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HUMECWUN®
MpoayxT/ (HuMecynua, rpaHynbl ANA NPUroTOBNEHNA cycnensun ans npuema BHYTPb, 100 MI) 433573

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

Homep cepnu / Batch No. 04787 KonM4ecTBO ynakosoK / Number of packs ~ 16.524 peck
Jataw aroToBnexns / Manufacturing date: 10/2020 CpoKk roAHOCTH | Expiry date: 10/2023

[lata ananuaa / Date of analysis: 13/11/2020

HopmaTueHbIiA AOKYMEHT H / Ref. Normative document: 1 NO1 1439/01-070515 ¢ U3M. Net ot 05.06.2018 / with change. Ne1 from 05.06.2018

JeicTayicuiee BELIECTRO / APL: Humecynug / Nimesulide CTpana NPONCXOXABHNA | Country of origin Wraua / India

MpounzsopuTEND J\BACTBYIOLWEro gewectsa /AP Marranam HapxoTiki a taoke Opratuka - Brok { (YuacTox Ne 187), Banw, ViHaus
Manufacturer: Mangalam Drugs and Organics - Unit | (Plot No. 187}, Vapi, Indi

a
daity dyac & DapmacsioTUKan3 H.T.M. C.n.A., Wranua
Fine Foods & pharmaceuticais N.T.M. S.p.A, ltaly -

MpounssoanTens | Manufacturer.

CeeTno-xent
3EPHUCTbIR NOPOLLIOK c
anenbCMHOBbIM 3anaxom.
MonyueHHan CyCneH3us
CBETNO-KENToro UBeTa !
Granular light-yellow
powder with orange acdlor.
Resulted suspension

is light-yellow.

CeaTno-KenTblit 3EPHNCTBIA NOPOLLOK ¢ anenbcuHOBbLIM 38NaxoM. MonyuexHas
cycneHaus Benoro unu cBETNO-KEeNnToro useTa /
Granular light-yeliow powder with orange odor. Resulted suspension is white or
light-yetlow.

OMWCAHWE / APPEARANCE

i e

o s
| BAWX, Bpema yaepxusanii OCHOBHOrO NKKa Ha xpomartorpamme
| WEMBITYEMOTO PAcTBoRa AOMKHO COOTBETCTBOBATD BPEMEHN YAEPINBAHNA
OCHOBHOrO NWKa Ha xpomarorpamme CTaHAapTHOro pacTsepa numecynuaal
HPLC:Retention time of the main peak in the chromatogram of the test sofution
should correspond with that of the main peak in the chromatogram of the

cooTeeTCTBYET /

NoanNMHHOCTB / | DENTIFICATION complies

standard solution of nimesulide. R T
CPEAHAA MACCA COQEPMUMOTO 20rt75% 1971/
¥l OTKNOHEHKUE OT CPEOHEW (oT 1,857 A0 2,15/ From 1.85gt02.159) i
MACCH!/ 18/20 nakeTHkoB He Gonee £ 7.5 %; 2/20 naxetukos He Gonee £ 15 % oT
AVERAGE WEIGHT OF CONTENT cpeaHeit maccel COAEPHAMOro nakeTuka ! cooTtBETCTBYET /
AND DEVIATION FROM AVERAGE 18/20 sachets nmt + 7.5 %; 2/20 sachets nmt £ 15 % of the average weight of complies
WEIGHT content of 1 sachet

pH CYCTMEH3WM / pH OF
SUSPENSION

TIOTEPS B MACCE NPH

Ot 2,540 3,5/ From 251035

BbICYLLIUBAHWNA { LOSS ON «1,0%

DRYING e I e
MMKPOEMOHOT'VIHECKAF! """"" 3 =
YUCTOTA/ MICROBIOLOGIC Kareropua 3 A | Category 3A:

PURITY

ObLiee KonuuecTso a3pobHbix < 10*KOE 8 1 r/ CFU/g

GaxTepun | total aerobic bacteria

SRS .5

<102 KOE 8 11/ CFU/gY

SR NS o e
cooTeeTcTayeT /
___ complies

TpnGOB Ha © Wiy M1 | fungi

E.coli oTcyTcTayioT / Absence of E.coli

NOCTOPOHHUE MPUMECH /
IMPURITIES
Tioban eguHudHaR NPUMe

ch |

Any individual impuri B i L——————“_ﬂ
Cymma npamecei/
Total impurities <1.0%
KONWYECTBEHHOE Ot 95 A0 105 wr / naxetnk / From 95 t0 105 Mg / sachet 100.3
ONPEQENEHVE / e wmr/nakeTuk (mg/sachet)
ASSAY {95 %- 105 % OT 3aABNeHHOrC coaepwanns)l (95 % - 105 % of the labelled
claims) (100 %)

s ——————————

Fine Foods & pharmaceuticals N.T.M. S.p.A.
Via Grignano, 43 - 24040 Brembate (BG) - Italy
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Pharmacauticals

CROWHBii NaKeTuK [Gymara/aniommresan
cbcmrainonus‘runeu}
Mo 30 nakeTukos ¢ UHCTPYKLMEH MO MPUMEHEHIIO & KapPTOHHOM Navke /

Mo 2 r rpadyn 8 Tpe

Cooreercreyet / Complies

YMAKOBKA / PACKAGING 2 g of granules per a three layer sachets made of paper/aluminum
foit/polyethylene.
30 sachets along with the instruction on medical use per a carton box. |
B cooteeTcTenm ¢ HA , paspen MapkupoBKa, U3M. Nei 7 In accordance with the ;
(MAPKMPOBKA! LABELL!NCj o ND. section Labelling, change Ned | CooTaeTcrayeT / Complies

HA I'IAKTVIKE HA PYCCKOM A3bIKE YKA3LIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAWMEHOBAHWE ®WPMbI- \
NPOW3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY
HANMEHOBAHVIE ®MPMbI-
[MCTPUELIOTOPA, CTPAHY | NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

noroTAn / LOGO
TOPFOBOE HAMMEHOBAHWE

|
|

dain dyac & dapmackoTrkana H.T.M. C.n.A,, Uranus CooTtseTctayet / Complies

BepnnH-Xemu AT, CepmaHus CooTeetcteyeT / Complies

BERLIN CHEMIE

MENARINI Cootaercreyet | Complies

I S

NPEMAPATA® / TRADE NAME OF HUMECWUN® CooteetcTayet | Complies
PREPARATION®

MEXOYHAPOHOE

HEMNATEHTOBAHHOE

HAVMEHOBAHWE / THE HuMecynua CooteeTcrayeT / Complies

INTERNATIONAL NON-PROPRIETARY
NAME o

NEKAPCTBEHHYIO ®OPMY |DOSAGE
FORM

rpaKynel AN NPUroTOBNEHUA cyCnieHaumn Ans npuema BHYTPb Cooteetcreyet / Complies

[O3WPOBKY / THE DOSAGE 100 mr ’ CooTsercteyet / Complies

COMEPKAHVE OEMCTBYIOWErO o

BEWECTBA B 1 MAKETUKE ITHE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

“NPOTVBOBOCMANUTENBHOE, \

B 1 nakeTuke COAePKATCA 100 Mr HAMecynuaa CooreeTcreyeT [ Complies

OBE3BONVBAIOWEE CPELCTBO: .
o ANTHNFLAMMATORY, ANALGE S;C/ MpoTMBOBOCNANUTENEHOE, ofesbonueanuiee CpeacTen CoorteetcrayeT / Complies

AGENT»
<GOBNIOOATH NPUMOXKEHHYIO

WHCTPYKLMIO NO MPUMEHEHWIO
NPEMAPATA» / 1
«FOLLOW Tf-;E ATTACHED CoBnioAaTE NPUAOKEHHYI WHCTPYKLMIO 11O NPUMEHEHAIO npenaparta CooreetcreyeT / Compiies
INSTRUCTION ON THE USE OF
PREPARATION »

<IEKAPCTBEHHOE CPEACTBO ‘\[
|
|
|
|

_

XPAHUTb B HEQOCTYNHOM Ans
AETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

Ne CEPMW / BATCH NUMBER

NekapCTBEHHOE CPEACTBO XpaHWUTE B HEAOCTYNHOM AnA pertei mecre! \ CooTeeTcTeyeT / Complies

04787
MM.YYYY 10.2020

MM.YYYY T 10.2023
hle

XYNNN

lTlATA W3roTOBN. /| MFG DATE

!l—FOﬂEH 0/ BEST BEFORE

HEBMOWUMbIW 3HAK 3ALLUTBI/
INVISIBLE SIGNS

WUMEEeTCA OF He MMEeTcs / available or not available He nmeeTca / not availa

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

vVia Grignano, 43 - 24040 Brembate (BG) - italy
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HA KAPTOHHOW MNAYKE H
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A PYCCKOM $3bIKE YKA3BIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE.

it
1SC9001 1SO74007
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Lt

HAMMEHOBAHUE ®WPMbI-
NPOW3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

®aitH Pysc & Gapmacsiotukans HT.M. C.n A., Uranusi

CooteetcTayeT ! Complies

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

BepnuH-Xemu A, Fepmanun

CootsetcTeyeT / Complies

noroTun/LoGo

M BERLIN- CHEMIE
MENARINT

CooTteercrayeT | Complies

TOPrOBOE HAMMEHOBAHWE

MPETMAPATA® / TRADE NAME OF HUMECUN® Cooreetcreyert / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMATEHTOBAHHOE

HAWMEHOBAHMWE / THE HAMECYTTNA CootsetcteyeTt / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynbl ANA NPUroTOBNEHNA cycneH3iwn ansa npuema BHyTpb

Cootsetcrayer / Complies

NIO3WPOBKY / THE DOSAGE

100 mr

CoorsercteyeT / Complies

KONMWYECTBO NAKETUKOB B
YMAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

30 nakeTuKoB

CooTeetctayet / Complies

COLEPXAHVE OEWCTBYIOLEIO

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

B 1 nakeTuke cogepxurca 100 mr numecynuia

Cooteercreyet / Complies

YCNOBWUS XPAHEHWA / STORAGE
CONDITIONS

XpaHuTb NPV TEMNEpaType He Bbille 25°C

CootsercreyeT / Complies

YCNOBWUA OTMYCKA / DISCHARGE
CONDITIONS

Mo peuenty

CooTeetetayer / Complies

PETWUCTPALMOHHBIW HOMEP /
REGISTRATION NUMBER:

M N011439/01

CoorteercreyeT / Complies

«COBNIOOATE WHCTPYKLUMWIO MO
MPUMEHEHWIO NPETMAPATA,
KOTOPAS HAXOOWUTCH BHYTPW
YIMAKOBKW » /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION, WHICH 1S INSIDE THE
PACK»

CoBMIOAATE KHCTPYKLUMIO MO NPUMEHEHWIO Npenapata, KOTopas HaxoAUTCA
BHYTPM YNAKOBKH

Cootsercreyer / Complies

«NEKAPCTBEHHOE CPEACTBO
XPAHUTb B HEQOCTYNHOM AnsA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

flexapCTBEHHO® CPEACTEO XPaHUTb B HEAOCTYNHOM ANA peTeil mecre!

CooteercrayeT / Complies

«MPOTUBOBOCNANMUTENBHOE,
OBE3BONIUBAIOLLEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

[MpoTMBOBOCNANUTENBHOS, obesbonuBariLlee CpeacTeO

CooTsetcreyeT / Complies

«COLEPXAT CAXAPQ3Y>» /
«CONTAIN SUCROSE»

Copepxat caxaposy

Cootsercreyer / Complies

«ONA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Ons npuema BHYTRb

Cootsetcrayer / Complies

Ne CEPWUW / BATCH NUMBER XYNNN 04787
DATA U3rOTOBIN. / MFG DATE MM YYYY 10 2020
rOOEH QO / BEST BEFORE MM YYYY 10 2023

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

Via Grignano, 43 - 24040 Brembate (BG| - italy
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WTPUX-KOAO / BAR-CODE

UMEETCH OF He umeeTca / available or not available

umeeTcs / available

HEBWAUMbBIN 3HAK 3ALLMUTLI /
INVISIBLE SIGNS

uMmeeTes or He umeeTca / available or not available

umeerTcs / available

NPOW3BOLCTBEHHbLIA KOA /
PRODUCTION CODES

UMeeTCs or He umeeTcs / available or not available

umeeTca / available

3TUKETKA KOHTPONA NEPBOIO
BCKPBITURA / FIRST OPENING
CONTROL LABEL

umeeTca or He umeeTca / available or not available

He umeeTca / not available

CPEACTBA WAEHTU®UKALINA
CUCTEMb! MOHWUTOPWHIA
OBWKEHWA NEKAPCTBEHHbLIX
MPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

WMEETCs Or He umeeTcs / available or not available

wmeeTcs / available

XPAHEHMWE / STORAGE

XpaHuTb npu Temneparype e eeiwe 25 °C / Store at a temperature not exceeding 25° C

CPOK rOgHOCTW / SHELF LIFE

3ropa/ 3years

Bbiweyka3aHHas CepUs COOTBETCTBYET TPEGOBaHNUAM HOPMATUBHON AOKYMEHTALMK W paspelieHa K BeiNycky

YNONMHOMOY€HHbIM NTULIOM.

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

VnonnomoueHHoe

Cn

7

yo/Qualified Person
BuA MHHOCEHTW

Fine Foods &
Pharmaceuticals NTM SpA
Officina Farmaceutica di BREMBATE

Qualified Person

Dr. Silvia Innocent

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

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




M 000 bepnunH-Xemu/A. MeHapHHH

INOATBEPKJEHUE COOTBETCTBUA

Ne [1C-04787
Toproeoe HaMMEHOBaHHE Humecnn®
Mes/TyHapOoTHOE HEMATEHTOBAaHHOE HAMMEHOBAHHE Humecynupa
(rpynnupoBOYHOE MM XHMHYECKOE)
JlexapcTBeHHas hopma rpaHyJIbl 715 IPUIOTOBJIEHUA
CYCIMEH3MH AJIsl IPHEMA BHYTPb
Ho3upoBKa 100 Mmr
®opmMa BHIIYCKa 2 r, naketuky (30 wr.) , mayka
KapTOHHas
Homep cepun (rmapTun): 04787
O6BeM cepun(apTHH) 16 524
JlaTa npou3BOACTBA 01.10.2020
["oneH 1o 01.10.2023
HaumeHOBaHKE U aapec NPOH3BOAUTEN (C Iponssoautens-Pakin Pync &
yKa3aHWeM cTaguii IpoHU3BO/ICTBRA) ®dapmacerotukans H.T.M.
C.n.A.,Mranus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckarumui KOHTPOJ/Ib
KayecTBa-
®aitn Dync & PapMacbrOTHKAN3
H.T.M. C.n.A...Uranus (Via
Grignano,43-24041 Brembate(BG),Italy
Homep ¥ 1aTa perucTpaliMOHHOIO YAOCTOBEPEHHUS TTNO011439/01 ot 18.08.2010 (nara
samensl PV 05.06.2018)
Homep u 1ata HOpMATHBHON TOKyMEHTaLUK ITNO011439/01-070515,13m.Nel
Haumenosanue H ajpec JepKaTerns Jla6oparopus I'yunort C.mA.,
PErucTPalMOHHOTO YI0CTOBEPEHHSA Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimuuii JOKyMeHT MOATBEPXKAALT:

-JaHHBINA JIeKapcTBEHHBIH mpenapat cootBercTByeT 61-P3 «O06 obpamieHHH J1€KapCTBEHHBIX
CPEeACTB...»;

-cepHs JIEKapCTBEHHOIO IIperapara COOTBETCTBYET TpeGOBaHMAM, YCTAHOBJIEHHBIM IIPH €ro
rocylapCcTBEHHOH perucTpauuu

g

01.04.2021
(nara)

000 “BepnuH-Xemuw/A TMeRapwHn

HOpuauyeckuin anpec: Poceua, 123317, r. Mocksa, MNMpecHeHckan HabepexHas, a. 10
Mourtosein agpec: Poceua, 123317, r. Mockea, lNpecHeHckan HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



