000 BepnnH-Xemn/A. MeHapmHn

MOATBEPKJTEHUE COOTBETCTBHUA

Ne TIC-22155
Toprosoe HaHMEHOBaHHE Humecwi®
Mex/1yHapoIHOE HenaTeHTOBaHHOE HAHMEHOBaHHE Humecynun
(TpynnMpOBOYHOE WINH XHMHYECKOE)
JlekapcTBeHHas popma rpaHy.ibl A5 IPHTOTOBJICHHA
CYCIIEH3HH A1 TIpHeEMa BHYTPb
Jo3upoBKa 100 mMr
dopma BeIITyCKa 2 r, naketuky (30 mr.) , nayka
KapTOHHas
Howmep cepuH (T1apTHH): 22155
O6beM ceprH(MapTHH) 6 264
JlaTa npoM3BOJCTBA 26.04.2022
I'oneH 1o 04.2025
HauMmeHOBaHHE H ajipec MPOU3BOAUTENA (C yKazaHHEM TTpoussoauTean-JIabopaTtopruoc
cTajuii MpOM3BO/ICTBA) Menapunu C.A.,Ucnanus (Alfons XII,
587 08918 Badalona, Spain)
Beinyckawiuui KOHTPOJIb
kauecrsa-JlabopaToproc MeHapHHH
C.A. Ucnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep u 1aTa perHcTpallHOHHOIO YI0CTOBEpPEHHA I1N011439/01 ot 18.08.2010 (naTa
3amensl PY 17.08.2020)
Homep u aTa HOpMaTHBHOH NOKYMEHTAILMH ITN011439/01-170820
HanmeHoBaHMe U azgpec aepiKaTens Jla6opatopus I'yuaorta C.LA.,
PErHCTPallHOHHOIO YIOCTOBEPEHHSA Wranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

HacTosimui J0KYMEHT MOATBEPKIALT:

-aHHBIH JIEKapCTBEHHBIH MpemapaT cooTBeTcTBYeT 61-®3 «OO6 0OpallleHHH JIEKapCTBEHHBIX
CPEACTB...»;

-cepHs JIEKApCTBEHHOTO IperapaTta COOTBETCTBYET TPEOOBAaHMSAM, YCTAHOBJEHHBIM MpH €ro
roCy/IapcTBEHHOH pErucTpaluu

="Cokonos B.Jl.  13.07.2022
(mara)

gl X _MsWapuHu”

KOpuan4ecknia aupec occuA, 123317, r. Mockea, MpecHeHckan HabepexHasn, A4. 10
MouTtoBbin agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HaGepexHas, A4. 10
TenedoHn: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificados de Sistemas de Gestion corresponden
a Laboratorios Menatini. 5.4

CEPTMOMKAT AHAJIN3A / CERTIFICATE OF ANALYSIS

Npoay«r / Product: HAMECWN® / NIMESIL® 30 nakeTukos / sachels
(Hamecynua, MpaHynkl Ans NPUroTOBNEHUA CyCNeH3nU Ana npuema BHyTpb, 100 Mr)
(Nunesuhde. SO Su pension | adnuni t ation. 100 mia
Koa npoaykra / Client ¢ cde: F136353
Ceptudmiar Ne "L rlivrage Mo 350430
Homep cepum vairs, ivi, 22165
OGwem cepun (KONM4ecTBO) / Uuauulv(n K3 6264
Dara naroroBnenus ! Aaputactor g doe: 26/04/2022
[lata ncreueHus cpoka rogHocTn /E | \ cate: 04/2025
[ara ananmsa ! [« ' Ci ¢ &iveisl 19/05/2022
NpouaBoauTenb ! " «ufi o v Na6oparopuoc Menapuuu C.A., Ucnanus
Laboralorios henarmu S A bt
HopmaTHBHaA AOKyMeHTaLus :
Nunber ¢l vald Nurmiative DuGument (e ) N NO011439/01-170820
OeicTByouee Bewecrso [ A Huuecynunl fimesulide .
MpoussoavuTens AeiicTeytowlero sewecrvea / Manufa~tv e of the pharma €  ca <i bstance (P}
Aarti Drugs Ltd., India

NAPAMETP / #ARAMETER TPEBOBAHUE %/ ¢ CFiCATION | PESYNBTATBI/ RES 1 Ve

CBeTrno-KenTbiil 38PHICTLINA
CReTno-KenThiiA 3ePHMCTLIA NOPOLLIOK C | MOPOLLICK C anenkCUHOBLIM
‘anensCUHOBLIM 3anaxoM. sanaxom. MonyueHHas
i poi s MonyveHHan cycneHaus Genoro nnn ©H3UA CBETNO-KENTOro
ONUCAHWUE I KAN F o ﬁ{.‘;“w
Cranular light-yellow powder with o Granuiar light- ;'efrow cowde
odgor. Resulted suspension ic o | with orange

SUSpHENSIon Is hahr veﬂo

B3MX: Bpems yaepKusaHus

OCHOBHOrMO NWUKa Ha Xpomarorpamme

WCNBITYEMOTO pacTeopa AOMKHO

COOTBETCTBOBaTb BpEMEHU

YAEpPXUBaHUA OCHOBHOrO NnuKa Ha

afoig iy el XpomaTorpamme cTaHaapTHOro CootseTtcrByeT (

NOANWHHOCTL (Dt V I v pAcTEOpa HUMECYNUAA

P € Frgleiitio s TE il PO B3R

iy the cltromatogran of the 1est
-olution shawa corespona witls that of
he- mam pE‘Bk i the rhfomamu [

BS)KX-JJMJJ (nuonuo-uarpmunbm
peTexTop): CnekTp OCHOBHOrO NKKa Ha
XpomaTorpamme UCnbiTyemoro
pacTeopa, Nony4yeHHbI ¢ NOMOLLbIO
AVOAHO-MaTPU4HO-TO JAETeKTopa,
DOMKeH COOTBETCTBOBaTb CNEKTPY
OCHOBHOFO NUKA Ha XpomMaTtorpamme CoorBeTcTByeT

NOANUHHOCTb i cran,qapmnro pacraopa
WD (D% 4
[
:,;55 "r'-qe?,,‘,"
W
Crp. / Page 1
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Los certificados de Sistemas de Gestion corresponden

Mpoaykr / Product :

HUMECUN® / NIMESIL®

Ceprudpukar Ne, - 350430
Homep cepum / Jo. & 22155
NAPANIETR | PaliasiETER TPEBOBAHME | e 1L ATion | PE3YNBTATBI / fiEsii
' 20r+£75%
| (o7 1,85rm02,15r) 20r

CPEOHAA MACCA 20G17.5¢ .

COAEPXUMOrO U OTKNOHEHUE | (From 1.85¢tc 2.7 y

OT CPEOHEN MACCbI

Eﬂ CONTENTS WEIGH 18/20 naketukos He Gonee + 7,5 %;
EATION Cf ; G 2/20 nakeTukoB He Gonee £ 15 % oT S

MASS Cpe/iHei MacCh! COAEPXUMOro faketika | COCTBETCTBYET Lo ri
15 ;}A !ro.m aveladge - of {i

NOTEPA B MACCE NPU He Gonee 1,0 % 0.3 %

BbICYLUMBAHWA /LOSS on DR« NG fvot more ‘nan 1.0 % 2

pH. ¢ Or25p035 Fome 1, 3,2
He aorkHo BbiTh YacTUy € paamepoMm

PA3MEP YACTULl - F -~ 1 LES. '/ m;oo MKM Ve part CootseTctayeT
Ot 85,0 no 105,0 Mr / nakeTuk

KOMMYECTBEHHOE OMPEAENEHUE | (35 % - 10 % or saranetiioro 100,4 mr/nakeTuk /

. AEpXKaHua) .

ASS Y : e (100 %)
“rom 95.0 to 10% 0 mi¢ / sachy
(895 % - 106 % of the '
JNioBan eguHnyHas npumecs —
He Bonee 0,5 %
Anv indiviaual 00 0,02 %

HOCTOPOHH"E NPUMECH ot more tan 0.5 i

iy e W G s
e e . 0,02 %
MNapameTp npuemnemocTu ans 10
eaAvHuY fgosupoBadua < 15,0;
MNapametp npuemnemoctu ans 30
eauHnyY aosnpoRaHus s 15,0 u HU oaHa
13 eguHUL JO3UpoBaHuA He meHee 0,75 MapameTp npuemnemocTn
M u He Gonee 1,25 M 16,1

OOHOPOOHOCTL [JO3MPOBAHWA Arbenia At

; L i < Cootsercreyer
i ¢ v S
)
L&)
Crp. / Page 2
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NMpoaykr / Product :
Cepruchukar Ne, - i I
Homep cepun ‘0. :

350430
22155

HUMECUN® / NIMESIL®

MAPAMETP /| FARAMETER

TPEGOBAHME | SFECIHFICATION

PE3YNbTATbI/ AL Ll |

O6LLiee konu4ecTso asapobHbix

lin

g cnange

Gakrepuii <103 KOE Br 1 ??5 ws
MUKPOBUONOTUYECKAR = 10" CFUM ol ;

- YHACTOTA IpnboB Ha r unu mn < 10‘ KOE®T 10KOE®BT
MICROBIOI OGIC PLIR T+ £ U< CFUAg flung Cluy
Kateropua 3A/ . J

E.coli orcyTereylor Coorsetcrayer
Ansenre Of E ot

Mo 2 r rpaHyn B TPEXCNOWMHBIA NaKeTHK
[Gymara/aniomuHuesan

coonbra/nonuaTuneH].

{To 30 nakeTUKoB C MHCTPYKUKEl no Cooreetcrayer

YnakoBka/F ' . NPUMEHEHNIO B KAPTOHHOM Nadke Lo e

? G O Qranuies per a ihree-layver pac: - ¢
# 1ot O PRt ,.-,.A',,;‘._:ig.,‘.
4 ,F\ W use .‘ ‘ s
B coorsetcreuun ¢ HAl , pasgen
i Ma Kt wa usu N£1 !
Mapkuposka/ Ab' L p pos RETS: 3 ¢°°T°°mye7

BhilweykasaHHas Cepus COOTBETCTBYET TpeBoBaHUAM HOPMaTUBHON AOKYMEHTaLMM 1 pa3peLueHa K
aunycxy yﬂOﬂHOMOHeHHHM nuyom.

LeryL normealive o
> J’G"_Avp
R0 ey

é} é

< S/
20/05/2022

Anpextop no kadectey
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