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FINEFOODS CEPTUO®WUKAT AHAJIU3A / CERTIFICATE OF ANALYSIS SGS sas
1S0%001  1SO14001
Nutraceuticals -
Pharmaceuticals Ceprugpnxar N° / Certificate no. 202214174
HUMECUN®
Mpognyxt/ (HuMmecynua, rpaHynbl ANA NPUTOTOBNEHMA CYCNEH3UU ANs NpueMa BHYTPb, 100 mr) F136354
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuu / Baich No. 22762 Konuuectso ynakosok / Number of packs  16.578 pck
[Hata n srotoenenus / Manufacturing date:  06/2022 Cpok rogHoctv / Expiry date: 06/2025
[Hata aHanusa / Date of analysis: 07/07/2022
HopmatusHblit sokymeHT H / Ref. Normative document: 1 NO11439/01-170820
[eicTeylowee sewecTtso / API: Humecynug / Nimesulide CrpaHna npoucxoxaenus / Country of origin Wuaua / India
MNpoussogutens geicTeylowero eewecrea / AP/ Aptu HapkoTuku OrpaHuyeHHoe - Yuactok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
daith Pyac & dPapmaceiotukans H.T.M. C.n.A., Utanua
n | Manufacturer.
EEEROANIIS . NN, Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy
PE3YNbTATHI /
MAPAMETP / PARAMETER TPEBOBAHME / SPECIFICATION RESULTS
CeeTno-xenTbin
3EPHUCTLII NOPOLLIOK €
o o anensCUHOBLIM 3anaxom.
S e APREER NS S onyaesnas ychenons Genero ww coarnowenroro usera/ | Tlonyeran cycnensun
Granular light-yellow powder with orange odor. Resulted suspension is white Granular ligh t-y:jll e
or light-yellow powder with orange odor.
Resulted suspension
is light-yellow
B3XX: Bpems yaepxuBaHUA OCHOBHOTO NMKa Ha Xpomarorpamme
MCNbITYEMOro pacTBopa ACMKHO COOTBETCTBOBATL BPEMEHN YAEPKUBAHNA
OCHOBHOTO NMUKa Ha XpOMaTorpamMme CTaHAapTHOro pacTeopa / cooTBeTCTBYET /
HPLC: Retention time of the main peak in the chromatogram of the test complies
solution should correspond with that of the main peak in the chromatogram of
the standard solution.
NOANUHHOCTb / IDENTIFICATION B3X-AMA: CnekTp oiuoeHoro nuKa Ha XxpomaTorpaMmMe UCnbLITYeMoro
pacTeopa, NoNy4YeHHbIN C NOMOLLbBIO AUOAHO-MaTPUYHO-TO AETEKTOPA,
AOMKEeH COOTBETCTBOBATE CNEKTPY OCHOBHOMO NUKa Ha xpomarorpamme
CTaHAapTHOro pacTeopa / coozgz;rc;:geﬂ
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the P
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeanHan macca cogepxumoro naketuka / Average weight of sachet content:
20rx75% 201r/g
o (or1,85rp02,15r/From1.85gt02.15a)
Mﬂggi%ﬁ:&%wACCb” 18/20 nakeTUKOB He Gogee + 7,5 %; 2/20 nakeTukoe He Gonee = 15 % ot
cpejHeil Macckl COAePXXUMOro nakeTuka / cootBeTcTBYET /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WM / pH OF SUSPENSION 01258035/ From25to 3.5 3,2
NOTEPA B MACCE MNMPH
BbICYIUMBAHWM / LOSS ON DRYING =1.0% 0,9%
PA3MEP YACTUL / PARTICLE SIZE™ He pomkHo GbiTe YacTuy c pasmepom 6onee 100 mkm / No particles more <100 pm

than 100 um

MapameTp npuemnemoctyn 4ns 10 e4UHWL A03MPOBaHNA <15,0;
MapameTp npuemnemocTi Ans 30 eguHAy go3upoBaHna < 15,0 u HU ofHa 13
eAnHUY ao3uposanuA He meHee 0,75 M n He bonee 1,25 M / Acceptance

OAHOPOAHOCTE AO3UPOBAHWA /
DOSAGE UNIFORMITY™

He ucnbiTano /

claims)

parameter: for 10 dosage units AV < 15.0; for 30 dosage units AV < 15.0 and not tested
none of dosage units not less than 0.75M and not more 1.25M
99,5
g?-lg“qgﬁ;ﬁEHHOE Ot 95,0 go 105,0 mr / nakeTuk / From 95,0 to 105,0 mg / sachet mr/nakeTuk (mg/sachet)
A sze WE / (95 %- 105 % oT 3asBneHHoro cogepxauun) (95 % - 105 % of the labelled

(100%)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24040 Brembate (BG] - Italy
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FINEFOODS
CEPTUOUKAT AHAJIN3A / CERTIFICATE OF ANALYSIS A -
Nutraceuticals 1S09001 1SO14001
Pharmaceuticals
Ceprugpnkar N / Certificate no. 202214174 Crp. 2/4
POOCTBEHHBLIE NPUMECHW / RELATED
IMPURITIES
INiobas eanHnyHan npumecs / ~
Any individual impurity <0.5% &8
Cymma npumecei/
Total impurities 1008 G0
MUKPOEBUOIOIMMYECKASA AT "
YUCTOTA / MICROBIOLOGIC PURITY Harerapaah AL Catagory O 4
Obwwee konu4yecTso aapobHbix GakTepuit
| total aerobic bacteria =T ROES 17/ EFlp =18
IpuBos Ha r unu mn / fungi <10°KOE B 11/ CFU/Qg <10
E. coli oTcyTeTayioT / Absence of E.coli coo‘;g;;gge'r / Cootsetctayet / Complies
Mo 2 r rpanyn B TPeXcnoiHeli nakeTuk [Bymara/anioMmminesan
honera/nonuatunen].
Mo 30 nakeTUKOB C MHCTPYKUKUEid NO NPUMEHEHMNIO B KAPTOHHONK navke / CooteetctyeT / Complies
VIIAKORES | PACKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.
30 sachets along with the instruction on medical use per a carton box.
MAPKWPOBKA | LABELLING B cootseTtcTteum ¢ HO / In accordance with the ND CooteetcrtByet / Complies

*1) He TeCTUpYyeTCs B NNAHOBOM NOPAAKE.

Mokasatenn «Paamep 4acTuu», «OfHOPOAHOCTL A03UPOBaHMA» BKMoMeHel B HIl B cooTBeTcTBMM C TpeboBaHWAMW, NpuHATEIMU B PP K
CTaHAapTU3auun JAaHHOW neKapcTBeHHOW dhopmbl. [laHHele nokasaTenu MOryT OTCYTCTBOBaTe B CepTuchukaTe aHanuwia npoM3BOAWTENSA.
Mpon3BoANUTENEL rAapaHTUPYET KAYeCTBO NO A3HHBIM 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.

NEPBUYHASA YMAKOBKA JIEKAPCTBEHHOIO NPEMAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

HA MAKETUKE HA PYCCKOM A3bIKE YKA3LIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHWE ®UPMbI-
NPOWU3BOAWTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daitH dyac & Papmaceiotukans HT.M. C.nA., Utanua

CooteetctByet / Complies

HAMMEHOBAHWE ®WUPMbI-
AUWCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu Al', Nepmanna

Cooteetctayet / Complies

noroTvn/LOGO “ﬁg&gf’* Cooteetctayet / Complies
TOProBOE HAMMEHOBAHMWE

NMPEMNAPATA® / TRADE NAME OF HUMECUN® Cooteetcteyet / Complies
PREPARATION®

MEXOYHAPOJHOE

HEMATEHTOBAHHOE

HAMMEHOBAHME / THE HUMECYNnA Cooteetctayer / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynel 4NA NPUroTOBNEHWA CyCcneH3nn 4NA npuema BHYTpPb

CooteetctByeT / Complies

OO3UPOBKY / THE DOSAGE

100 mr

CooteetcteyeT / Complies

COOEPXAHUE OEACTBYIOLLENO

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

B 1 nakeTtuke cogepxutca 100 Mr HUmecynuaa

Cooteetcteyet / Complies

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

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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NEPBUYHAA YNAKOBKA NNIEKAPCTBEHHOIO NPEMNAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

«MPOTUBOBOCNANUTENLHOE,
OBE3EBOJ/IMBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusoBocnanuTensHoe, obesbonuealoLiee CpeacTBO

CootseTctyet / Complies

«COBNIOOATD NPUNOXEHHYHO
WHCTPYKUWIO NO NPUMEHEHUIO
MPENAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobniogaTs NPUNOKEHHYIO UHCTPYKLUMIO NO NPUMEHEHUIO NpenapaTa

Cooteetctayer / Complies

«NIEKAPCTBEHHOE CPEACTBO
XPAHUTL B HEOOCTYMHOM AnNA
LOETEW MECTE!» / «KEEP THE JlekapcTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTei mecTte!
PREPARATION OUT OF THE REACH
OF CHILDREN!»

Cooteetctayet / Complies

Ne CEPMW / BATCH NUMBER XYNNN

22762

OATA U3roTOBIN. / MFG DATE MM.YYYY

06.2022

FOOEH OO / BEST BEFORE MM.YYYY

06.2025

HEBUOMMbIN 3HAK 3ALUUTEI /

INVISIBLE SIGNS nmeeTcs or He umeeTcs / available or not available

He umeeTcsa / not available

BTOPUYHAS YNAKOBKA / SECONDARY PACKAGING

HA KAPTOHHOM NAYKE HA PYCCKOM AA3bIKE YKA3BIBAKOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

HAUMEHOBAHUWE ®UPMbI-
NPOWU3BOAWTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

®aitn dyac & dapmaceiotukana HT.M. C.nA., Utanus

Cootsetctayet / Complies

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

Bepnun-Xemu Al', FepmaHus

Cooteetcteyet / Complies

noroTun/LOGO BERLIN-CHEMIE

Cootsetcteyet / Complies

MENARINI
TOProBOE HAMMEHOBAHUE
NPENAPATA® / TRADE NAME OF HUMECUN®
PREPARATION®

Cooteetcteyer / Complies

MEXOYHAPOOHOE
HEMNATEHTOBAHHOE
HAMMEHOBAHMWE / THE HUMECYNua,
INTERNATIONAL NON-PROPRIETARY
NAME

Cooteetctayet / Complies

TNEKAPCTBEHHYO ®OPMY /DOSAGE

aHynel ANA NPUroToBNeHuA cCneH3un ana npuema BH b
FORM rpaHynbl Ans np cy Ans np yTP

Coorsetcreyet / Complies

OO3WPOBKY / THE DOSAGE 100 mr

CooteetciByeT / Complies

KONMWYECTBO NAKETUKOB B
YNAKOBKE / NUMBER OF SACHETS IN 30 nakeTnkos
THE PACKAGING

CooteetcTeyeT / Complies

COOEPXAHMWE OEUCTBYIOLLEIO

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

B 1 naketuke cogepxurca 100 mr HUMecynuaa

CootsetctayeT / Complies

YCNOBWA XPAHEHWSA / STORAGE Kok DR i iR 95

CooteeTctBYeT / Complies

CONDITIONS

YCINOBWA OTMNYCKA / DISCHARGE Mo peuenTy ;
CONDITIONS CootsetctyeT / Complies
PEMMCTPALMOHHBLIN HOMEP / ;
REGISTRATION NUMBER: M NO11439/01 CooteeTcteyet / Complies

Fine Foods & Pharmacevuticals N.T.M. S.p.A.
Via Grignano, 43 - 24040 Brembate (BG) - ltaly
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BTOPWUYHASA YIMAKOBKA / SECONDARY PACKAGING

«COBJMIOAATH NHCTPYKUKIO NO
NPUMEHEHWUIO NPEMAPATA,
KOTOPAA HAXOOWUTCA BHYTPU
YNAKOBKM » /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK»

CobniogaTs MHCTPYKLMIO NO NPUMEHEHUIO Npenapara, KoTopas HaxoAuTCA

BHYTPU YNaKOBKM

CootsetctByeT / Complies

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

NekapcTBEHHOE CPEACTBO XPaHWUTL B HEAOCTYNHOM ANA AeTeil MecTe!

Cooteetcteyet / Complies

«MPOTUBOBOCNANWUTENBHOE,
OBE3B0/IMBAKLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTueoBocnanuTensHoe, o6esbonusatoLlee cpeacTso

CooteeTcteyet / Complies

«COOEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

Coaepxar caxaposy

Cooteetctyet / Complies

«ANA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

[ns npuema BHYTpL

CooteetctByeT / Complies

Ne CEPWM / BATCH NUMBER XYNNN 22762
OATA U3rOTOBI. / MFG DATE MM YYYY 06 2022
FOAEH 1O / BEST BEFORE MM YYYY 06 2025
LTPUX-KOL / BAR-CODE MMeeTcs or He umeeTca / available or not available wmeeTca / available
:}I\FVB‘,;‘ grg ,I;;g A?g AK ST/ umeeTcs or He umeetcn / available or not available nmeetcs / available
g;gg?jg?'ﬁoﬂgggggm Kon/ UMEETCA or He umeeTcA / available or not available nmeetca / available

OTUKETKA KOHTPONA NEPBOIo
BCKPbLITWUA / FIRST OPENING
CONTROL LABEL

nmeeTcs or He umeetcs / available or not available

He umeeTca / not available

CPEACTBA WOEHTU®UKALIMA
CUCTEMbl MOHUTOPUWHIA
ABWXEHUA NEKAPCTBEHHbIX
MNPEMNAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

UMeeTcs or He umeeTcs / available or not available

wmeetcs [ available

XPAHEHME / STORAGE

XpanuTk npu Temnepatype He Boiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rogHOCTW / SHELF LIFE

3ropal/ 3years

BulweyKazaHHas cepus COOTBETCTBYET TPe6OBaHMAM HOPMaTUBHOW AOKYMEHTaLUM U pa3pelleHa K BbiNyCcKy

YyNONMHOMOYE€HHbIM JNTMLIOM.

The above batch meets the requirements of normative documentation and has been released by a Qu@erson

&

YnonHomg

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

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




M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-22762

ToproBoe HaMMEHOBaHUE

Humecnn®

MC)KIIYHapOI[HOG HCIMIaTCHTOBAHHOC HAMMCHOBAHNUEC
(TpynmupOBOYHOE MIIM XMMUYECKOE)

Humecynun

JlexapctBennas popma

TPaHyYJIbl 151 IPUTOTOBJICHUS
CYCIEH3HH JUIs IpHeMa BHYTPb

Jo3upoBka

100 mr

®dopwma BhIITyCKa

2 r, maketuku (30 mt.) , mavka
KapTOHHAS

Howmep cepuu (maptum): 22762
O06beM cepun(mapTun) 16 578
Jlata npousBoaCTBA 06.2022
l'onen no 06.2025

HaumenoBanue u aapec npou3BoauTens (c
YKa3aHUEM CTaJuil MPOU3BOCTBA)

IMpousBoautenn-Daitn Oyac &
®apmacberotukans H.T.M.
C.n.A.,Utamus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckawmuii KOHTPOJIb
Ka4yecTBa-
®@aiin Oync & PapMacbIOTUKAI3
H.T.M. C.n.A..,Uranus (Via
Grignano,43-24041 Brembate(BQG),Italy

Howmep u nara peructpaiimioHHOTO YAOCTOBEPEHUS

ITNO011439/01 ot 18.08.2010 (nara
3amensl PY 17.08.2020)

Howmep 1 nata HOpMaTUBHOW TOKYMEHTALUU

ITN011439/01-170820

HaumenoBanue 51 azpec
PErUCTPALIMOHHOIO YI0CTOBEPEHUS

JepIKaTens

JlaGoparopus I'yugortu C.L.A.,
Hranms
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosilumii 10KyMEeHT NOATBEP:KIAeT:

-lIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpamieHuu JeKapCTBEHHBIX
CPEICTB...»;
-cepHsl JIGKAPCTBEHHOT'O IperapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
roCyJapCTBEHHOHN perucTpanuu

—

“Coxouos B.JI.
(nommcr,)

19.08.2022
(mata)

HKOpuauyeckuin anpec Poccvm 123317, . Mockea, lNpecHeHckasa HabepexHas, a. 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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