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FINEFOODS CEPTU®UKAT AHAJIU3A / CERTIFICATE OF ANALYSIS SGS s6s

1809001  1SO14001

Nutraceuticals

Pharmaceuticals Ceprugpnxar N° / Certificate no. 202300691 Crp. 1/4
HAMECUN®
Npopyxr/ (HMMecynuA, rpaHynbl ANA NPUTOTOBNEHUA CYCNEH3UN ANA NpUemMa BHyTpb, 100 mr) F147599

Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)

Homep cepuu / Batch No. 31705 KonuuyecTso ynakoeok / Number of packs  16.470 pck
fata n srotonenus / Manufacturing date:  01/2023 Cpok roaHoctu / Expiry date: 01/2026

DNata ananwusa / Date of analysis: 21/01/2023

HopmatusHblii AokymeHT H / Ref. Normative document: 1 N011439/01-080422

lencteyowee sewecTso / AP/ Humecynng / Nimesulide CrpaHa npoucxowaenus / Country of origin WHawna / India
MpouseoauTens AeiicTeyowero sewectea / AP/ ApTu HapkoTuku OrpaHuyeHHoe - Yuactok Ne N-198

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

PaiiH Pyac & PapmacsroTukans H.T.M. C.n.A., Utanus

n i 3 .
POWMOANTRAL/ Manufactis: Fine Foods & Pharmaceuticals N.T.M. S.p.A., Iltaly

_ PE3YNbTATbI /
MAPAMETP / PARAMETER TPEEOBAHME / SPECIFICATION | RESULTS
| CeeTno-xentoii
3EPHUCTLIN NOPOLLIOK C
CBeTno-KenTkIil 3epHUCTLI NOPOLIOK C anenbCUHOBLIM 3aNaxoMm. alplzﬂ;‘f:::::':yzzgi’;z:'
MonyuyenHan cycneHana Genoro unu ceeTNo-xenToro LseTa / 2
ONWCAHME / APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is white caggﬁu?;erjg;’rz yl;';::: !
or light-yelow powder with orange odor.
Resulted suspension
is light-yellow
B3XX: Bpema yAepKUBaHUS OCHOBHOTO NKa HA XPOMAaTorpamme
UCMBITYEMOro pacTeopa 40/MKHO COOTBETCTBOBATL BPEMEHN YASPKUBAHNA
OCHOBHOrO NMKa Ha XpoMaTorpamMmme CTaHAapTHOro pacreopa / 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.
B - :
NOANMHHOCTb / IDENTIFICATION INC{-AM[: Cnektp OtEHOBHOrO NnKa Ha xpomaTorpaMmMe UCNLITYEMOro
pacTeopa, NoMy4eHHbIi C NOMOLWBIO AUOAHO-MaTPUYHO-TO AETEKTOpa,
AOIKEH COOTBETCTBOBATL CNEKTPY OCHOBHOTO NUKa Ha XxpoMmaTtorpaMmme
CTaHAapTHOro pactaopa / °°°;2ir°;:ge”
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.
CpepaHsis Mmacca cogepxumoro naketuka / Average weight of sachet content:
20r£75% 200r/g
(ot 1.85rp02,15r/From 1.85gt0 2.15g)
gﬁggZ%?;iOOR%I;YMACCbI ¢ 18/20 nakeTukoB He Bonee + 7,5 %; 2/20 nakeTuKoB He Gonee + 15 % oT
CpeAHel Macchl COAEPXKUMOro nakeTuka / COOTBETCTBYET /
18/20 sachets nmt + 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WUW / pH OF SUSPENSION OTt25p035/From25t0 3.5 3,0
NOTEPA B MACCE NPH 2 %
BbICYLUMBAHWM / LOSS ON DRYING ol e 92 %
" He pomxkHo Gbime wacTuy ¢ pasamepom Gonee 100 mkm / No particles more
1
PA3MEP YACTWULU / PARTICLE SIZE than 100 pm < 100 ym
MapameTtp npuemnemoctu Ans 10 eAUHUL 4O3UPOBaHUA =15,0;
OOHOPOOHOCTL OO3UPOBAHMUA / MapameTp npuemnemoctu ansA 30 egnHUY Ao3upoBaHua < 15,0 M HU o HA U3 p
DOSAGE UNIFORMITY"" €AWHNL A03upoBaHuA He meHee 0,75 M n He Gonee 1,25 M / Acceptance HE NCNbITaHO
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
98,2
KONUYECTBEHHOE Ot 95,0 po 105,0 mr / naketuk / From 95,0 to 105,0 mg / sachet Mr/nakeTuk (mg/sachet)
gggfeEHEH”E s (95 %- 105 % ot 3aseneHHoro cogepxanus)/ (95 % - 105 % of the labelled
claims) (98 %)

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

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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POOCTBEHHBLIE NMPUMECW / RELATED
IMPURITIES
INioBan egnHnuHas npumecs /
Any individual impurity =N g
Cymma npumeceit/
Total impurities <1.0% 0.0
MWKPOBUOJOIMYECKARA
YUCTOTA / MICROBIOLOGIC PURITY KaTRIopie S A Celegory S A
OBbwee konuyecTtso aapobHbix GakTepwnil
/ total aerobic bacteria R <10
Ipuboe Ha r unu mn / fungi <10°KOE e 11/ CFU/g <10
E. coli otcyTeTByior / Absence of E.coli coozc::;:ger { CoorteetcTayer / Complies
Mo 2 r rpaHyn B TpexcroiHelil nakeTuk [Bymara/aniomuHinesas
honera/nonuatunen].
Mo 30 nakeTUKOB C MHCTPYKLMEN NO NPUMEHEHMIO B KAPTOHHOI nayke / CooteetctByeT / Complies
YNAKOBKA / 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 cooteetctBium ¢ HA / In accordance with the ND CooteetcTByet / Complies

*1) He TeCTUPYeTCA B NNaHOBOM MOPSAKE.

Mokasatenn «Pasmep w4acTuu», «OAHOPOLHOCTb AO3UPOBAHWA» BKMIOYEHH B H[ B cCOOTBETCTBMM C TpeGoBaHnAMKM, npuHATEIMKU B PO K
CTaHAapPTM3aLMU [aHHOW nekapcTBeHHOW opMbl. [laHHbie NoKasaTenu MOryT OTCYTCTBOBATe B CepTUMKaTe aHanu3a NPOU3BOAUTENS.
Mpou3BoANTEND rAPaHTUPYET KaYeCTBO NO AaHHBLIM NOKa3aTensMm.

*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.

TNEPBUYHASA YNAKOBKA NEKAPCTBEHHOIO TIPEI'IAPAT-R; /
PRIMARY PACKAGING OF THE DRUG PREPARATION

HA NMAKETWKE HA PYCCKOM A3bIKE YKA3BIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHUE ®UPMbI-
NPOU3BOOUTENA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

Qaith ®yac & Papmacsiotukans H.T.M. C.n.A., Utanus

CootsetctByeT / Complies

HAUMEHOBAHUE ®UPMbI-
OUCTPUBEBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, Fepmanus

CooteetctyeT / Complies

noroTun/LOGoO -l Cooteercteyet / Complies
TOProBOE HAMMEHOBAHUE

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

MEXOYHAPOOHOE

HEMATEHTOBAHHOE

HAUMEHOBAHME / THE HUMECYNUA CooteetctByet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHysbl ANs NPUrOTOBNIEHUA CYCMIEH3UU ANA NPUEMA BHYTPb

CooteeTtctByeT / Complies

AO3UPOBKY / THE DOSAGE

100 mr

Cooteetcreyet / Complies

CONEPXAHUWE OEWUCTBYIOLLErO

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

B 1 nakeTtuke copepxurca 100 Mr HUMecynuaa

CootsetcTByeT / Complies

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

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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NEPBUYHASA YNAKOBKA NEKAPCTBEHHOIO I'IPEI'IAPATI'I% !
PRIMARY PACKAGING OF THE DRUG PREPARATIOIJ{ !

«MPOTUBOBOCMNANUTENBHOE,
OBE3B0J/IMBAKLLEE CPEOCTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTuBoBOCNanuTensHoe, obesbonuBaiLLee cpescTBO

Cootsetcreyet / Complies

«COBJMIOAAT B MPUNOXKEHHYO
WHCTPYKLUKO NO NPUMEHEHUIO
MNMPEMNAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioAaTs NPUAOXKEHHYIO MHCTPYKLMIO N0 NPMMEHEHUIO npenapara

Cooteercreyet / Complies

«JIEKAPCTBEHHOE CPE[ICTBO
XPAHUTb B HELOCTYMHOM ANA
OETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

JlekapcTBEHHOE CPEACTBO XpaHUTL B HEAOCTYNHOM ANA AeTeii mecTe!

Cootsertctyer / Complies

Ne CEPWW / BATCH NUMBER XYNNN 31705
OATA U3rOTOBIN. / MFG DATE MM.YYYY 01.2023
FOOEH 00 / BEST BEFORE MM.YYYY 01.2026

HEBWOWMBIWA 3HAK 3ALLUWTI /
INVISIBLE SIGNS

umeeTcA or He umeeTca / available or not available

He umeeTca / not available

BTOPUYHAA YNAKOBKA / SECONDARY PACKAGING

HA KAPTOHHOW NAYKE HA PYCCKOM A3bIKE YKA3BIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHUE ®UPMbI-
NPOU3BOOUTENA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

Paiti Pyac & PapmaceioTukans H.T.M. C.n.A., Utanua

Cooteetcteyet / Complies

HAMMEHOBAHME ®WUPMbI-
OUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnux-Xemu AT, Fepmanns

Cooteetcteyet / Complies

norotun/LoGo

M BERLIN -CHEMIE

Cootsetcteyet / Complies

MENARINT
TOProBOE HAMMEHOBAHUE
NPENAPATA® / TRADE NAME OF HUMECUN® CooTsetcTeyeT / Complies
PREPARATION®
MEXAYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHME / THE HUMecynup CooteetcTByet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynel AnA NPUrOTOBNEHUA CYCNIEH3WW ANS NPUEME BHYTPb

Cooreercrayet / Complies

OO3WPOBKY /| THE DOSAGE

100 mr

CootsetctByeT / Complies

KONMWUYECTBO NAKETHUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

30 nakeTukoB

Cooteetctayet / Complies

CO[OEPXAHMWE OEMCTBYIOLUEIO

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

B 1 naketuke copepxutca 100 mr HUMmecynuaa

CooTtsetctByeT / Complies

YCNOBWA XPAHEHUA / STORAGE
CONDITIONS

XpaHuTb Npu Temneparype He Bbiwe 25 °C

Cooteetcteyet / Complies

YCNOBUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTty

CooteercTeyet / Complies

PEFMCTPALIMOHHLIA HOMEP /
REGISTRATION NUMBER:

M NO11439/01

CooteetcTByeT / Complies

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

Via Grignano, 43 - 24040 Brembate (BG] - Italy
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BTOPUYHAS YAKOBKA | SECONDARY PACKAGING

«COBIMIOOATD MHCTPYKLUIO MO
NMPUMEHEHMUIO MPEMAPATA,
KOTOPAA HAXOOWUTCHA BHYTPU
YMNAKOBKW » /

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

CobniogaTs MHCTPYKUMIO NO NPUMEHEHMIO Npenaparta, KoTopan Haxo4uTes
BHYTPU YNaKoBKW

CooTteetcteyet / Complies

«NIEKAPCTBEHHOE CPEQICTBO
XPAHWUTb B HEQOCTYMNMHOM AnsA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

JlexapcTBeHHOE CPe/CTBO XPaHUTE B HEAOCTYMHOM ANA AeTeil MecTe!

Cooteercteyer / Complies

«MMPOTUBOBOCMANUTENBHOE,
OBE3BOIMMBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTuBosocnanutensHoe, obesbonusatouee CpeacTeo

Cooteetctyet / Complies

«COOEPXAT CAXAPO3Y>» /
«CONTAIN SUCROSE»

Copepxart caxapoay

CooteetcteyeT / Complies

«ANA NMPUEMA BHYTPb» / «FOR ORAL

ADMINISTRATIONS [ns npuema BHYTPb CooteertcrByet / Complies
Ne CEPWUWU / BATCH NUMBER XYNNN 31705

DATA U3roTOBI. / MFG DATE MM YYYY 01 2023

FOAEH OO / BEST BEFORE MM YYYY 01 2026

LWUTPUX-KOL / BAR-CODE

WMeeTcs or He umeeTcsa / available or not available

umeetcs / available

HEBUOWMbIW 3HAK 3ALLUTHI /
INVISIBLE SIGNS

wMmeeTcs or He umeeTca / available or not available

umeeTcn / available

NMPOW3BOACTBEHHLIV KO /
PRODUCTION CODES

nmeeTcs or He umeeTca / available or not available

wmeeTca / available

ATUKETKA KOHTPOINA NEPBOIO
BCKPbITUA / FIRST OPENING
CONTROL LABEL

MMEeEeTCs or He umeeTca / available or not available

He umeeTcs / not available

CPEACTBA MOEHTU®UKALIUKA
CUCTEMbl MOHUTOPUHIA
OBWXEHWA NEKAPCTBEHHbIX
NPEMNAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

nmeeTca or He umeeTca / available or not available

wmeeTcsa / available

XPAHEHWE / STORAGE

XpaHuTe npu Temnepatype He Buiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOKTOOHOCTW / SHELF LIFE

3ropa/ 3 years

Bblweyka3saHHas cepus COOTBETCTBYeT TpeGOBaHUAM HOPMAaTUBHOW [OKYMEHTaLWUKU U paspelieHa k BAYcKy

YNONMHOMOYE€HHbLIM JNTULIOM.

The above batch meets the requirements of normative documentation and has been released by a Qualifiefi Persgn

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

Via Grignano, 43 - 24040 Brembate (BG] - italy




M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-31705
ToproBoe HaMMEHOBaHUE Humecun®
MexayHapoaHOe HeaTeHTOBAaHHOE HAUMEHOBaHHE Humecynun
(TpynmupOBOYHOE MIIM XMMUYECKOE)
JlexapctBennas popma TPaHYIIbI 711 IPUTOTOBJICHUS
CYCIIEH3HH JUIsl IpUeMa BHYTPb
Hozuposka 100 mr
®dopma BBITTyCKa 2 r, maketuku (30 mt.) , mavka
KapTOHHAS
Howmep cepuu (maptum): 31705
O6bem cepun(napTim) 16 470
Jlata npousBoaCTBA 01.2023
I'ogen o 01.2026
HaunmenoBanue u anapec mpousBoauTess (¢ IMpousBoautenn-Daitn Oyac &
YKa3aHHUEM CTaJIui NTPOU3BOJICTBA) @®apmacsrotukans 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 perucTpalilnoHHOTO y10CTOBEPEHUS ITNO011439/01 ot 18.08.2010 (nara
3ameHbl PY 08.04.2022)
Howmep 1 nata HOpMaTUBHOW TOKYMEHTALUU ITN011439/01-080422
HaumenoBanue u azpec JiepoKaTens Jlaboparopus I'yunortu C..A.,
PEruCTPaIIOHHOTO YAOCTOBEPEHUS Uranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosilumii 10KyMEeHT NOATBEP:KIAeT:

-lIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpamieHuu JeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TPEOOBAHMSIM, YCTAHOBJICHHBIM IPU €rO
roCy/IapCTBEHHOW PETUCTpaLuu

2

, £ == CoxonosB.J.  10.03.2023
(monmuck) (mata)

HOpuauyecknin agpéc: roccus, 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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