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MENARINI
von Heyden

rmuéomet®

CEPTUDUKAT KAHECTBA

TabneTky NOKpPbITbIE NNEHOYHOW 06onoYKoN, 2,5 mr + 400 mr

Ne cepuu:
flata usrotoenenus:

fata okoH4YaHus CpOKa rogHoCTH.

Ne cepTudmkara;
[ara ananwuaa;
Homep npoaykra;

ofbem cepun (KONMUECTBO YNaKoBoK);

HeicTeyolWee BelwjecTro:

08003

01/2020

01/2023

30000192008; 30000192831
22.01.2020

01401230

29428

nuGenHknamua + MeThopmuHa ruapoxnopug

MpoussoavTens AeicTeyoulero BelwecTaa:

nubeHKknamua;
MetdopmuHa ruapoxnopua;

Wpu KpuwHa ®apmackiotukanc Numuted, MHaus
XapmaH Qaivokem NMumuren, MHavs

Mapamerp Eq. TpeGoBaHue Pesynbrar
Onucanue Kpyrneie asosikoBeInyknbie Tabnetky, Kpyrnble ABORKOBBINYKNbiE
NOKpbITBIE NNeHovHol oGonoukoi, Benoro  TabneTku, NOKphIThIE
unu noytu Benoro uBeTa c rpaBMpPoOBKOIA nneHo4YHon oBonoukoi,
«2,5» Ha OQHOR CTOPOHE W PUCKOMA MEXAY  nouTu Benoro ueeTac
rpaBuposkamu «Bx» v «1» Ha apyron rpaBupoBKOR «2 5» Ha ofHOM
CTOpOHE. CTOPOHE W PUCKOR MEXay
rpaeuposkamu «B» 1 «1» Ha
APYroA CTopoHe.
MNoanuHiHoCTL
- MetdopmunHa Bpems yaepxuBaKna OCHOBHOIO NKKa Ha CooTsercreyeT
ruapoxnopua XPOMETOorpamMmme UCMbITYeMoro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHHN
YAEPKUBAHNA OCHOBHOID NUKa Ha
XpOMaTorpaMmme CTaHfapTHoro pacTeopa
MeThOpPMUHE ruapoxnopuaa
- Fnubexknamug, Bpems yaepxueaHus OCHOBHOTO Nuka Ha  CooTBeTCTBYET
XPOMaTOrpamMme UCNbITYEMOro pacTeopa
ACNMMHMO COOTBOTOCTBORBATE apameuw
YOEPMUBAHUS OCHOBHOMO NUKa Ha
XpoMartorpamMme CTaHAaapTHOro pactaopa
rnubeHknamuaa
CpepHas Macca u Mr 5050 Mr £ 5 % 501.0
OAHOPOAHOCTb Macchl 18/20 TabneTok + 5 %; CooteeTcTeyet
2120 Tabnetok + 10 % OT cpeaHeRl Macchl
PacnagaemocTtb MUWH He Gonee 30 muH 5
Pacteopenue % He meHee 80 % (Q) yepes 45 muH
rnuberknamuaa 96; 97, 96; 96; 96, 96
U METCIOPMUHE TMAPOXNOPUAZ 97: 99; 97; 100; 98; 99
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CEPTU®WUKAT KAYECTBA
rmuéomet®
TabrieTku noKpbIThbie NNeHoYHOW obonoukon, 2,5 mr + 400 mr
Ne cepuu: 08003
[ata nsroToenenus; 01/2020
Jlata OKOHYaHUR CPOKa rORHOCTH: 01/2023
Ne cepTtudhukaTa: 30000192008; 30000192831
[lara aHanwaa: 22.01.2020
Homep npoaykTa: 01401230
obvem cepum (KONUMECTBO YNAKOBOK): 29428
[eicTBytoLLiee BELECTRO: "nuBeHknamug + MeTdopmuHa rnapoxnopua
lpou3soanTENDb ABACTBYIOWENC BELLECTBa!
rmuBexknamwa: Wpwu KpuwHa PapmaceoTukanc Numuten, UHans
MeTthopMuHa ruapoxnopua; Xapmax PakHokeM flumureg, MHaunA
MNapamerp En. TpeGoBanue PesynkTar

NocTopoHHue npumecu

- cynbgoHamug % - He Bonee 1,5 % 0.21
- @AUHKUNHaRA HenaeHTUhULK- % - He Gonee 0,2 % <0.05
POBAHHER NPUMECH, POACTBEHHAR
rnuBeHknamugy
- CyMMa npuMecen, poACTBEHHbIX % - He Bonee 2,0 % 0.21
rnuGerknamuay
- UnaHoryaHuavH % - He Bonee 0,02 % < 0.01
- @IMHUMHAR HEUSEHTH- % - He Bonee 0,1 % <0.05

duyrposaHHan NPUMECh,
POACTBEHHAR METMHOPMUHY

- CymMma npumecew, pOACTBEHHbIX % - He Bonee 0.5 % < 0.06
METMHDOPMUHY
[oTeps 8 MACCE Npwn BoiCywmsannn 7 He gonee 4 % 1

OaHOPOAHOCTL AO3NPOBAHUA

- TnuBeHknamug AV 10 saumu npenapara (rasnerany S 15,0 (L1) unu 23
AV‘}O eawvly npenaparta (Tafinerok) s 1 svo (L1)
¥ HU OAHOrO 3HAYEHUA UHAWBKMAYANEHOMO

- MetdhopmuHa raapoxnopua coaepxanus B NoGOR eanHuLe 8.1
npenapara, kotopoe Bbino Ool meHee
yem {1-L2 x 0,01)M unu Gonee 4em
(1+L2 x 0,01)M. L1 paBro 150 n L2
pasHo 25,0

CrpaHuua 2 43 3
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CEPTUO®UKAT KAYECTBA

Fnu6omer®

TabneTku NoKpbIThbie NneHouYHol obonoyvkoi, 2,5 mr + 400 mr

Ne cepui: 08003

[aTa uaroTosnexus: 01/2020

[lata OKOH4aHUA CPOKa rOAHOCTH: 01/2023

Ne ceptudukaTa: 30000192008; 30000192831

[aTa aHanuaa: 22.01.2020

Homep npoaykra: 01401230

ofvem cepum (Konu4ecTso YnakoBokK): 29428

[eiicTrylouwee BelW|eCTBO: nubenknamug + Metdopmuna rmapoxnopua
[poussoauTens AERCTBYIOLLEro Beulectsa:

FnuGerknamua; LWpw Kpuwra GapmaceioTrkanc flumutes, Mugua
MeTdhopMmuHa rsapoxnopua; XapmaH ®anHokem Jlumuteq, MHous

MapameTp En. TpeboBaHue Pesynbrar

KonuuecraeH+oe onpejeneHune

- MeTdhopmuya ruapoxnopua Mr ot 380,0 mr go 420.0 mr/tTab. 402.8
(95 % -105 % oT 3anBneHHOro
copepKaHmns)

- FTnubeHknamua Mr oT 2,250 Mr go 2,625 mr/tab. 2470
(90 %-105 % OT 3a8BNeHHOro
COLEPXaHWA)

MukpoGuonorudeckan yucroTa

O6wee konuyecTso aspobHbix KOEB1r HeBonee 10°KOEB1r <10
MUKpOOPraHW3mMoB

ObBuwiee konu4ecTso apoxokeebix KOEB 11 He Gonee 10° KOEe 11 <10

U nnecHesbIxX rpuboe

Escherichia coli Orvcyrcreve B 1T OreyTeTeyoT
YNakoeka 1o 20 Ta0NeTOK B KOHTYPHON AYEAKOBOR  COOTBETCTBYEST

ynaxoeke (bnuctep) ua
NBX/N3/NBAX/honbru anioMUHUEBO.
No 2 6nucTepa ¢ MHCTPYKUWEeRA na
NPUMEHEHMIO B KAPTOHHOWR Nadke.

MapkupoBka B coorseTcrenu ¢ Hf, pasnen CooTteeTcTByeT
Mapkupoeka, nam. Net

HopmatusHas aokymenTauus: M N012183/01-071116 ¢ n3am. Ne 1

MpoayKT M3roTOBNEH W KCNBITaH B COOTBETCTBHK ¢ TpeGoBanuamu GMP. Cepus no scem
napaMeTpam cooTeeTcTByeT TpeboBaHnAM cneundukaumun u Boina BoinyuleHa ynonHoMOYeHHbIM
nuuom,

A4 L«
Antje Eisert

MeHapunu — Do Xedaen MTMBX EHARIN
YnonHomo4yeHHoe NULo

Apesnen, 18.03.2020

003 Crpannua 3 uzg—




M 000 Bepnun-Xemn/A. MeHapnHu

MOATBEPKJIEHHUE COOTBETCTBUS

Ne TIC-08003

Toprosoe HaumeHoBaHHe

I'nubomer®

MexyHapoHOe HeMmaTeHTOBAHHOE HAMMEHOBAHHE
(rpynnUpoBOYHOE MITH XMMUUECKOE)

["nubenknamua+Merdopuun

JlexapcTBeHHas dopma

TabJETKH MOKPHITEIE MIEHOUHOH
oboJioukoit

Jlo3upoeka

2.5 mr+400 mr

Mopma BhINYCcKa

20 wr., dmucrepw (2 WT.) , TaYKH
KapTOHHEIE

Homep cepuu (naprum): 08003

O0beM cepun(mapTum) 29427

JaTa BeInycka 01.01.2020

['ozen g0 01.01.2023

Haumenosanwe wu  ampec  mpowmszeoautens  (c | IpousBoanTe.in- Menapunu-®on

VKd3aHHEM CTaJAuiH NpOU3BO/ICTRA) Xeiinen 'M6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), Tepmanus
Beimyckawomuii  KoHTpons KauecTBa-
Menapunu-®on Xeiinen 'M6X
(Leipziger Strasse 7-13, 01097 Dresden.
Germany), IN'epManus)

Homep u jata peructpallioHHOTO yI0CTOBEPEHHUA [T NO12183/01 or 16.09.2011 (nara
nepeodopmiieHus 12.09.2019)

Homep u j1ata HopMaTHBHO# JoKyMeHTaLMH [TNO12183/01-071116, u3m.Nel

HaumeHnosanmue " azpec Aepxatens | Jlabopatopus 'ymportu C.n.A.Hrtanus

PErUCTPALIMOHHOTO Y0CTOBEPEHHS

(Via Livornese 897, 56010 La Vettola
.Pisa, Italy)

Hacrositmmii JokyMeHT MoATBep:K/1aeT:

-MaHHBIA JIeKapcTBEHHBIH Npenapar coOTBETCTBYET
CPEACTB...»,

-CepHs JICKapCTBEHHOTO Mpenapata COOTBETCTBYET
rocy1apcTREHHO perucTpaumm

)

(noanuce)

MICHADWUHH»

61-®3 «O6 obpamennn JiekapcTBENHBIX

TpeOOBAHUAM, YCTAHOBJIEHHBIM TIPH €ro

24.04.2020
(mara)

Pysanosa T.B

000 “"Bepnun-Xemu/A. Menapuuu”

HOpuoguyecknia anpec: Poceus, 123317, r. Mockea, MNpecHeHckan HabepexHas, 4. 10
MouToswi anpec: Poccun, 123317, r. Mockea, MpecHenckan HabepexHan, g. 10
Tenedon: +7 (495) 785-01-00, chaxkc: +7 (495) 785-01-01, e-mail: info@b-c.ru




