000 bepsimH-Xemn/A. MeHapmnHHn

MNOATBEPXKJIEHUE COOTBETCTBHSI

Ne TIC-21747

Toprosoe HaMMEHOBAaHHE

Humecun®

Me:xnyHapoAHOE HeMaTeHTOBAHHOE HAUMEHOBAHUE
(TpynmUpOBOYHOE HIH XUMHYECKOE)

Humecynup

JlexkapcTBeHHas popma

rpaHyJIbl 715 IPUTOTOBJIEHHS
CYCNEH3HH JUIsl IPHEMaA BHYTPb

Ho3upoBka 100 Mr

dopma BBIITYCKa 2 r, makeTHkH (9 1T.) , Mauka
KapTOHHas

Homep cepu (MapTHH): 21747

O61BeM cepuH(ITapTHH) 54 756

JlaTa npoH3BOJICTBA 01.01.2022

ToneH 1o 01.01.2025

HauMeHOBaHHE H ajipec MPOU3BOAUTENS (€
yKa3aHHeM CTaJui NPOM3BOICTBA)

IpoussoauTtens-Paiin Oyuc &
dapmacpotikans H.T.M.
C.m.A.,Utanus (Via Grignano,43-24041
Brembate(BG), Italy)
BoinycKalLWHA KOHTPOJb
KayecTBa-

Paitn Pyac & PapMacblOTHKAT3
H.T.M. C.n.A..,Utanus (Via
Grignano,43-24041 Brembate(BG),Italy

Homep 1 [1aTa peruCTPallHOHHOTO YIOCTOBEPEHHA

TI1N011439/01 ot 18.08.2010 (nara
samensl PY 17.08.2020)

Homep ¥ 1aTa HOPMAaTHBHOM JIOKYMEHTalMH

ITN011439/01-170820

HaumeHnoBaHHE %1 ajpec
PETHCTPAIlHOHHOIO YIOCTOBEPEHHS

aepKaTens

Jla6oparopus ['yugortu C.LA.,
Uranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosiiumii JOKYMEHT MOATBEPKAAET:

-JaHHBIH JeKapCTBEHHbI MpemapaT cooTBeTCTBYeT 61-03 «O6 oOpallleHHH JIEKapCTBEHHBIX

CPEICTB...»;

-cepus JIEKapCTBEHHOIO Iperapata COOTBETCTBYET TpeGOBaHHSM, YCTAHOBICHHBIM TIPH €ro

L IHH

=="Coxkonos B.JI.

000 “BepnuH-XeMu/A. MeHapuHu"

30.03.2022
(nmata)

Opuanueckmia agpec: Poccua, 123317, . Mockea, MNpecHeHckan HaGepexHan, A. 10
Moutosbia agpec: Poccuna, 123317, . Mockea, lNpecHeHckan HabepexHan, A4. 10
Tenedon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




©) ©

FINEFOODS CEPTUDUKAT AHAJIU3A / CERTIFICATE OF ANALYSIS SGS S8
1808001  1SO14001
Mutraceuticals =
Pharmaceuticals Ceprugpnkar N? / Certificate no. 202202164
HUMECUN®
Mpoay«kr/ (Humecynua, rpanyns ans NPUrOTOBNEHUA CYCNEeH3Un ANA NpuemMa BHYTpL, 100 mr) F136352
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepuwm / Batch No. 21747 Konuuectso ynakosok / Number of packs 54.756pck
Data u srotoBneHus / Manufacturing date:  01/2022 Cpok roanocTu / Expiry date: 01/2025
| Rlata awanwaa / Date of analysis: 22/02/2022
HopmatueHbiii pyokymeHT W / Ref. Normative document: 1 NOA 1439/01-170820
Heitctayiowee sewectao /AP Humecynug / Nimesulide Crpawa npoucxomaenus / Country of origin WrHawns / India
MpoussoauTens AedcTayoLlero sewecraa /AP ApTi HapkoTuku OrpaHnueHHoe - Yuactok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
daiiH Pyac & PapmaceioTukans H.T.M. C.n.A., Uranua
n / 1 1
poussoauTens / Manufacturer: Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy
2 o el e e PE3YNETATBI/
NAPAMETP / PARAMETER ~TPEEOBAHME/SPECIFICATION, 110 "o ioe™
' . Ceertno-xenTbiit
3@PHUCTBIA NOPOLUOK C
anenLCHOBLIM 3anaxom.
MR ApPEA G ononrer e S o oo s oy | Mornan eronan
Granular light-yellow powder with orange odor. Resulted suspension is white | CPETT0-XenToro use
or light-yellow Granular light-yeliow
e powder with orange odor.
Resuilted suspension
is light-yellow
BOXX: Bpems yaepx1BaHns 0CHOBHOO NUKa Ha Xpomarorpamme
UCNLITYeMOro pacTeopa ACMKHO COOTBETCTBOBATL BPEMEHMN YACPKUBAHUA
OCHOBHOrO NiKa Ha XpOMaTorpamMme 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.
NOANMHHOCTb / IDENTIFICATION BIXX-AMA: CnexTp 0CHOBHOro nUKa Ha XpoMaTorpaMme UCnbITYemoro
PacTeopa, nonyueHHbIl ¢ NOMOLLI0 AMOAHO-MATPUYHO-TO AeTexTopa,
AOMXEH COOTBETCTBOBATL CNEKTPY OCHOBHOrO NUKa Ha XpOMaTorpaMme
cTaHaapTHOro pacteopa / 00022’:;:;8”
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 chromatogram
of the standard solution.
CpepHas macca cogepXuMmoro nakeTuka / Average weight of sachet content:
20rx75% 198rig
(61 1,85rp802,15r/From 1.85gt0 2.15 g)
3&2?23%%%%#A00b' J 18/20 nakeTukos He Gonee 7,5 %; 2/20 nakeTukos He Gonee t 15 % or
CpeaHeil Macchl COAEPXMMOro NakeTuka / cooTteercTByeT /
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3UW / pH OF SUSPENSION Or258035/From25t03.5 3,2
NOTEPA B MACCE NMPU
BBICYLUMBAHWM / LOSS ON DRYING <10% 0=%
PA3MEP YACTHL| / PARTICLE SIZE ™ He AonxHo BeiTk YacTuy ¢ pasmepom Gonee 100 Mkm / No particies more <100 pm

than 100 um

OAHOPOAHOCTL OO3UPOBAHUA /
DOSAGE UNIFORMITY™"

MNapameTp npuemnemoctu 4na 10 eauhuy AO3NPOBaHMA <15,0;
lMapamerp npuemnemocTu Ana 30 8ANHUY A03IUPOBaHUA < 15,0 U HU oAHa n3
EAWHAL A03UpoBaHuA He meHee 0,75 M v He Gonee 1,25 M / Acceptance
parameter: for 10 dosage units AV s 15.0; for 30 dosage units AV s 15.0 and
none of dosage units not less than 0.75M and not more 1.25M

He ucnuiTaHo /
not tested

KONMWYECTBEHHOE

Ot 95,0 ao 105,0 mr/ nakeTuk / From 95,0 to 105,0 mg / sachet

96,8
Mmr/nakeTuk (mg/sachet)

ONPEAENEHME /
ASSAY

(95 %- 105 % ot 3anBneHHoro copepxanna) (95 % - 105 % of the labelled
claims)

(97%)

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

Via Grignano, 43 - 24041 Brembate (BG] - ltaly
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e, CEPTU®WKAT AHAJIM3A / CERTIFICATE OF ANALYSIS AR
Nutmeurints 1809001 1SO14001
Ceprugpurar N? / Certificate no. 202202164 CTp. 2/4
~ MAPAMETP/PARAMETER | TPEGOBAHVE/SPECIFICATIO ol Pﬁ%gﬁg’f’ L
wg;@gH“E NPUMECH /
oy g mpurty i i
Ot mpurtes $10% 00
MWKPOBUONOrMYECKAR

YUCTOTA / MICROBIOLOGIC PURITY

Kateropus 3 A / Category 3 A:

ObLwee konu4ecTBo a3pobHebIx BakTepuii
/ total aerobic bacteria

s10°KOE 8 11/ CFUR

<10 KOE® 1r/CFU/g

FpuGos Ha r unu mn / fungi

S10°KOE 8 11/ CFU/g

<10KOE e 1r/CFU/lg

E. coli otcytcayiot / Absence of E.coli

cooTseTcTByeT /
complies

cooTsercreyert / complies

Mo 2 r rpaHyn B TpexcriodHbli nakeTuk [Bymara/anioMuHUeBas
¢onera/nonuaruneH].
Mo 9 nakeTMKoB ¢ UHCTPYKUMENR NO NPUMEHEHMIO B KapTOHHOW navke /

Coorsetcreyer / Complies

FHIARDEA J FACKAGING 2 g of granules per a three layer sachels made of paper/aluminum
foil/polyethylene.
9 sachets along with the instruction on medical use per a carton box.
MAPKWUPOBKA / LABELLING B coorsetcraum ¢ HMl / In accordance with the ND Cootsetcreyer / Complies

*1) He TecTupyeTcA B NNAHOBOM NOPAAKE.

MokazaTenn «Paamep wvacTuy», «OAHOPOLHOCTL AO3UPOBAHWA® BKMIOYEHBI HO B cootBetcteum c TtpebosaHuamu, NpuHATLIMW B P K
CTEHAApTU3AUMM AAHHOW NEKapCTBEeHHOH opMbl. [laHHbie noOKa3aTenu MOryT OTCYTCTBOBaT B CepTudMkaTe aHanusa NPOU3BOAUTENS.
npOMBBOAHTBJ'Ib rapaHTUpyeT Ka4ecTso No AaHHbIM NOKa3aTensaMm.

*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,

B R

HA NAKETUKE HA PYCCKOM A3bLIKE YKA3bI

HAMMEHOBAHWE ®MUPMblI-
NPOU3BOAWTENSA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiin Pyac & dapmaceiotkans H.T.M. C.n.A., Utanus

Cooteercrayer / Complies

HAUMEHOBAHUWE ®UPMbI-
AUCTPUBBIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

bepnun-Xemn AT, Mepmanun

Cooteetcreyer / Complies

noroTun/LOGO N Lt s Cootsetcteyet / Complies
TOPrOBOE HAMMEHOBAHWE

MNPENAPATA® / TRADE NAME OF HAMECUN® Cooteetcrayet / Complies
PREPARATION®

MEXOYHAPOLHOE

HEMATEHTOBAHHOE

HAWMEHOBAHMUE / THE HUMECY N, Coorteetcrayet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rPaHyNbl ANA NPUrOTOBNEHWA CYCNEBH3WN ANA NPUEMa BHyTPb

Cootsetctayer / Complies

RO3WPOBKY / THE DOSAGE

100 mr

Cootserctayet / Complies

COAEPXAHWE AEUCTBYIOWENO

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

B 1 naketuke copepxutca 100 mr HUMECYNUAa

Cooteetcteyet / Complies

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

Via Grignano, 43 - 2404] Brembate (BG) - Italy
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PRIMARY PACKAGIHG OF THE DRUG PREP&RA‘I’!ON

cHPOTMBOBOCﬂAﬂMTEﬂbHOE.
OBE3BONMUBAIOLWEE CPEACTBO» /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

Mpotueosocnanutensxoe, obesbonusaiollee CPeACTBO

CooTseTcTeyeT / Complies

«COBNIOAATH NPUNOXEHHYO
WHCTPYKLIUIO MO NPUMEHEHUIO
NPENAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioaaTs NPUNOKEHHYI0 MHCTPYKLWIO N0 NPUMEHeHUo npenapara

CooteetcTeyet / Complies

«JIEKAPCTBEHHOE CPEACTBO
XPAHWUTbL B HEAOCTYNHOM ANA
OETEWA MECTE!» / «KEEP THE
PREPARATION QUT OF THE REACH
OF CHILDREN!»

NekapcTBeHHOE CPEACTBO XPaHUTE B HEAOCTYNHOM ANA Aerei mecre!

Cootsercreyer / Complies

Ne CEPWUW / BATCH NUMBER XYNNN 21747

OATA U3rOTOBN. / MFG DATE MM.YYYY 01.2022

rOAEH OO / BEST BEFORE MM.YYYY 01.2025
HEBUOWMbIU 3HAK 3ALLATBI / . ., .
INVISIBLE SIGNS umeeTcs or He umeertca / available or not available He umeeTcs / not available

BTQPK‘!HAFI YMKQBKA ! SE@@NMRY PACKAG{NG

HA KAPTOHHOW NMAYKE HA PYCCKOM A3bIKE YKA3bLIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

HAUMEHOBAHMWE ®WUPMbI-
MPOU3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiH dyac & dapmacsiotukans H.T.M. C.n.A., Uranua

Cooteetcreyet / Complies

HAMMEHOBAHUE ®UPMbI-
AVUCTPUBLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnun-Xemu Al, Mepmanun

CooteeTcteyeT / Complies

noroTun/LoGo

NA BERLIN CHEMIE
MENARINI

Cooteetcteyet / Complies

TOPIOBOE HAMMEHOBAHUE

NPEMNAPATA® / TRADE NAME OF HUMECUN® Cootsetcrayet / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMATEHTOBAHHOE

HAWMEHOBAHMWE / THE HUMeCYnua, Cootsertcteyer / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynel ANA NPUrOTOBNEHWA CYCNeH3NW ANA npuema BHyTPb

Cooteetcteyer / Complies

NO3UPOBKY / THE DOSAGE

100 mr

Cooteetcteyet / Complies

KONWYECTBO NAKETUKOB B
YNAKOBKE / NUMBER OF SACHETS IN
THE PACKAGING

9 nakeTukoB

CooteeTcreyer / Complies

COOEPXAHUWE OEUCTBYIOLEIO

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

B 1 naketuke coaepxutca 100 mr HUMecynuaa

Coorsercreyer / Complies

YCNOBWUA XPAHEHWUA / STORAGE
CONDITIONS

XpaHuTb npu TemMnepaTtype He Bbile 25 °C

Coorsercreyer / Complies

YCNOBUA OTNYCKA / DISCHARGE
CONDITIONS

Mo peuenTty

Cootsetcrayer / Complies

PErMCTPALIAOHHBIA HOMEP /
REGISTRATION NUMBER:

N NO11439/01

Cootsetcrayer / Complies

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

Via Grignano, 43 - 24041 Brembate (BG| - Italy
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BTOPUYHAR YNIAKOBKA / SECONDARY PACKAGING

«COBNKAATDL UMHCTPYKUMUIO NO
NPUMEHEHUWIO NPEMAPATA,
KOTOPAA HAXOOUTCH BHYTPU
YMNAKOBKHW » /

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

Co6i04aT MHETPYKUMIO NO NPUMEHEHWIO NPeNapaTa, KOTOPaR HAXOANTCA
BHYTPU ynakoBKU

Coorsetcrayer / Complies

«[NIEKAPCTBEHHOE CPEACTBO
XPAHWUTb B HEQOCTYNHOM ANA
OETEW MECTE!» / «KKEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

NexapcTsenHoe CpeaCcTBO XpaHUTL B HEAOCTYNHOM AN1A AETEil MecTe!

Cootsetctayer / Complies

«MPOTUBOBOCHNANUTENBHOE,
OBE3BONMUBAKLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpoTusosocnanutensHoe, o6esbonusaiowiee cpeacTeo

Coorsetcreyer / Complies

«COOEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

CoaepxaTt caxapoay

Cooteetcrayer / Complies

«[ANA NPUEMA BHYTPb» / «FOR ORAL

ADMINISTRATION» Ansa npuema BHYTpb Coorteetcreyet / Complies
Ne CEPWM / BATCH NUMBER XYNNN 21747

AATA U3rOTOBN. / MFG DATE MM YYYY 01 2022

FOAEH A0 / BEST BEFORE MM YYYY 01 2025

WTPUX-KON / BAR-CODE

NMEETCA Oor He umeeTca / available or not available

umeerca / available

HEBUAUMbLIN 3HAK 3ALLUUTHI /
INVISIBLE SIGNS

umeeTcn or He umeeTca / available or not available

umeertcs / available

NPOW3BOACTBEHHbLIW KOA /
PRODUCTION CODES

umeeTca or He umeetcs / available or not available

nmeercs / available

ITUKETKA KOHTPONA NEPBOIO
BCKPbITUA / FIRST OPENING
CONTROL LABEL

nMeeTcs or He UMeeTcA / available or not available

He umeeTca / not available

CPEACTBA WAEHTU®UWKALIMK
CUCTEMbI MOHUTOPUHIA
ABWXEHWUA NEKAPCTBEHHBIX
NPENAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF

UMEeTCA or He nmeercs / available or not available

umeeTtcs / available

A MEDICAL PRODUCTS
XPAHEHME / STORAGE XpaHuTb npu Temneparype He Bbilwe 25 °C / Store at a temperature not exceeding 25 ° C
CPOKIOAHOCTW / SHELF LIFE 3ropa/ 3 years

Bhlweyka3zaHHas cepus COOTBETCTBYET TPeGOBaHUAM HOPMATUBHOR AOKYMEHTALMM M pa3peleHa K BbInycky

YNONHOMOYEHHbIM NTULIOM.

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

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

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




