeHHbIA C NOMOLLbLIO AUOAHO-MaTPUYHOro
AETEeKTOpa, LOMKEH COOTBETCTBOBATL Y(h-CNEKTPY OCHOBHOIO NUKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa / °°°Tcg?;°;:§m /
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.
CpeaHnss macca cogepxumoro naketuka / Average weight of sachet
content:
20r+7.5% s
OOHOPOOHOCTbL MACCHI / (ot 1,85rf02,15r/From1.85gt0 2.15g)
MASS UNIFORMITY 18/20 nakeTukoB He Gonee £ 7,5 %; 2/20 nakeTukos He Gonee £ 15 %
OT CpefHei Macchl COAEPXKUMOro nakeTuka / cooTBeTcTRYeT /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average complies
weight of content of 1 sachet
pH CYCNEH3UW / pH OF SUSPENSION 01258035/ From25t0 3.5 3
MOTEPA B MACCE NPU & d
BBLICYLUMBAHUM / LOSS ON DRYING S0 Ll
PA3MEP YACTHLL / PARTICLE SIZE™ He gomkHo ObITb YacTuy ¢ pasmepom Gonee 100 mkm / No particles <100 pm

more than 100 um

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

Via Grignano, 43 - 24041 Brembate (BG] - Italy
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MapameTp npuemnemocti Ans 10 eguHUL 403NPOBaHUA <15,0;
MapameTp npuemnemoctn AnsA 30 eanHAY Ao3upoBanua < 15,0 1 HK
OAHOPOAHOCTB HO?:“POBAHMH / OfHa U3 eAUHNUL A,03NpoBaHuA He meHee 0,75 M u He Gonee 1,25 M / cooTseTcTayert /
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 40 105,0 mr / nakeTuk / From 95,0 to 105,0 mg / sachet 9.5
KONWYECTBEHHOE ’ ' ; : mr/nakeTuk (mg/sachet)
22;E$EHEH“E’ (95 %- 105 % oT 3asBneHHoro cogepxaHus)/ (95 % - 105 % of the
labelled claims) (100%)
NPUMECW / IMPURITIES
Jio6Gas eanHUYHaA npumect / o 2
Any individual impurity < 0.5 % (oT 3aABNEHHOro COAEPKaHNA AENCTBYIOLEro BewecTea) 0,0
Cymma npumecen/ A =
Total impurities < 1.0 % (oT 3aABNEHHOro CoOAEpPXaHuA AeNCTBYIOLero BeLwecTea) 0,0
MWKPOBUOJOrMYECKASA K 3AJ Cat 34
YUCTOTA / MICROBIOLOGIC PURITY gl e
Obwee konuyecTBo asapobHeix GakTepuit
L A <10*°KOE B 11/ CFU/g <10
puGos Ha r unu mn / fungi <10?KOEB 1r/ CFU/Qg <10
E. coli otcyTcTeytoT / Absence of E.coli coo:gil-g;;:ge'r ! Cooteetcteyet / Complies
Mo 2 r rpaHyn B TPEXCNOWHBIA NakeTuK [Oymara/anoMuHuesas
cdonbra/nonuaTuneH).
Mo 9 NakeTUKOB C NUCTKOM-BKNAALILLEM B KAPTOHHOI Nayke / Cooteetcteyet / Complies
YNAKOBKA / 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.
MAPKWUPOBKA / LABELLING B cootsetcteum ¢ H / In accordance with the ND Cootsetctayet / Complies

*1) He TECTUPYETCA B NNaHOBOM MOPAAKE.

Mokasatenu «Pasmep 4vacTuu», «OAHOPOAHOCTb A03uMpoBaHuA» BKMOYeHbl B HI B cooTBeTcTBUM c TpeboBaHuamuM, NpuHsATEIMM B PO K
CTaHAapTU3aUMM AaHHOW nekapcTBeHHOW copmel. [laHHble noka3aTtenu MOryT OTCYTCTBOBaTb B CepTUdMkaTe aHanuia nNpoM3BOAUTENA.
Mpou3soAUTENE rApaHTUPYET KAYECTBO NO AaHHLIM NOKa3aTensam.

*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 MAKETWUKE HA PYCCKOM A3bLIKE YKA3BIBAKOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHMWE ®UPMbI-
NMPOU3BOOAWUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

HAMMEHOBAHMWE ®HUPMbI-
AUCTPUEBBKOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

NoroTuvn «BERLIN- ;

CHEMIE/MENARINI» (HA NTATUHULE) / NA w CooteetctayeT / Complies
BERLIN-CHEMIE/MENARINI LOGO
TOPIroBOE HAMMEHOBAHMUE
MPENAPATA® / TRADE NAME OF ! HUMECUN® CooteetcTByeTt / Complies
PREPARATION®

®aitn Pyac & Gapmaceiotukana H.T.M. C.n.A., Uranus Cootsetcreyet / Complies

BepnuH-Xemu AlN, Flepmanusa Cooteetcreyet / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - Italy
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MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAMMEHOBAHMWE (HA PYCCKOM U
AHITMIMUCKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME

Humecynug / Nimesulide Cooteetctayet / Complies

252:4PCTBEHHYIO ®OPMY /DOSAGE rpaHynsl AN\ NPUroTOBNEHUA CYCNEH3UN ANA Npuema BHyTpb Cooteetcteyet / Complies

DOO3UPOBKY / THE DOSAGE 100 mr Cooteetctayet / Complies

COOEPXAHUE OENCTBYIOLLErO

BENCE AR 1AL e ITHE B 1 naketuke cogepxutca 100 Mr Humecynuaa C 1 C i
CONTENTS OF THE ACTIVE oAep g ootsetcteyet / Complies

SUBSTANCE PER 1 SACHET
«MPOTUBOBOCNANUTENBHOE,
OBE3BONUBAKOLLEE CPEOCTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

«MEPEQ NPUMEHEHUEM
O3HAKOMBLTECH C NNUCTKOM-
BKNAAOBILLEM: / Mepea NPUMEHEHWEM O3HAKOMBTECH C NIUCTKOM-BKNAAbILLEM Cooteetcreyet / Complies
«READ THE PATIENT LEAFLET
BEFORE USAGE »

«XPAHWTb B HEAOCTYNHOM Ans
LOETEW MECTE!» / «KKEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

Ne CEPWUWM / BATCH NUMBER XYNNN 54855

MNpoTuBoBocnanuTensHoe, oGesbonueaiowee cpeacTBO CooteeTtcteyet / Complies

XpaHuTb B HEAOCTYNHOM ANA AeTei mecTe! CooteetcTeyet / Complies

OATA NPOU3BOACTBA. /| MFG DATE MM.YYYY 10.2025

FOAEH 10 / BEST BEFORE MM.YYYY 10.2028

HEBWAWMBIN 3HAK 3ALLMUTHI /
INVISIBLE SIGNS

HA KAPTOHHOW MAYKE HA PYCCKOM A3LIKE YKA3BIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHUWE ®WUPMbI-
NMPOW3BOOUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

HAMMEHOBAHUWE ®WUPMbI-
OUCTPUBEBKOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

HAMMEHOBAHWE OEPXATENA
PETMCTPALIMOHHOIO Na6oparopua MNyuaotTn C.n.A., Utanua Cooteetcteyet / Complies
| YOOCTOBEPEHUA, CTPAHY
NOroTun «BERLIN-
CHEMIE/MENARINI» (HA NATUHWULIE) / : "W Cooteetcteyet /| Complies
BERLIN-CHEMIE/MENARINI LOGO
TOPFOBOE HAUMEHOBAHUWE
MNPENAPATA® / TRADE NAME OF HUMECUN® Cootsercrayer / Complies
PREPARATION®

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAMMEHOBAHME (HA PYCCKOM U
AHITIANCKOM A3BLIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME

umeeTcs or He umeetcs / available or not available He umeeTcs / not available

daitH dyac & Papmacetotukans H.T.M. C.n.A., Uranua CootsetcteyeT / Complies

Bepnun-Xemu AlC, Fepmanusn Cooteetcreyet / Complies

Humecynup / Nimesulide CooteetcTtByeT / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - Italy
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NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynkl ANA NPUrOTOBRNEHUA CYCNEH3UN ANA NpUeMa BHYTPb

Coortsetctayet / Complies

AO3UPOBKY / THE DOSAGE

100 mr

Cooteetctsyet / Complies

KOJIMMECTBO NAKETUKOB B
YNAKOBKE /| NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTUKOB

CooteetcTeyet / Complies

COJEPXXAHWE OEWUCTBYIOLLErO

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

B 1 naketuke cogepxutca 100 mr Humecynuaa

Cooteetcteyet /| Complies

YCNoOBUA XPAHEHWA /| STORAGE
CONDITIONS

XpaHuTe Npu TeMnepartype He Bbiwe 25 °C

Cootsetcteyet / Complies

YCIOBUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenty

CooteetcteyeT / Complies

«NEPEQ NPUMEHEHUEM
O3HAKOMbLTECH C JIMCTKOM-
BKNAObILLEM> /

«READ THE PATIENT LEAFLET
BEFORE USAGE »

Mepea npumMeHeHUEeM 03HAKOMBLTECH C IMCTKOM-BKNAZA biLLEM

CootsetcteyeT / Complies

«XPAHWUTb B HEQOCTYMHOM AnA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTb B HEAOCTYNHOM ANA AeTei mecTe!

CooteetcteyeT / Complies

«MPOTUBOBOCNANUTENBHOE,
OBE3BOJIMBAIOWLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTtusosocnanutensHoe, obesbonuealliee cpeacTeo

Cooteetctyet / Complies

«COOEPXWUT CAXAPO3Y> /
«CONTAIN SUCROSE»

Coaepwat caxaposy

Cooteetcteyet / Complies

«AnA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

[ns npuema BHYTpb

Cooteetctayet / Complies

Ne CEPUM / BATCH NUMBER XYNNN 54855
OATA NPOU3BOMOCTBA. /! MFG DATE MM YYYY 10.2025
FOAEH OO / BEST BEFORE MM YYYY 10.2028
WITPUX-KOL / BAR-CODE umeeTcA or He umeeTcA / available or not available umeertcs / available
:';ﬁ?,g,g?g;}g ESAK SAlUATLL/ umeerTcs or He umeeTcs / available or not available umeeTca / available
gzgg?;%?%ﬂgggggm oA numeeTcA or He umeeTcs / available or not available nmeeTcs / available

STUKETKA KOHTPONA NEPBOIO
BCKPbITUA / FIRST OPENING
CONTROL LABEL

MMeeTCA or He umeeTcs / available or not available

He umeetcsa / not available

CPEOCTBA MOEHTU®UKALIMK
CUCTEMbI MOHUTOPUHIA
ABWXEHWA NEKAPCTBEHHbIX
MNPEMNAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

uMeeTcs or He umeeTca / available or not available

nmeetcs / available

XPAHEHMUE / STORAGE

XpanuTb npu Temnepatype He Beiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rOOAHOCTW / 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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YNONMHOMOYEHHbIM JTULIOM.

BbillweykasaHHan cepua COOTBETCTBYeT TpeGoBaHMAM HOPMaTUBHOM AOKYMEHFALMN U paspelleHa K BbINYCKy
The above batch meets the requirements of normative documentation and has bq@j by a Qualified Person

FINE FOODS T YnonHpmoyénHoe nuyo/Qualified Person
PHAR)E."AC.EUTIC,‘-\L‘;S N.T:.‘.‘ﬂ. 2.p.A. 0 T S
Ma.:‘:ulacturmg site 0Ol i_s!clnu-.ite
Via Grignano 43 - 24041 (BG)
Qualified 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-54855

Toprosoe HaMMEHOBaHUE

Humecnn®

MexyHapoHOE HeTaTeHTOBAaHHOE HAMMEHOBaHNE
(TpynnupOBOYHOE MM XMMHUYECKOE)

Humecynun

JlexapcTBennas dhopma

TPaHYJIbI 711 IPUTOTOBJICHMS
CYCIIEH3MH JUIsl IPUEMa BHYTPb

Hosuposka 100 mr

®dopma BbIITyCKa 2 r, naketuku (9 mr.) , nayka
KapTOHHAs

Howmep cepuu (maptun): 54855

O0bem cepun(mapTun) 53 946

JlaTa npousBojacTBa 10.2025

I'onen no 10.2028

CTaJuil IPOU3BOICTBA)

HaumeHnoBanue u agpec npou3BOAUTENS (C yKa3aHUEM

IpousBoaurenn I'JID
(Bce craguu, BKItOYasi BBIMYCKAIOITUI
KOHTPOJIb Ka4eCTBA)

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

Howmep u 1ata perucTpaimoOHHOTO yI0CTOBEPEHHS

JITI-Ne(007211)-(PT-RU) ot 11.10.2024

Homep n nata HOpMaTUBHON JTOKYMEHTAIUU

JITI-Ne(007211)-(PT-RU)-111024

Haumenosanue u azpec
PErUCTPALIMOHHOTO YAOCTOBEPEHUS

JepKaTens

Jlab6opatopus I'yunortu C.m.A.,
Hranmus
(Via Livornese 897,56122 Pisa, La
Vettola, Italy)

Hacrosumii JOKyMeHT NOATBEPKIAET:

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

CPEICTB...»;

-CCpus JICKAPCTBCHHOTO Ipfcrapara COOTBCTCTBYCT Tpe6OBaHI/IHM, YCTAaHOBJICHHBIM IIpU €TI0

rOCY/AapCTBR i perucTparuu

eVl A. MenapuHu»

000 “BepnuH-Xemu/A. MeHapuHK"

Menaprmm» 077 4 Pysanosa T.B.  12.03.2026
(mOaICH) (mata)

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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