000 BepnnH-Xemn/A. MeHapHHH

NOJATBEPKJIEHHUE COOTBETCTBUSA

Ne I1C-18513
ToproBoe HAUMEHOBaHHE [TpotnocuH® ]
MesK1yHapoIHOE HEeTIaTeHTOBAHHOE HaMMEHOBAHHUE TaMmcyI03HH
(rpynmHpoBOYHOE WIIH XMMHYECKOE)
JlekapcTBeHHas popMa KarcyJibl KHIIEYHOPAaCTBOPUMBIC
POJIOHTHPOBaHHOIO JeHCTBHUS
Jlo3upoBKa 0.4 mMr
dopma BbITYCKa 10 mwr. , 6mucrepst (10 WT.) , MAUKA
KapTOHHBIE
Homep cepiH (TapTHH): 18513
O6beM ceprn(apTHH) 12 806
JlaTa IpoOM3BOJICTBA 01.03.2021
T'ogeH 10 01.03.2024
HapMeHoBaHME M apec  NPOHU3BOTHTENA (c Ipou3BOaAHTEIb-
yKa3aHUeM CTalHi IPOM3BO/ICTBA) Cunron Ucnanus, C.JI., Mcnanus
(C/Castello Nel, Pol. Las Salinas, Sant
Boi de Llobregat,08830 Barcelona, Spain
BuInycKAIOIIHI KOHTPOJIb Ka4ecTsa -
Menapunu-®Pon Xeinexn
'm6X,Tepmanus(Leipziger Strasse 7-1 3,
01097 Dresden, Germany)
Homep 1 faTa perucTpalMoHHOTO y0CTOBEPEHUA JIT1-000832 ot 10.10.2011
Jlata 3aMCHBbI 19.03.2020
Howmep M nata HOpPMATHBHOH HOKYMEHTAlNHU JIT1-000832-190320
HaumeHOBaHHE U azpec JepKaTeNst 3aKphITOE aKLIHOHEPHOE o01ecTBO
PETHCTPALIMOHHOTO Y/IOCTOBEPEHHA "BEPJIMH-®APMA" (3A0 "BEPJIMH-
®APMA")
(248926,r.Kanyra, 2-# ABTOMOOHIIBHBIN
| npoesf, A.5)

Hacrosimuaii JOKYMeHT NOATBEPKAAET:

-JAHHBII JEKapCTBEHHBIH npenapat cootBeTcTBYeT 61-®3 «O6 oOpaleHHH JIeKapCTBEHHBIX

CpPEICTB. .. »;
-cepHs JICKapCTBEHHOTo Mpenapara COOTBETCTBYET TpPEGOBAHUAM, YCTAaHOBICHHBIM IpH €ro
roCy/1apCTBEHHOH PETHCTpaLlH

A //’)
iy __~—== Coxonos B.Jl.  10.12.202]
(TIOATIHCE) (mata)

000 “BepnuH-XeMwu/A. MeHapWHH"

FOpuanyecknia anpec: Poccus, 123317, r. Mockaa, MNpecHeHckas HabGepexHas, A. 10
MouToBbiA anpec: PoccuA, 123317, r. Mockea, lNpecHeHckan HabepexHasn, a. 10
Tenedon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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CepTudchukar aHanu3a

ﬂpo¢nocnn°, Kancynb! Kule4YHopacTBOpUMBIE C NPONOHrMPpOBaHHbIM
BbicBOGOXAEeHueM, 0,4 Mr

Ne cepum.: 18513

[ata usrorosnexHus: 03/2021

Cpok rogHoCTH: 03/2024

Ne ceptudmkara: 137930; 30000209246

[ara aHanuaa: 09.06.2021

Homep npopykra: 01401431

o6bem cepum (KONMYECTBO YNaKOBOK): 12806

HedicTByowee BelwecTeo: Tamcynosuxa ruapoxnopug

Mpouzsoautens AeiicTeyowero Bewecrsa: CUHTOH c.p.o., Yexus

MNMokasarenu En. Cneuudukauun Pesynbrar

Onucanue HenpoapayHble enaTvHoBbIE Kancynsl HenpospayHble XenaTuHOBbLIE Kancynbi
Ne 2 ¢ kopnycom CBeTNO-0paHXeBoro Ne 2 ¢ kopnycom CBeTno-opaHXesoro
LBETa 1 KPLILIEYKON Cepo-3eneHoro LiBETa W KPbILLEYKOW Cepo-3eNneHoro
useta, usera.
Coaepxumoe Kkancyn: nennetsl oT 6enoro  CoaepXuUMoe Kancyn: nenneTbi ot
Ao noyty 6enoro yserta. no4tu Genoro ugerta,

MoanuHHOCTL Bpemsa yaepxveaHua ocHoBHoro nuka Ha  CooTeeTcTeyer

XpoMaTorpaMMe MCTbITYeMoro pacTsopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPKUBAHWUS OCHOBHOTO NUKA Ha
XpomaTorpamme CTaH4apTHOrO pacrsopa

TamcynosuHa.
OnHopogHocTs Macchl mr CpepHsn Macca cogepkumoro kancyne::  119.6
120 mMr+10 %
18/20 £ 10 %, 2/20 + 20 % CootBeTtcrByeT
Motepsa B Macce npu % He Gonee 8,0 % 3.2
BbICYLUMBAHUK
PacTteopeHue % MckycecTBeHHbIN xenyaouHbii cok, pH 1,2 make: 1
- He Gonee 10 % yepe3 2 4 CootseTcTayer
% ®ocdartHelii Gydep, pH 6,8: 27, 27, 28, 26, 29; 26
- 20-40 % vepes 30 MuH
% - 45-65 % uepea 90 MuH 53; 51; 53; 51; 56, 50
% - He meHee 80 % (Q) yepes 360 MuH 99, 94, 99, 99; 100; 97
MocTopoHHUe npumecu
AE33TOKCUTaMCYNO3nH % He Gonee 0,2 % <0.1
(Y#043)
niobas eguHnYHan % He Bonee 0,2 % <0.1
HeuaeHTUUUMpOBaHHaRA
npumechb
cymma % He Gonee 0,3 % <0.1
HeuaeHTUULMPOBAHHLIX
npumecen
CyMMa BCEX npumecen % He Gonee 0,5 % <0.1

Menrarini = Voo Hexden Gmblh« Sz Dresden « Anaisgeneiit Diesden THRE 24295 «
Grescluafistubrer: D, Franceseo Wuzzolo, De Pasguade Seordinoe, Prero Batacchi
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Npocnocun®, Kancynbl KMWeYHOPaCTBOPMMBIE C NPONIOHIUPOBaHHLIM
BbicBObOXAeHUEM, 0,4 Mr

Ne cepum.: 18513

Hara U3rotoBneHua: 03/2021

CpoK rogHoCTHK: 03/2024

Ne ceprucpukara: 137930; 30000209246

Jara aHanu3a: 09.06.2021

Homep npopykra: 01401431

o6bLem cepum (KONMYECTBO YNaKOBOK): 12806

DewcTayouiee BELWECTBO! TamcynosvHa ruapoxnopug
Mpou3soauTenb AeNcTBYOWero BewecTsa: CUHTOH C.p.o., Hexus

Mokazarenun En. Cneuudukauma Peaynbkrar
OpHOpoAHOCTh A03MPOBaHUA MNapameTp npuemnemocty ana 10 eaunny - 8.0

Apo3uvposanuA s 15,0; napameTp
npuemnemoctu ana 30 eguHny
posuvposanus $15,0 1 HY oaHa U3 eguHALY
poauposaHus He meHee 0,75M u He Gonee
1,25M

Konu4ecTBeHHOE onpeaenexue MF Ot 0,38 no 0,42 Mr TamcynosuHa 0.40
ruapoxnopuaa B kancyne
(95,0 — 105,0 % oT 3asABNEeHHOro

cofepxaHus)
MukpoBuonoriuyeckas yMcToTa
TAMC (OBLwee uncno aspobHbix KOEs1r He6Gonee 10° <10
MWKPOOPraHU3MOoB)
TYMC (O6wee uncnio gpoxokeseix KOEB 1r He Bonee 10* <10
1 nnecHeebIx rpnbos)
Escherichia coli OtcyTtcreue B 11 CooteetctayeT
YnakoBka Mo 10 kancyn 8 6nuctep n3 CooreeTcreyeT

NBX/N3/MNBAX/donbrn anioMUHUEBOH.
Mo 10 BnucTep(oB) c MHCTPYKUWEN NO
MeaMLIMHCKOMY NPUMEHEHUIO Npenapara B
KapTOHHOW nadke.

MapkupoBka 1. MepBu4Han ynakoska NekapcTBEHHOro
npenapara.Ha 6nucrepe Ha pycckoM A3bike
yKkasblBaioT:
TOproBoe HaMMeHosaHWe npenapara ¢ MpodnocuH®
npeaynpeanTenbHON MapKUPOBKOA «®»
MeXayHapogHoe HenaTeHToBaHHoe TamcynoauH
HauMeHoBaHue
A03MPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuLe) CHEMIE/MENARINI
HOMep cepun 18513
rogeH fo 03/2024
HesuaumbliA 3HaK 3aWUThI uMeeTcH

Vienarini - Von Hevden GmbH « Sitz Dresden » Amtsgericht Diesden HHRE 24295 »
Gieschilistuhrer: De, Franeesea Nuzzolo, D Pasquale Scordino, Prero Bataeeh
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Mpodnocuu®, Kancynbl kniwe4HOpacTBOPUMBIE C NPONOHIMPOBAHHLIM BLICBOGOXAEHNEM,

0,4 mr

Ne cepuu.:

HaTa usroroBneHun:
Cpok roaHocTH:

Ne ceptuchukara:
[ara aHanu3aa:
Homep npopykra:

obbem cepuM (KONMUYECTBO YNaKOBOK):

[JeicTBylolee BelWeCTBO:

18513

03/2021

03/2024

137930; 30000209246
09.06.2021

01401431

12806

TamcynosvHa ruapoxnopua

MNpoussoauTens AeHcTBYOWeEro Belectsa: CUHTOH C.p.o., Yexus

Mokazarenu En. Cneuudukaums PesynbTar
2. BropuuyHas ynakoBka. Ha kapToHHO#
favyke Ha pyCCKOM A3biKe yKasblBaioT:
TOproBoe HauMeHoBaHue npenaparta ¢ MpodgnocuH®
npeaynpeanTenbHoi MapknpoBkon «®y,
MeXOyHapoaHOoe HenaTeHToBaHHoe TamcynoauH
HaWMeHoBaHue
AO3UPOBKY 0.4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
CHEMIE/MENARINI

(Ha natuHuLe)

HauMeHoBaHWe PUPMbI-NPOU3BOAUTENS,
CTpaHy

HauMeHoBaHue upMel-aucTpubbioTopa,
CTpaHy

HavMmeHoBaHWe hUpMBI, OCyLLIECTBRRIOWER
BbINYCKAIOLWMWA KOHTPOMNb Kadye-cTea
npenapara, cTpaHy

nNexapcTBeHHY hopmy

KONMYECTBO Kancyn B ynakoske
YCIOBUA XpaHeHUA

«Cobnoaarte MHCTPYKUMWIO N0 NPUMEHEHUID
npenapara, KoTopas HaxoauTcs BHYTPU
YNaKoBKu»,

«XpaHUTb B HEAOCTYNHOM Ans AeTei
mectel»

cofepxaHue AeiicTeyollero sewjectsa B 1
Kancyne

«na npueMa BHYTpL»

yCnoBuWA OTnycka

CuHToH WUcnanus, C.1.,
Wcnanua

Bepnunk-Xemu AT,
MepmaHus

MeHapuHu — ®oH XelaeH
mM6X, MNepmanna

Kancyn
KWLLEYHOPACTBOPUMBIX
C NPONOHMMPOBAHHLIM
BbiCBOGOXAEHMEM

100
XpaHuTb npu
Temneparype He Bbille 25
.

C

CobnioaaTtb UHCTPYKUMIO
No NPUMEHEHWNIO
npenapara, koTopas
HaXOAWUTCH BHYTPU
YNaKoBKW

XpaHuTb B HEAOCTYNHOM
AnA petei mecre!

0,4 mr

[Ans npuema BHYTpPb
Mo peuenty

Menarind - Von Hevden Gmbil « Sz Dresden < ntsgericht Deesden TR 24295
Cieschalisluhrer: Dr Franceseo Nuzzolo, D, Pasquale Scordine, Prero Binacchi
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Mpodnocun®, Kancynel kuiie4YHopacTBOpUMbIE C NMPONOHIMPOBaHHLIM BLICBOGOXKAEHHUEM,
0,4 mr

Ne cepum.: 18513
[ata nsroroBneHus: 03/2021
CpoOK rogHOCTH: 03/2024
Ne cepTudukara: 137930; 30000209246
Dara aHanusa: 09.06.2021
Homep npoaykra: 01401431
obbemM cepuu (KONUYECTBO YNAKOBOK): 12806
OewcTayloulee BeWECTBO: TamcynoanHa ruapoxnopua
MNpousBoauTens AeicTByOWero BewecTsa: CHMHTOH C.p.o., Yexus
MNokasarenun En. Cneuundukauun PesynuTar
HOMep cepun 18513
[AarTy U3roToBneHus 03/2021
roAeH Ao 03/2024
perucTpaunoHHsklii Homep JIN-000832
«ns neJveHus pobpokayecTeeHHOW «[lNA neveHus
runepnnasuu npe.chaTeanoﬁ xeneabl Aoﬁpoxaqec'raeHHoﬁ
(neuyeHWe ou3ypuU4ecKUx paccTponCTB)» runepnnasuu
npeacraTensHon
Kenesbl (NeyeHuwe
AN3ypuyeckux
paccTpoicTB)»
LUTPUX-KOA umeerTcs
HeBWauMbIiA 3HaK 3aLLuThI umeertcs
XpaHeHue Mpu Temnepartype He Boiwe 25 °C
Cpok rogHocTH 3 rona

HopmatuBHaa aokymeHTauma: J1M-000832-190320

MpoAyKT M3roTOBMNEH M UCNbITaH B COOTBETCTBUM ¢ TpeGoBanuamu GMP. Cepus no Bcem
napameTpaM COOTBeTCTBYeT TpeboBaHuAM cneundukaumum u Obina BhinyleHa
YNONHOMOY€EHHbLIM NIULIOM.

MENARINI - Von Heyden GmbH

MeHapunu — ®oH XenaeH M'MoX Leipziger Str. 7-13
¥ TIRITHEMONS HHON SO 01097 Dresden

il

Ope3nen, 28.09.2021

Menariod - Voo Neyden GuabH + Sz Diesden » Aniszericht Dresden (1213 24295 -
Gieseliiltsiuheer D Franceses Nuzzolo, Dr. Pasquale Scordino. Piero Bataceli
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