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HEALTH & BEAUTY CSDMO hed - -SGS.
& 1509001  1SO14001
E Ceprucpnrar N° / Certificate no. 202601605
HMMECVII]@
poaykt/ _(Humecynua, rpaHynbl AnA npurorosneunn cycneuauu ,qnﬂ npuema BHyTpb, 100 mr)
g F160474
Product:  NIMESIL® ,
\ (nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepun / Bafch No. - 65057 KonwdecTteo ynakosok / Number of packs 54.270 pck
Jj:: npomaoAC'raal Manufactunng 0 1/2026 Cpok roarocTy / Bxpiry B 0172028
[Oara ananuaa / Date of analysis: . 05!022626
HopmaTtueHbIi A0KYMEHT H /Ref Normative _ RU\
iells s NN-Ne(007211)-(PT-RU)-111024 ‘
[LefcTByioLLee BELECTRBO / API: Humecynua / Nimesulide CtpaHa npovicxomaenns / Country of origin-~ Wngus / India e
ﬂpousaonwrenb .qeucTBy»ouJ.ero BellecTsa /API ApTn Hapkotuku OrpaHuueHHoe - Yuactok Ne N-198 i
Manufacturer: Aarti Drugs Limited - Plot No. N-198 :
Ne cepun geficTeytowero sewectsa / AP/ batch n. 25/16285 (NMS/125080804)
' ; © ®aiH dyac & tbapmacbl;)mxans H.T.M. C.n.A,, Utanua
ipestmperain Menvistnee Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy

CBEeTNo-enTbIi 3EPHUCTBINA
; NOPOLOK C anenbCUHOBbLIM
CBeTno-*enTblil 38PHUCTLINA NOPOLIOK C anNeNbCHHOBLIM 3anaxoMm. 3anaxom. Tony4yeHHas
MonyyeHHan cycneHaua 6enoroc unu CBETNO-XENTOro useTa / CYCNEH3WUsA CBETNO-KENTOro
CIMCAIE | APREARANGE . Granular light-yellow powder with orange odor. Resulted suspension is useta/
white or light-yellow : Granular light-yellow powder
) with orange odor. Resulted
g suspension is light-yellow
B3XX: Bpems yAep1BaHNA OCHOBHOTO MKA Ha XpoMaTtorpaMme :
WCNBITYEMOro pacTeopa A0MKHO COOTBETCTBOBATL BPEMEHH
yAEepX1BaHUA OCHOBHOTO n;g%aozzﬂuamrpamme cTaHAapTHOro cooTeeTcTayeT /
HPLC: Retention time of the main peak in the chromatogram of the test Seiaics
solution should correspond with that of the main peak in the
chromatogram of the standard solution.
WOAEHTU®WUKALIUA / IDENTIFICATION B3XX-OMA: Y®-cnekTp OCHOBHOrO MUKa Ha Xxpomarorpamme
MCMBITYEMOro pacTeopa, NoMy4eHHsIA C NOMOLLLI0 AMDAHO-MATPUHHOO
AETeKTOopa, A0MMKEH COOTBETCTBOBATh Y(P-CNEKTPY OCHOBHOIO NWKAa Ha .
* XpoMaTorpamme CTaHAapTHOro pacTeopa / coo;;rc;:geﬂ
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of P
the test solution conforms to the spectrum of the main peak on the
chromatogram of the standard solution.
CpepHan macca coaepxumoro nakeTtuka / Average weight of sachet
content:
20r:7.5% 1.99r/g
OAQHOPOOHOCTb MACCHI/ (ot 1,85rn02,15r/From 1.85gto 2.15 g) )
MASS UNIFORMITY 18/20 nakeTukoB He Gonee + 7,5 %; 2/20 nakeTukoe He Gonee + 15 % :
0T CpefHeil Macchl COAEPXUMOro nakeTuka / cooTseTcTayert/
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average " complies
5 : weight of content of 1 sachet
pH CYCNEH3WW / pH OF SUSPENSION 0T12,5803,5/From2.5t03.5 3,0
NOTEPA B MACCE NPH 4
BbICYLUMBAHWM / LOSS ON DRYING e : %
: - . He aomkHo GbiTe YacTuy ¢ pasmepom Gonee 100 mkm / No pamcfes
1)
PA3MEP YACTWL / PARTICLE SIZE more than 100 um < 100 pm

Fine

Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - Italy
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OQHOPOAHOCTb AO3UPOBAHUA /

MapameTp Apuemnemoctu Ana 10 eanHWL A03NPOBAHUA
MapameTp npuemnemoctn Ana 30 eanHUU A03vpoBaHua < 15,0 u HM

"<15,0; |

1S09001 18014001
Ctp. 2/5

04Ha U3 eANHWY A03upoBaHnA He meHee 0,75 M n He Gonee 1,25 M/ /
DOSAGE UNIFORMITY'" Acceptance parameter. for 10 dosage units AV < 15.0; for 30 dosage o -
units AV < 15.0 and none of dosage units not less than 0.75M and not ]
more 1.25M ;

; ‘ o St 101,8
KONWYECTBEHHOE T 95,0 go 105,0 Mr/ nakeTunk / From 95,0 to 105,0 mg / sachet - mrinakeTwk (mg/sachet)
gggfeensuusf 85 %- 105 % o sasenenoro Coneparun) (95 % - 105 % of e :

labelled clarms) ; (102%)
NPUMECH / IMPURITIES
Nobas eguHuyHan npumecs / i .
Any individual impurity s 0.5 % (oT 3aneneHHOro cogepXaHua Aaumymmgrc_) BelecTea) _0,0
Cyn;_r;fa;j;::::;;:; <1.0% (C')T 3aABNEHHOro cop.ep}xaﬂuﬁ AENCTBYIOLLErO BELecTBa) 0,0
MWKPOBEWOJIOTMYECKAA ;
YMCTOTA / MICROBIOLOGIC PURITY aiSsoRses 5yt ety 22
Obuwee konuyecTeo aapobHeix GakTepiii ;
| total aerobic bacteria LINRORR IO o
rpuGos Ha r unu mn / fungi <10*KOE B 1r/ CFUAg <10
E. coli oTcyTeTByIoT / Absence of E.coli { °°°;;’$§m ! Coorsercrayer / Complies
Mo 2 r rpaHyn B TPEXCNOWHLIA NakeTuk [Oymara/anioMuH1esas
donsra/nonuatunet].

Mo 9 NaKeTWKOB C MCTKOM-BKNAALILIEM B KAPTOHHON navke /

Cooteetctayet / Complies

e Tl S 2 g of granules per a three layer sachets made of paper/alummum
foil/polyethylene.
9 sachets along with the instruction on medical use per.a can‘on box.
MAPKWPOBKA 7 LABELLING B cooteetcteum c HO / In accordanpe with the ND Cooteetcteyet / Complies

*1) He TECTMPYETCA B NNaHOBOM NOPAAKE.

Moxasatenu «Pa3amep wacTuu», «OgHOPOAHOCT A03MPOBaHMA» BKMKOYeHbl B HLO B cooTeeTcTBMM C TpeGosaHuAMM, NpuHATEIMM B PO K

CTaHAapTM3auMM [aHHOW NEeKapCTBEHHOW hOopMbl.

MpouasoanTens rapaHTUpyeT xa'qec‘rno N0 AaHHLIM NoKa3saTenam.

-*1) Not routinely tested.

[aHHble nokasaTen¥ MOMyT ~OTCYTCTBOBaTe B CepTUdMKaTe aHanu3a npov3BOAWTENA.

Parameter has been included in accordance with requirements enacted i in the Russian Federation aiming to standardfze 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. X

HA MAKETUKE HA PYCCKOM A3bIKE YKA3bIBAKOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAWMEHOBAHMWE ®UPMbI- :
MPOU3BOAWUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

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

Cooteetctsyet / Complies

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

BepnuH-Xemu AT, Fepmanus

CooteetcteyeT / Complies

"MOroTvN «BERLIN-

CHEMIE/MENARINI» (HA nATanu.E) I w CootsetcTeyeT / Complies
BERLIN-CHEMIE/MENARINI LOGO }

TOPFOBOE HAUMEHOBAHWE

NPENAPATA® / TRADE NAME OF Cooteetctyet / Complies

PREPARATION®

HUMECUN®

Flne Foods & Phormoceuhcols N.T.M. S.p.A.

Via Gr!gnano 43 - 24041 Brembate [BG)-- qufy
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'MEX[OYHAPOZHOE
HEMATEHTOBAHHOE ) ]
%-:p#::gg;:gé?xi;}?ﬁfg - : Humecynua / Nimesulide Cootsetcteyet / Complies
INTERNATIONAL NON-PROPRIETARY i
NAME

NEKAPCTBEHHYIO ®OPMY, IDOSAGE

FORM rpaHynbl ANA NPUroTOBNEHWA CYCNeH3WW ANA npuema BHyTpb Cootsetcteyet / Complies

AO3UPOBKY ./ THE DOSAGE . 100 mr & X . Cocraer&myeﬂ Complies

COAEPXAHME AEWCTBYIOLErO

BELLECTBA B 1 NAKETHMKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET
«MPOTUBOBOCMNANUTENBHOE,
OBE3BO0JIMBAIOLLEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC .
AGENT»
«MEPEQ NPUMEHEHUEM
O3HAKOMbLTECH C IUCTKOM- 5 . B ) .
BKNAABIWEM> / : lMepea npMMEHEHWEM 03HAKOMbTECH C NINCTKOM-BKNAAbILLEM CooteetcteyeT / Complies
«READ THE PATIENT LEAFLET :
| BEFORE USAGE »

«XPAHWUTb B HEAOCTYNHOM AnA : : . . :
EEEE: &Eﬁgﬁlei};'KgE?JggE ACH XpaHWTb B HEAOCTYNHOM nnn_p.efeﬁ mecre! y | Cooteetctayet / Complies
OF CHILDREN!» .

Ne CEPWUMW / BATCH NUMBER ' : XYNNN iy S 65057

B 1 nakeTuke copepumtcs 100 Mr HUMECYNMAA Cootsetctayer / Complies

MpoTtueosocnanuTensHoe, obesbonueariuee CpeaCTBo CoufseTchye'rl Comp!r'e,s

[ATA NPON3BOACTBA. / MFG DATE : MM.YYYY : 01/2026

FOOEH A0 / BEST BEFORE © MMYYYY. T . 01/2029.

HEBUOUMbIW 3HAK SANHTEII - S : 4 7 3
INVISIBLE SIGNS _MMEETCA Of He UMeeTc / available or not available He umeeTcs / not available

-HA KAPTOHHOW MAYKE HA PYCCKOM 3bIKE YKA3BLIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE

HAWMEHOBAHWE ®UPMbI- -
g;%ﬂ%aﬁfgggnggm‘GHgéﬁ;fﬁv daiH dyac & mapMawamxana H.T.M. C.n.A., Utanua "| Cootsetcteyer/ Complies
AND COUNTRY

HAMMEHOBAHWE ®UPMbI-
gﬂ%.Lzug’E’%gZ%N%rEgmigxiﬂio z Bepnun-Xemu Al, lepmanua ; Coome'rc_:raye'rl Complies
-COUNTRY : .
HAWMEHOBAHWE AEPXATENA ) j . A% ' J 3
PEFMCTPALMOHHOIMO f Na6opatopua Myugotty C.n.A., Utanua Cootsetcteyet / Complies
YOOCTOBEPEHUWA, CTPAHY . : ¢

NOroTun «BERLIN- 1
CHEMIE/MENARINI» (HA NATUHWULUE) / r W =~ CooTeetcteyet / Complies
BERLIN-CHEMIE/MENARINI LOGO 3 : . .
TOPrOBOE HAMMEHOBAHUE i ;
NPEMAPATA® / TRADE NAME OF HUMECUN® Cootsetcteyet / Complies
'PREPARATION® 2 ¥ :
MEXOYHAPOAHOE
HEMATEHTOBAHHOE g
:apmfﬁgk%‘;gggfé&rfggg Mn ) Humgcynup. / Nimes'q]ide Cooteercreyet / Complies
INTERNATIONAL NON-PROPRIETARY . 2 :
NAME

Fine Foods & Phormcceu’rlccls N.T.M. S p. A

Via Grfgnano 43 - 24041 Brembate (BG] - Italy
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NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM :

rpaHynbl ANA NPUrOTOBAEHUA CYCNEH3vM ANA NPUEMA BHYTPb

© @©

% Tss o sos
1S09001 15014001

Ctp. 4/5

Cootsetcteyet / Complies

J03UPOBKY / THE DOSAGE’ 100 mr Coorteetcrayer / Complies
KONUYECTBO NAKETUKOB B ) ; :
YNAKOBKE / NUMBER OF SACHETS IN 9 nakeTKoB Cooteetctayet / Complies

THE PACKAGING

COJEPXAHMWE JEUCTBYIOLIErO

BELLECTBA B 1 NAKETHKE /THE
CONTENTS OF THE ACTIVE
.SUBSTANCE PER 1 SACHET"

_ B 1 naketuke cogeprmrca 100 mMr HUMecynuaa

CootseTcTayeT / Comp!f'es

YCNOBWUA XPAHEHWA / STORAGE
CONDITIONS ;

XpaHuTb nbu Temnepatype He Buiwe 25 °C

Cooteetcrayet / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenty

Cootsertctayet / Complies

«MNEPEQ NPUMEHEHWEM
O3HAKOMbLTECH C JIMCTKOM
BKNAQBLILWEM> / 3
«READ THE PATIENT LEAFLET -
‘BEFORE USAGE »

Mepea NPUMEHEHNEM 03HAKOMLTECH C NMCTKOM-BKNAALILIEM

Cootsertctayet / Complies

«XPAHUTb B HELOCTYNHOM AnsA
DETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

XpaHWTb B HEAOCTYNHOM ANA j:ereﬁ mecre!

Cooteetcteyet / Complies

«MNPOTUBOBOCMNANNTENBHOE,
OBE3BONMBAILLEE CPEACTBO> /
“«ANTI-INFLAMMATORY, ANALGESIC
AGENT» ]

MpotueoBocnanutensHoe, oGeabonuealoliee cpeacTso

CooTsetctayet / Complies

«COOEPXWT CAXAPO3Y> /

CopepxaT caxaposy

CUCTEMBI MOHUTOPHWHTA -
"ABMXXEHWA NEKAPCTBEHHbIX
NPENAPATOB / MEANS OF .
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

«CONTAIN SUCROSE» Cootaercreyet / Compiiés
;%‘L?Nvgrsrﬁo?nwpb” /4FOR ORAL [ina npuema BHYTpb Cooteetcteyet/ Complies
Ne CEPWM / BATCH NUMBER - XYNNN 65057

"BATA NPOW3BOACTBA. | MFG DATE MM YYYY 01/2026.

FOAEH AO / BEST BEFORE MM YYYY 01/2029
WTPUX-KOA / BAR-CODE ‘MMeeTcs or He umeeTcs / available or not available umeetcs / available
:ﬁ?,g@fgg:g n?;AK SAMPRE MMeeTcA or He umeeTcs / available or not available umeeTcs / available
Ezggﬁg?.%%rgggggm oD WMeeTcs or He umeeTca / available or not available umeercs / available
3TUKETKA KOHTPONA NEPBOro -

BCKPbITHUA / FIRST OPENING umeeTcs or He umeeTca / available or not available He umeeTcsa / not available
CONTROL LABEL

CPEACTBA WAEHTUDUKALUKN

wmeeTcs or He umeeTcs / available or not available

wmeeTcs / available

XPAHEHME / STORAGE

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

CPOK rOOHOCTMW / SHELF LIFE

3ropa/ 3 years

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

Via Grignano, 43 - 24041 Brembate (BG) - ltaly
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Bhiweyka3aHHan cepusi COOTBETCTBYeT TpeGoBaHMAM Hopmaruauoﬁ OOKyMeHTa aspeuieHa K BbIMycKy
YNONMHOMO4€HHbLIM NMLOM. ;| i

The above batch meets the requirements of normative documentation and has bee rel ualified Person

FINE FOODS & : .Vnommu eHHoe nuyo/Qualified Person

PHARMACEUTICALS N.T.M. S.p.A.
Manutacturing 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
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MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-65057
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): 65057
O0bem cepun(mapTun) 54 270
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
CpPEICTB...»;

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

.v/>

apunny ___(—== Coxonos BJ.  19.05.2026

(moamuCH) (mata)

N

wihepimm=Kenit/A. MenaprHm
@ o/p ot 49 {)1 20247

’!H(j),

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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