000 bepnnr-Xemu/A. MeHapmHm

HOATBEPKJIEHHUE COOTBETCTBHA

Ne [IC-18518
Toprosoe HauMeHOBaHKE [Ipodnocua®
MexayHapoHOE HENaTEHTOBaHHOE HAUMEHOBAHHE Tamcyno3un
(TpYNIIHPOBOYHOE HIIH XHMHYECKOE)
JlekapcTBeHHas dopmMa KaICyJibl KMIIIEYHOPAaCTBOPHUMEIE
NPOJIOHTHPOBAHHOT' O IEHCTBHA
Jlo3npoBKa 0.4 mr
@®opma BeITyCKa 10 mt. , 6aucreps! (10 wT.) , mauku
KapTOHHBIE
Howmep cepuu (maptun): 18518
O6BeM ceprH(TIapTHH) 23 004
JlaTa npou3BO/CTBa 01.05.2021
I'oxeH no 01.05.2024
HaumeHoBane © ajapec npousBogurens (c Ipou3BoauTe/n-
yKa3aHHEM CTaJHi [IPOMU3BOICTEA) Cunron Hcnanus, C.JI., Ucnanus
(C/Castello Nel, Pol. Las Salinas, Sant
Boi de Llobregat,08830 Barcelona, Spain
Breimyckaomui KOHTPOIL KA4€CTBA -
Menapunu-®on Xeinen
I'm6X,["epmanus(Leipziger Strasse 7-13,
01097 Dresden, Germany)
HoMep u nata perucTpallHOHHOTO yOCTOBEPEHHS JIT1-000832 ot 10.10.2011
Jara 3amensl 19.03.2020
HoMep  ata HOpMAaTHBHOM JOKYMEHTAIHH JII1-000832-190320
HanmeHoBaHMe " ajipec JepKaTens 3akphITOE aKIMOHEPHOEe 0011IECTBO
PEericTPalHOHHOTO YIOCTOBEPEHHUA "BEPJINH-®APMA" (3A0 "BEPJIMH-
®APMA")
(248926,r.Kanyra, 2-if ABTOMOOHIBHBIH
npoes, 1.5)

Hacrosimuii 10KyMeHT MoaATBepPKAAET:

-J@HHBIH JIEKapCTBEHHBIM TpemapaT cooTBeTcTBYeT 61-®3 «O6 obpallleHHH JIeKapCTBEHHBIX
CPEACTB...»;

-CepHsl JIEKapCTBEHHOIO IpenapaTa COOTBETCTBYeT TPeOOBAaHHMSAM, YCTAHOBICHHBIM IPH €ro
rocy/lapCTBEHHOH periucrpanuu

000 5 y __£—=="CokonosB.J,  18.03.2022

(nmoanucs) (nara)
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000 “BepnuH-XeMmn/A. MeHapuHK”

Opuaunyeckunia agpec: Poceusn, 123317, . Mockea, MpecHeHckan HabepexHasn, 4. 10
MouTosbid agpec: Poccusn, 123317, . Mocksa, MNMpecHeHckan HabepexHasn, . 10
Tenedpon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Cepruchukar aHanusa

Mpodnocun®, Kancynb! Kuwe4HOPaCcTBOPUMbIE C NPONOHIMPOBaHHbLIM
BbicBOGOXAEeHUEM, 0,4 Mr

Ne cepuu.: 18518

[ara nsroroBneHus: 05/2021

CpokK rogHoCTH: 05/2024

Ne cepTucdukara: 140012; 30000210296

[ara aHanusa: 05.10.2021

Homep npoaykra: 01401431

obbem cepuM (KONUYeCTBO YNaKOBOK): 23004

HeficTByIOllee BelleCTBO! TamcynosuHa ruapoxnopua

MpoussoauTens geicTeyouero Beuwectsa: CUHTOH €.p.o., Yexus

Mokasarenu En. Cneuucdukauus PesyneTar

Onucaxve HenpospayHble XenaTtMHosble kancynsbl HenpoapauHble XenaTMHoBble Kancynbl
Ne 2 ¢ kopnycom CBeTNo-OpaHXXesoro Ne 2 ¢ KopnycoM CBeTNo-opaHXesoro
LBeTa U KpbILLEYKON Cepo-3eneHoro LBETA U KPLILLUEYKO Cepo-3eneHoro
usera. useTa.
COABP)KHMOB Kancyn. nennetbl OoT 6enoro COAEP)KHMOE Kancyn: nennetbl OT
o noyrtu 6enoro uBeTa. noutu Genoro ugeTta.

MoanuHHOCTL Bpems yaepKuBaHus ocHoBHoro nuka Ha  CooTteertcreyer

XpomaTarpamme UcnbITyemMoro pactesopa
AOIKHO COOTBETCTBOBATL BPEMEHM
yAepXuUBaHUS OCHOBHOIO NUKa Ha
XpomaTtorpaMmMe CTaHAapTHOro pacTeopa

TamcynosuHa.
OAHOPOAHOCTE MAcChi mr CpeaHsia macca cogepxumMoro kancynsl:  119.1
120 mr + 10 %
18/20 £ 10 %, 2/20 £ 20 % CooTteeTcTByeT
MoTteps B Macce npu % He Gonee 8,0 % 3.6
BbICYLLMBaHUW
Pacraopexue % WckyceTBeHHbIV HenyaouHsIn cok, pH 1,2:  makc: 3
- He Bonee 10 % yepea 2 v CooteetcryeT
% $octhartHei Bycep, pH 6,8: 26; 28; 30, 32; 33; 34
- 20-40 % yepe3 30 MUH
% - 45-65 % yepes 90 MUH 50; 53; 55; 59; 60; 63
% - He meHee 80 % (Q) yepe3 360 MuH 92; 95; 91; 96; 96; 98
MocTopoxHue npumecn
[e33TOKCUTAMCYNO3UH % He Gonee 0,2 % <0.1
(Y#043)
nioban egnHYHaN % He Gonee 0,2 % <01
HenaeHTrhuuupoBaHHan
npumech
cymma % He Gonee 0,3 % <0.1
HEUAEHTUDMLUUPOBaHHBIX
npumecei
cyMMa BCex npumecei % He Gonee 0,5 % <0.1

Menarini - Von Hexden Gmbi « Sitz Dresden « Amitseericht Dresden HRIE 24295 «
Gieschatftstthrer: Dr. Frangesco Nuzzolo, Dr. Pasquale Scordino, Piero Bataceh
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Mpodnocuu®, Kancynsl kMweYyHoOpPacTBOPUMbIE C NPONOHIMPOBAHHbLIM
BbicBOGOXAEeHUEM, 0,4 Mmr

No cepuu.: 18518

OaTta uaroroBneHus: 05/2021

CpoK roaHoCTMU: 05/2024

Ne cepTucukara: 140012; 30000210296

Dara aHanusa: 05.10.2021

Homep npopykra: 01401431

o0bLem cepum (KONU4ECTBO YNAKOBOK): 23004

He#cTBylollee BelecTBO: TamcynoanHa rugpoxnopug
lMpousBoauTenb AeicTayowWwero sewecrsa: CUHTOH C.p.o., Yexus

lNMokasatenu En. Cneuudpukauus PesynwTar
OpHopoaHOCTL AO3UPOBAHUA MapameTp npuemnemoctn ana 10 eguuny 9.0

Ao3aupoBaHusa < 15,0; napameTtp
npuemnemoctu ana 30 equHUY
noavpoeanun <15,0 1 HKM ogHa U3 eauHUY
[o3npoBaHua He meHee 0,75M u He Gonee
1,25M

KonuyectaeHHoe onpegenexue mr Ot 0,38 no 0,42 mMr Tamcyno3vHa 0.39
rMAPOXIOpUAA B Kancyne
(95,0 — 105,0 % ot 3anBneHHOro

cogepxaHua)
Mukpobuonoruyeckas yucToTa
TAMC (O6Liee 4ncno aspobHbix KOEB1r He6Gonee 10° <10
MWKPOOPraHW3MoB)
TYMC (O6uwiee uncno apoxokessix  KOEB 11  He Gonee 102 <10
1 nnecHesbix rpubos)
Escherichia coli OrcytctBMe B 11 Cooteercreyet
Ynakoska Mo 10 kancyn B 6nucrep U3 CooTteeTcTByeT

NBX/N3/MNBAX/dbonery anioMuHuesoi.
Mo 10 6nuctep(oB) C MHCTPYKUMER No
MeaULMHCKOMY NPUMEHEHUIO Npenapara B
KapTOHHOW nadke.

MapkupoBka 1. MepBrYHasA ynakoBka JIEKapCTBEHHOIO
npenapara.Ha 6nuctepe Ha pycckoM s3blke
yKa3biBaoT:
TOproeoe HanMeHoBaHue npenapara ¢ MpodnocuH®
npeaynpeauTensHOR MapkMpoBKoi «®»
MexayHapoAHoe HenaTeHToBaHHoe Tamcynosux
HaumeHoBaHue
L03NPOBKY 0.4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuLe) CHEMIE/MENARINI
HOMep cepuu 18518
FOAEH Ao 05/2024
Hesuaumelii 3HaK 3aLynThbi vmeeTcA

Menarini - Von Hevden GmbI = Sitz Dresden = Amtsgericht Dresden HRB 2203 -
Gieschaltstihrer: Dr. Franceseo Nuzzolo, D Pasquale Scordino, Prero Bataechi
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MpodinocuH®, Kancynu! kMWeYHOpacTBOpUMBIE C NPONOHIMPOBaHHBLIM BLICBOBOXAEHNEM,

0,4 mr

Ne cepuu.:

[laTa usrotoBnexun:
Cpok rogHocTH:

Ne ceptucpmkara:
Hara aHanu3a:
Homep npopaykra:

o6bem cepum (KONMYECTBO YNaKoBOK):

HeicTByloLlee BewecTBO:

18518

05/2021

05/2024

140012; 30000210296
05.10.2021

01401431

23004

TamcynosvHa rugpoxnopua

MNpousBoauTens AeiicTBylOWero BewecTsa: CUHTOH C.p.o., Yexus

Mokasarenu En. Cneundmkayus PesynbTar
2. BropuuHas ynakoska. Ha kapToHHoIA
nayke Ha pyCcCcKOM R3bIKe yKa3biBaloT:
TOProBoe HauMmeHoBaHWe npenapara ¢ MNpodnocuH®
npeaynpeauTenbHoON MapkUpoOBKOH «®x»,
MEeXyHapoAHoe HenaTeHTOBaHHOE TamcynoauH
HaumeHoBaHue
AO3UPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha natuHuye) CHEMIE/MENARINI

HauMeHoBaHue upMbl-npoussoguTens,
CTpaHy

HauMmeHoBaHWe upmMbl-aucTpubsioTopa,
CTpaHy

HauMeHoBaHWe hUPMbI, OCYLLIECTBARAIOLIEH
BbINYCKAIOLNIA KOHTPONb kaye-cTea
npenapara, CTpaHy

nekapcraerHyo opmy

KONU4YeCTBO Kancyn B ynakoske
YCNOBWA XpaHeHus

«Cobnioaate MHCTPYKUMIO MO NPUMEHEHUI0
npenapara, KoTopas HaxoAUTCA BHYTpU
YNakoBKu»,

«XpaHWTL B HEAOCTYMHOM ANA AeTeit
mecrel»

coAepXaHue geicTeyiowero sewectsa s 1
Kancyne

«[lns npueMa BHyTpb»

ycnoBuws oTnycka

CuHToH Ucnanus, C.J1.,
Mcnanus

Eepnun-Xemu AT,
Mepmanus

MeHapuHu — ®oH XengeH
MBX, Mlepmanus

Kancyn
KMLLIEYHOPACTBOPUMBIX

€ NPONOHMPOBAHHBIM
BeicBoboXaEeHHEM

100

XpaHutb npu
TeMneparype He ebilwe 25
*C

Cobniogats MHCTPYKUMIO
No NPUMEHEHMIO
npenapara, koTopas
Haxo4UTCA BHYTPU
YNaKoBku

XpaHWTb B HEAOCTYMHOM
Aans pnetein mecre!

0,4 mr

Ans npuema BHYTpb
Mo peuenty

Menarini - Von Heyden GmbIT = Sitz Dresden « Amitseericht Dresden [HRI3 242095 «
Geschaltsfubrer: Dre Franeeseo Nuzzolo, Dr. Pasquale Scordino. Picro Batechi
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Mpocbnocun®, Kancyner KMlIe4YHOPacTBOPUMbBIE C NPONIOHIMPOBaHHbLIM BbICBODOOXAEHMEM,
0,4 mr

Ne cepuu.: 18518
Hara usroroBnenus: 05/2021
Cpok roaHocTu: 05/2024
Ne cepTtuchukara: 140012; 30000210296
Hara aHanusa: 05.10.2021
Homep npopgykra: 01401431
061emM cepum (konuyecTeo YNaKoBOK): 23004
HeicTeylowee seuiecTro: TamcynosuHa ruapoxnopug
MpoussoguTens AedcTBylowero BeulecTsa: CUHTOH C.p.0., Yexusa
MNMokazatenu En. Cneyucukaums PesynbTar
HomMep cepum 18518
AaTy U3roToBrneHUs 05/2021
rofeH no 05/2024
PErMcTpauUuoHHLIA Homep nn-ooo832
«[ina neyeHus AobpokavecTeeHHoi «[nA nevyeHus
runepnnazum npeacratensHoi Kenesbl A06GpoKavecTBeHHON
(neyenue ausypuveckux paccTpoiicTs)» rynepnnasvu
npegcraTensHoi
Keneawl (Neyexve
LAV3ypudeckux
paccTpowcTe)»
LITPUX-KOA, uMeeTcs
HeBuaumblii 3Hak 3auThl MMeeTCA
XpaHeHue lNpu TeMnepaTtype He Beiwe 25 °C
Cpok rogHocTH 3 roga

Hopmarushas pokymentayus: J1M-000832-190320

MpoAayKT M3roTOBNEH U UCNLITAH B COOTBETCTBUM C TpeGoBaHuaMu GMP. Cepuna no Bcem
NapameTpaM cooTBeTCTBYeT TpeboBaHUAM cneuudmKkaumumn u Gbina BbInyweHa
YNONHOMOYEHHbLIM NTULIOM.

MENARIN! - Von Heyden GmbH

Lelpziger Sir. 7-13

MeHapuuu — dou Xeitnen 'm6X 01097 Dresden Ope3gen, 07.01.2022

YnondoMmoueHHoe nuuo
Or. Udo fettkowski W
Qualified Person y

Menarini - Von Heyden GmbIE« Sitz Dresden » Amisgerieht Diesden HIRB 24295 »
Gieschiiltsfihrer: Dr. Francesco Nuzzolo, Dr., Pasquale Scordina, Picro Batacchi
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