000 EepnuH-XeMn/A. MeHapHHHA

NOATBEPKAEHHE COOTBETCTBHA

Ne I[1C-18014
Toprosoe HaUMEHOBAHNC T nbomeT® 1
MesKIyHapOIHOE HETIaTCHTOBAHHOE HaUMEHOBaHHE [ nubenknamua+MerdopMuH
(rpynnupoBo4HOE WK XHMHYECKOE)
TabIeTKH MOKPBITHIC TJICHOYHOH

JlexapcTBeHHas opma

060104KOH
Jlo3upOBKa 2.5 mr+400 mr
@dopma BBIITYCKa 20 ., Gructepsl (2 [IT.) , TAYKH
KapTOHHBIC
: 18014
O6beM cepur(napTHH) 29 664
Jlata pOU3BOJICTBA 01.04.2021
TomeH 00 01.04.2024
HauMmeHoBaHue M aApec PON3BOAUTENA (c | IIpou3BoaHTENb- MenapuHu-PoH
yKa3zaHHEM cTa /il PON3BOJCTBA) Xeiinen IM6X (Leipziger Strasse 7-13,

01097 Dresden, Germany), I'epMaHus
BoinycKamuii KOHTPOJIb Ka4ecTBA-
Menapunu-Pon XelneH 'M6X
(Leipziger Strasse 7-13, 01097 Dresden,
Germany), ['epmaHus)
HoMep 1 iaTa periCTpalHoOHHOTO YI0CTOBEPECHUSA [1 NO012183/01 ot 16.09.2011 (na’rzj
nepeodOopMICHUA 12.09.2019)
Howmep H nara HO MATHBHOH JOKYMEHTAUHH 1 N012183/01-071116, u3M. Nel
HaumeHOBaHHE u ajapec JepKaTens JlaGoparopus ['yMIOTTH C.n.A. Utanus
pETHCTPallHOHHOTO yI0CTOBEPSHHS (Via Livornese 897, 56010 La Vettola
,Pisa, Italy)

HacTosimuii AOKYMEHT MOATBEPAAET:

_JaHHBIH JeKapCTBEHHBIH Npenapar cootBetcTByeT 61-03 «0O6 obpamieHHH JeKapCTBEHHbIX

CpEACTB...»;
-cepusi JIEKApCTBEHHOTO Mperapata COOTBETCTBYET TPEGOBAHMSAM, YCTAHOBICHHBIM npu €ro

rocy/lapCTBEHHOH PErHCTPaLii

./,?

iy __—== Coxonos B.JL 16.09.2021

(mo/mHCh) (nata)

Hpenc*r v
000 «beplip

000 “BepnuH-XeMu/A. MeHapuHH"

Opuandeckuia anpec: Poceus, 123317, r. Mockea, MpecHeHckan HabepexHas, a. 10
MouToBbi agpec: Poccva, 123317, . Mockea, lNpecHeHcKan nabepexHan, a. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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CEPTUOUKAT KAYECTBA

rmu6omet®
TaBneTku NOKpbITbie NEeHOYHON o6onoukon, 2,5 mr + 400 mr

Ne cepuu: 18014

[laTa naroToBneHus. 04/2021

[laTa OKOH4YaHWsA CpOoKa roAHOCTH: 04/2024

Ne cepTudpukaTa: 30000205247; 30000205484

[aTa aHanusa: 23.04.2021

Homep npoaykTa: 01401230

oBbem cepum (Konu4ecTeo ynakoBoK): 29664

[OeicTaytoLLee BELWECTBO! rnuBeHknamug + MeTdopMuHa ruapoxnopua
MpoussoauTens [AeicTByIOLLEro BeLecTsa:

nubexknamua: Wpu KpuiwiHa PapMackioTvkanc Numuteq, NHauna
MeTopMuHa rMapoXnopua: OCB [Mpaiieut Numutea, UHana

MapameTp En. TpeGoBaHue PesyneTar
OnucaHve Kpyrnble ABOAKOBbLIMYKNbIE TabneTky, Kpyrnbie ABOAKOBLINYKIbIE

MOKPbLITbIE NNEHOMHOM oBonoukon, Benoro  TabneTku, NOKPbLITHIE
VMW nouTy 6enoro UseTa ¢ rpasvpoBKoit nneHo4HoN oBonNo4KoWH,
«2,5» Ha OfiHON CTOPOHE U puUCKOit MeXay — NoYTH Genoro usetac

rpasupoBkamu «B» 1 «1» Ha ppyrow rpaBuMpoBKOi «2,5» Ha OfHOM
CTOpOHE. CTOPOHE U PUCKON Mexay
rpasvpoBkamu «B» v «1» Ha
LpYyrow CTopoHe.
MoanWHHOCTL
- MeTcopMmuHa Bpemsi yAEPKUBaAHWA OCHOBHOrO NUka na  CooteeTcTBYET
rMAPOXIIOpNa XpoMaTorpamMme UCnbITyemoro pacTaopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAepXK1BaHUA OCHOBHOM NUKa Ha
XpoMaTorpamMme CTaHAapTHOro pacTeopa
meTdopMUHa ruapoxnopuAaa
- TnubeHknamua Bpems yAepHUBaHUA OCHOBHOTO nuka Ha  CooTteeTcTByeT
XpOMaTorpaMmme UcnbITyemoro pacTeopa
LOMKHO COOTBETCTBOBATL BPEMEHU
yOepKNBaHUs OCHOBHOTO fWka Ha
Xpomarorpamme CTaHAapTHOrO pacteopa
rnubeHknamuia
CpefnHss Macca 1 mr 505,0 Mr £ 5 % 502.6
0AHOPOAHOCTE Macch! 18/20 TabneToK 5 %; CooTBeTCTBYET
2/20 TabneTok + 10 % ot cpeaHe macchl
PacnapaemocTb MuH  He 6onee 30 MUH 6
PacTeopeHue % He menee 80 % (Q) 4epes 45 MUH
rnubBeHknamuaa 95; 98; 95, 94; 92; 95
1 MeTdopMiUHa ruapoxnopuaa 97: 101; 99; 99; 96; 97

Glibomet 2.5 RU - 004 Crpanuua 1135




MENARINI
von Heyden

z
=
<
@
t

CEPTU®UKAT KAYECTBA

rmuomet®

TabneTku NOoKpbiTbie NNeHOYHON o6onoukon, 2,5 mr + 400 mMr

Ne cepun:

[lata naroToBMNeHUsA:

[laTa OKOH4aHWA CPOoKa rogHOCTH.

Ne cepTuchukara:

[ara aHanusa:

Homep npoaykTa:

0BbeM cepuit (KONUUECTBO YNakoBOK):
[OeiicTeyLyee BELWECTBO!

MpouseoguTENL ASUCTBYIOWEro BEU|ecTea.

TnuBeHknamng:
MeTdhopMuHa rMapoxnopua;

18014

04/2021

04/2024

30000205247, 30000205484

23.04.2021

01401230

29664

rmubenknamng + MeTtdopmusa ruipoxnopua

LLpn Kpuwha dapmacsoTukanc Jliumuren, NHausA
IOCB Mpaiteut Numuren, NHAWSA

MapameTp En. TpeboBaHHe PeaynkTtar

MocTopoHHUe npumecu

- cynboHaMug % - HeGonee15% 0.17

- eIMHWYHas HenaeHTudUUK- % - He bonee 0,2 % <0.05
poBaHHas NPUMEeCh, POACTBEHHAA
rnubeHknamuay

- CyMMa npumecei, poACTBEHHbIX Y% - He Gonee 2,0 % 0.17
rnubeHknaMmugy

- UMaHoryaHuauH %  -He Gonee 0,02 % <0.01

- JUHUYHAA HendeHTH- % - He Bonee 0,1 % < (.05
huyMpoBaHHan NPUMECH,
POACTBEHHAA MET(OPMUHY

- CyMMa npumeceit, POACTBEHHBIX %  -He Gonee 0,5 % <0.05
MeTopMUHY

MoTepsa B Macce npu eobicywmsaHun - % He Gonee 4 % 1

O[HOPOAHOCTL AC3VUPOBAHUA

- FTnnbexknamug

- MeTchopMuHa ruapoxnopua

Konu4yecTBeHHOE onpegeneHue

- MeTdopMrHa rMapOXnopua mr

AV10 eAWHUY Npenapara (Taﬁnorox)s 1510 (L1) nnu 23
AVSO eavay npenapata (rabneTok) s 1 5|0 (L1 )

W HX OAHOrO 3HaYEHWA UHAUBUAYaNbHOrO
coaepxaHus B nioBoit eauHuLe 4.6
npenapara, kotopoe 6bino Gbl MeHee

yem (1-L2 x 0,01)M unn Gonee yem

(1+L2 x 0,01)M. L1 pasHo 15,0 v L2

pasHo 25,0

ot 380,0 mr 8o 420,0 mr/Tab. 399.0
(95 % -105 % OT 3asABNEeHHOro
cofepxaHus)
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CEPTUO®UKAT KAYECTBA
rmubomeT”
TabneTku NOKpbITbIe nreHo4YyHou o6onoykon, 2,5 mr + 400 mr
Ne cepuu: 18014
[aTa U3roTosneHus: 04/2021
[laTa OKOH4aHWs cpoka roaHoCTU: 04/2024
Ne cepTudukara: 30000205247, 30000205484
[ara aHanusa. 23.04.2021
Homep npopykTa: 01401230
obbem cepun (Konu4ecTeo yrnakoBoK): 29664

[eicTeyowiee BELeCTsO: mubexknamug + MetdopmuHa ruapoxnopua

MpousBoAUTENL AEHCTBYIOLIErO BeLecTsa:

MnubeHknamng,. LWpu Kpuwxa dapmacsroTmkanc Numuten, NHaus
MeTtdopmuHa ruapoxnopua: OCB Mpaieut Numuten, UHaus
MapameTp En. TpeboBaHue PesynbTart
- TnuBeHknamug mr oT 2,250 mr ao 2,625 mr/tab. 2.498
(90 %-105 % OT 3asBNeHHOro
copepXxanus)
Mukpobuonoru4eckas 4ucToTa
OBlLLee KONMYEecTB0 a3pobHbIX KOEe1r HeBonee 10°KOEB1T <10
MUKPOOPraHu3moB
O6lLee KONU4YECTBO KOEg1r He6Gonee 10°KOEB 1T <10
L PONOKEBBIX
1 nnecHesbIx rpnbos
Escherichia coli OtcytcrBue B 1r1 OTcyTcTBYOT
YnakoBka Mo 20 TabneTok B KOHTYpPHOM CootBeTcTeyeTr
suelikoBoit ynakoeke (Bnuctep) us
MNBX/M3/NBAX/donbrn
antoMUHUEeBoN.
Mo 2, 3 vnn 5 GnncTepos C
WHCTPYKLMER NO NPUMEHEHNIo B
KapTOHHOW nadke.
MapkupoBKa 1) MepBr4Han ynakoska
neKkapcTBEHHOro npenapara.
Ha 6nucTepe Ha pyCCKOM A3blke
yKa3biBaloT:
norotun «BERLIN- BERLIN-
CHEMIE/MENARINI» CHEMIE/MENARINI
TOProBOE HassaHue npenapata ¢ rnuGomeT®
npeaynpeauTensHOR mapkuposkoi ®
rpynnupoBoYHOe HassaHne Inubexknamug +
MeTdopMuH

neKkapcTBeHHyo hopMy

JO3UPOBKY
HOMep cepuu
«rofieH Ao...».

TabneTku NOKpbITLIe
nneHo4Ho 06GonoYkon
2,5 mr + 400 mr

18014

04/2024
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CEPTUOGWKAT KAYECTBA
rmuéomet"
Ta6GneTKu NoKpbITble nneHo4Hoi 060no4Kon, 2,5 mr + 400 mr
Ne cepuvu: 18014
[lata n3roToBneHns: 04/2021
[laTa okoHYaHWA Cpoka roQHOCTH: 04/2024
Ne cepTudmkara: 30000205247, 30000205484
[Oata aHanuaa. 23.04.2021
Homep npogykTa: 01401230
obbem cepum (KoNU4ecTeo ynaKkoBoK): 29664
[leicTayoLiee BELLECTBO! mubeHknamug + MetdopmiuHa rugpoxnopua
MpoussoauTenb [eAcTByoLLero BelyecTsa:
MnubeHknaMmua: LLipu KpuwHa dapmacbloTUKANC NumuTen, MHana
MeTcopMiUHa FMAPOXIIOPYA: IOCB Mpaiteut Jlumutea, Wnawa
NapameTp En. TpeGoBaHue Peaynbrar

2) BropuuHas ynakoeka. Ha KkapTOHHOW navke Ha
PYCCKOM Ai3bIKE YKa3bIBAIOT.

Ha3BaHue UPMbi-NPON3BOANTENS, CTpaHy, MeHapwHu - QoH XeiipeH
rmeX, Mepmanus

noruTun «BERLIN-CHEMIE/MENARINI» BERLIN-
CHEMIE/MENARINI

HaasaHue bupMbl, ocyLecTensAoLLen MeHapuHu - ®oH XeraeH

BbiMNyCKaKOLWWIA KOHTPONb Kadecrsa mBX, Mepmanuns

(B cnyuae oTnn4uA o7 npouasoauTens), CTpary

TOprosoe HasBaHue npenapara c rmnbomeT®

npeAynpeAuTensHOM MapkupoBkoi ®

rpynnMpoBoYHOE Ha3BaHne FnuBeHknamug +
MeTdopMuH

A03UPOBKY 2.5 mr+ 400 mr

nexkapcTeeHHyo opmy TabneTky NOKPbITHIE
rineHoyHoi 06onouKon

KOnMUecTBo TabneTok B YNakoBke 40

cnocob NpyMeHeHVA [Ons npuema BHYTPb

coaepkaHue AeNCTBYIOWUX BEeLlecTB B OAHOW 2,5 mr + 400 mr

tabneTtke

yCroBUA XpaHeHWs Mpw TeMnepaType He
Bhiwe 30 °C

«MNepopanbHoe KOMGUHNUPOBaHHOE MNepopanbHoe

rMnornUKeMnUYeckoe cpeacTeo» koMBUHWpOBaHHOE
rUNOrIIMKEMNHECKOE
CpeacTeo

«COBMI0AaTL MHCTPYKLMIO NO NPUMEHEHWIO CobnioaaTb WHCTPYKUWI

npenapata, KoTopasi HaxOAUTCA BHYTPH yNakoBKK» MO NPUMEHEHWI0
npenapara, koTopas
HaXOAUTCA BHYTPU

yNaKoBKu.
«JlexapCTBEHHOE CPeACTBO XpaHwuTb B JlekapcTeeHHOe
HeAoCTynHOM ANA peTei mecre!» CpeAcTBO XpaHuTbL B
HeAOCTYMHOM Ans AeTed
mecre!
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CEPTU®UKAT KAYECTBA
®
Fmubomer
TabneTku NOKpbITbie NNEHOYHOM 060N104KOH, 2,5 Mr + 400 Mr
Ne cepuu: 18014
[ata usrotoBnexus: 04/2021
[aTa okoH4YaHus Cpoka rogHocTH; 04/2024
Ne cepTudmkara: 30000205247; 30000205484
Harta aHanusa: 23.04.2021
Homep npoaykra:: 01401230
obbem cepuu (KONUYECTBO YNaKoBOK): 29664
[eiicTeyoLlee BewecTso:; FnubeHknamug + MeTdopmuHa rugpoxnopua
MpoussoauTens AeHCTBYIOLEro BELECTBa:
MmubeHknamug; Wpu KpuwHa ®apmacerotukanc Nlumuren, UHaus
MeTtopmuHa rugpoxnopua; HOCB Mpaiisut lumuten, UHavs
Mapametp En. TpeGoBaHue PesynbTtar
PErucTpaLuoHHbLIA HoMep M N012183/01
ycnoBus oTnycka Mo peuenty
HOMep cepuu 18014
AaTy M3roToBMeHus 04/2021
«rofeHx Ao...» 04/2024
LUTPMUX- KOA nMeercs
XpaHeHue Mpwv TemnepaType He Boiwe 30° C
Cpok roagHocTH 3ropa

HopmartueHas aokymentauus: N N012183/01-071116 ¢ nam. Ne 1

MpoAyKT U3roToBMeH U UCNbITaH B COOTBETCTBUM C TpeGoBaHusMM GMP. Cepus no Bcem
napameTpaMm cooTBeTCTBYeT TpeGoBaHUAM cneuudpuKkauumu U 6bina BbINyWeHa ynoNnHOMOYEHHbIM
nuuomMm.

MENARINI - Von Heyden GmbH
ﬂ : / St 7-13
Romy Bgrger ( Dresden OpesneH, 26.05.2021
MeHapyHu — ®oH Xenpgen MMEX
YnonHaMouyeHHOe Nuuo
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