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MNutraceyticals .
Pharmaceuticals Ceprugpnxar NO / Certificate no. 2021 08988
HUMECUN®
NpoaykT/ (HUMecynuA, rpanynbl ANA NPUTOTOBIEHUA CyCNeH3uu ans npuema BHYTpb, 100 mr) F136354
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepum / Batch No. 11872 Konuuectso ynakosok / Number of packs ~ 16.362 pck
[ara v srotosnexus / Manufacturing date:  03/2021 Cpok rogHocTv / Expiry date: 03/2024
[ata ananuaa / Date of analysis: 21/04/2021
HopmaTuBHbIi AOKYMEHT H / Ref. Normalive document: 1 N011439/01-170820
Deiicteyouiee sewectso /AP . Humecynua / Nimesulide Crpana npoucxoxaexus / Country of origin Wrawa / India
MNpou3BOAUTEN AGACTBYIOWEro BeLecTsa / API ApTu HapkoTukin OrpaHuyeHHoe - YuacTtok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
daiH Pyac & dapmaceiotvkans HT.M. C.nA., Uranvua
PipousnoanTens { Mahifachirer Fine Foods & Pharmaceuticals N.T.M. S.p.A., ltaly

3EPHUCTLIA NOPOLLIOK C
CBETNO-XENTbil 38PHUCTLIA NOPOLLOK C aNeNLCUHOBLIM 3anaxom. aggﬂ;f::g:::yﬁ:i’;z:‘
MonyyenHas cycnensus Genoro uau CBETRO-KENToro usera/ .
ONUCAHWE | APPEARANCE Granular light-yellow powder with crange odor, Resulted suspension is white wég:y’;’:g}:: yﬁgﬁ' /
or light-ysliow powder with orange odor.
| Resulted suspension
is light-yeliow
BIMX: Bpems yAepxvBaHUA CCHOBHOTO NUKa Ha XpoMmarorpamme
WCTLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL BpeMEHH YAEPHUBAHURA
OCHOBHOFO MMKa Ha XPOMATOrpaMMe CTaHAapTHOro pacTeopa / cocTBETCTBYET /
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.
NOLNMHHOCTE / IDENTIFICATION B3XX-OM[: CnexTp CCHOBHOrO NWKa Ha Xpomarorpamme WUCNBITYEMOro
pacTBoOpa, NONY4EeHHbLIA C NOMOUBIO AVOAHO-MATPUHHO-TO AETeKTopa,
AOMKEH COOTBETCTBOBATE CNEKTPY OCHOBHOMC NUKa Ha XpoMaTorpamme
cTaHAapTHOro pacTeopa / coozzt:nrpc;;geﬂ
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHss Macca COAEPHUMOro NakeTHka / Average weight of sachet content:
20rt75% 201r/g
(o 1.85ra02,15r/From 1.85gto 2.1549)
gﬁ:gZONJ’:\;g):JIwACCbI ! 18/20 nakeTwKoB He Gonee + 7,5 %; 2/20 nakeThkos He bonee 15 % or
cpeAHel Macchl COABDKUMOTO nakeTtuka / cooTBeTcTByeT /
18/20 sachels nmt + 7.5 %; 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WK / pH OF SUSPENSION Or25a035/From2.5to 3.5 3,2
NOTEPA B MACCE NPU e o
BLICYLLUMBAHUV / LOSS ON DRYING £1.0% Qi
) He aonmkHo BbITh YacTuy ¢ pa3mepom Gonee 100 mkm / No particles more
PA3MEP YACTWUL / PARTICLE SIZE than 100 m < 100 pm
MapameTp NPUEMNEMOCTY ANA 10 eavHUY AO3IMPOBAHUA <15,0;
O[HOPOAHOCTE AO3WPOBAHMNA / Mapametp npuemnemoctu Ang 30 earHUL AOIMPOBAHUA < 15,0 ¥ HiA OAHA U3 "
DOSAGE UNIFORMITY™ eANHUL A03UpOBaKUR He meHee 0,75 M u He Gonee 1,25 M/ Acceptance HE UCNbITaHO
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
97.8
KONWYECTBEHHOE OT 95,0 a0 105,0 mr / naketwk / From 95,0 to 105,0 mg / sachet wrinakeTuk (mg/sachet)
gggf{,mﬂEH“E[ (95 %- 105 % OT 3aABNEHHOM0 copepwanus)/ (95 % - 105 % of the labeiled
claims) (98%)
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IMPURITIES
NlioBan epnHUIHaEA npuMecs / ) -
Any individual impurity <05% 0
Cymma npumecei/ -
Total impurities <1.0% 0.0
MUKPOBWONOIMYECKAA

YUCTOTA / MICROBIOLOGIC PURITY

KaTeropus 3 A [ Category 3 A:

ObLee konuyecTso aapobibix BakTepui
/ total aerobic bacleria

<10°KOE 811/ CFUQg

<10 KOE 8 11/ CFU/g

TpuGos Ha r unu mn / fungi

<10 KOE & 1r/CFU/g

E. coli otcyvcTeywT / Absence of E.coli

cooTBeTCTBYET /
complies

coorsercTeyet / complies

YTAKOBKA | PACKAGING

Mo 2 r rpaHyn B TPEXCNOWHLINA NaxeTuk [Gymara/anioMuH1eBan
chonbra/nonuaTunes].

Mo 30 NaKeTHKOB C MHCTPYKLUMER NO NPUMEHEHUIC B KAPTOHHON! nayke /
2 g of granules per a three layer sachels made of paper/aluminum
foil/polyethylene.

30 sachets along with the instruction on medical use per a carton box.

CoorsercteyeT / Complies

MAPKWPOBKA / LABELLING

B cooTeercteum ¢ HA / In accordance with the ND

CoorsercteyeT / Complies

*1) He TeCTUPYETCA B NNEHOBOM NOPAJKE.

Mokasatenu «Pasmep uactuy», «OQHOPOAHOCTb A03MPOBEHMA» BRI
CTaHaapTu3auuM  AaHHon nexapcteeHHon gopmbl. [

MpOM3BOANTENS rapaHTMPYET KAYECTEO NO AaHHBIM NOKAIATENAM.

*1) Not routinely tested.

Parameter has been included in accardance with requirements enacted in the Russian Fe

iouersl 8 HO B cooTsercTBuM ¢ TpebOBaHWAMMW, NPUHATBIMU B Pd «
aHHbIE NOKA3aTenu MOryT OTCYTCTSOBaTb B CEPTU(UKATE avanu3a npon3BOAWTENs.

deration aiming to standardize this dosage form and may be

absent in the cerificate 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.

L S ‘
HA MAKETHUKE HA PYCCKOM FA3bIKE YKA3BIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN 1S MADE:

HAMMEHOBAHWE ®UPMbI-

NPOU3BOAWUTENA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

®ain Oyac & dapmaceioTukans HT.M. C.n.A,, Uranus

Coortsercteyet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

HAMMEHOBAHWE ®WUPMbI-

OUCTPUBLIOTOPA, CTPAHY / NAME ;
OF THE DISTRIBUTING COMPANY AND Bepnun-Xemu AT, Tepmanus Coorsertctayer / Complies
COUNTRY ‘

NoroTun/LoGo -~ Cootsercteyet / Complies
TOPFOBOE HAMMEHOBAHMWE

MNPENAPATA® / TRADE NAME OF HUMECUN® Coorsercteyer / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMNATEHTOBAHHOE

HAMMEHOBAHMUE / THE HUMECYNNA Cooreercrayer / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpadynsl ANA NpWroTOBNEHWA CYCNEHINW ANA npuema BHyTpb

CooTeercTByeT I*Complies

DO3WUPOBKY / THE DOSAGE

100 mr

CootsetcrayeT /| Complies

CO[EPXAHMWE JENCTBYIOLWENO

BELIECTBA B 1 MAKETHKE /THE
CONTENTS OF THE ACTIVE

SUBSTANCE PER 1 SACHET

B 1 naketuke cogepxntca 100 Mr HuMecynuaa

CootsercteyeT / Compiies

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

Via Grignano, 43 - 24040 Brembate (BG) - Italy
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«[TPOTUBOBOCT E,
OBE3E0NWBAIOLWEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTueosocnanuTenesHoe, obeabonusaiouiee CPEACTBO

@

AT
1S09001 15014001

Crp. 3/4

CooteercTayer / Complies

«COBNMIOAAT NMPUNOXEHHYKD
MHCTPYKLMIO NO NPUMEHEHUIO
NPEMAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioaaTs NPUNOKEHHYI0 MHCTPYKUMIO N0 NPUMEHEHWIO npenapara

Cooreercteyet / Complies

«NNEKAPCTBEHHOE CPE[ICTBO
XPAHUTb B HEAOCTYNHOM ANA
DETEW MECTE!» / «KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDRENI!»

NekapcTeeHHOE CPEACTBO XPaHnTk B HEAOCTYNHOM ANA netei mecre!

CooteercTayet / Complies

Ne CEPUM / BATCH NUMBER XYNNN 11872
OATA W3rOTOBIN. / MFG DATE MM.YYYY 03.2021
FOOEH DO / BEST BEFORE MM.YYYY 03.2024
:ﬁﬁgg‘:g g:g Sg AR IAUPTR!/ UMeeTCs Or He uMeeTca / available or not available He umeeTca / not available

HA KAPTOHHOW MAYKE HA PYCCKOM A3bIKE YKA3BIBAIOT / IN THE CARTON BOX THE FOLLOWING WRI

o jod kil

TING IN RUSSIAN IS MADE!

HAUMEHOBAHUWE ®UPMbI-
NPOU3BOAUTENSA, CTPAHY /| NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daik dyac & apmacsioTukana H.T.M, C.nA., WUranus

CooreercreyeT / Complies

HAWUMEHOBAHWE ®UPMbI-
LOUCTPUBBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnut-Xemu AT, TepManus

Cooreercteyet / Compiies

noroTun/LOGO

M BERLIN-CHEMIE
MENARINI

CoorsercteyeT / Complies

TOPrOBOE HAMMEHOBAHUE

INTERNATIONAL NON-PROPRIETARY
NAME

MPENAPATA® /| TRADE NAME OF HUMECUN® Cootsercteyet | Complies
PREPARATION®

MEXOQYHAPOOHOE

HEMATEHTOBAHHOE

HAMMEHOBAHWE / THE HUMECYnug CoorsercteyeT / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynbl AnA NPUroTOBNEHWA CYCNEeH3NW ANA npuema BHYTPE

CooreerctayeT / Complies

THE PACKAGING

NO3WUPOBKY / THE DOSAGE 100 mr CoorsercreyeT / Complies
KONMWYECTBO NAKETUKOB B
YINAKOBKE /| NUMBER OF SACHETS IN 30 nakeTUKoB Coorsetcteyet [ Complies

COOEPXAHWE AEUCTBYIOWEIO

BEWWECTBA B 1 NAKETUKE [THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 nakeTuke cogepxutca 100 Mr HuUMecynuaa

Cooreertcrayet / Compiies

YCNOBUA XPAHEHWUA / STORAGE
CONDITIONS

XpaHuTh MpK TEMNepaType He skie 25 °C

Cootsercrayer / Complies

YCNOBWA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenty

Cooreercteyet / Complies

PETMCTPALWOHHBIM HOMEP /
REGISTRATION NUMBER:

M N011439/01

CoorsetcrayaT / Complies

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

Via Grignano, 43 - 24040 Brembaote (EG] - Ifaly
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Fid m e TS
<COBMNIOOATE MUHCTPYKUMIO NO
NPUMEHEHWIO NPENAPATA,
KOTOPAR HAXOOAWTCA BHYTPU
YNAKOBKH » / Co6IoAaTh MHCTRYKLMIO NC NPMMEHEHWIO npenapara, KOTOP@A HAXOAUTCR | oo parcrayer / Complies
«FOLLOW THE ATTACHED BHYTPU YNaKOBKH i "
INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK»
«NEKAPCTBEHHOE CPEACTBO
XPAHWTL B HEAOCTYMNHOM ANA
HETEW MECTE!» / «KEEP THE flekapcTBeHHOE CPEACTBO XPaHuTe B HEAOCTYNHOM ANA perten mecre! Cootsercteyet / Complies
PREPARATION OUT OF THE REACH
OF CHILDREN!»
<[TPOTUBOBOCMANUTENLHOE,
OBE3B50NUBAIOLWEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»
«CO[EPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»
«ONA NPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

Ne CEPWW / BATCH NUMBER XYNNN 11872

MpoTusosocnanurensroe, obesbonusaiouiee cpeacTeo CooTeercteyeT / Complies

Copepxar caxapody CooreercreyeT / Complies

[lna npuema BHYTPb Coorsercteyet / Complies

DATA U3roTOBN. / MFG DATE MM YYYY 03 2021

rOOEH QO / BEST BEFORE MM YYYY 03 2024

LWWTPUX-KO[ / BAR-CODE uMeeTcs or He umeeTca / available or not available umeeTcs / available

HEBAUAWUMbIN 3HAK 3ALLNTBLI/
INVISIBLE SIGNS
NPOM3BOACTBEHHbLIM KOO/
PRODUCTION CODES

3TUKETKA KOHTPONA NEPBOIO
BCKPbITWUA / FIRST OPENING uMeeTCs or He uMeeTca / available or not available He umeeTcn / not available
CONTROL LABEL

CPEICTBA MOEHTUOUKALIUA
CUCTEMbBI MOHUTOPWHIA
OBWKEHUA NEKAPCTBEHHbBIX
NPENAPATOB /| MEANS OF umeeTen or He umeeTcs / available or not available umeeTcs / available
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

WMEeTCR or He wmeeTcs / available or not available wmeeTcn / available

umeeTcs or He wmeertcs / available or not available umeercn / available

XPAHEHMUE / STORAGE XpaHuTb Npy TeEMNepaType He Bbillie 25 *C / Store at a temperature not exceeding 25 ° c

CPOK FrOQHOCTW / SHELF LIFE 3ropa/ 3 years J

BuiweyKa3zaHHas Cepusa COOTBETCTBYeT TpeGoBaHUAM HOpPMaTUBHOW AOKYMEHTaLUWK U pa3peuiera K BbINYCKY
YyNONHOMO4YEH HbIM NTHLUOM.
The above batch meets the requirements of normative documentation and has been released by & Quq)f?ﬁB\E’erson

Fine Foods & Pharmaceuticals N.T.M. S.p.A.
Vig Grignano, 43 - 24040 Brembale (BG) - Italy
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IOATBEPKAEHHE COOTBETCTBUA

Ne TIC-11872
Toproeoe HauMeHOBaHHE Humecun®
MexayHapoHOe HEMaTeHTOBAHHOE HAUMEHOBAHHE Humecynua
(rpynmupoBOYHOE WM XMMHYECKOR)
JlekapcTBenHas opma rpaHybl s IPUTOTOBIEHUS
CYCMEH3MH /171 PHEMa BHYTPb
Hozupoeka 100 mr
dopma BEINycKa 2 r, naketuk# (30 wr.) , mayxa
KapTOHHas
Homep cepuu (naptun): 11872
Ob6BeM cepun(napTum) 16 362
Jlata npousBojacTea 01.03.2021
["ogen no 01.03.2024
HaumeHoBaHue 1 afgpec MpoOU3BOAUTENA (C IIpoussoanTtens-Paitn Pyac &
yKa3zaHHeM CTaJHuH NPOU3BOACTBA) ®apmacerotukans H.T.M.
C.n.A.,Aranusa (Via Grignano,43-24041
Brembate(BG), Italy)
Beinyckaloumuii KOHTPoJIb
KauyecTBa-
Daiin Oyac & dapmacbroTrKans
H.T.M. C.n.A...Uranus (Via
Grignano,43-24041 Brembate(BG),Italy
Homep 1 nata perucTpallMOHHOTO YA0CTOBEPEHUS [TNO011439/01 ot 18.08.2010 (nata
samensl PY 17.08.2020)
Homep ¥ 1aTa HOpMaTHBHOM JOKYMEHTALIMH [TNO011439/01-170820
Haumenoranue H aapec Jaep:KaTens JlaGopartopus I'yunorru C.LA.,
PErUCTPaLiMOHHOTO Y0CTOBEPEHUS Wranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimumnii TOKyMeHT MOATBEpPKIA€ET:

-JlaHHBIA JIeKapcTBeHHBIH mpenapar cootBercTByeT 61-03 «O6 obpauieHHH JeKapCTBEHHBIX
CpPEHCTB...»;

-CepHs JIEKapCTBEHHOro Npernapara COOTBETCTBYET TpeOOBaHMAM, YCTAHOBJIEHHBIM [PH €ro
rocyaapcTBEHHOH perucTpanyn

[Tpencras .

000 «h e “Coxonos B.JI. 19.07.2021
(MOAMNHKCE) (nara)

Joeepen

Ne 6/u o1

HOpuaudeckuin agpec: F’occuﬂ 123317, r. Mocksa, NpecHeHckana HabepexHas, a4. 10
Moutoswid apnpec: Poccun, 123317, r. Mockea, MNpecHeHckas HabepexHas, a. 10
Tenedon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



