00O bepnnH-Xemn/A. MeHapumHn

INOATBEPKJIEHHUE COOTBETCTBUS

Ne TIC-18528
Toprosoe HanMeHOBaHHe [podaocuu®
MexayHapoiHOe HENaTCHTOBaHHOE HAUMEHOBaHHE Tamcynosun
(rpynmupoBoYHOE HIIH XMMHYECKOE)
JlekapcTBeHHas popma KaricyJibl KHIIEYHOPaCTBOPUMBIE C
IIPOJIOHTHPOBAHHBIM BBICBOOOXKIEHHEM
JlozupoBKa 0.4 mr
®opMa BeIllycKa 10 wt. , 6muctepst (10 wrt.) , mayku
KapTOHHBIE
Homep cepuu (maptuu): 18528
O6beM cepuu(napTn) 11 906
JlaTta mpousBoacTRa 12.2021
I'ogeH 1o 12.2024
HaumenoBanve W aapec mnpousBopurens (c MpoussoauTen-
yKasaHHEM CTaJHH ITPOHU3BOJICTRA) CuHnroH Hcnanus, C.JI., Ucnanus
(C/Castello Nel, Pol. Las Salinas, Sant
Boi de Llobregat,08830 Barcelona, Spain
Beinyckaronuii KOHTPoJIbL Ka4ecTsa -
Menapunn-®on XenaeH
I'm6X,"epmanus(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Homep u nara perucTpaliHOHHOTO YIOCTOBEpEHHS JII1-000832 ot 10.10.2011
Jara 3amens1 17.11.2021
Homep u nata HOpMaTUBHOM JOKYMEHTAIHH JIT1-000832-190320, nzm.Nel
HauMeHoBanue U azpec Jepxarens |  MenapuHu MHTepHs1mHA Onepeiinias
PErHCTPALIHOHHOTO YAOCTOBEPEHHA JrokcemGypr C.A., JIrokcemOypr (1,
Avenue de la Gare, L-1611,Luxembourg)

Hacrogmuii 10KyMEHT NOATBEPKIAET:

-IaHHbIH JICKapCTBEHHBIH IpenapaT cooTBeTcTByeT 61-P3 «OO6 obpalieHHH JieKapcTBEHHBIX
CPEJICTB...»,

-Cepus JIeKapCTBEHHOIO Mpenapara COOTBETCTBYET TpeOOBaHHAM, YCTAHOBJICHHBIM IPH €ro
roCyJ1apCTBEHHOH perucTpaniu

W ANEY

-
- “_/ )
apuHny __— = Cokono B.Jl.  05.12.2022
P M N i
(moznuck) (mata)

A.MeHapuHH»

000 “bepnuH-XeMmu/A. MeHapuHu”

HOpuauyeckuia agpec: Poccun, 123317, r. Mocksa, MpecHeHckas HaGepexHas, 4. 10
Mo4Toseii agpec: Poccus, 123317, r. Mocksea, MNpecHeHckan HabepexHan, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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MENARINI
von Heyden

Mpodnocux®, Kancyns! kuweyHopacTBOpMMEIe C NPONIOHIMPOBaHHBLIM

BbicBOGOXAEeHWEM, 0,4 Mr

Ne cepuum.: 18528

[arta narotoBneHus: 1212021

CpOK ronHocTH: 12/2024

Ne cepTudukara: 143921; 30000218637
[ata aHanuza: 27.07.2022

Homep npopykra: 01401431

o6bemM cepumn (KONMYECTBO YNaKOBOK): 11906

[elicTByollee BelleCTBO:
MpoussoanTent AeicTeytouero sewecTsa: CUHTOH C.p.0., Yexus

TamcynoauHa ruapoxnopug

MNokaszatenu En. Cneundbmkauus Pesynstar
OnucaHue HenpoapauHble XenaTuHOBbIe Kancynb HenpoapauHbie KenaTHHOBLIE Kancyrb!
Ne 2 ¢ Kopnycom CBETNO-0pPaHXeBoro N2 2 ¢ kopnycoMm CBEeTNo-0paHXeBoro
LiBETa W KPLILUEYKOW Cepo-38NeHOro LiBETa ¥ KPbiLLEYKOW Cepo-3eneHoro
usera. ysera.
Copepxumoe kancyn: nennetel o1 6enoro  Coaepkumoe Kancyn. nennetsi ot
Ao noutk 6enoro useta. nouTu Genoro useta.
MoanMHHOCTE Bpems yAepx1BaHUs OCHOBHOrO nuka Ha  CooteeTcTeyeT
XpomarorpaMme UCnLITYemoro pacrsopa
JIOIHKHO COOTBETCTBOBATL BPEMEH
yAEPXMBaHWUA OCHOBHOIO NUKa Ha
XpomaTorpamme CTaHAapTHOro pacteopa
TamcynoauHa.
OaHopoaHOCTE Macchl mr CpeaHas mMacca cofepxumoro kancynsi:  119.4
120 mr+ 10 %
18/20 £ 10 %, 2120+ 20 % CooreetcrByeT
MoTeps B Macce nNpu % He Gonee 8,0 % 32
BbICYLUMBAHUM
PacrsopeHve " % WckyccTBeHHBIM xenyaouHsii cok, pH 1,2:  make: 2
- He Bonee 10 % vepes 24 CooreeTcTByeT
% docdarHein Bydep, pH 6,8: 29; 29; 27; 30; 28, 28
- 20-40 % yepes 30 muH
% - 45-65 % 4epes 90 mMuH 50; 57; 56; 52, 54, 51
% - He meHee 80 % (Q) vepes 360 MuH 87; 90; 86; 93, 88, 89
MocTopoHHUE NpUMECH
[1e33TOKCUTaMCYIOo3uH % He Gonee 0,2 % <0.1
(Y#043)
nwban efuHUYHaA % He Gonee 0,2 % <0.1
HeungeHTuduLMpoBaHHas
npumech
cyMma % He Gonee 0,3 % < 0.1
HenaeHTUUUMPOBaHHbIX
npumecen
He Gonee 0,5 % <0.1

cymma BCex npuMecen

%

Menarini - Von Hevden GmbI - Sitz Dresden « Amisgericht Dresden HRB 24395«
Geschiiltsfihrer: Dr, Franseseo Nuzzolo, Dr, Pasquale Scordine. Piero Batacehi
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NMpodnocun®, Kancynsbl kMwe4yHoOpacTBOPUMbIE C MPONIOHIMPOBaHHbIM
BbicBOGOXAEHWeMm, 0,4 mr

N2 cepum.: 18528

HaTta usroroBneHusn: 12/2021

CpokK roaHocTH: 12/2024

Ne ceptudmkara: 143921; 30000218637

[ata aHanu3a: 27.07.2022

Homep npoaykra: 01401431

ob6bem cepuu (KONUYECTBO YNaKOBOK): 11906

OelicTByouee BEWECTBO: TamcynoanHa rugpoxnopua
MpoussoauTens AeicTeylowero sewecrsa: CUHTOH c.p.o., Yexus

MNokasarenu En. Cneundmkauyus Peaynkrar
OaHopoaHOCTL AO3IUPOBAHUS MapameTtp npuemnemoctk ans 10 eguHny 6.4

[o3upoBaHuA s 15,0; napameTp
npuemnemocty aAns 30 eanHUL
fAoauposanua 15,0 1 HY oaHa U3 eanHALY
A03npoBaHus He meHee 0,75M u He Gonee
1,25M

KonuuecTeeHHOe onpeaeneHue Mr OT1 0,38 no 0,42 Mr tamcynosuHa 0.38
rmapoxnopuaa B kancyne
(95,0 — 105,0 % ot 3asBneHHoro

coAepKaHusA)
MukpoBuonoruydeckas yucroTa
TAMC (O6uyee 4mcno aapobHbIx KOEB1r He6onee 10° <10
MWKPOOPraH13MoR)
TYMC (O6wee umcno gpoxokessix KOEB 1r He Gonee 102 <10
v nnecHeeblx rpubos)
Escherichia coli OtcytctBue B 11 CooteercryeT
YnakoBka Mo 10 kancyn B 6nuctep U3 CooTtsetcTByeT
MBX/M3AMBAX/dbonkr anioMMH1eBon.
Mo 10 6nuctep(oB) ¢ MHCTPYKUMEH No
MeAVLIMHCKOMY NPUMEHEHUIO Npenapara B
KapTOHHOW nauke.
Mapkuposka 1. MepBu4Has ynakoeka NeKapcTBEHHOrO
npenapara.Ha 6nucrepe Ha pycckoM A3blke
yKasblBaioT:
TOproBoe HauMmeHoBaHwWe npenapara ¢ MpognocuH®
rpesynpeauTensHON MapkupoBkoi «®»
MeXayHapoAHOE HenaTeHToBaHHoe TamcynosuH
HaumeHoBaHue
HO3UPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha natuHuue) CHEMIE/MENARINI
HOMEp cepuu 18528
rogeH Ao 12/2024
HeBuauMbIi 3HaK 3aWLIMTBI uMeeTcs

AMenaring - Von Hevden GmbH » Siz Dresden « Amtsgericht Dresden HREB 24205
Geschiltslihrer: 1. Francesea Nuzzolo. Dr. Pasquale Scordimo. Piero Batacchi
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MENARINI
von Heyden

Npodnocun®, Kancynbl kMweyHopacTBOPUMbIE € MPONOHIMPOBaHHLIM BLICBOGOXAEHUEM,

0,4 mr

Ne cepuu.:

[ara u3rotoBneHus:

CpOK ropHOCTH:

Ne cepTudukara:

[ara aHanu3a:

Homep npopykra:

o6bem cepum (KONUUECTBO YNAKOBOK):
OelcTBylollee BewecTBO:

18528

12/2021

12/2024

143921; 30000218637
27.07.2022

01401431

11906

TamcynosuHa ruapoxnopua

MpouszsoguTens AencTeyoLero BewecTsa: CUHTOH c.p.o., Hexus

Mokasarenu En. Crneundukaums Pesynurar
2. BropuyHas ynakoeka. Ha kapToHHOi
nayke Ha PyccKOM A3bIKE YKa3bIBaIoT:
TOproeoe HaumeHoBaHWe npenaparta ¢ MpodnocuH®
npeaynpeanTENLHON MapkUpOBKOW «®»,
MEXayHapoAHOe HenaTeHToBaHHoe TamcynoauH
HauMeHoBaHue
OO3UPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha natvHuue) CHEMIE/MENARINI

HauMeHoBaH1e OUpPMbI-NPOUSBOAUTENS,
cTpaHy

HaumeHoBaHue thupmel-aucTpubeioTopa,
CTpaHy

HauMeHoBaHWe UpMbI, OCYLLECTBNRIOWEN
BbINYCKALLMIA KOHTPONb Kaye-cTea
npenapara, cTpaHy

nexapcTBeHHyIo hopmy

KONMYECTBO Kancyn B ynakoBke
YCIOBUSI XPaHEHNS

«Cobnioaare MHCTPYKUWIO MO NPUMEHEHNIO
npenapara, KoTopas HaxoAWTCA BHYTPU
YNakoBKu»,

«XpaHuTb B HEAOCTYMHOM ANR AeTen
mecrel»

coaepxaHue aedcTeyiollero seulecTsa B 1
Kancyne

«[lns npuema BHyTpb»

YCNOBUA OTNYCKa

CuHTOH Wcnanus, C.J1.,
Wecnanun

Bepnun-Xemu AT,
MepmaHus

MeHapuHu — ®oH XengeH
m6X, MepmaHus

Kancyn
KMLLEYHOPACTBOPUMBIX

C NPONOHIMPOBaHHBLIM
BbicBoBOXAEHNEM

100

XpaHuTb npu
Temnepatype He Bbiwe 25
°C

Cobniogate MHCTPYKUMIO
no NPUMEHEHUIO
npenapara, koTopas
HaxoAWTCA BHYTPH
YNaKoBKM

XpaHuTb B HEAOCTYNHOM
ana perein mecrel

0,4 mr

Ona npuema BHYTPb
Mo peuenty

Menarini - Von Heyden GmbII = Sitz Dresden « Anusgericht Dresden THREB 24295 «
Gieschiltstiihrer: Dr. Francesco Nuzzolo, Dr. Pasquale Scordine, Piero Batacehi
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Mpodnocun® Kancynei kHULIeYHOPacTBOPUMEIE C NPOSIOHIMPOBaHHbLIM BbICBOGOXACHUEM,
0,4 mr

Ne cepum.: 18528
Harta usroroBnexnus: 12/2021
Cpok rogHocTH: 12/2024
Ne cepTucpmkara: 143921; 30000218637
[ara ananu3a: 27.07.2022
Homep npoayxkra: 01401431
obbem cepuu (KonuyecTeo ynakoBok): 11906
HeicTBylOWee BewecTBO: TamcynosuHa ruapoxnopug
MpoussoauTens AeAcTByOWero Bewecrea: CUHTOH C.p.0., Yexus
Mokasarenu En. Cneundukaums Peaynurar
HOMEp cepuu 18528
AaTy U3roTOBNEHMs 12/2021
rogeH Ao 1212024
PEervcTpaUnoHHbLId Homep Nrn-000832
«Alns nevexus AobpokayecTseHHOM  «[lnNs neveHus
rMnepnnasmm npeacTaTenbHoNn wenesbl foBpokavecTeeHHoR
(neveHne an3ypudeCKUX paccTpoicTe)» runepnnasuu
npeacrarenbHon
xeneasl (neveHne
AN3ypUYECKMX
paccTpoicTs)»
LUTPUX-KOZ, uMeercs
Hesugumeii aHak 3awmTs nmeeTtca
XpaHeHue lNpu TemnepaType He Bbiwe 25 °C
Cpok rogHocTH 3ropa

HopmaTtusHas aokymeHTauus: I1M-000832-1 90320, nam. N2 1 ot 26.07.2021

MpoAYyKT M3roToBNeH M UCNLITaH B COOTBETCTBUM C TpeGoBanuamu GMP. Cepus no Bcem
NapameTpam COOTBETCTBYeT TpeGoBaHMAM crnieundukauum u 6bina BoinyuweHa

YNOMHOMOYeHHLIM NULIOM.
MENARING -\ '
RINI : Von Heyden GmbH
Lelpziger Str. 7-13
1097 Dre

estien Npesnen, 14.10.2022

Or. Udo Rettkowski ’/?W

Qualified Person

MeHapuHu — ®oH Xengen Mb6X
YnonHomoueHHoe nuuo

Menarini - Von Heyden GmblH » Sitz Dresden « Amtsgericht Dresden HRE 24205 «
Geschalistihrer: Dr. Francesco Nuzzola, Dr. Pasquale Scordine, Piero Batacehi
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