OO0 bepsmH-Xemn/A. MeHapmHmn

INOATBEPKJIEHHE COOTBETCTBHA

Ne T1C-14752
Topropoe HaMMeHOBaHHE Humecun®
MexayHapoHOE HEaTeHTOBAHHOE HAUMEHOBAHHE Humecynun
(rpynmupoBOYHOE HIH XHMHYECKOe)
JlekapcTBeHHas dopmMa rpaHyJbl Ul IPUTOTORIECHHUS
CYCIIEH3HH [ IpUEMa BHYTPb
Ao3uporka 100 mr
dopma BeITyCKa 2 r, maKeTHkH (9 wT.) , mayxa
KapTOHHAas
Homep cepuu (mapThu): 14752
O6beM cepuH(napTHH) 53 865
JlaTta npou3BoOACTBa 01.10.2021
T'oxgen no 01.10.2024
HanmeHoBaHHe U aJpec IPOH3BOUTENS (C ITpomssoauTens-Paitn Oyac &
yKa3aHHEM CTaJuil IPOU3BO/CTBA) ®apmacsroTikans H.T.M.
C.n.A.,WUranus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckarmui KOHTPOJIb
Ka4yecTBa-
®aiin Oync & PapmaceroTHKAN3
H.T.M. C.n.A..,Utanus (Via
Grignano,43-24041 Brembate(BG),ltaly
Howmep u fata perucTpallHOHHOTO YAOCTOBEPEHHA ITNO011439/01 ot 18.08.2010 (maTa
3ameHbl PY 17.08.2020)
Homep u 1aTa HOpMaTHBHOHN JOKYMEHTALHU ITN011439/01-170820
HaumeHoBaHHe H aapec JepiKaTes Jlabopatopus I'yunortu C.LA.,
PETHCTPAllHOHHOTO YIOCTOBEPEHHUA Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosmui JOKYMEHT NOATBEPKAAET:

-llaHHBIN JIeKapCTBEHHBIH mpenapar cooTBeTcTByeT 61-O3 «OO oOpallleHHH J1€KapCTBEHHBIX
CPEACTB...»;

-CepHs JIeKapCTBEHHOTO MperapaTta COOTBETCTBYET TpeOOBaHMSM, yCTAHOBIEHHBIM IIPH €0
rocyJapcTBEHHOH perucTpalmu

— == CokonoB B.JI.  02.02.2022
(noAmnHes) (mata )

000 “BepnuH-Xemn/A. MeHapuHu"

HOpupudeckuii agpec: Poccus, 123317, r. Mocksa, NpecHeHckaa HaGepexHasn, a. 10
MouToBeid anpec: Poccuna, 123317, . Mockea, NMpecHeHckan HabepexHan, a4. 10
TenedpoH: +7 (495) 785-01-00, dpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Nutraceuticals
Pharmaceuticals Ceprucpuxar N° / Certificate no. 202123971
HUAMECUN®
Mpoaykr/ (Humecynua, rpalynbl ANA NPUrOTOBNEHUA CYCNeH3UM ANA npuema BHYTPb, 100 mr) F136352
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuu / Batch No. 14752 KonuuecTso ynakosok / Number of packs  53.865pck
[ara u arotoenenus / Manufacturing date: 10/2021 Cpok roaHocTu / Expiry dafe: 10/2024
Dara ananwuaa / Date of analysis: 04/11/2021
HopmatueHbint gokymeHT H / Ref. Normative document: M N011439/01-170820
feicTeyoulee sewectso / AP/ Humecynua / Nimesulide CrpaHna npoucxoxaeHus / Country of origin WHaua / India
MpownasoauTens AelcTeyowero sewecrea / AP/ Aptu Hapkotukn OrpaHudenHoe - Ydactok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
daiiH Pyac & Papmaceiotukans H.T.M. C.n.A., Utanua
AT SOOI Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

Cno-xem'ua

3EPHUCTBLIA NOPOLLIOK C
CeeTrno-xenTbiii 3epHUCTLIA NOPOLLOK C ANeNbCUHOBLIM 3aNaxoM. ar?:::::::::y:ﬁre‘:ﬁz:'
MonyyeHHan cycnex3una G6enoro unw CBETNO-XenToro yseta /
OIMGABIE | APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is white | g7 >KS/rer® UeoT /
or light-yellow powder with orange odor.
Resulted suspension
is light-yellow
BIXX: Bpems yaepxuBaHMA OCHOBHOrO NMKa Ha xpomarorpamme
MCNLITYEMOro pacTBopa AOMKHO COOTBBTCTBOBATL BPEMEHMU YABPKUBaHWUA
OCHOBHOrO NMKa Ha XpPOMarorpaMme 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 B3XX-AMA: CnekTp OCHOBHOTO NWKa Ha XPOMaTOrPaMMe UCNLITYEMOro
pacTBopa, NoNyYeHHbIA C NOMOLLLIO AUOAHO-MaTPUYHO-TO AeTekTopa,
AOSXEH COOTBETCTBOBATE CNEKTPY OCHOBHOIO NMKa Ha XpoMartorpamme
CTaHAapTHOro pacTeopa / °°°mz“’
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the o
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHsana macca cogepxumoro naketuka / Average weight of sachet content:
20r+£75% 198r/g
(o11,85rn02,15r/From 1.85gto 2.15g)
ﬂﬂggg%?;lgg;};ymccu { 18/20 naketvkoB He Gonee + "7.5 %: 2/20 naxeTukos He Gonee + 15 % ot
cpeAHel Macch COAEPXMMOro nakeruka / coorBeTcTeyer /
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 Or258035/From25t03.5 3,2
NMOTEPA B MACCE NPH
BbICYLUMBAHWM / LOSS ON DRYING £1.0% DA
PASMEP YACTULL / PARTICLE SIZE™ He gomkHo GbiTe YacTuy ¢ paat:epormﬁonee 100 mkm / No particles more <100 pm
an um
MapameTp npuemnemoctyu Ans 10 eAMHWUL A03UPOBAHMKA <15,0;
OAHOPOOHOCTL AO3UPOBAHUA / MapameTp npuemnemocTi AnA 30 eaunny foampoBaHuA < 15,0 n HKU ogHa 13
DOSAGE UNIFORMITY™" e/IMHMY A03upoBaHNA He MeHee 0,75 M u He Gonee 1,25 M/ Acceptance He ucnbiraxo /
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
ROMURCTRENHOR O 95,0 40 105,0 Mr / nakeTux / From 95,0 to 105,0 mg / sachet wrin a*mia(';g,mmo
ONPEOENEHUE/
(95 %- 105 % oT 3anBneHHoro coaepxanuna) (95 % - 7105 % of the labelled
ASSAY claims) (99%)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG) - Italy
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POHHWE NPUMECH /
IMPURITIES
Jlo6an egnHuyHan npumecs /
Any individual impurity $05% 0.0
Cymma npumecei/
Total impurities <1.0% 0.0
MWKPOBWONOMrM4YECKAR N
YUCTOTA / MICROBIOLOGIC PURITY Kareropin 3 A/ Category 3 A
Obwee konu4ecTso a3pobHbIX BakTepuit
Lotal Rerabic Bacters sS10°KOE B 11/ CFU/g <10 KOE B 1r/CFU/g
puGos Ha r unu mn / fungi S10*KOE B 1r/CFU/Ag <10 KOE 8 1 r/CFU/g
E. coli otcyTcTayior / Absence of E.coli mgﬂ ! cooTeTcTayet / complies
Mo 2 r rpadyn B TpeXcnoiHbiA nakeTuk [Gymara/aniomuHuesan
cponbra/nonuatuneH].
Mo 9 nakeTUKos ¢ MHCTPYKUMER NO NPUMEHEHWIO B KAPTOHHOM navke / Cooteercrayer / Complies
YNAKOBKA | PAGKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylens.
9 sachets along with the instruction on medical use per a carton box.
MAPKWPOBKA / LABELLING B cootserctaum ¢ HA / In accordance with the ND Cooteetcreyet / Complies

*1) He TECTUPYETCA B NNAHOBOM NOPAAKE.
Moxasatenu «Pasmep uacTuue, «OAHOPOAHOCTE A03NPOBaHMA» BKMloYeHHl B HJl B cooTeeTcTBMM ¢ TpeGoBaHMAMK, NPUHATEIMM B PO K

CTaHAapTU3aLUMK AaHHOM NeKapcTBEHHOW ¢hopmbl. [laHHbIe noKasaTenu MOrYT OTCYTCTBOBATb B CEPTH(IMKATE aHanu3a NpPOM3BOAUTENA.
MpouasoauTens rapaHTUMpYeT KA4ECTBO 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 NAKETUKE HA PYCCKOM A3bIKE YKABHAIOTI ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN /S MAE:
HAUMEHOBAHWE ®UPMbI-

NPOU3BOAUTENA, CTPAHY /| NAME .
OF THE MAANUFA CTURING COMPANY Pain ®yac & ®apmaceioTvkans HT.M. C.n.A., Uranus Cooteercteyer / Complies

AND COUNTRY
HAMMEHOBAHUE ®UPMbI-

AUCTPUBLIOTOPA, CTPAHY /| NAME ’
OF THE DISTRIBUTING COMPANY AND Bepnun-Xemu A, Fepmanuns Coorsetcrsyet / Complies

COUNTRY
NoroTun / LOGO W CooteercteyeT / Complies

TOPrOBOE HAUMEHOBAHUE
NPENAPATA® / TRADE NAME OF HUMECUN® Cootsercteyet / Complies
PREPARATION®
MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHME / THE HUMecynng Cootsercreyer / Complies
INTERNATIONAL NON-PROPRIETARY
NAME

252:4PCTBEHHY&O ®OPMY /DOSAGE rpaHyns!l ANA NPUFOTOBMEHUS CYCNEHIWN ANA NPUEMA BHYTPb Cooteerctayer / Complies

NO3WPOBKY / THE DOSAGE 100 mr Cooteerctayet / Complies

COOEPXAHUE AENCTBYIOLErO

BELLECTBA B 1 NAKETHKE /THE CootsercTayet / Complies
s NTS OF THE ACTIVE B 1 nakeTtuke copepwutca 100 Mr HUmecynmuaa yeT P
SUBSTANCE PER 1 SACHET

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24041 Brembate (BG] - italy
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«MNP BOBOCNANWTENLHOE,
OBE3BO0NMUBAKOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

NpoTrsosocnanuTennHoe, obesbonusawee cpeacTso

@ @

)
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Cooreercrayer / Complies

<COBNIOAATE NPUNOXEHHYIO
WHCTPYKLKIO NO NPUMEHEHUIO
NPENAPATAs /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioaaTs NPUNOKeHHYI0 MHCTPYKLMIO N0 NPUMEHeHUIo npenapara

Cootsetcteyet / Complies

«[TEKAPCTBEHHOE CPEACTBO
XPAHUTb B HEAOCTYNHOM AN
LETEW MECTE!» / «kKEEP THE
PREPARATION OUT OF THE REACH
OF CHILDRENI!»

JlexapcTBEHHO® CPEACTBO XPaHWTL B HEAOCTYNHOM ANA AeTeil MecTe!

Cootsercrayer / Complies

Ne CEPWW / BATCH NUMBER

XYNNN

14752

BATA N3roTOBN. / MFG DATE

MM.YYYY

10.2021

FOAEH OO / BEST BEFORE

MM.YYYY

10.2024

HEBWAWMbIA 3HAK 3ALLMTHI /
INVISIBLE SIGNS

uMeeTcA or He umeeTca / available or not available

He umeeTcs / not available

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

HAWMEHOBAHWE ®UPMbI-
NPOU3BOAWUTENA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiin Pyac & Papmacsbiotnkans HT.M. C.n.A., Uranua

Cootsercreyet / Complies

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

Bepnun-Xemn Al', FepmaHua

Coorsercrayer / Complies

NnoroTun/LoGo

BERLIN  CHEMIE

Cootsercreyer / Complies

TOPrOBOE HAWUMEHOBAHUE
NPENAPATA® / TRADE NAME OF
PREPARATION®

HUMECUN®

Cootsercrsyer / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHWE / THE
INTERNATIONAL NON-PROPRIETARY
NAME

HUMECYNNA

Cootsercreyet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rPaHyNL! ANA NPUTOTOBNEHNA CYCNEHIUK ANA NPUEMA BHYTPb

Coorsercreyer / Complies

AO3UPOBKY / THE DOSAGE

100 mr

Cootsetcreyet / Complies

KONUYECTBO NAKETUKOB B
YMNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukos

Cootsercteyer / Complies

COOEPXAHUE QEMCTBYIOLEro

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

B 1 naxeTuke copepxutcs 100 Mr Humecynuaa

Cootsetcteyet / Complies

YCNOBWA XPAHEHWUA / STORAGE
CONDITIONS

XpaHuTb npu Temnepartype He Builwe 25 °C

Coorserctayer / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenty

Coorsetcrsyer / Complies

PEMMCTPALUWOHHLIA HOMEP /
REGISTRATION NUMBER:

M NO011439/01

Cooreetcreyet / Complies

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

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



e,

FINEEQQDS

Nutrssoulicals
Pharmaceuticals
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«COBNIOAATL MHCTPYKUMWIO NO
NPUMEHEHUIO NPEMAPATA,
KOTOPAA HAXOAUTCA BHYTPU
YNAKOBKH » /

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

CobnioaaTs MHCTPYKUMIO N0 NPUMEHEHMIO NPenapaTa, KoTopas HaXoAUTCA
BHYTPH YNaKoBku

@ @

»
1S09001 1SO14001
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Cooteetcteyer / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHWUTb B HEAOCTYNHOM AnA
AETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

JlexapcTeeHHoe CPEACTBO XPaHUTE B HEAOCTYNHOM 4NA AeTedt mecTe!

Coorsercreyer / Complies

<[IPOTUBOBOCMNAINUTENbHOE,
OBE3B0NUBAIOLLEE CPEICTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusoBocnanuTensHoe, obesbonusaiouiee cpeacTso

Cootsetcteyer / Complies

«COLEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

Copepxar caxaposy

Coortsetcrayer / Complies

«ANA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Ana npuema BHyTPL

Cooreercrayer / Complies

Ne CEPWM / BATCH NUMBER

XYNNN

14752

BATA U3rOTOBI. / MFG DATE

MM YYYY

10 2021

FOQEH A0 / BEST BEFORE

MM YYYY

10 2024

WTPUX-KOA / BAR-CODE

umeeTcA or He umeeTcR / available or not available

umeeTcs / available

HEBWAWMBIA 3HAK SALWTE! /
| INVISIBLE SIGNS

umeeTca or He umeeTcA / available or not available

umeeTcA [ available

NPOM3BOACTBEHHbLIX KOA /
PRODUCTION CODES

MMEeTCA or He umeeTcR / available or not available

umeeTcn [ available

ATUKETKA KOHTPONA NEPBOIO
BCKPbITWUA / FIRST OPENING
CONTROL LABEL

nMeeTcA or He umeetcs / available or not available

He nmeeTcA / not available

CPEACTBA UAEHTUDUKALIMKA
CUCTEMbI MOHUTOPUHIA
ABWXEHMA NEKAPCTBEHHbIX
NPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

MMEETCA Or He umeeTtcn / available or not available

umeeTcA / available

XPAHEHME / STORAGE

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

CPOK rOQHOCTHW / SHELF LIFE

3ropal/ 3years

YNONHOMOYEeHHbLIM JNTULIOM.

Brlweyka3saHHan cepua COOTBETCTBYeT TPeGOBAHMAM HOPMATUBHON AOKYMEHTALMH W pa3pellena K BLINycKy

The above batch meets the requirements of normative documentation and has been released by a Qualifieg-Pegson

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

Via Grignano, 43 - 24041 Brembate (BG) - Italy



