M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-54820
Toprosoe HaMMEHOBaHUE Humecun®
Mex1yHapoaHOE HETaTeHTOBAaHHOE HAUMEHOBAaHKE Humecynun
(TpynnupOBOYHOE MM XMMHUYECKOE)
JlexapctBenHas popma TPaHyJIbl 17151 IPUTOTOBJICHUS
CYCIIEH3MH JUIsl IPUEMa BHYTPb
Hosuposka 100 mr
®dopMa BBIITyCKa 2 r, naketuku (30 mr.) , mauka
KapTOHHAs
Howmep cepuu (maptun): 54820
O0bem cepun(mapTun) 16 200
JlaTa npousBojacTBa 10.2025
I'onen no 10.2028
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
CpPEICTB...»;

-cepHsl JIEKAPCTBEHHOT'O IIpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpaluu

.v/>

emapunmy - < Coxomos B.Jl.  15.12.2025
(moamuch) (mara )

H emu/A . MeHapuHm)

000 “bBepnuH-Xemw 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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[ FINEFOODS

HEALTH & BEAUTY CSDMO

Ceprugpnxar N@ / Certificate no. 202527393

@@

»Uses % oses
1S09001  1SO14001

document:

-Manufacturer:

ONMWUCAHME / APPEARANCE

Jara ananusa / Date of analysis:

HopMaTHBHBINA JOKYMEHT H / Ref.‘ Nénnafive

[eiicTeywowee sewecteo /AP

MponssoanTent AeicTBylOWero BelecTea / API

Ne cepumn AeicTBYIOLLErD BEI.I.I,ECT.Ba 7API batch n.

MNpowasoautens / Manufacturer.

HAMECUN®
Npoaykt/ (HUMecynua, rpaHynbl ANs NPUroToBIEHWA CyCNeH3uun Ans npuema BHyTpb, 100 Ml‘)
F160476
Product: NIMESIL®
(nimesulide, pellets for suspension for oral admm:stratton 100 mg)
Homep cepun / Batch No. 54820 KonuuecTeo ynakosok / Number of packs 16.200 pck
[ata nponasoactea / Manufacturing date: 10/2025 Cpok rogHocTtw / Expiry date: 10/2028

07/11/2025
NM-Ne(007211)-(PT-RU)-111024

Humecynug /
Nimesulide

ApTu HapkoTukm Orpaum_eHHoé - Yuactok Ne N-198
. Aarti Drugs Limited - Plot No. N-198

25/12637 (NMS/125060558)

dainH dyac & PapmackloTUKan3 H.T.M. C.n.A., Utanua
_ Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

CBeTNO-KenThIi 3ePHUCTLIA NOPOLLOK C aneNbCHHOBLIM 3anaxom.
Mony4eHHan cycneHsus 6enoro unu CBETNO-XENTOro UseTa /
Granular light-yellow powder with orange odor. Resulted suspension is
white or light-yellow

CrpaHa npoucxoxaenns / Country of origin -~ Minawms / India

CBEeTNo-KeNnThli 38PHUCTLIA’
NOPOLUOCK C anensCUHOBbLIM
3anaxom. MonyyexHan
CYCNEH3UA CBETNO-KenToro
usera/

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

B3MOX: Bpems yAepXuBaHua OCHOBHOTO NUka Ha xpomarorpamme
UCNLITYEMOro PacTBOPa AOMKHO COOTBETCTBOBATL BpEMEH!
YAEpXUBAHUSA OCHOBHOTO NUKa Ha XpoMmarorpamme cTaH,qap-rHoro

pacteopa / )
HPLC: Retention time of the main peak in the chromatogram of the test
solution should correspond with that of the main peak in the
chromatogram of the standard solution.

]

cooTBeTCcTBYET /
complies

‘WAEHTUOUKALIWA / IDENTIFICATION

BOMX-OMI: Y®-cnekTp OCHOBHOIO N1Ka Ha XxpomaTorpamme
MCMBITYEMOro PacTBopa, NONy4YeHHbI C NOMOLLBLIO AMOAHO-MATPUHHO-TO
JeTeKTopa, AomKeH COOTBETCTBOBATL Y-CreKTpy OCHOBHOrO NiKa Ha
XpomaTorpamme CTaHAapTHOro pacteopa /

HPLC DAD: DAD spectrum of the main peak on the chromatogram of the '

test solution conforms to the spectrum of the main peak on the
chromatogram of the standard solution.

cooTeeTcTBYeT/ -
complies

OOHOPOOHOCTb MACChI /
MASS UNIFORMITY

CpepaHsa Macca COAEPKUMOro naketuka / Average weight of sachet
content:
“20r+75% .
(o11,85ra02,15r/From 1.85 g to 2. 15g)

200r/g

18/20 nakeTukos He Gonee + 7,5 %; 2/20 nakeTukos He Donee + 15%ot |

cpeaHeit Macchl COAEPXUMOro NakeTnka /
18/20 sachets nmt + 7.5 %; 2/20 sachets nmt + 15% of the average
weight of content of 1 sachet

cooTBeTcTBYeT /
complies

pH CYCNEH3WN / pH OF
SUSPENSION

Or25p03,5/From25t03.5

3.1

MNOTEPA B MACCE NPH

BbICYLWMBAHWUW / LOSS ON DRYING

<1,0%-

04 %

PA3MEP YACTUL / PARTICLE SIZE™

He aomiHo 6Ltk yacTuy ¢ paamepom Bonee 100 mkm / No particles more
than 100 um

100 pm

DOSAGE UNIFORMITY™

OAHOPOAHOCTbL AO3UPOBAHUA /

MapameTp npueMnemMocT Ana 10 eguHUL J03MPOBAHUA £15,0;

MNapameTp npuemnemocty Ans 30 eauHuy Ao3vposadua < 15,0 1 HK

04Ha 13 eanHuy Ao3upoBaHua He mexee 0,75 M n He Gonee 1,25 M/

Acceptance parameter: for 10 dosage units AV < 15.0; for 30 dasage

_ units AV < 15.0 and none of dosage units not less than 0.75M and not
more 1.25M

_cooTeeTcTBYET /
complies

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

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




V4 FINEFOODS

HEALTH & BEAUTY CSDMO

1S09001 1SO14001

Mo 30 nakeTMKOB C NUCTKOM-BKNaAbILLEM B KapToHHOW nayke /

Ceprugpmnrar N° / Certificate no. 202527393 Crp. 2/4
96,1
KONMUYECTBEHHOE Ot 95,0 ao 105,0 mr/ nakeTuk / From 95,0 to 105,0 mg / sachet wrinakeTuk (mg/sachet)
‘gggfeEHEH“EI (95 %- 105 % oT aaﬂaneu’gzrso”:gﬁgiﬁi?m)l (95 % - 105 % of the (96 %)
NPHUMECH / IMPURITIES
nmﬁan-iﬂ;’ﬂ;ﬁ;&ﬂm}gg}; < 0.5 % (oT 3aABNEHHOro coaepXaHua AeiicTaylowero BellecTsa) 0,0
= cy";.";;?%:j;;:; < 1.0 % (0T 3aABNEHHOrO COAEPXaHnA AeicTBYIOWEro selyecTsa) 0,0
Fpubos Ha r unu mn / fungi <102 KOE 8 1r/ CFU/Qg <10
E. coli otcyTcTayoT / Absence of E.coli °°°Z?;;;:§ET ! CooTteerctayet / Complies
Mo 2 r rpaHyn B TPEXCNOMHbLIA NAKETUK [Bymara/anioMuHnesan
¢honbra/nonnuaTUNEH].

YNAKOBKA / PA CK_A GING 2 g of granules per a three layer sachets made of paper/aluminum Cooreercreyer / Complies
b foil/polyethylene. ‘
30 sachets along with the instruction on medical use per a carton box.
MAPKWPOBKA / LABELLING B cooteetcTeun ¢ HA / In accordance with the ND CootsetcTayet / Complies

*1) He TECTUPYETCA B NNaHOBOM NOPAAKE.

MokasaTenu «Pasmep uactuuy,” «OAHOPOAHOCTE AO3WP
cTaHaapTU3auuu  AaHHOM nexkapcTBeHHOR opmbl. [laHHble nokasaTenn MoryT

MpouzsoauTens rapaHTupyeTt Ka4yecTBO NO AaHHbIM NOoKa3aTenaM.

*1) Not routinely tested.

Parameter has been included in accordance with requirements e

oBaHus» BKNloueHsl B H[ B CoOTBETCTBMM C TpeboBaHUAMM, npuHsTEMM B PO K
oTcyTcTEOBaTh B CepTMdMKaTe aHanusa npou3soAnTens.

nacted 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 NAKETMKE HA PYCCKOM S3bIKE YKA3BLIBAIOT / O

N THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAWMEHOBAHUE ®UPMbI-
NPOWU3BOAWUTENSA, CTPAHY / NAME
-OF THE MANUFACTURING COMPANY
AND COUNTRY o

tba_ﬁn dyac & dapmacsiotukans HT.M. C.nA., Wranus

CooteetcTeyeT / Complies

‘

HAUMEHOBAHMWE ®UPMbI-
OUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Beprivi-Xemu AT, lepmanus '

Cooteetctayet / Complies

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

BERLIN-CHEMIE

CootetcreyeTt / Comp!r'es

TOPrOBOE HAMMEHOBAHWE -
NPENAPATA® / TRADE NAME O
PREPARATION® :

HUMECUN®

Cooteetctayet / Complies

MEXOYHAPOQHOE
HEMATEHTOBAHHOE
HAMMEHOBAHWE HA PYCCKOM U
AHFMATUCKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME s -

Humecynua/ Nimesulide -

CootseTcteyeT / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM :

rpaHynbl ANA NPUrOTOBNEHNA CYCMEH3UM ANsA npuema BHyTpe

CooteeTtcteyet / Complies

DO3WPOBKY / THE DOSAGE

100 mr

CootsetcteyeT / Complies

Fine Foods & Phormoceu’ricois.N.T.M. S.p.A.

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




P FINEFOODS

HEALTH & BEAUTY CSD

| COOEPKAHME LENCTBYIOLIErO
BELUECTBA B 1 NAKETMKE /THE

'CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 nakeTuke cogepiutcsa 100 Mr HUMeCynuaa

1S09001 15014001

Crp. 314

CootsetctayeT / Complies

)

«NMPOTUBOBOCNANWUTENBHOE,
OBE3BO0NUBAIOLLEEE CPEACTBO > /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTuBOBOCNANUTENBHOE, ofeabonueaioLuee cpeacTBo

Cootsetcteyert / Complies

«MEPEQ NPUMEHEHMEM
03HAKOMGLTECK C JIMCTKOM-
BKNAABILWEM» /

«READ THE PATIENT LEAFLE T
BEFORE USAGE »

I’lepe_p, npuMeHeHeM 03HaKOMbTECH C NUCTKOM-BKNagbILuem

Cootsetctayet / Complies

‘

«NNEKAPCTBEHHOE CPEACTBO
XPAHWTb B HEQOCTYMNHOM ANA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTe B HEAOCTYNHOM ANA peteil mecte!

Cootsetcteyet / Complies

‘Ne CEPWW | BATCH NUMBER - XYNNN 54820
ﬂA;I'A NMPOU3BOACTBA. /| MFG DATE MM.YYYY 10.2025 -
rOAEH OO / BEST BEFORE MM.YYYY 10.2028

HEBUOWMbIA 3HAK 3ALLUUTbI /
INVISIBLE SIGNS

MMeeTcA of He umeetca / available or riot available

He umeetcA / not available

HA KAPTOHHOW MAYKE HA PYCCKOM A3bIKE YKA3bLIBAIOT / IN THE CARTON BOX THE FOLLOWINGl WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHUE ®WPMbI-
NPOU3BOAUTENS, CTPAHY /| NAME
"OF THE MANUFACTURING COMPANY
AND COUNTRY

®aith dyac & Gapmacsiotikans H.T.M. C.n.A., Uranua

CooteetcTayet / Complies

.

HAMMEHOBAHWE ®UPMbI-
OVUCTPUBBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

BepnuH-Xemu AT, lepmanua

Cooteertctsyet / Complies

HAMMEHOBAHWE OEPXATENA
PEMMCTPALUMOHHOIO
'YOOCTOBEPEHWA, CTPAHY

NaBopatopus Myugorti C.n.A., M"rannﬂ

Cootsetcreyet / Complies

NnoroTun «BERLIN-
CHEMIE/MENARINI» (HA I'IATV!HVILIE) /
BERLIN-CHEMIE/MENARINI LOGO

: BERLIN-CHEMIE

Cooteetctayet / Complies

TOPrOBOE HAUMEHOBAHUE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Cooteetctayet / Complies

MEXOYHAPOOHOE
‘HENATEHTOBAHHOE :
HAMMEHOBAHWE (HA PYCCKOM ¥
AHIMMACKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME )

Humecynug, / Nimesulide

CootsetcTayer / Compir'és

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynbl ANA NPUrOTOBNEHNS CYCNEH3NM ANS NpHema BHyTPb

Cooteetctayet / Complies

JO3WPOBKY / THE DOSAGE

100 mr

Cootsetctayet / Complies

KONWYECTBO NAKETWUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

30 nakeTukoB

Coorsetcreyet / Complies

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

Via Grignano, 43 - 24040 Brembate (BG) - Iltaly  *




7 FINEFOODS -

HEALTH & BEAUTY CSDMO

COQEPKAHWE AENCTBYIOLLEFO
BELLECTBA B 1 NAKETUKE /THE

CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

1S09001 '1SO14001

Ctp. 4/4

B 1 nakeTuke coaepxurca 100 mr HUMeCynuaa

Cootsetcteyet / Complies

YCNOBWA XPAHEHUWA / STORAGE
CONDITIONS

XpaHuTs npu Temnepatype He Boiwe 25 °C

CooteetctayeT / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTty

CooteetcTeyet / Compligs

«MEPEQ NPUMEHEHWEM
03HAKOMBLTECH C NNUCTKOM-
BKNAOBLIWEM>» /[ -

«READ THE PATIENT LEAFLET
BEFORE USAGE »

MNepea NpUMEHEHUEM 03HAKOMbTECH C NIMCTKOM-BKNaAbILWeEM

Cootsetcteyet / Complies

«XPAHWTb B HEQOCTYMNMHOM ANA
'NETEWA MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTb B HEOCTYNHOM Ans AeTed mecTe!

Coorteetcteyet / Complies

<MPOTUBOBOCMNANWUTENEHOE,
OBE3B0MUBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTueoBOCNanuTensHoe, obesbonvealiyee CPeACcTBO

CootsetcTyet / Complies

-«COOEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

Copepxat caxapoay

Coorsetcteyet / Complies

«ANA NPUEMA BHYTPb» /«FOR ORAL
ADMINISTRATION»

[ns npuema BHYTPb

CooteetctayeT / Complies

Ne CEPUM / BATCH NUMBER XYNNN 54820
OATA NPOU3BOACTBA/ MFG DATE MM YYYY 10.2025
.I'OJJ.EH 0O/ BEST BEFORE . MM YYYY 10.2028

LWTPUX-KOA / BAR-CODE

MMEETCA O He umeeTcs / available or not available

wmeeTtca / available

HEBUOUMbIN 3HAK 3ALUUTEI /
INVISIBLE SIGNS

nMeeTca or He umeeTca / available or not available

umeetcs / available

NPOW3BOACTBEHHBLIN KOO /
PRODUCTION CODES

umeeTcs or He umeeTca / available or not available

wmeetcs [ available -

3TUKETKA KOHTPONA NEPBOIO
BCKPbITWUA / FIRST OPENING
CONTROL LABEL

nMeeTcs or He umeeTcs / available or not available

He umeeTcsa / not available

CPEACTBA WOEHTU®UKALINKA
CUCTEMblI MOHUTOPUHIA
ABWKEHWA NEKAPCTBEHHbIX
NPEMAPATOB/ MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

umeeTcs or He umeetcs [ available or not available

wmeeTtcs / available

XPAHEHWE / STORAGE

XpaHuTb nNpu Temnepartype He Buiwe 25 °C / Store at a temperature not exceeding 25 ° C

‘CPOK FOHOCTM / SHELF LIFE

3ropal/ 3 years
P

ARAVAIE

Bolweyka3aHHasA CepUs COOTBETCTBYET Tpe6oBaHUAM HOPMATUBHOM AOKYMEHT

YyNoMHOMO4Y€eHHbIM NTULIOM.

The above batch meets the requirements of normative documentation and has been/
_ FINE FOODS &

PHARMACEUTICALS N.T.M. S.p.A.
Manulaciuring site of Brembate
Via Grignano 43 - 24041 (BG)

{ll M/pa3pelieHa K BbINyCKY

rel)

Qualified Person
Dr. Massimo Tedeschi

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

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

a_f_ d by a Qualified Person

Maccn

ssassasans

Yn IHOMO HHoenuqo/Qua!rﬁed Person
Te.qecku




