OO0 bepnnn-Xemn/A. MeHapmHm

NOATBEPXK/IEHHE COOTBETCTBHS

Ne TIC-21756
Toprosoe HaumeHOBaHHE Humecnn®
MexnyHapoiHOe HEMAaTEHTOBAaHHOE HAUMEHOBAHHE Humecynnn
(rpynnupoBoYHOE HIH XHMHYECKOE)
JlexapcTBeHHas popMma IpaHyJibl JJIsl IPUTOTOBIECHHS
CYCIEH3HH 715 IPHEMa BHYTPh
Jlo3upoBka 100 mT
@opMa BBINTyCKa 2 r, nakeTHkH (9 1wr.) , mauyka
KapTOHHAas
Homep cepuu (mapTiu): 21756
O0beM cepuu(napTuu) 55 080
Jlata npousBoacTBa 01.02.2022
T'omen o 01.02.2025
HaumenoBanue u agpec npousBoautens (¢ IlponssoauTtens-daiin Pync &
YKa3aHHEM CTaui MPOU3BOACTBA) ®apmacsroTukans H.T.M.
C.n.A. ,Utanus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckarommii KOHTPOJIb
Ka4ecTBa-
daitn Pync & DapMackrOTHKAI3
H.T.M. C.n.A..,Utanus (Via
Grignano,43-24041 Brembate(BG),Italy
Homep ¥ nata perucTpallioHHOTO yI0CTOBEPEHHS ITNO011439/01 ot 18.08.2010 (nara
3ameHbl PY 17.08.2020)
HoMmep u 1ata HOpMAaTHBHOH JOKYMEHTAlHH ITNO011439/01-170820
HaumeHoBaHue U ajpec Iep:KaTenns Jlabopartopus I'ynnortu C.n.A.,
PETHCTPAlMOHHOI'O YIOCTOBEPEHHUS Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

HacTrosmui J0KyMeHT MOATBEPKAALT:

-JIaHHBIi JICKapCTBEHHBIH IpenapaT cooTBeTcTBYeT 61-D3 «O6 obpalleHHH JeKapcTBEHHBIX
CPEACTB...»;

2

A Hmz,l—{:”‘" === CoKOIIOB B.A.  30.03.2022
(moamuce) (nara)

JlosepeHHOCTB Y
Ne 6/n o1 07.09.78

000 “BepnuH-Xemu/A. MeHapuHmu”

KOpuauyeckmin agpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HabepexHasn, 4. 10
MouroBeiin agpec: Poccusa, 123317, r. Mocksa, MpecHexckan HaBepexHan, a. 10
TenedoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



FINEFOODS

1S08001  1SO14001
Nutracauticals
Pharmaceuticals Ceprugpnkar N? / Certificate no. 202202702
HUMECUN®
Mpoaykr/ (HMmecynua, rpaHynbl ANs NPUroTOBNEHUS CYCNEH3WU ANA Nnpuema BHYTPb, 100 mr) F136352
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepwn / Batch No. 21756 KonuyecTso ynakosok / Number of packs  55.080pck
[ara v srotosnenus / Manufagturing date:  02/2022 Cpok roaHocTu / Expiry date: 02/2025
[lara aHanusa / Date of analysis: 23/02/2022
HopmaTtueHbIiit sokymeHT H / Ref. Normative document: M NO011439/01-170820
Heicreyowee sewecrtso /AP Humecynua / Nimesulide Crpana npoucxoxaenus / Country of origin WHawn / India

Aptu Hapkotuku OrpaHiuyeHHoe - Yyactok N2 N-198
Aarti Drugs Limited - Plot No. N-198

Daitd Pyac & Papmaceiotukana H.T.M. C.n.A., Uranua
Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

MpoussoauTens AeiicTeyiowero sewectsa / AP/
Manufacturer:

Mpoussoaurtens / Manufacturer.

CeeTno-wenTbiii 38PHUCTLIA NOPOLLIOK C aNeNLCUHOBLIM 3anaxoM.
Monyyennas cycnenans Genoro unu ceetno-xenToro userta /

Sl o e
CeeTno-xenrbii
3EPHUCTLIA NOPOLLICK C

anensCUHOBLIM 3anNaxomMm.

MonydeHHan cycneHans

than 100 ym

OMMCAHWE / APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is white CBGE mm ;E?_’}'i;f:yﬁzr d
or bight-yellow powder with orange odor.
Resulted suspension
is light-yellow
BOXX: Bpems yJepxvBaHUA OCHOBHOIO NKa Ha XpoMaTorpaMme
UCMLITYEMOro pacTeopa 40/KHO COOTBETCTEOBATL BPEMEHU YABPKNUBAHUA
OCHOBHOrO NUKa Ha XpomaTorpamme CTaHAapTHOro pacTeopa / cooTeeTcTeyeT /
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.
NOANUHHOCTS / IDENTIFICATION B3XX-OMA: CnexTp OCHOBHOrO NMKa Ha XPOMAaTOrPamMMe UCNbITYEMOro
pacTeopa, NONyYeHHbIA C NOMOLLbLIC AUOAHO-MATPUYHO-MO AETeKTopa,
AOIKEH COOTBETCTBOBATL CNEKTPY OCHOBHOMO NUKA Ha XpoMaTorpamMme
CTaHAapTHOro pacTaopa / cwl‘;ﬁz"';:z il
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the P
lest solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHas macca coaepxumoro naxetuka / Average weight of sachet content:
20r+75% 198r/g
(o1 1,85rp02,15r/From1.85gt0 2.15g)
,?,ﬁgg%%"oofg}}?ymccu ! 18/20 nakeTtukos He Gonee * 7,5 %; 2/20 naketukos He Gonee = 15 % or
cpeiHel Macchl COAEPXUMOro nakeTuka / cooTteeTcTeyeT /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WW / pH OF SUSPENSION Or25p035/From25t03.5 3.2
NOTEPA B MACCE MNPU
BBICYLUMBAHWM / LOSS ON DRYING A1.0°% i
PA3MEP YACTUL / PARTICLE SIZE ™ He aonxHo 6Tk YacTuy ¢ pasmepom Gonee 100 mkm / No particles more <100 pm

MapameTp npuemnemoctu AnsA 10 eAUHUY A03UPOBAHUA =15,0;
MapameTp npuemnemocTu 4na 30 eAuHUY A03UpoBaHKA < 15,0 U HU OfiHA U3

OAHOPOAHOCTb AO3UPOBAHUA /
eAUHUY A03upoBaHuA He meHee 0,75 M n He Bonee 1,25 M / Acceptance

HE MCnbiTaHo /

claims)

0
Uil Dvronney parameter: for 10 dosage units AV < 15.0; for 30 dosage units AV S 15.0 and not tested
none of dosage units not less than 0.75M and not more 1.25M
99,0
gﬁg:;gﬁ;ﬁﬁg};oe Ot 95,0 po 105,0 mr / naketuk / From 95,0 to 105,0 mg / sachet mrinakeTuk (mg/sachet)
ASSAY (95 %- 105 % or 3anBneHHoro copepxanun)/ (95 % - 105 % of the labelled (99%)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - ltaly




Pharmaceuticals

NOCTOPOHHUE NPUMECH /
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IMPURITIES
Ve
Sl e
MUKPOBUONOMMYECKARA A

YUCTOTA / MICROBIOLOGIC PURITY

O6uwee konuyecTeo aspobHbix GakTepui
/ total aerobic bacteria

<10*°KOEB 1r/CFUQg

<10KOE B 1r/CFU/g

Fpubos Ha r unu mn / fungi

<10*°KOE e 1r/ CFUQg

<10KOE e 1 r/ CFU/g

E. coli otcyTereywor / Absence of E.coli

COOTBETCTBYET /
complies

coorseTcTeyeT / complies

YNAKOBKA / PACKAGING

Mo 2 r rpanyn 8 TpexcnoiiHbii nakeTuk [Bymara/anioMuHuesan
tonera/nonuatuneH)].

Mo 9 nakeTHKOB C UHCTPYKUNEH NO NPUMEHEHWIO B KADTOHHOI Nadke /
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.

Cooteetcrayer / Complies

MAPKWPOBKA / LABELLING

B cootseTcTeumn ¢ HA / In accordance with the ND

Cootsercrayet / Complies

*1) He TECTUPYeTCA B NNaHOBOM NOPAAKE.

Mokazatenn «Paamep uvactuy», «OpHOPORHOCTL AO3MPOBaHUA» BKNIoYeH B HI B cootBeTcTBMM C TpeGoBaHWAMM, NPUHATEIMM B PP K
CTaHAAPTHIAUMM A3HHOW nekapcTBeHHoW copMmbl. [laHHbie nokalaTenu MOrYT OTCYTCTBOBATb B CEPTM(MKATE aHanWaa NPOM3BOAWTENS.
MpoussoauTens rapaHTUpyeT KAYECTBO NO AAHHLIM NOKA3aTENAM.

*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.

HA MAKETUKE HA PYCCKOM A3bLIKE YKA3bIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHWE ®UPMbI-
NPOMU3BOAWUTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daith dyac & Gapmaceiotukans H.T.M. C.n.A., Uranus

Coorserctayer / Complies

HAUMEHOBAHWE ®UPMbI-
AUCTPUBLIOTOPA, CTPAHY /| NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu AT, Mepmannn

Cooreercrayet / Complies

noroTun/LoGo

Cootsercreyet / Complies

TOProBOE HAMMEHOBAHUE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Coorsetcteyet / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAWMEHOBAHMUE / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HUMECYNUA

Cootsercrayet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynbl ANA NPUrOTOBNEHWUA CYCNEH3UU ANA NpUeMa BHyTPb

Coorsetcreyet / Complies

DO3UPOBKY / THE DOSAGE

100 mr

Cooteetctayet / Complies

COOEPXAHUE AENCTBYIOLWEIO

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

B 1 naketuke cogepxurca 100 Mr HAMecynuaa

Coorsercreyer / Complies

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

Via Grignano, 43 - 24041 Brembate (BG] - Italy
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Putraceuticals
Pharmaceuticals

«MPOTUBOBOCNANUTENLHOE,
OBE3B0MUBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusosocnanuteneHoe, obeabonuealouiee cpeacTso

© ©

% ses ™ sos
1S0%001 1SO14001

Crp. 3/4

CoorsercTayer / Complies

«COBNIOOAT D NPUNOXEHHYIO
WHCTPYKLMIO NO NPUMEHEHUIO
NPEMNAPATA>» /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioaaTs NPUNOXeHHYI0 MHCTPYKLMIO NO NPUMEHEHWIO npenapara

Cooteercteyet / Complies

«IEKAPCTBEHHOE CPE[JCTBO
XPAHUTb B HEOQOCTYMHOM ANA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

JlekapcTeeHHoe cpeACTBO XpaHuTL B HEAOCTYNHOM ANA 4eTel mecTe!

Cootsercrayer / Complies

Ne CEPWUW / BATCH NUMBER

XYNNN

21756

OATA U3rOTOBN. | MFG DATE

MM.YYYY

02.2022

FONEH OO / BEST BEFORE

MM.YYYY

02.2025

HEBUAUMbIW 3HAK 3ALLUTLI/
INVISIBLE SIGNS

uMeeTca or He umeeTcs / available or not available

He umeeTcA / not available

HA KAPTOHHOM NAYKE HA PYCCKOM A3bIKE YKA3LIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITIN

5

S

G IN RUSSIAN IS MADE:

e

HAUMEHOBAHUE ®UPMbI-
NPOU3BOAWTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

®daitH dyac & Papmaceiotukana H.T.M. C.n.A., Uranus

CooteetcTsyet / Complies

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

Bepnun-Xemu AT, l'epmanua

CootsetcTsyer / Complies

NOroTun /LoGo

BERLIN-CHEMIF
| MENARINT

Cootserctayer / Complies

TOPTOBOE HAMMEHOBAHWE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Cooteercteyet / Complies

MEXOYHAPOOQHOE
HEMATEHTOBAHHOE
HAMMEHOBAHWE / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HUMecynug,

Cooteercteyet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rPaHysnbl ANA NPUrOTOBNEHNA CYCNEH3UM ANA NPUEMA BHYTPb

Cootsercteyer / Complies

AO3WPOBKY / THE DOSAGE

100 mr

Cootsercrsyer / Complies

KOJNMMYECTBO NAKETUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukoB

Cooteerctayer / Complies

COOEPXAHUE NEUCTBYIOLLErO

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

B 1 nakeTtuke cogepxurca 100 Mr Humecynuaa

CoorsetcTeyer / Complies

YCNOBWA XPAHEHUA / STORAGE
CONDITIONS

XpaHuTb Npu Temnepartype He sbiwwe 25 °C

Cootserctayer / Complies

YCNOBUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peyenry

Coorteerctayet / Complies

PEFMCTPALINOHHbBIW HOMEP /
REGISTRATION NUMBER:

M NO11439/01

CoortsetcTeyet / Complies

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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«COBJMIOOATE UHCTPYKLIUIKO NO
NPUMEHEHWIO NPEMAPATA,
KOTOPAA HAXOOQWUTCA BHYTPU
YNAKOBKH » / Cobni0aaTs UHCTPYKLMIO NO NMPUMEHEHNIO NPENapaTa, KOTOPan HaX0AWTCA
«FOLLOW THE ATTACHED BHYTPM YNaKoBku

INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK?»

«NNEKAPCTBEHHOE CPEQICTBO
XPAHWUTb B HEQOCTYNHOM ANA
AETEW MECTE!» / «KEEP THE TNexapcTeerHoe cpeacTBO XpaHUTL B HEAOCTYNHOM ANA AeTeil MecTe! Cootsetcrayer / Complies
PREPARATION OUT OF THE REACH
OF CHILDREN!»
«MPOTUBOBOCNANUTENLHOE,
OBE3EONUBAIOLLIEE CPEAICTBO > /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

«COEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

«OANA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Ne CEPWUMU / BATCH NUMBER XYNNN 21756

Cootsercreyer / Complies

MpoTusoeocnanutensHoe, oGeabonueaioLyee cpeacTeo Cootsercteyet / Complies

Copepxar caxapoay Cooteetcrayet / Complies

[ns npuema BHYTPb CootsercTayer / Complies

OATA U3IFOTOBI. / MFG DATE MM YYYY 02 2022

FOOEH A0 / BEST BEFORE MM YYYY 02 2025

LWTPUX-KOL / BAR-CODE WUMEeeTCA Or He umeeTcR / available or not available umeercs / available

HEBUOUMBIA 3HAK 3ALUUTEI/
INVISIBLE SIGNS
NPOU3BOACTBEHHbLIN KOO /
PRODUCTION CODES

3TUKETKA KOHTPONA NEPBOIQ
BCKPbITHUA / FIRST OPENING UMEeTCA Or He umeeTcA / available or not available He umeeTcA / not available
CONTROL LABEL

CPEACTBA WOEHTU®UKALIMKA
CUCTEMbI MOHUTOPHUHIA
ABWXEHWA NEKAPCTBEHHbIX
NPENAPATOB / MEANS OF MMeeTcA or He umeeTcs / available or not available wmeeTcn / available
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

WMEEeTCA or He umeeTcA / available or not available wmeercs / available

MMEeeTcA or He uMmeeTcA / available or not available nmeetcs / available

XPAHEHMUE / STORAGE XpaHuTb Npu TemnepaType He euiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOK rOOHOCTW / SHELF LIFE Jropa/ 3 years

BhlweykazaHHan cepus COOTBETCTBYeT TpeGOBAHUAM HOPMaTUBHON AOKYMEHTALWK W pa3pelleHa K BbINYCKY
YNONHOMOYEHHbIM JIULIOM.
The above batch meets the requirements of normative documentation and has been released by a Qualifigd Person

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



