00O bepnnH-Xemn/A. MeHapHHH

IOJATBEPK/EHHE COOTBETCTBHS

No [1C-22948
Toprosoe HaHMEHOBaHHUE Humecui®
Mex1yHapoIHOE HENNATCHTOBAHHOC HAUMCHOBAHHC Humecymun
(rpyHImHpoBOYHOE HIIH XHMHYECKOE)
JlexapcTBeHHas opma IpaHyJibl /1 IIPHTOTOBJICHHA
CYCTIEH3HH JUIA MpHEMa BHYTPb
Jo3MpOBKa 100 M
dopmMa BBINTYCKa 2 r, nakeTHkH (9 wr.) , mauka
KapTOHHas
Homep cepu (apTHH): 22948
O6beM cepHH(ITAPTHH) 54 837
JlaTa MpoU3BOJICTBA 04.2022
l'oxeH 10 04.2025
HauMeHOBaHHE H ajipec IPOH3BOAUTENS (€ Ipoussomutens-Paitn Dync &
yKa3aHHEM CTaJfi MPOH3BO/CTBA) ®apmaceroTikans H.T.M.
C.n.A.,Utanus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckanmmi KOHTPOJIb
KA4ecTBA-
Paiin Pync & PapMacklOTHKAI3
H.T.M. C.n.A..,HAtanmus (Via
Grignano,43-24041 Brembate(BG),Italy
HoMep u faTa perucTpalHOHHOIO YI0CTOBEPCHHUA TTNO011439/01 ot 18.08.2010 (naTa
3amensl PY 17.08.2020)
Homep 1 1aTa HOpMaTHBHOM JIOKYMEHTALHH I1NO011439/01-170820
HaumeHoBaHHE U azpec nepiKareis Jlabopartopus I'ynportu C.ILA.,
PETHCTPALlMOHHOTO YIOCTOBEPCHHU Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

HacTosimuii JOKyMEHT NOATBEP:KAAET:

_JaHHBIA JIeKapCTBEHHBIH mpenapaT cooTBeTcTBYeT 61-P3 «OO6 oOpallleHHH JIEKapCTBEHHBIX

CpPEICTB...»;
-CCpHs JIEKapCTBCHHOT'O npenaparta COOTBETCTBYET TpCﬁOBaHPIHM, YCTaHOBJIEHHBIM IpH €ro
roCylapcTBEHHOM PErucTpalui

Momnon B.J.  22.06.2022

(moanuce) (marta)

Kopuaudeckuii agpecs ‘._... 3317, r. Mocksa, INpecHenckan HabepexHas, a. 10
Moutossin anpec: Poccvs, 123317, r. Mockea, MNpecHeHckas HabepexHas, A. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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HUMECUN®
Mpogykt/ (HMMecynua, rpaHynbl ANA NPUrOTOBNEHUA CYCNEeH3UN ANA NpUeMa BHYTPb, 100 mr) F136352
Product: NIMESIL®

(nimesulide, pellets for suspension for oral administration, 100 mg)

Homep cepun / Baich No. 22948 Konuuectso ynakosok / Number of packs  54.837pck
[ara v arotoBnenuna / Manufacturing date: 04/2022 Cpok rogHocTv / Expiry date: 04/2025
[ara ananuaa / Date of analysis: 16/05/2022

HopmaTtusHeiih gokymeHT H / Ref. Nonnaﬂvq document: M N011439/01-170820

AeiicTeyoiee pewecrao / API: Humecynug / Nimesulide Crpana npoucxoxaenun / Country of origin Wruausa / India

MpownssoanTens AeicTByOWero sewecrea /APl Aptu HapkoTtuku OrpaHudeHHoe - Yuactok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
Daiin dyac & ®apmacsiotukana H.T.M. C.nA., Utanus

MNpownasoautens / Manufacturer.
P o 5 Fine Foods & Pharmaceuticals N.T.M. S.p.A., italy

e S i | PE3YNbTAThI/
MAPAMETR/ PARAMETER [ |- | Resuts
“ A CBeTno-enTsiit
3EPHUCTLIA NOPOLLOK ¢
CBeTNO-KenThiil 38PHACTbIA NOPOLLOK G aNeNbCHHOBbIM 3aNaXoM. aggg;ﬁ::::::y:i::’;ﬂ:
MonyuyeHHan cycnexsna 6enoro unu ceeTno-xenToro ysera /
OfIMCAHNE { APPEARANCE Granular light-yeliow powder with orange odor. Resulted suspension is white ca;mo-?cer;?c:? "*?f?a 4
or light-yellow i i
powder with orange odor.
Resulted suspension
is light-yelfow
BIMX: Bpema yaepxuBaHua OCHOBHOrO NMKa Ha XpomaTorpamme
MCNLITYEMOro pacTBopa AO/MKHO COOTBETCTEOBATL BPEMEHU YAePXKUBAHNSA
OCHOBHOrO NWKa Ha XpoMarorpaMme CraHaapTHoro pacreopa / cooreercreyer /
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.
NOANMHHOCT / IDENTIFICATION BIXX-AMA: CnexTp OCHOBHOTO NKa Ha XpoOMarorpaMme UCNbLITYeMoro
pacTeopa, nony4YeHHbId C NOMOLLBK AUOAHO-MATPUYHO-TC AETexTopa,
AOQIDKEH COOTBETCTBOBATH CNEKTPY OCHOBHOrO NMKA Ha Xpomarorpamme
CTaHAapTHOro pacTeopa / °°°;2;n°7°}i:§“"
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 chromatogrem
of the standard solution.
Cpepannn macca copepxumoro nakeruka / Average weight of sachet content:
20rz7.5% 197r/g
(or1,85rp02,15r/From 1.85gto0 2.15 g)
%ggz?ﬁ%%:ﬂ;’wmcu 4 18/20 nakeTtukos He Bonee + 7.5 %; 2/20 nakeTukos He Gonee + 15 % oT
CpeaHeil Maccs! COAEPNUMOro nakerTuxa / cooTseTcTBYyeT /
18/20 sachets nmt £ 7.5 %; 2/20 sachels nmt £ 15 % of the average weight of complies
content of 1 sachet
pH CYCMEH3WWU / pH OF SUSPENSION Or25p035/From2.5t0 3.5 3.3
NOTEPA B MACCE NPH
BLICYLUMBAHUM / LOSS ON DRYING S10% 0.5%
He aomkHo Guitk YacTuy ¢ pasmepom Gonee 100 mkm / No particles more
1)
PA3MEP YACTWUL / PARTICLE SIZE than 100 um < 100 pm
MapameTp npuemnemocTn Ans 10 eAnHUY A03UPOBAHNA £15,0;
OAHOPOAHOCTL [O3UPOBAHUA / MapameTp npuemnemocTi Ans 30 eAWHUL A03MPOBAHUA S 15,0 ¥ HU OAHA U3
DOSAGE UNIFORMITY™" efAuHNAL A03MpoBaHKUA He MeHee 0,75 M n He Gonee 1,25 M / Acceptance He ucnbITaHo /
parameter: for 10 dosage units AV s 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
96,5
KONWYECTBEHHOE Or 95,0 po 105,0 mr/ naketuk / From 95,0 to 105,0 mg / sachet wrinakeTuk (mg/sachet)
ONPEQENEHUE /
(95 %- 105 % or 3assneHHoro coaepxanus)/ (95 % - 105 % of the labelled
ASSAY claims) (97%)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - ltaly
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: A ST e DA L mciSinen s Be o s e so L a I PESVIRTATELS.
MAPAMETP { PARAMETER TPEEOBAWVE/SPECIFICATION | pegyys

POLCTBEHHBIE NPUMECH / RELATED

IMPURITIES
TNiobas eguHuuHan npumeck /
Any individual impurity s05% 0,0
Cymma npumecei/
Total impurities <1.0% 0.0
MUKPOBWUONOIMYECKAA

UNCTOTA / MICROBIOLOGIC PURITY Kareropun 3 A/ Category 3 A:

Obuiee konuyecTso aapobHbIX BakTepuil

! total aerobic bacteria <10°KOEs 11/ CFU/g <10KOE B 1r/CFU/g
MpuGos Ha r unu mn / fungi S10*KOE & 1 r/ CFU/g <10 KOE & 1r/CFU/g
E. coli otcyTcTayior / Absence of E.coli coo:l;:;};:zm / cooTeercTayeT / complies
Mo 2 r rpaHyn B TpeXcnoiHbii nakeTuk [Bymara/aniomuHuesas
thonbra/nonnarunes].

Mo 9 nakeTMkoB C MHCTPYKUWEH NO NPUMEHEHUIO B KAPTOHHON navke / Coorsercreyet / 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.

MAPKWUPOBKA / LABELLING B cootBeTtcTBum ¢ H/1/ In accordance with the ND Cooreercreyer / Complies

*1) He TecTUpyeTCA B NNAHOBOM NOPAAKE.
MokasaTenn «Paamep wuacTuy», «OAHOPOJHOCTH AOIUPOBAHWA® BKMIOHEHH B HJl B cOOTBETCTBMM C TpeboBaHNAMK, NPUHATBIMK P® «x

CTaHAapTU3aUMKM AAHHOW NEKapcTBeHHOW copmbl. [laHHbie nOKa3aTenu MOryT OTCYTCTBOBATL B cepTucbmkate aHanu3a npOMIBOAWTENA.
Mpou3soauTeNb rapaHTUPYeT KaYecTBo NO AAHHLIM NOKA3aATENsaM.

*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.

KE YKA3BIBAIOT / ON THE SACHET THE FOLLOWING

¥

WRITING IN RUSSIAN IS MADE:

HA MAKETUKE HA PYCCKOM A3bl
HAUMEHOBAHUE ®UPMbI-
NPOU3SBOAUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

HAUMEHOBAHUE ®UPMbI-

WCTPUBBIOTOPA, CTPAHY / NAME :
g,_. THE DISTRIB UT;NG COMPANY AND Bepnux-Xemu AT, Flepmanun Coorsercrayet / Complies
COUNTRY

NoroTun/LoOGo Mo Pl Cooteetcrayer / Complies

Daitn Oyac & dapmaceioTukana H.T.M. C.n.A., Uranus Cooteetcrayer / Complies

TOPrOBOE HAMMEHOBAHUE
NPENAPATA® / TRADE NAME OF HUMECUN® Cooreercrayet / Complies
PREPARATION®
MEXAYHAPOOHOE
HEMNATEHTOBAHHOE
HAUMEHOBAHME / THE HUMECYnua Coorsercreyer / Complies
INTERNATIONAL NON-PROPRIETARY
NAME

25::‘;‘:.75'5""“0 P®OPMY /DOSAGE rpaHynbi ANA NPUrOTOBNEHWUA CYCNEH3UM ANA NPpUema BHYTPb Cootsetcteyet / Complies

AO3WPOBKY / THE DOSAGE 100 mr Cooreetctayer / Complies

COLEPXAHUE AEACTBYIOLWErO

BELUECTBA B 1 NAKETHUKE /THE B1 100 a Cooteercreyer /| Complies
CONTENTS OF THE ACTIVE nNakeTuke COAEPXKMTCA MI HUMEeCynug, TBETCTBY! Jel
SUBSTANCE PER 1 SACHET

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grighano, 43 - 24041 Brembate (BG) - ltaly
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 PRIMARY |
«I'IPOTMBOBOCI'IAHMTEHE:HOE

OBE3BONUBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTueosocnanuTensHoe, obesGonusaiolyee cpeacTao

Cootsercreyer / Complies

«COBJIIOOAT L NPUNOXEHHYIO
WHCTPYKLIMIO NO NPUMEHEHUIO
NPENAPATA» /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobniofaTs NPUNOXEHHYI0 MHCTPYKLMIO NO NPUMEHEHHIo npenapara

Cootsercreyer / Complies

«JIEKAPCTBEHHOE CPEICTBO
XPAHWUTb B HEQOCTYNHOM ONns
LBETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

TNekapcteenHoe cpeacTeo xpaHuTs B HeAOCTYNHOM ANA Aeteil mecre!

Cootsetcrayer / Complies

Ne CEPWM / BATCH NUMBER XYNNN 22948
OATA U3rOTOBI. / MFG DATE MM.YYYY 04.2022
FOREH DO / BEST BEFORE MM.YYYY 04.2025
:ﬁgg‘g?g g}g SSAK SALIMTEL / MMEEeTCA or He umeeTcs / available or not available He umeetcs / not available

HA KAPTOHHOW MAYKE HA PYCCKOM Si3bIKE YKABLIBAIOT / IN THE CARTON BOX THE FOLLOWJ'NG WRITING IN RUSSIAN IS MADE:

HAUMEHOBAHWE ®WPMbI-
NPOU3BOAUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

Daiin ®yac & dapmacsiotukana H.T.M. C.n.A., Uranus

Coorsercreyer / Complies

HAMMEHOBAHWE ®WPMb-
AUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, FepmaHus

Cooteerctayet / Complies

norortun/LoGo

M BERLIN CHEMIF

Cootsercrayer / Complies

MENARINI
TOPrOBOE HAMMEHOBAHUE
NPENAPATA® / TRADE NAME OF HUMECKUN® Coorsetctayer / Complies
PREPARATION®
MEXOYHAPOQHOE
HEMATEHTOBAHHOE
HAUMEHOBAHWUE / THE HUmecynua Coorsetcrayer / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

JTIEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

TPaHYNLI ANA NPUTOTOBNEHUA CYCNEH3NUM ANA NPUEMA BHYTPb

Cootsetcteyer / Complies

AO3WPOBKY / THE DOSAGE

100 mr

Cootsercrayer / Complies

KONMUYECTBO NAKETUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukoB

Cooteetcreyer / Complies

COAEPXAHWE JEACTBYIOLLErO
BELLIECTBA B 1 MAKETWUKE /THE

CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naketuke cogepxurca 100 mr Humecynuaa

Cootsetcreyer / Complies

YCNOBWUA XPAHEHWUA / STORAGE
CONDITIONS

XpaHutb npu Temneparype He sbie 25 °C

Cootsercrayer / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peyenty

Cooteercreyet / Complies

PErMCTPALIMOHHbLIVN HOMEP /
REGISTRATION NUMBER:

N NO11439/01

Cootsercrayer / Complies

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

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

«COBMIOAATE MHCTPYKLIUIO MO
MPUMEHEHUIO NPEMNAPATA,
KOTOPAR HAXOAUTCA BHYTPU
YMAKOBKH » /

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

ColnioaaTs MHCTPYKUMIO NO NPUMEHEHMIO NPenapaTa, KOTopas HaXOAUTCA
BHYTPU YNaKOBKM

Cooteercreyet / Complies

«IEKAPCTBEHHOE CPE[LICTBO
XPAHWUTL B HEQOCTYNHOM Ans
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

JlekapcTeesHoe cpeaCTBO XpaHUTL B HEAOCTYNHOM ANS AeTeit MecTe!

Cootsetcteyet / Complies

«MMPOTUBOBOCMANUTENBHOE,
OBE3BONUBAIOUEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTuBOoBOCNaNUTENLHOE, o6eabonusaowee cpeacteo

Cootsetcteyer / Complies

«COMEPXAT CAXAPO3Ys /
«CONTAIN SUCROSE»

Copepxat caxaposy

Cootsertcrayer / Complies

«ANA NPUEMA BHYTPb» / «FOR ORAL

ADMINISTRATIONS AnRA npuema BHYTPL Coorsetcreyer / Complies
Ne CEPWUW / BATCH NUMBER XYNNN 22948

AATA U3rOQTOBIN. / MFG DATE MM YYYY 04 2022

FOOEH N0/ BEST BEFORE MM YYYY 04 2025
WTPUX-KOA / BAR-CODE WMeeTCcA or He umeeTca / available or not available umeetcs / available
RESggrgg:g J\?;AK SR/ MMEETCA of He uMeeTcs / available or not available umeeTca / available
g;ggf}g%no%rgggggm koA’ nmeeTcA or He umeertcs / available or not available umeercs / available

3TUKETKA KOHTPONA NEPBOIO
BCKPbITUA / FIRST OPENING
CONTROL LABEL

WMEETCA Or He umeeTca / available or not available

He umeercA / not available

CPELOCTBA MOAEHTU®UKALIUK
CUCTEMbI MOHWUTOPUHIA
ABWKEHWUA NEKAPCTBEHHbIX
NPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

WMEeTCA or He umeeTcA / available or not available

wmeetcs / available

XPAHEHME / STORAGE

XpaHuTe npu Temneparype He eoiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rooHOCTMW / SHELF LIFE

3ropa/ 3 years

Bbilweyka3aHHan cepus cOOTBETCTBYeT TpeGOBaHUAM HOPMATUBHOM AOKYMEHTALMMN W paspeliena K BbINyCcKy

YNOMTHOMOYEHHbLIM JTULIOM.

The above batch meets the requirements of normative documentation and has been released by a Qualified Person

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

Via Grignano, 43 - 24041 Brembate (BG] - Ifaly

Cunbeya WHHoceHTH




