OO0 BepnnH-Xemn/A. MeHapmuum

INOATBEPKJIEHHUE COOTBETCTBUA

NeTIC-18511
Toprosoe HauMeHOBaHHe ITpodsiocu®
MexKnyHapoaHOe HeNaTeHTOBAaHHOE HaMMEHOBaHHE Tamcynosun
(rpynnupoBOYHOE HIIH XHMHYECKOE)
JlexapcTBeHHas dopma KarcyJbl KHIIEYHOPaCTBOPHUMBIE
[IPOJIOHTHPOBAaHHOTO ACHCTBHS
Jlo3upoBka 0.4 Mr
DopMa BBINTYCKa 10 . , 6aucteps! (3 wr.) , nayku
KapTOHHBIE
Howmep cepun (naprun): 18511
O0beM cepun(napTiH) 100 968
Jlata nmpousBoacTBa 01.03.2021
I'oneH o 01.03.2024
HanmenoBanne W anpec mpomssomurens  (c IIpou3BoauTENIB-
YKa3aHHEM CTauH IPOH3BOJICTBA) Cunron Ucnanus, C.JI., Ucnanus
(C/Castello Nel, Pol. Las Salinas, Sant
Boi de Llobregat,08830 Barcelona, Spain
Boinmyckaomui KOHTPOJIL KA4ecTBA -
Menapunu-®on Xeiinen
I'mM6X,I"epmanus(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Homep 1 nata perucTpallHoHHOTO YI0CTOBEPEHHS JITI-000832 ot 10.10.2011
JHara 3amensr 19.03.2020
Homep 1 naTa HOpMaTHBHOM JOKYMEHTAIUH JII1-000832-190320
HanmeHoBanue U azapec JepKaTes 3aKpeITOE aKIMOHEPHOE 0BIIECTBO
PErUCTPALHOHHOIO YAOCTOBEPEHHS "BEPJIMH-®APMA" (3A0 "BEPJIMH-
DAPMA")
(248926,r.Kanyra, 2-i1 ABTOMOOHIBHBIH
poesn, A.5)

HacTosimmii noxymenT noareep:knaer:

-JIaHHBIH JIEKapCTBEHHBIN Npemapar cooTBeTcTByeT 61-®3 «O6 oOpallleHHH JIeKapCTBEHHBIX

CpPEeACTB...»,
-CCpHA JICKapCTBCHHOTO Ipenapata COOTBETCTBYET TPEGOBAHHAM, YCTAHOBCHHBIM IIPH €ro
TOCYapCTBEHHON pEerHCTpaliu

=~ CokonmoBB.J.  09.1 1.2021
(noanuce) (nara )

000 “Bepnun-Xemw/A. MeHapmuHK"

KOpuaunyeckunia agpec: Poceus, 123317, r. Mocksa, MNpecHeHckan HaGepexHasn, a. 10
Mouroswid agpec: Poceun, 123317, 1. Mocksa, MNpecHeHckan HabepexHasn, 4. 10
TenedoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Ceptuchukar aHanusa

MENARINI
von Heyden

MENARINI

Npodnocun®, Kancyns! kuwe4HOpacTBOPUMBIE C NPONTOHTMPOBaHHbLIM

BbicBOGOXAeHUeM, 0,4 Mr

Ne cepum.: 18511

[laTta U3roToBreHus: 03/2021

CpOK rogHoCTH: 03/2024

Ne cepTudmkara: 137929; 30000209066
[aTa aHanu3sa: 08.06.2021

Homep npoaykTa: 01401430

o6bem cepuu (KONUYECTBO YNAKOBOK): 100968

OeiicTByuiee BeleCTBO:
MNpoussoauTens AeACTBYIOWEro BelecTsa: CUHTOH c.p.0., Yexus

TamcynoavHa ruapoxnopua

MokaaaTtenu

Ea.

Cneuucpukauus

PesynbTar

OnucaHne

MoanuHHOCTB

OpHopoaHOCTe Macchl

MoTeps B Macce nNpu
BbICYLUMBAHUN
Pacreopexve

MocTopoHHUE NpUMecH

AEe33TOKCUTaMCYNO3UH
(Y#043)

mobana eauHMYHAA
HEeUAEHTUUMPOBaHHaA
npuMech

cymma
HENAEHTUPULMPOBAHHBIX
npuMmecei

CyMMa Bcex npumecen

Mr

%

%

%

%

%

%
%

%

%

Henpozpa4Hble XenaTuHoBbIE Kancynbl
Ne 2 ¢ Kopnycom CBeTNo-0paHXeBoro
LiBETA W KpbILLEYKON Cepo-3eneHoro
useTra.

Coaepxumoe kancyn: nennetsl ot 6enoro
Ao nodtn 6enoro UpeTa.

BpeMs yAepXvWBaHva OCHOBHOIO N1ka Ha
XpoMaTtorpamme ncnbiTyemoro pacreopa
OOMKHO COOTBETCTBOBATL BpeMEeHU
YAEPKUBAHUA OCHOBHOrO NuKa Ha
XpomMaTtorpaMme CTaHAAPTHOrO pacTeopa
TamcynosuHa.

CpepHsis Macca Co/IepKMMOro Kancyrbt:
120mMr+£10%

18/20 £ 10 %, 2/20 + 20 %

He 6onee 8,0 %

VickyceTBeHHBIN XenyAo4HeId cok, pH 1,2:
- He Gonee 10 % yepe3 24

docoartHeIv Gydep, pH 6,8:
- 20-40 % vepes 30 MuH

- 45-65 % yepes 90 mMuH

- He meHee 80 % (Q) yepea 360 MuH

He 6onee 0,2 %

He Gonee 0,2 %

He Gonee 0,3 %

He Bonee 0,5 %

HenpospayHseie xenaTHoBkIe Kancynkl
Ne 2 ¢ KOpnNyCcOM CBETNO-0paHXeBoro
LiBETa U KPbILLEYKOA cepo-3eneHoro
usera.

CopepX1MMoe Kancyn: nennetsl o7
noytv Genoro useta.

CooteeTcTByeT

121.6
CooTsertcreyeT
35

makc: 1
CooTteeTcTByeT
CooTeeTcTByeT
CooTBeTcTByeT

CooTteeTtcrayeT

<0.1
<01

<01

<0.1

Menarini - Von Heyden GublL« Sitz Dresden = Amtsgericht Dresden TR 24295+
Geschalislithrer: Dr Frageesco Nuzzolo, Dr. Pasquale Scordino, Piero Batacchi
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MENARINI
von Heyden

Npodnocun®, Kancyns! kMiweyHOpacTBOPUMbIE C MPONIOHTMPOBaHHbIM
BbicBOOOXAeHUEM, 0,4 Mr

Ne cepuu.: 18511

Jata H3roToBneHus: 03/2021

Cpok roaHocTH: 03/2024

Ne ceprudmkaTa: 137929; 30000209066

Hara aHanusa: 08.06.2021

Homep npopykra: 01401430

06BeM cepuu (KONM4eCcTBO YNaKoBOK): 100968

HencTBylOLlee BeleCcTBO: TamcynoavHa rmapoxnopus,
MpoussoanTens AedcTBylowero BelwecTsa: CUHTOH C.p.o., Yexus

Mokasartenu En. Cneuuchukayms Pesynsrar
OnHopoAHOCTb A03NPOBaHUA Mapametp npuemnemoctu ana 10 eaviny 4.8

poavposanus S 15,0, napameTp
npuemnemocTy ana 30 eauHny
AoavposanuA $15,0 v HU oaHa 13 eguHny
Ao3upoeanusa He meHee 0,75M u He Gonee
1,25M

KonuyecTeeHHOE onpeaenexue mr Ot 0,38 Ao 0,42 mr TamMcyno3nHa 0.40
ruapoxnopuaa B kancyne
(95,0 — 105,0 % ot 3asBneHHoro

CoAepKaHus)
MukpoBuonorvdeckas YucToTa
TAMC (O6wee yucno asapobHbix KOEe1r we6onee 10° <10
MMKPOOPraH13MoB)
TYMC (O6wee uncno gponokessix KOEe1r He Gonee 10° <10
¥ NnecHesbIX rpubos)
Escherichia coli Orcytctaue B 11 Cooteetcreyet
YnakoBka Mo 10 kancyn B 6nucTep u3 CooTteeTcTByeT

NBX/M3MBOX/cbonbru anioMUHWEBON.
Mo 3 6nucTep(oB) C MHCTPYKLWEN NO
MeaULMHCKOMY NPUMEHEHWIO Npenapara B
KapTOHHOW nauke.

MapkupoBka 1. MNepeuYHas ynakoeka NekapcTBeHHOro
npenaparta.Ha 6nuctepe Ha pycckoM A3bike
yKas3bIBaloT:
TOprosoe HauMeHoBaHWe npenapara c MpognocnH®
npeaynpeauTensHoi Mapkuposkon «®»
MeXayHapogHOe HenaTeHToBaHHoe TamcynoauH
HavMmeHoBaHwe
NO3NPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTvHuue) CHEMIE/MENARINI
HOMep cepun 18511
roAeH no 03/2024
HeeuanmbliA 3HaK 3aWUThbI uMmeeTcs

Menarini - Vou Hevden GmbH « Suz Dresden = Amtsgericht Dresden THRIE 24295
Gieschatlsfithrer: Dr. Franceseo Nuzzolo, Dr. Pasquale Scordimo. Piero Bataeehs

Crpanuya 2 us 4



MENARINI

MENARINI

von Heyden

I'Ipocbnocm-l@, Kancynb! kuwe4yHopacTBOpMMbIE C NPONOHIMPOBaHHBIM BICBOGOXAEHUEM,

0,4 mr

Ne cepun.:

[ara u3rotoBnexHus:

Cpok rogHocTH:

Ne ceptucpukara:

Hara aHanuaa:

Homep npoaykra:

06beM cepuu (KONIMYECTBO YNaKoBOK):
OelcTeylowee BewecTeo:

18511

03/2021

03/2024

137929; 30000209066
08.06.2021

01401430

100968

TamcynosuHa rugpoxnopua

Mpoussoautens AedcTByOWEro BewecTBa: CUHTOH c.p.o., Yexusa

Mokazatenu En.

Cneundukayms

PeaynbTar

2. Bropu4Has ynakoska. Ha kapToHHOM
favke Ha pPYCCKOM si3biKe YKa3blBaloT:
TOproBoe HauMeHoBaHWe npenapara ¢
npeaynpeauTenbHoin MapkUpoBKon «®»,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMEeHOBaHue

A031POBKY

norotun «BERLIN-CHEMIE/MENARINI»
(Ha naTMHuye)

HaumeHoBaHue UPMbI-NPOU3BOAUTENS,
cTpaHy

HaumeHoBaHne hupMbl-aMCTPUOLIOTOPA,
CTpaHy

HanMeHoBaHWe hUpMbl, OCYLLECTBNAIOLLEH
BbINYCKAIOLWWIA KOHTPONL Kave-cTea
npenapara, cTpaHy

neKapcTeBeHHyo gopmy

KOMWYECTBO Kancyn B ynakoske
YCNOBHA XpaHeH!s A

«Cobnoaate MHCTPYKUMIO NO NPUMEHEHUIO
npenapara, KoTopas HaxoAUTCA BHYTPM
ynaKkosku»,

«XpaHuTb B HE4OCTYNHOM ANA geTen
MecTe!»

coaepxaHue AeicTeyowero selecrsa s 1
Kancyne

«[Ans npuema BHyTpb»

YCNoBus OTnycKa

MpodnocuH®
TamcynoawH

0.4 mr

BERLIN-
CHEMIE/MENARINI
CunToH Ucnauusa, C.N.,
Wcnauua

BepnuH-Xemu AT,
Fepmanus

Menapuvu — doH XeiigeH
'm6X, Mepmanus

kancyn
KMLUEYHOPACTBOPUMBIX
C NPONCHIMPOBAHHbIM
BbicBoBOXAEHMEM
30
XpaHuTs npu
Temnepartype He Bollwe 25
L]

C

Cobniogate MHCTPYKLMIO
No NPUMEHEHUIO
npenapara, KoTopas
HaxoAWTCA BHYTPW
YNaKoBKu

XpaHuTb B He4OCTYNHOM
Ana peten mecre!

0,4 mr

AnAa npuvema BHyTpb
Mo peuenty

Menarini- Von Heyden Gmbl » Sitz Deesden « Amtsecricht Dresden THIRB 242035 «
Geschalistuhrer: D, Franceseo Nuzzolo, Dr. Pasquale Scordino. Prero Bataechi
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MENARINI
von Heyden
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Npodrnocun®, Kancynbi KWlle4yHopacTBOpUMbIe ¢ MPONOHIUPOBaHHBLIM BbICBoGoxaeHuem,
0,4 mr

Ne cepun.: 18511
fara uaroroBnenus: 03/2021
Cpok rogHocTu: 03/2024
N2 ceprudukara: 137929; 30000209066
Hata aHanuza: 08.06.2021
Homep npopykra: 01401430
06beM cepumn (konuyecTso ynakoBok): 100968
Helicrayiowee Bewecrao: Tamcynoauxa ruapoxnopug
MNpounssogurens AeiCTBYIOWeEro BewecTBa: CUHTOH C.p.o., Yexus
Mokasarenu En. Cneuudinkayus Pesynbrar
HoMmep cepuu 18511
AATY W3roTOBSIEHNA 03/2021
roAeH fo 03/2024
PEruCTPaLMOHHLIN HoMep In-000832
«ana neyeHus A0bpokayecTseHHO# «[ns neyeHus
rynepnnasumu npeacrarensHoi xenesbl fo6pokayecTBeHHON
(nedeHue anaypuueckux paccTpoiicTe)» rynepnnasuu
npeacrarensHomn
Xenesul (NeYyeHue
OM3ypuYeckux
paccTpoicTe)»
WITPUX-KOZ uUMeetca
HesuauMbii sHak sawmTs! “MeeTca
XpaHeHue Mpu Temnepatype He Bbiwe 25 °C
Cpok rogHocTH 3ropa

Hopmatushas AOKyMeHTauua: J1M-000832-190320

NpoaykT usrotornex u ucnbiran B cooTBeTcTBMM C TpeGoBaHuaMu GMP. Cepwus no Bcem
NapameTpam cooTeercTByeT TpeGoBanusm cneuudmkauum u 6bina Beinywena
YNO/THOMOYEHHbIM fIULIOM,

MENARINI - Von Heyden GmbH
Leipziger Str. 7-13
MeHapunu — ®on Xeitaen Mm6X 01097 Dresden Npesaex, 16.09.2021
YnonHomouenHoe nuyo v [ LIes

Mewarini - Vou Heyden Gmbll - Sity Dresden « Amtsgaericht Dresden 11113 24245 .
Geschaltsfulirer: D Franceseo Nuzzolo, 10 Pasquale Scording. Prero Bataceh
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