ot 5 Ne 2746 h
OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

METPOHUIA30JI BEJI®APM, 250 mr, TabieTku.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByro11€€e BEMIECTBO: METPOHHUIA301.
Kaxnas Tabnerka cogepxut 250 Mr MeTpoHH1a3071a.

BemectBa, Hammure KOTOPBIX HAJAO0 yYUTHIBATH B COCTAaBE JIEKAPCTBEHHOIO Iperapara: caxaposa
(mympa caxapuas), (cM. pazaenst 4.3 u 4.4).

ITomuprit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabaeTku.

Kpyrnbie miocKOUMIMHAPUYECKHE TAOJETKH OT Oenoro g0 Oenoro c >KelToBaTO-3eI€HOBATHIM
OTTEHKOM I[BETa C PUCKOH M (PacKOH.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Mpermapar METPOHUNIA30JI BEJI®APM mnoka3aH K MpUMEHEHHIO Y B3pOCIbIX U aerei ot 10 neT.

e [Iporo3oiinble WH(MEKIMM: BHEKHUIIEYHBbIH ameOua3 (Bkitouas ameOHBIM abciecc Me4YeHn),
KUIIeYHbIH ameOuna3 (ameOHast IU3eHTepHsl), TPUXOMOHHUA3.

e lHudekuuu, BeI3bIBacMble Bacteroides spp. (B T.u. B. fragilis, B. distasonis, B. ovatus, B.
thetaiotaomicron, B. vulgatus); nHdEKIMH KOCTEH M CycTaBOB, MH()EKIUH IIEHTPAILHONH HEPBHOI
cucremsl (LIHC), B TOM yncne MEHUHTUT, abciiecc Mo3ra; OakTepualbHbII YHJOKAPIUT; ITHEBMOHHUS,
IMIIHEMa 1 abCIece JIETKUX; CETICHUC.

e Undexunu, Be3piBaeMbie Clostridium spp., Peptococcus niger u Peptostreptococcus spp.:
uH(pekru OpIONIHON MONOCTH (MIEPUTOHUT, abcliecc MevYeHH), WH(GEKIMH OpPraHOB MaJoro Tasa
(arIOMETpHT, abciiecc (pammonueBbIX TPYO U SUYHUKOB, MH(PEKIINK CBOJIA BIAraauIla).

L4 HCCBIIOMCM6pElHO3HBII>i KOJIUT, CBSI3aHHBIM C MMPUMCHCHUCM aHTHOMOTHUKOB.

e Tactpur wim s3Ba 12-mepcTHOi kuiuku, cBs3anHbie ¢ Helicobacter pylori (B cocrase
KOMITJIEKCHOM Teparuu).

e [IpodunakTka mocreonepauoHHbIX OCIOKHEHUH (0OCOOCHHO IMocie onepanuii Ha 000104HOM
KHUIIIKE, B MApapeKTaIbHON 00aCTH, alMeHIPKTOMIH, THHEKOJIOTHYECKUX OMepaIinii).

4.2. Pe:xuM 103MPOBaHuS M CI0CO0 MPUMeEHEHHU s

PexxuM 03upoBaHus

Bspocnvie
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[Tpu KuIIeYHOM aMeOra3e METPOHHUIA30J1 IIPUMEHSIOT B cyTou! I:a:;;io 560} HOCTH 0004,
D D D HIH G ORE S0 MR el R4S

[IpYUeMa) B TeueHue 7 JHEH.
[Ipu octpoit ameOHOM TU3EHTEpUH CyTOUHas J103a cocTaiseT 2250 Mr (pa3aesieHHast Ha 3 Iprema).

[Tpu abcuecce mevyeHu U APYTUX BHEKHUIIEYHBIX (hopMax ameOnaza MakCHUMajbHas CyTOYHAs /1032
cocrapisier 2500 mr (pa3geneHHas Ha 3 TmpuemMa) B TeUYeHHE 3—5 1HEH, B KOMOMHAIUU C
TeTPAMKIMHOBBIMU aHTUOMOTUKAMU M JPYTUMH METOJIaMH TEPAITUH.

Jleuenue aHa’poOHBIX MH(OEKIUH OOBIYHO HAYMHAIOT C BHYTPHUBEHHBIX MH(Y3UIl C MOCIEIYIOIUM
nepexonoM Ha Ttabnerkw. J{is B3pocibix jgo3a mpemnapara coctaBisier S00 mMr 3 pasa B CYTKH.
JmuTenbHOCTh ICUEHUS COCTABISACT A0 7 JTHEH.

J1J1s1 TedeHust ICeBIOMEMOPaHO3HOTO KOJIUTA METPOHU 3011 HazHavyatoT 1o 500 mr 3—4 pasa B CyTKH.
JUTUTETbHOCTD JICUCHUSI OIIPEACIISIETCS BPAUOM.

Jlns spamukaruu Helicobacter pylori merponunaason Hazunagarot mo 500 mr 3 pasza B CyTKH B COCTaBe
KOMOWHHMPOBAHHOM Tepanuu (HalpuMep, ¢ aMOKCHIIMILIHHOM).

Jis ipo(UITaKTHKH TIOCICONIEPANIMOHHBIX OCIIOKHEHUN METPOHH1a30J1 HA3HAYAIOT B CYTOYHOU J103¢
750-1500 mr (pa3nenenHoit Ha 3 mpuema) 3a 3—4 nHs 10 onepanuu. Yepes 1-2 qHs mociie onepanuu
(korza yke paspelieH npueM BHYTPb) METPOHH1a30J1 Ha3Ha4yaloT 1o 750 Mr B CyTKu B TeueHue 7
JTHEH.

Oco0ble rpynIbl MalueHTOB

Ilon

[Ipu TpuxoMoHHuase y >KeHIIMH (YPETPUT U BarMHUT) METPOHHI1a30J1 HA3HAYAIOT OJTHOKPATHO B J03€
2 r uam B BUJIe KypcoBoro jiedeHus no 250 mr 2 pasa B cyTku B TeueHue 10 nHei.

[Ipu TpuxomMoHua3e y My>XuuH (ypeTpUT) METPOHUIA30JI HA3HAYAIOT OJHOKPATHO B J103€ 2 I' WU B
BHJIE KypcoBoOro jedeHus o 250 mr 2 pasa B cyTku B TeueHue 10 nuen.

eTH
Jlemu 0o 10 1em
[TpumeneHne ipemapaTa MPOTUBOIIOKA3aHO.
Jlemu om 10 0o 15 nem

Ipu ocmpou amebuol duzenmepuu

Cyrounas no3a 500 Mr (pa3aeneHHas Ha 2 IpuemMa).

Ipu abcuecce newernu u Opyaux gHeKueyrvix hopmax amebuasa

Cyrounas no3a 500 Mr (pa3aeneHHas Ha 2 TpuemMa).
Jlemu om 15 0o 18 nem

Pexum AO3UPOBAHUSA I JieTel B BO3pacTe OT 15 A0 18 et HE oTIMYaETCs OT PeKUMa NO3UPOBaAHUA
AJId B3pOCIIBIX.

Cnoco0 nmpuMeHeHus

Tabnerkn IMPUHUMAIOT BHYTPb, 10 UJIX ITOCJIC €/1bl, 3allMBasA 1OCTATOYHBIM KOJIMYECTBOM BOBI.
4.3. IIpoTuBoONOKa3aHUSA

- ['MnepuyBCTBUTENBHOCT K METPOHUAA30JTY, K IPYIMM IPOM3BOJHBIM HUTPOMMMIA301a, K
MMUJA30JIaM WIH K JPYTHM KOMIIOHEHTaM IIpernapara, IEpeUnciIeHHbIM B pasaene 6.1.

- Oprannueckue nopaxenus HHC (B Tom uucne snuierncus).
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— Jletikorienust (B TOM 4HCIIC B aHAMHE3€E).

- [TeueHOYHAS HETOCTATOYHOCTH (B CIIydae Ha3HAYCHUS OOJIBIINX 103).
- bepemeHHOCTD.

- Ilepuon rpyqHOro BCKapMIIMBAHMUS.

— Herckuit Bo3pact g0 10 ner.

- JleduuT caxapa3bpl/M30MaabTa3bl, HEIMEPECHOCUMOCTh (PYKTO3bI, TIIFOKO30-TaJaKTO3HAs
Majba0dCcopOITus.

4.4. OcoOble ykazaHusi 1 MepPbl NPEI0CTOPOKHOCTH NMPH NPUMeEHEHUH

C 0CTOPOKHOCTBIO

- Ileyenounas SHI_Ie(i)aJ'IOHaTI/IH.

- Octpple u xpoHuyeckue 3abojeBaHus mepudepuueckod U IEHTPAIbHOW HEPBHOMN
CUCTEMBI (PUCK YTSKEICHHUS HEBPOJIOTHUYECKON CUMIITOMATHUKH ).

- IToueunast HETOCTATOUYHOCTb.

Oco0nie YKa3aHusig

[TockosbKy OJHOBPEMEHHBIH MPUEM METPOHM]IA30JIa C AJIKOT0JIEM (3TAHOJOM) MOXET OKa3blBaTh
NeicTBHE, aHAIOTUYHOE ACUCTBUIO TUCYIbhupama (TuliepeMus KOXKHBIX TOKPOBOB, IPUIIUBBI KPOBU
K KOYKHBIM [TIOKPOBaM, pBOTa, TaXUKapAus), CleaAyeT NPeaynpeIuTh NalUEHTOB O TOM, YTO BO BpEMs
JICYEHUS U B TE€UCHUE XOTsI ObI OTHOTO JHS Moclie OkoH4aHus npueMma npenapata METPOHUJIA30JI
BEJI®APM He cnenyer ynoTpeOisiTh ajIKOTOJIbHBIE HANUTKU WIM JIEKApCTBEHHBIE IpernapaThl,
coJiepaKallue dTaHOI.

Cnenyer TIIAaTeNbHO  B3BELIMBAaTh IOKa3aHUs U1 JUIMTENBHOrO IpHeMa  Ipernapara
METPOHUJIA30JI BEJI®APM wu npu 0TCYTCTBUHU CTPOTHX MMOKa3aHUI U30erath ero JUIMTeIbHOTO
npuMeHeHus. Eciau npu HanuuMu cTporux MoKasaHWM MpemnapaT NpUMEHseTcs 0oliee JUIMTEIbHO,
4eM O9TO OOBIYHO pPEKOMEHAYeTCs, TO JICUEHHE CIIeAyeT TMPOBOJAUTH IOJA KOHTPOJIEM
reMaToJIOTMUECKUX IMoKa3aTened (0COOEHHO JIEHKOIMTOB) U HEKEIAaTeNbHBIX peaklui, TaKuX Kak
nepudepuyeckas UM LEeHTpaldbHas HeliponaTus (apecTe3nuu, aTaKCHsl, FOJOBOKPYKEHUE, BEPTUTO,
CYJIOpOTH), TP MOSABJIEHUU KOTOPBIX JIEYEHHE JOHKHO OBITh MPEKPAIIEHO.

IIpu nedyeHUM TPUXOMOHAJHOTO BarMHUTA Y JKEHUIIMH M TPUXOMOHAJHOTO YPETPUTA y MYXKUUH
HEO0OXOJIMMO BO3JIEP)KUBATHCA OT IOJOBBIX KOHTakTOB. OOs3aTeNbHO OJHOBPEMEHHOE JI€UEHUE
IOJIOBBIX NapTHepoB. He cnexyeTr npekpaimaTs jeueHue Bo BpeMs MeHcTpyauuid. Ilocie tepanun
TPUXOMOHHA3a CJIEIyeT IPOBECTU KOHTPOJIbHBIE TPOOKI B TEUEHHE 3 OUEpETHBIX IIUKIIOB J0 U MOCIe
MEHCTpYyalHH.

Crmenyer ¢ OCTOPOKHOCTBIO IPUMEHATH METPOHUIA30J1 y MAIllMEHTOB C  IE€YEHOYHOMU
sHIedaonaTeld, a TakkKe Yy NalMEeHTOB C OCTPBIMM MM XPOHUYECKMMHU 3a00JeBaHUSIMU
LEHTPATBbHON UK NTepuepuyecKoil HEpBHON CHCTEMBI M3-3a BO3MOKHOT'O PHCKA HEBPOJIOTUYECKOTO
YXYALICHUS.

CooOmanoch 0 pa3BUTHH TSHKENOM TEMaTOTOKCUYHOCTH/OCTPOM MEUEHOUHOM HEeI0CTaTOYHOCTH
(BKJIIOUAs Cilydau C JIeTaJbHBIM HCXOJO0M, KOTOpble OYEHb OBICTPO Pa3BUBAIUCH IOCIE Hayaa
JICYEHHUs) y MalMeHTOB ¢ cuHApoMoM KokkeliHa mpu J€4eHWH METPOHUAA30JI0M JJIsi CUCTEMHOIO
IpUMeHeHHs. J[aHHOM KaTeropuu NalMEeHTOB METPOHMA30J CJIEAYEeT Ha3HauyaTh TOJIBKO IOCIE
TIIATEIbHOM OLIEHKH OTHOILEHUS «I10JIb33/PUCK» U TOJIBKO B CIIydae OTCYTCTBUS albTEPHATUBHOIO
JICUCHU .

HccnenoBanus pyHKINY EUYEHU CIIEAYET MPOBOIUTH MEpe]] Ha4aJloM JICUEHHUS, BO BpeMsI Teparuu u
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MY OTYETY

3HA4YEeHUH, UJTU 10 TeX MOp, TOKa He OYAYT JOCTUTHYTHI HCXO/IHBIEC 3HAYCHHS STUX MoKa3aTenei. Eciun
MoKasareiau PyHKIMA edeHH OyIyT 3HAaUUTEIbHO MPEBBIICHBI BO BpeMsl JIEYSHHUsI, TO IPUMEHEHHUE
npernapara JI0JKHO ObITh IPEKpaIeHo.

[Tanmentam ¢ cuaapoMoMm KokkeitHa cieayer peKOMEHJ0BaTh HEMEINJICHHO COOOIIaTh Bpady O
pPa3BUTUU JIOOBIX CHMIITOMOB IMOTCHIIMATBHOTO MOPAKEHUS MEUYCHU U MPEKpaIiath MPUMCHEHHE
METPOHHAA30J1a.

Coo0mmanoch 0 Ciiydasx TSOKENBIX OYIJIE3HBIX KOXKHBIX PEaKIui, TakuxX Kak cuHapom CTuBeHca-
JIKOHCOHA, TOKCHYECKUW HOUJACPMAJIbHBbIA HEKPOJW3 WM OCTPBIM  TIeHepaJnu30BAHHBIN
9K3aHTEMATO3HbI MyCTyJe3, Mocie MpueMa MeTpoHujazoja. I[lpu pa3BUTUM CHUMIITOMOB WIH
MIPU3HAKOB JIaHHBIX 3a0osieBanuii, JedeHue npernapatom METPOHUIA30JI BEJI®APM nomkHO
OBITH HEMEIJICHHO MTPEKPAIICHO.

Coobmanoch 0 ciaydasx MOSBICHUS CYUIMJAIBHBIX MbICIIEH ¢ Aenpeccueil mim 0e3 Hee BO BpeMs
JedyeHus MeTpoHujaszosnioM. llamuenrtam cinegyeT peKOMEHIOBAaTh MPEKPaTUTh JIEYEHHE W
HEe3aMeJUIMTENbHO OOpaTUThCA K JieYalleMy Bpady B Cllydae BO3HMKHOBEHHS IICHXMYECKHX
HapyuieHui Bo Bpems jedenus npenapatoMm METPOHUJIA30JI BEJI®APM.

HeO6XOI[I/IMO TIIAaTCIBHO 000CHOBEBIBATH UIMTCIIbBHOC IIPHUMCHCHUEC MCTPOHHOIA30JIa H3-3a
BO3MOKHOH MYTAar¢HHOCTH 1 KaHICPOIrCHHOCTHU.

Brusnue na pezynemamoi 1a60pamopHulx uccied08anuti

HGO6XOZII/IMO MIPUHHUMATb BO BHUMAHUC, YTO MCTPOHHIA30JI MOKET HMMOOUIIN30BaTh TPCIIOHEMEI,
4TO NPUBOAUT K JIOKHOIIOJIOKUTCIBHOMY TCCTY Henncona.

MeTpoHua301 MOXKET HCKaKaThb PE3yJbTaTbl HEKOTOPBIX HCCIIEJOBaHUM KpoBH (OIpeneseHne
anannHamuHoTpancdepaszbl (AJIT), acmapraramuuorpancdepassl (ACT), makTaTAerHIpPOTreHA3bI,
TPUTIUIIEPUIOB, TIFOKO3bI). ITO MOKET MPUBECTH K MOTYICHHUIO JIOKHOOTPHIIATEIBHOTO pe3yIbTaTa
WU KpailHe HU3KOro MOKa3aTels, KOr/la aHAIUTUYECKHE METOAMKH ONpEeNeNeHUs OCHOBAHbI HA
CHIDKEHUHU TIOTJIOIIEHUSI B YJIbTPadUONETOBOM 00NAacTH CIEKTpa, CBA3AHHOIO C OKHCIEHUEM
HUKOTUHAMUIAICHUHINHYKIIEOTU A (HAJIH) B BOCCTaHOBJICHHOU dbopme o
HUKoTHHamuaaneHnHauuykineoruaa (HAJL). BnusHue npenapata 00yciaoBI€HO CXOJICTBOM ITHKOB
noriomenus HAJIH (340 um) u Mmetponuaazona (322 um) npu pH 7.

BcnoMorarensHble BEIIECTBA

[TanmeHTam ¢ peaKo BCTpedarolleics HaclIeICTBEHHON HenepeHOCUMOCTbIO (PYKTO3BI, TIIFOK030-
rajJJakTO3HON MasibabcopOumen uiau neUuIUTOM caxapas3bl-M30MaibTO3bl HE ClIEAyeT NPUHUMATH
JIAHHBIN JIeKapCTBEHHBIN Ipenapar.

4.5. BzaumojaeiictTBue ¢ JAPYIrMMH JIEKAPCTBEHHBIMH MNpenaparamMM W Jpyrue BH/bI
B3aNMOIeHCTBUSA

2 II/IC YHB[IQI/IQ&M

Coo01manoch 0 pa3BUTHH TMCUXOTHYECKHX pPEAKIHM y MalMEeHTOB, MOIYyYaBIINX OJHOBPEMEHHO
METPOHHUAA30JI ¥ JUCYJIb(PrpaM (MHTEpBAT MKy TPUMEHEHHEM TUX JICKAPCTBCHHBIX MPENapaToB
JOJDKEH OBITh HE MEHEe 2 HEeJIelb).

OTa”HoI

B03M0OXHO BO3HMKHOBEHHE AUCYIbPUPAMOIONIOOHBIX peakiuil (TUnepemMHsi KOKHBIX MOKPOBOB,
MPWJINBBI KPOBU K KOXKHBIM ITOKPOBaM, pBOTa, TAXUKaPIUs).

HenpsMbie anTukoaryasuTsl (Bapdapus)

Bo3MOkHO ycuieHne aHTUKOaryassHTHOTo 3 ¢eKTa U MOBBIIIEHNE PUCKA PA3BUTHUS KPOBOTEUEHUS,
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MY OTUETY

MPUBOANTH K YIUTMHEHHUIO NMPOTPOMOMHOBOTO BpEMEHU. B ciydyae OqHOBPEMEHHOTO MPUMEHEHUS
METPOHMJA30J1a M  HEeNpsAMBIX AaHTUKOAryJasHTOB TpeOyercs Oojee 4YacTblii  KOHTPOJIb
IPOTPOMOMHOBOTO BPEMEHHU U MPH HEOOXOAUMOCTH KOPPEKIHUS 103 aHTUKOATYJISIHTOB.

JIuTni

IIpn OQHOBpPEMEHHOM IIPUMEHEHUH METPOHHUIA30J1a C IpernaparamMy JIUTUS MOKET IOBBIILATHCSA
KOHLEHTpalusl IIOCIENHEro B Iula3Me KpoBU. [Ipy OZHOBpEMEHHOM NPUMEHEHUHU CIIEAYeT
KOHTPOJIMPOBATh KOHLEHTPALUU JIUTHS, KPEAaTUHUHA U 3JIEKTPOJIMTOB B IUIa3ME KPOBHU.

! !I/IKJ'IOCHO[ YUH

IIpy ONHOBPEMEHHOM IIPUMEHEHMHM METPOHUJA30j1a C ILUKIOCIOPUHOM MOXET IOBBIIIATHCS
KOHIIEHTpalusl LMKIOCIIOpUHA B Iula3Me KpoBU. B ciydyae HEOOXOIUMOCTH OJHOBPEMEHHOI'O
IIPUMEHEHHs] METPOHHJA30jJa MW LHMKJIOCIOPUHA CIEAYeT KOHTPOJHMPOBATh KOHIECHTPALMH
LUKJIOCIIOPUHA U KPEaTUHUHA B IUIa3Me KPOBHU.

QI/IMGTI/IZ!I/IH

I_II/IMGTI/I)II/IH I/IHFI/I6I/IpyeT METa00IH3M MCTpPpOHHKA30J1da, YTO MOXKCT IMPHUBCCTH K IMOBBLIICHHUIO €TO
KOHICHTPAMHU B IJIa3ME€ KPOBU U YBCIIMYCHHUIO PHUCKA Pa3BUTUSA IMOOOYHBIX SIBJICHHUI.

JlekapcTBEHHBIE Npemaparsl, MHAYIHPYIOIKE HW30(EpPMEHTHl MUKPOCOMAIBLHOIO OKUCIEHHS B
neyeHu (penodbapouTa, GeHUTONH)

OnHOBpeMEHHOE IPUMEHEHHE METPOHH 12301 C JIEKapCTBEHHBIMU IpenapaTaMy, HHAYLHPYIOLUMU
n30(pepMEHTHl MUKpPOCOMAJIBHOTO OKHCIEeHUS B medeHu ((enobGapOuran, (HEHUTOMH), MOXKET
YCKOPSITh BBIBEACHHE METPOHHIA30J1a, B PE3yJbTaTe YEro CHIKACTCS €ro KOHLEHTPALus B IUIa3Me
KPOBH.

dto I
MeTtpoHn1a30J1 yMEHBIIIACT KIUPEHC PTOpyparuia, MpUuBo/Isi K YBETUUECHUIO €r0 TOKCHYHOCTH.

Bbycynsdhan

MeTpoHu1a3051 MOBBIIIAET KOHLIEHTpaLUI0 Oycyib(aHa B TUIa3Me KPOBH, YTO MOXKET MPUBOJIUTH K
Pa3BUTHIO TSKEJIOTO0 TOKCUYECKOTo AeUCTBHs OycybgaHa.

Henenoasapusvioie MUOPEIAKCAHTEI (BEKYPOHUS OpOMUAI)

He PCKOMEHAYCTCA MPUMCEHATEL C HCACTIOIAPU3YIOIIIUMU MUOPECIIAKCAHTAMU (BeKypOHI/I}I 6pOMI/II[).

CynpbhaHniaMuIbL

Cyﬂb(baHI/IHaMI/II[LI YCUIINBAIOT HpOTHBOMHKpOGHOe JIelcTBUE MCTPOHHUA30J1a.

HpenapaTm, YIJIHHAOIMNWE HHTEPBAI QT

Coobmanocy 00 ymnuHennn wuHTepBana QT, o0coOeHHO mnpu NPUMEHEHWH METPOHUIA30JIa
OJTHOBPEMEHHO ¢ TIperapaTamMu, CIIOCOOHBIMHU Y UTHHATH HHTepBaT QT.

4.6. bepeMeHHOCTDb U JIAKTALMUS

bepemeHHOCTH

[TockonbKy METPOHUA3051 MPOXOJUT Yepe3 TUIAleHTApHbII Oapbep U ero JieiicTBUe Ha OpraHOreHe3
IJI0/1a YeJIoBeKa Hen3BecTHO, npuMeHeHne npenapata METPOHUIA30OJI BEJI®APM Bo Bpems
OepeMEeHHOCTH MPOTUBOINOKa3aHo (cM. pasnen 4.3.).

JlakTamus

MeTpoHn1a30JI IPOHUKAET B IPYAHOE MOJIOKO, IOATOMY IIPUMEHEHME IIpernapara B IEpUO IPYAHOTO
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BCKapMJIUBaHMsI TPOTHBOITOKa3aHo (cM. pasaern 4.3.).

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CpeACcTBAMH M padorarh C
MeXaHM3MaMH

VY4uThIBas pUCK Pa3BUTHUS TAKUX TOOOYHBIX PEAKIIUN, KaK CIyTaHHOCTb CO3HAHMUSL, TOJIOBOKPY)KEHHUE,
BEPTUI0, TAJUIIOLMHALMYU, CYAOPOrM, HAapyLUICHUS 3PEHHsA, PEKOMEHIYETCS BO BpPEMs JICUCHHUS
BO3JIEP’KUBATLCSA OT YIPABJIEHUS aBTOMOOWJIEM, OT 3aHSATUA JPYTMMH MOTEHIMAJIBHO ONACHBIMU
BUJAMU JESITEIbHOCTH, TPEOYIOIIMMU MOBBIIIEHHOW KOHIEHTPALMU BHUMAHUSA U OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUN.

4.8. HexenaTelbHbIE peakuu

Pe3roMe HexenaTenbHBIX DEAKIINI

Hapywenus co cmopoHul Kpogu u tumgamuueckou cucmembl

— ATrpaHyJIOIUTO3, JEHKONEHNS, HEUTPONEHUS U TPOMOOLIUTOIIEHHUSI.
Hapywenus co cmopoHbl uMMyHHOU cucmembl

— AHTMOHEBPOTUYECKUIN OTEK, aHA(UIAKTUYECKUH LIOK.
Hapywenus co cmoponul nepgHou cucmembl

— [Tepudepuueckas ceHcoOpHast HEWpoOaTusl.

— ["osioBHast 6071b, CyTOPOTH, FOJIOBOKPYKEHHE.

- Coo0manocs 0 pa3BUTHH 3HIEDAIONATHN (HAIPUMEp, CITyTaHHOCTh CO3HAHUS, BEPTHIO) U
MOJIOCTPOrO MO3KEUYKOBOTO CHHJpOMa (HapyIIeHHE KOOpAMHAIMM M CHHEpPru3Ma JBH)KEHU,
aTakcusl, IU3apTpusl, HAPYLUICHUS MOXOKH, HUCTArM U TPEMOP ), KOTOPbIE MOABEPratoTCcsi 00paTHOMY
Pa3BUTHIO [TOCJIE OTMEHBI METPOHUA301a.

- AcenTuuecKkuii MEHUHTHT.

— Bepruro.

Icuxuueckue napywenus

— [lcuxoTHueckue paccTpoiicTBa, BKIIIOYAs CIYTAHHOCTh CO3HAHMUSI, TAJUTIOIIUTHAIIMY.
— Henpeccusi, 6eccOHHUIIA, Pa3IPAKUTEIBHOCTD, OBBIIIIEHHAS BO30YIUMOCTD.
Hapywenus co cmoponwl opeana 3penus

- Hpexonsmme HapymicHus 3pCHUA, TAKUC KaK JUINIONHWA, MHOIHNA, HCUCTKOCTH 3PCHHA,
CHMXXCHHUC OCTPOTHI 3pCHHA, HAPYHICHUC IBETOBOTO BOCIIPUATHUA.

— HeiiponaTus/HeBpUT 3pUTENBHOTO HEPBA.

Hapywenus co cmoponul opeana ciyxa u aabupunma

— Hapymenus ciyxa/morepst ciryxa (BKI04Yas HEHPOCEHCOPHYIO TIIYXOTY).
— IITym B ymax.

Hapywenus co cmoponul cepoya

— VY anunenue untepana QT (0coOeHHO MpU MPUMEHEHUH METPOHH1a30J1a OJJHOBPEMEHHO C
npernaparamu, CliocOOHBIMH yIUTHHATH UHTEpBai QT).

Hapymesz CO CMOpPOHDBI ofceﬂyaquO-Kuweqnoeo mpakma

— bonu B smuractpuu, TOMHOTA, pBOTA, AUAPES.
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OUIYIEHHUI («METAJUIMYECKUI» NPUBKYC BO PTy), CHHIKEHHE allleTHTa, aHOPEKCHUSA, CyXOCTh
CJIM3UCTON 000JI0YKH MOJIOCTH PTa, 3a11op.

— [TankpeaTtut (0OpaTHUMBbIE CITy4an).

— M3meHeHne 1BeTa S3bIKa/«OOT0KEHHBIN» S3BIK (M3-32 YPE3MEPHOTO POCTa TI'PUOKOBOM
MUKPODIOPEI).

Hapywenus co cmoponbl neuenu u sscenuedbi8o0auux nymeti

— [ToBbImieHNe aKTUBHOCTH «11e4eHOYHBIX» pepmeHTOB (ACT u AJIT), menounoit pocdarasbr),
Pa3BUTHE XOJIECTATUYECKOTO MIIM CMEIIAHHOTO TeNaTUTa, FeNaTOEeIUTIOISIPHOTO ITOPAXKEHHS TEYEHH,
MHOT/Ia COMTPOBOKAABILIETOCS KENTYXOH.

- Y nanueHToB, MOJYYaBIIMX JIEYEHHE METPOHHIA30JI0M B KOMOMHALMM C JPYTUMHU
aHTHOMOTHKAMH, HAOIIONANINCEH CITy4al Pa3BUTHA NEUCHOYHON HEIOCTATOYHOCTH, MOTPeOOBaBIIECH
IIPOBEACHUS TPAHCIUIAHTALIUY [IEYEHU.

Hapywenus co cmoponul Kodtcu u noOK0oNCHbIX MKaAHel

— ChlIib, 3yJ, NPUIIMBBI KPOBU K KOKHBIM ITOKPOBaM, THIIEPEMHUS KOKH, KpAlIUBHULA.
— IlycTyne3Has KOXKHas Chlllb.

— OuKCHPOBaHHAS JIEKAPCTBEHHAS CHIIb.

— OcTpblil reHepaTn30BaHHBIA SK3aHTEMATO3HBIN ITyCTYJIES.

— Cunapom CrupeHca-/[?>KOHCOHA, TOKCUUECKHUH MK I€pMaIbHbII HEKPOJIU3.
Hapywenus co cmoponul nouex u Mouesbigo0sauyux nymet

- Bo3MoxHO OKpalInBaHUEC MOYU B KOpI/I‘lHeBO-KpaCHOBaTHﬁ OBCT, O6YCJ'IOBJ'ICHHOC HaJIM4YHUuEM
B MOY€ BOJAOPACTBOPUMOTO MeTaboIuTa MCTPOHHUIA30J1a.

— Ju3ypusi, TOIuypusi, HUCTUT, HEJIEp>KaHUE MOYH, KaHIU03.
Obwue napywenus u peakyuu 6 mecme 68e0eHUs.

— JInxopajka, 3aJ105)KEHHOCTh HOCA, apTPaJITUH, CIab0CTh.
Jlabopamopuvie u uncmpymenmanvHvle OaHHblE

— VYmnomenue 3youa T na OKI'.

[Ipy BO3HMKHOBEHHUH JIIOOOTO U3 MEPEUUCICHHBIX BBIIE APPEKTOB ClEIyeT NMPEKPaTUTh MpUEM
npernapara U HeMeJUIEeHHO 00paTUThCs K Bpady.

COO6HI€HI/IG O ITOAO03PEBACMBIX HCKCIATCIBbHBIX PCAKIINAX

BaxHo coo0marh O TOJO3pEBAacMbIX HEXKENATeNbHBIX PEAKIUAX IMOCIe  PEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara C Leibl0 O0ecreueHus] HENpPEepbIBHOTO MOHMTOPUHIA COOTHOIIEHHS
«0JIb3a — PUCK» JIEKAPCTBEHHOro TMpemnapaTta. MeIWIUMHCKUM pabOTHHKAM pPEKOMEHIYyeTCs
co00MIATh O JHOOBIX MMOI03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMAX JIEKAPCTBEHHOrO IpenapaTa 4epes
HaIlMOHAJIbHBIE CHCTEMBbl COOOLIEHMH O HEeXeNaTeJIbHbIX pPeaKIHUiX TOCylapcTB — UICHOB
EBpazniickoro 5KOHOMHUYECKOTO COK03a.

Poccuiickas ®@edepayus

109012, r. Mocksa, CrnaBsiHCKas miomansp, 1. 4, ctp. 1

denepanbHas ciryx0a mo Hag30py B cdepe 3npaBooxpanenus (Poc3apaBuanzop)
Ten.: +7(800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
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4.9. llepeno3upoBka

Coob1anocs 0 preMe BHYTpPb pa30BbIX 103 METPOHM1a30J1a 10 12 I pu CyMLIUJaIbHBIX MONbBITKaX
U CIIy4YalHBIX I1€PEJO3UPOBKaX.

CuMOTOMBI

PBoTa, arakcus, HeOObINAs 1€30PUEHTALINS.

Jleuenune

Crenuduueckoro aHTHAOTAa NPU NEPEAO3UPOBKE METPOHHUAA30JIOM HE CyliecTByeT. B cimyuae
MO/IO3PEHHS] HA 3HAUMTENBHOE MPEBBIIICHUE 03Bl CIEAYeT MPOBOJUTH CUMITOMATHYECKYIO H
MO/IIEPKUBAIOLIYIO TEPAIIUIO.

5. PAPMAKOJIOTHTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

CDapMaKOTepaHeBTI/I‘IeCKaH rpynia: aHTI/I6aKTCpI/IaHBHBIe nperaparbl CUCTEMHOI'O HeﬁCTBHH; Apyruce
aHTI/I6aKTepI/IaJII)HI>IC CcpeacTBa, MpOMU3BOJHBIC UMW AA30J1a.

Kon ATX: JO1XDO1.

MexanusMm aeiicteus U hapMakoauHamMuueckue dhdheKThI

MeTpoHua301 ABIAETCS MPOU3BOAHBIM S-HUTPOUMHUIA30/1a. MeXaHU3M JIEHCTBUS METPOHM 1A30J1a
3aKJIIOYaeTcsl B OMOXMMHUYECKOM  BOCCTAHOBJICHUU S-HUTpOrpyHnbl  METPOHHAA30]1a
BHYTPUKIJIETOYHBIMU TPAHCIIOPTHBIMH MPOTEUHAMHU aHA3POOHBIX MUKPOOPTaHU3MOB U MPOCTEUIITUX.
Boccranosnennas S-HUTpOrpyImna METPOHUIA30/1a B3aUMOCHCTBYET € J€30KCHPUOOHYKICMHOBOM
kucnoroit (JJHK) xinerkn MUKpoOpraHM3MOB, MHTUOHPYSI CHHTE3 UX HYKIEHHOBBIX KHCJIOT, YTO
BCICT K ruoenn MHUKPOOPTaHHU3MOB.

AxtuBeH B oTHomieHmu Trichomonas vaginalis, Entamoeba histolytica, a Takke
rpaMOTpHIIATENILHBIX aHadpoOoB Bacteroides spp. (B Tom uucie B. fragilis, B. distasonis, B. ovatus,
B. thetaiotaomicron, B. vulgatus), Fusobacterium spp., ¥ HEKOTOPBIX TPaMIIOIOKUTEIBHBIX
aHa’poOoB (uyBcTBUTENbHBIE mITaMMbl Eubacterium spp., Clostridium spp., Peptococcus niger,
Peptostreptococcus spp.). MuHuManbHas TOJABISIIONIAS KOHIIEHTpAIMs AN STHUX IITaMMOB
cocraBisier 0,125-6,25 mxr/min. B coderaHnM ¢ aMOKCHIIMJUTHHOM TIPOSIBJIIET AaKTHBHOCTH B
ornomennn Helicobacter pylori (amokcunmamuH momaBisieT pa3BUTHE PE3UCTEHTHOCTH K
METPOHHIA30ITY).

K mMeTpoHnaa3oi1y He 4yBCTBUTENbHBI a3pOOHBIE MUKPOOPIaHU3MBI U (PaKyJIbTaTUBHBIE aHA3POOHI,
HO B IIPUCYTCTBHUH CMeIIaHHOH (iopsl (a3po0bl M aHaIpOOBI) METPOHUIA30JT IEUCTBYET CUHEPTHIHO
C aHTUOMOTHUKAMH, 3(p(PEeKTUBHBIMU IPOTUB OOBIYHBIX a9POOOB.

5.2. dapmakoKUHETHYECKHUE CBOIiCTBA

AOGcopbims

[Ipu npuemMe BHYTpb METPOHM]1A30J1 OBICTPO M MIOYTH MOJHOCTHIO BcachiBaeTcs (mpumMepHo 80 % 3a
1 yac). [Ipuem numum He BiuseT Ha abCOpOLMIO METPOHMIA30J1a. BUOIOCTYTHOCTh COCTaBIIsET HE
MeHee 80 %. [locne mpuema BHYTps MeTpoHUAa3ona B 103e¢ 500 M ero KOHIIEHTpauus B IUIa3Me
KpoBHu coctaBisgeT 10 Mxr/mi yepe3 1 vac, 13,5 Mxr/mi yepe3 — 3 yaca.

Pacopenenenune
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MIPOHUKAET B TKAaHU (JIETKUE, MOYKH, NEYCHb, KOXKY, JKeI4b, CHUHHOMO3IOBYIO KHIKOCTh, CIIOHY,
CEMEHHYIO JKUJIKOCTh, BATUHAJIBHBINA CEKPET), B TPYAHOE MOJIOKO U MPOXOHUT Yepe3 IIalleHTAPHBIN
Oapbep.

BI/IOTDaHCd)ODMaHI/IH

Oxono 30-60 % wmerpoHuaazona MeTabOIU3UPYETCS MYTEM T'HIPOKCHIMPOBAHUS, OKUCICHHUS WU
rMIOKypoHupoBaHus.  OCHOBHOM ~ MeTabonuT  (2-OKCHMETPOHHMIA30J1) TAaKKEe  OKa3bIBaeT
IIPOTUBOIPOTO30MHOE U IPOTUBOMUKPOOHOE JIEICTBHE.

OIMMUHAIMSA

40-70 % meTpoHH1a30J1a BEIBOAUTCS MTOYKAaMH (B HEM3MEHEHHOM BHUJI€ — OKOJIO 35 % OT mpuHATOU
no3bl). [lepuon nmonyBeiBenenust — 8—10 vacos.

TloyeyHas HETOCTATOYHOCTD

VY nauuMeHTOB ¢ HapyleHHUeM (DYHKIMM MOYEK IPU KYpCOBOM IMpHEME METPOHMIa30J1a BO3MOXKHO
MOBBIIICHUE €TI0 KOHIEHTPALUH B CBIBOPOTKE KPOBH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. [lepeuensb BcnoMoraTebHbIX BelleCTB

Kpaxman kapTodenbHbIi
CreapuHOBas KUCIIOTA

[ToBUIOH (TONMBUHWIMUPPOIUIOH HU3KOMOJEKYIApHBIH MemuuuHckui 12600+2700, miaacaox
K-17)

Caxapo3a (myapa caxapHasi)

6.2. HecoBMecTHMOCTDH

He nmpumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roga.

6.4. Oco0Oble Mepbl MPEAOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B 3aIIMIIEHHOM OT CBETa MecTe Mpu TeMIieparype He Bbiiie 25 °C.
6.5. XapakTep u cojep:KaHHe YIAKOBKH

st 000 «Bendapmy, Poccus, OAO «Mapbuodapmy, Poccust, OAO «Ypandouodbapmy», Poccus

ITo 8, 10, 12 TabieTok B KOHTYPHYIO SIUEHKOBYIO YHNAKOBKY W3 IUIEHKH MOJMBHUHUIXJIOPUAHON U
(boNbIY ATIOMUHUEBON MEYaTHOM JTAKUPOBAHHOM.

ITo 8, 10, 12, 16, 20, 24, 30, 32, 36, 40, 48, 50, 60, 72 Tabnerok B OaHKY IMOJMMEPHYIO W3
MOJIMIPONUJICHA WM MOJIMATUIIEHA, YKYTOPEHHYIO HATATMBAEMON WM HABMHYMBAEMOM KPBIIIKOM
MTOJIMMEPHON IS JICKAPCTBEHHBIX CPENICTB W3 TOJUIMPONHICHA WM TOJMATHIIEHA C KOHTPOJIEM
MIEPBOTO BCKPBITHS WK 0€3 KOHTPOJIS, C YIUIOTHSIIOIIMM 3JIEMEHTOM KT 0€3 HETo.

[Ipu OTCYTCTBMHU YIJIOTHUTENS] MPOOKHM CBOOOJHOE MPOCTPAHCTBO B OaHKE 3aIOJIHSIOT BaTOM
MEIUIMHCKON TUTPOCKOIIMYECKON UITM aMOPTU3aTOPOM.
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Ha GaHky HakJIEMBAIOT 3THKETKHU CaMOKJICAIINECS.

Kaxnayro 6anky, 1, 2, 3,4, 5, 6 KOHTYPHBIX STYCHKOBBIX YITAKOBOK C JTMCTKOM-BKJIAJIBIIIEM TOMEIIAIOT
B [TAYKY U3 KapTOHA.

%0054
st 000 «Bendbapm-My»., Poccust

ITo 8, 10, 12 TabneToKk B KOHTYPHYIO SYEHKOBYIO YMAKOBKY W3 TUICHKH MOJMBHUHUIXJIOPUIHON U
($hoNbIru aTIOMUHUEBOM MEYaTHOMN JJAKUPOBAHHOM.

1,2, 3,4, 5, 6 KOHTYpHBIX SYEHKOBBIX YIAKOBOK C JIMCTKOM-BKJIQJBIIIEM IMOMELIAIOT B MaYKy U3
KapToHa.

6.6. Ocodble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUH MCIOJIb30BAHHOIO J1eKAPCTBEHHOI0
npenapara WiM OTX0A0B, NMOJYYEeHHBIX MOCJe NMPUMEHEeHHUs JIeKapCTBEHHOIo mpenapara, u
Apyrue MAHMIYJISILMH € IPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickast ®enepanus
OO01m1ecTBO ¢ OTpaHUYCHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)

115184, r. MockBa, O3epkoBckHii niep., A. 12, 1. 1, mom. |, kom. 9
7.1. IllpencraBuTe/ib Aep:KaTejisi perUCTPAIHOHHOIO YA0CTOBEPEHMsI

IIperen3un HOTDC6I/IT6J'I€I\/’I HamnpasJATH 110 aapeECy:

Poccuiickas @enepanns

OO11ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kyprauckas 06:1., r. Kypran, npocriekt Konctutyuun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN NpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIENTY.
Oomas xapaktepuctuka jekapcrsennoro npenapata METPOHUIIA30JI BEJI®APM noctynHa B
€IMHOM DEeCTpe 3aperuCTPUPOBAHHBIX CPEACTB EBpa3miickoro SKOHOMHMUYECKOIO COK3a M Ha

ounmansHOM caure YIIOJJHOMOYE€HHOTO opraHa (3KcmiepTHOM OpraHH3aIim)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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