P4 FINEFOODS CEPTUGUKAT AHAJIU3A / CERTIFICATE OF

@@

HEALTH & BEAUTY CSDMO SGS SGS
ANALYSIS 1S09001  1SO14001
Ceprugpnkar N° / Certificate no. 202613163
HUMECUII®
ponykr/ (HMMecynua, rpaHynbl AnA NPUroTOBNEHMs CYCNeH3uu AnA npuemMa BHyTpb, 100 mr) F164460
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuu / Batch No. 65521 Konuyectso ynakosok / Number of packs 54.810 pck
aTa npowseoacTea / Manufacturin :

ga;a' S e . i 05/2026 Cpok rogHocTu / Expiry date: 05/2029

[ara aHanusa / Date of analysis: 04/06/2026

HopmatueHeld sokymeHT H / Ref. Normative y T T

Frvise vy JIN-Ne(007211)-(PT-RU)-111024

[eiicTeylolee sellecTso /AP Humecynug / Nimesulide CrpaHa npoucxoxaeHus / Country of origin -~ Hawa / India

MNpoussogutens geicTaylowero sewjecrea / AP/ ApTn Hapkotuku OrpaHuuyerHoe - YyacTok Ne N-198

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

Ne cepuu pelicteyrowero seuwecrsa /APl batch n. 26/04148 (NMS/125121076)

MOt AL L e PaitH Pyac & PapmaceiotTukans H.T.M. C.n.A., WUtanua

P A J Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly
4 : _ 3 _ PE3YNbTATHI /
MAPAMETP / PARAMETER TPEEOBAHME / SPECIFICATION RESULTS
CBeTno-XenTblil 3epHUCTbIA
NOPOLOK C anenbCUHOBbLIM
CeeTno-xenTbiit SEpHHCTbIﬁ MCPOLUOK C anenbCUMHOBEIM 3anaxom. 3anaxomMm. nOJ'Iy'-IEHHaFl
OMWUCAHMUE / APPEARANCE I'IonyquHaﬂ cycneHauAa 6enoro unu ceeTNO-XenToro u,Be'ral cycneHsuﬂugaet_ar;nlo-men'roro

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

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

B3XKX: Bpems yaepXuBaHUA OCHOBHOIO NUKa Ha XpomaTorpamme
WCMBLITYEMOr0 pacTBopa AOJIKHO COOTBETCTBOBATL BPEMEHU
YAEPXKUBAHUA OCHOBHOrO NUKA HA XpOMAaTorpaMMe CTaH4apTHOro
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.

cooTBeTcTeyerT /
complies

BIOXX-OMI: Y®-cnekTp 0CHOBHOro nuka Ha xpomarorpamme
WCNbITYEMOro pacTBopa, NoMy4YeHHbI ¢ NOMOLLbLIO AVO4HO-MaTPUHHOTO
AeTeKTopa, AOMKEH COOTBETCTBOBATL Y(-CNEKTPY OCHOBHOIO NWKa Ha

Xpomarorpamme cTaHAapTHoro pacrsopa /
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.

WOEHTU®UKALIUA / IDENTIFICATION

cooTBeTCcTBYET /
complies

CpepaHsaa macca cogepXumMoro naketuka / Average weight of sachet
content:
20r+x75%

OOHOPOOHOCTbL MACChI / (ot 1,85rpn02,15r/From1.85gtc 2.159g)

2,00r/g

18/20 nakeTukoB He bonee £ 7,5 %; 2/20 nakeTukoB He Bonee £ 15 %
OT CpejHei Macckl CoAEPXMMOro nakeTuka /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average
weight of content of 1 sachet

MASS UNIFORMITY

cooTBeTCTBYET /
complies

pH CYCMNEH3WW / pH OF SUSPENSION 01258035/ From25t03.5

31

NMOTEPA B MACCE NPU

BLICYLUMBAHWM / LOSS ON DRYING =1.0%

0,4%

He pomkHo BbiTb YyacTuy ¢ pasmepom Bonee 100 mkm / No particles

)
PA3MEP YACTWL / PARTICLE SIZE more than 100 um

<100 uym

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

Via Grignano, 43 - 24041 Brembate (BG] - ltaly
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et vl T Pk Ll N PE3YNbTATbI /
NAPAMETP / PARAMETER TPEBOBAHWE / SPECIFICATION RESULTS
MapameTp npuemnemocTtn Ana 10 eanHUL A03UPOBAHUA <15,0;
MapameTp npuemnemocTu Ansa 30 eanHul fo3upoBanusa < 15,0 M HK
OLHOPOAHOCTbL NO3NPOBAHWS / ofiHa W3 efuHUL L03UpoBaHusa He meHee 0,75 M u He Bonee 1,25 M / cooTeeTcTByeT /
*1) 3
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

99,9

KONWYECTBEHHOE Ot 95,0 a0 105,0 N.Irn' naketuk / From 95,0 to 1050 mg / sachet MrinakeTuk (mg/sachet)
2gg§€EnEH“EI (95 %- 105 % ot 3asBneHHoro cogepxanua)/ (95 % - 105 % of the i
labelled claims) (100%)
NMPUMECH / IMPURITIES
TNiobas ip;:;::‘;f:':?;ur;?;,ﬁz;t; < 0.5 % (oT 3asBMNEHHOro COAEPXKaHua 4edCTBYIOLLEND BELLEcTsa) 0,0
Cyh".rhg?a?%;::;;; < 1.0 % (oT 3asBNEHHOrO CoAepaHua AeiCTBYOLLEro BellecTsa) 0,0
MWUKPOBUOINOIrM4YECKAA K 3 A/ Cat o
YUCTOTA / MICROBIOLOGIC PURITY STRiepya B18g0rY. & &
O6uee konuyecTeo aspobHeix BakTepuit .
[ total aerobic bacteria = WUEROE B LR GRLG L
I'pubos Ha r unu mn / fungi <102KOE B 11/ CFU/g <10

E. coli otcyTcTBytoT / Absence of E.coli

cooTBeTcTBYET /
complies

CootsetctByeT / Complies

Mo 2 r rpaHyn B TpexcnoliHblil nakeTuk [Bymara/anioMuHuesas
cbonera/nonuatuneH).
Mo 9 NakeTUKOB C NIUCTKOM-BKNaALILLIEM B KAPTOHHOA nayke /

CootsetcTByeT / 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.
MAPKWPOBKA / LABELLING B cooteeTcTBUM ¢ HA / In accordance with the ND CootsetcTByeT / Complies

*1) He TeCTUpYETCA B NNIAHOBOM NOpPSAAKe.

MokasaTenn «Pasmep 4YacTuu», «OA4HOPOAHOCTL A03VUPOBaHWs» BKMueHel B HO B cootBeTcTBMM ¢ TpeGosaHuamu, NpuHATEIMU B PO K
CTaHAapTM3auMn AaHHo# nekapcTeeHHoW copmbl. [aHHble nokasaTenu MoOryT OTCYTCTBOBaTb B cepTudukate aHanusa npousBOAUTENs.
Mpow3soauTens rapaHTUPYeT KAYECTBO No AaHHBIM NokasaTensam.

*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.

MEPBUYHAS YNAKOBKA NIEKAPCTBEHHOIO MPEMAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

HA NMAKETUKE HA PYCCKOM A3BLIKE YKA3LIBAIKOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHWE ®UPMbI-
NPOU3BOAWTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daith dypc & Papmaceiotukans H.T.M. C.n.A., Utanua

Cootsetcteyet / Complies

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

Bepnun-Xemu Al', FTepmaHua

CooteeTcTByeT / Complies

JIOroTun «BERLIN-
CHEMIE/MENARINI» (HA NATUHWULE) /

BERLIN -CHEMIE

NA

CootsetcreyeT / Complies

BERLIN-CHEMIE/MENARINI LOGO T
TOPIOBOE HAWMEHOBAHWE
MPEMNAPATA® / TRADE NAME OF HUMECWN® CootsetcTtryeT / Complies

PREPARATION®

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

Via Grignano, 43 - 24041 Brembate (BG] - Italy
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MEPBUYHASA YMAKOBKA NEKAPCTBEHHOIO MPEMAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

"

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHMWE (HA PYCCKOM U
AHIMUACKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME

Humecynug / Nimesulide

CooteeTctayet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynbl ANS NPUrOTOBMEHWUS CYCNEH3UU ANA NpUema BHyTPb

CootsetcTayeT / Complies

HOO3WUPOBKY / THE DOSAGE

100 mr

CooteetctByeT / Complies

COOEPXAHWE OEWCTBYIOLWENO

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

B 1 nakeTuke conepxutca 100 mr Humecynuaa

CooteeTtcteyeT / Complies

«[MPOTUBOBOCNANUTENBHOE,
OBE3BOJIMBAIOLWEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

[poTuBoBocnanuTensHoe, o6esbonueaiLlee CpeacTeo

CooteetctByeT / Complies

«<MEPER MPUMEHEHUEM
O3HAKOMbLTECL C IMCTKOM-
BKNAObBILLEM> /

«READ THE PATIENT LEAFLET
BEFORE USAGE »

I'Iepe,q npuMeHeHUuemM 03HaKOMbTeCh C NUCTKOM-BKNajbillem

CoorsercTeyeT / Complies |

«XPAHWUTb B HEQOCTYNHOM ANA
OETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHuTb B HEZOCTYNHOM ANA AeTeil mecTe!

CooteetctByeT / Complies

Ne CEPWUWU / BATCH NUMBER XYNNN 65521

OATA NPOW3BOACTBA. | MFG DATE MM.YYYY 05.2026

FOAEH N0 / BEST BEFORE MM.YYYY 05.2029
mﬁﬁ;grgg}g ﬁgAK SaLIMEE/ umeeTcs or He umeeTcs / available or not available He umeeTcs / not available

BTOPUYHAS YIMAKOBKA | SECONDARY PACKAGING

HA KAPTOHHOW MAYKE HA PYCCKOM A3bIKE YKA3bIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

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

@aitH Pyge & dapmacsiotukans H.T.M. C.n.A., Utanus

CooteetcrayeT / Complies

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

Bepnux-Xemu Al', FTepmanus

CooteetcteyeT / Complies

HAWMEHOBAHWE AEPXATENA
PEFMCTPALIMOHHOIO
YOOCTOBEPEHUSA, CTPAHY

Na6opatopus M'ywaortu C.n.A., Utanus

CooteetcTteyet / Complies

NIOroTuvn «BERLIN-
CHEMIE/MENARINI» (HA NTATUHWLE) /
BERLIN-CHEMIE/MENARINI LOGO

M BERLIN-CHEMIE
MENARINI

CooteeTctayet / Complies

TOProBOE HAUMEHOBAHUE
MNMPEMAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

CooteeTcTeyet / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAWMEHOBAHME (HA PYCCKOM U
AHIMUWUCKOM A3bIKAX) / THE
INTERNATIONAL NON-PROPRIETARY
NAME

Humecynug / Nimesulide

Cooteetcteyet / Complies

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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BTOPUYHAS YMTAKOBKA / SECONDARY PACKAGING

NEKAPCTBEHHYKD ®OPMY /DOSAGE
FORM

rpaHynbl 4na NnpUroToBNeHnA CyCcneH3un A4na npvema BHYTpb

CootsetcrayeT / Complies

OO3WPOBKY / THE DOSAGE

100 mr

CooteetcteyeT / Complies

KONMUYECTBO NAKETUKOB B
YMNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukos

CooteeTctByeTt / Complies

COOEPXAHWE OEUCTBYHIOLLEIO

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

B 1 nakeTtuke cogepxutca 100 Mr Humecynuaa

CooTeetcrayeT / Complies

YCNOBWA XPAHEHWA /| STORAGE
CONDITIONS

XpaHuTb Npu TemnepaTtype He Bbilwe 25 °C

Cootsetctayet / Complies

YCIOBWUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTy

CooteeTtcteyeT / Complies

«MNEPEQ NMPUMEHEHWEM
O3HAKOMLTECbH C JTMCTKOM-
BKNAOBLILWEM: /

«READ THE PATIENT LEAFLET
BEFORE USAGE »

HEPEA NPUMEHEHNEM O3HAKOMbTECE C NUCTKOM-BKNaAbILLEM

Coorsetcreyet / Complies

«XPAHWTb B HEQOCTYNHOM A5
OETEW MECTE!» [ «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHWTb B HELOCTYNHOM ANA geTteil mecte!

Cootsetcrayer / Complies

«[MPOTUBOBOCNANUTENEHOE,
OBE3BONIMBAIOLWEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

npOTMBOBUCﬂaﬂHTSH bHOE, oﬁeaﬁonusalou.;ee CpeacTeo

CooteeTtcteyeT / Complies

«COOEPXWUT CAXAPO3Y» /
«CONTAIN SUCROSE»

Coaepxar caxapoay

CooteetcteyeT / Complies

«ANA NMPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

[ns npuema BHYTPb

CooteetctyeTt / Complies

Ne CEPWW / BATCH NUMBER XYNNN 65521
OATA NPOU3BOACTBA. | MFG DATE MM YYYY 05.2026
FOLNEH OO / BEST BEFORE MM YYYY 05.2029

LUTPUX-KOL / BAR-CODE

umeeTcs or He umeeTca / available or not available

umeeTca / available

HEBUWOUMLIV 3HAK 3ALLKUTLI /
INVISIBLE SIGNS

nmeeTcs or He umeeTcs / available or not available

wmeeTcA [ available

NPOW3BOACTBEHHLIN KOA, /
PRODUCTION CODES

umMeeTcs or He umeeTcs / available or not available

nmeetcs / available

OTUKETKA KOHTPONA NEPBOIro
BCKPbLITUA / FIRST OPENING
CONTROL LABEL

umeeTca or He umeeTca / available or not available

He umeeTcs / not available

CPEOCTBA WOEHTUDUKALIUA
CUCTEMbI MOHUTOPUHIA
OBWXEHWA NEKAPCTBEHHbLIX
MPEMAPATOB / MEANS OF )
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

umeeTcA or He umeeTcs / available or not available

umeeTca / available

XPAHEHME / STORAGE

XpaHuTb Npu TemnepaType He Bobilwe 25 °C / Sfore at a temperature not exceeding 25 ° C

CPOKTOAHOCTW / 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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YNonHOMOYeHHbIM JTULOM.

BbII.IIGYKa.?-aHHaH cepusa COOTBETCTBYET TPEOOBaHUAM HOpPMaTUBHOM OOKYMeHTa Aa3pelleHa K BbINYCKY
/

The above batch meets the requirements of normative documentation and has bgen re

by a Qualified Person

I

YnontiomoyenHoe nulo/Qualified Person

FINE FOODS &
PHARMACEUTICALS N.T.M. S.p.A.
Manufacturing site of Brembate
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

Maccumo Aepeckn




M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-65521
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): 65521
O0bem cepun(mapTun) 54 810
JlaTa npousBojacTBa 05.2026
I'onen no 05.2029
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
CpPEICTB...»;

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

MenapuHu» 07/ A Pysanosa T.B.  08.07.2026
(moxrCh) (maTa)

evu/ A . Menapuam)

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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