oT 19.11.2025 M2 28

(MOCNEOQOBATENEHOC

[
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Mertponnmazo, 250 Mr, TabIeTKH.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTBytol1I€€ BEIIECTBO: METPOHMIA301.
Kaxnas Tabnerka cogepxut 250 Mr MeTpoHH1a3071a.

BerecTBa, HajM4Ke KOTOPBIX HAJ0 YIUTHIBATh B COCTaBE JICKAPCTBEHHOT'O MpenapaTa: HaTpuil (CM.
paznen 4.4).

ITomubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPUBCICH B PA3JLCJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabaerTku.

Tabmerkn Kkpyrmele Oenoro wiam O€JIOr0 € JKEITOBATO-3€JICHOBATHIM  OTTEHKOM  IIBETA
TJIOCKOIMIIMHIPUYIECKON (OpMBI ¢ (aCKOW U PUCKOH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K MPUMEHEHHU IO

[TpemapaT MeTpoHH 123011 TTOKa3aH K MPUMEHEHUIO Y B3POCIIBIX U JieTel oT 6 10 18 yeT s neyeHus
MH(DEKIHiA, BEI3BAHHBIX YyBCTBUTEIBHBIMU K METPOHHUIa30y OpraHU3MaMHu:

— IIporo3oiiHble MHQEKIUN: BHEKUIIEUHbIH aMeOuna3 (BKiIrO4as aMeOHBINA abcliecc MEeYeHn),
KHIIIEYHBIN ameOunas (ameOHas TU3eHTEpHs), TPUXOMOHHA3.

— HWndexuuu, Bei3piBacMbie Bacteroides spp. (B Tom uucine B. fragilis, B. distasonis, B. ovatus,
B. thetaiotaomicron, B. vulgatus);, nHpEeKIMU KOCTEH U CYCTaBOB; MHPEKIMH LIEHTPATbHON
HepBHOW cucrembl (HHC), B TOM umcie MeHHMHruT, alcuecc Mo3ra; OaKTepualbHbII
9H/IOKApIUT; THEBMOHUS, SMIIMEMa U a0CIIecC JIETKUX; CETICHUC.

— UWndexuuu, Be3siBacmbie Clostridium spp., Peptococcus niger, Peptostreptococcus spp.:
nHEeKIMH OpIOIIHON MOJOCTH (IIEPUTOHUT, adcrecc MeueHH), HHPEKIMU OPraHoOB Majioro
Ta3a (3HIOMETPUT, adciecc QaIoNueBbIX TPYO U SMUHUKOB, MHPEKIIUU CBOJIA BIATAJINIIA).

- HCGBHOMCM6paH03HBIﬁ KOJIUT, CBSI3aHHBIN C IMPUMCHCHUCM AHTHOMOTHKOB.

— TactpuT niu s3Ba ABEHAIIATHIICPCTHOM KUIKH, cBsi3aHHbIe ¢ Helicobacter pylori (B cocrase
KOMITJIEKCHOM Teparuu).

— Ilpodunaktuka MOCIEONEPAIMOHHBIX OCIOKHEHUH (0COOEHHO TIOocie omepanuil Ha
000JJOYHON KHILKE, B MapapeKTaJbHOW OO0JACTH, ameHAIKTOMHUH, THHEKOJIOTMYECKHX
OTICpAIIHA).
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4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHUs!

PexxuM mo3upoBanus

Kuweunwiii anebuas

[Ipu xumeynom amedbnaze METPOHM1A30J1 IPUMEHSIOT B cyTouHOU 03¢ 1500 Mr (pa3aeneHHon Ha
3 nmpuema) B TeueHue 7 qHEH.

Ocmpas amebHas ouzenmepust
ITpu ocTpoit aMeOHOM Tu3eHTepUH CyTOUHas 103a cocTaBisieT 2250 mr (pasnenenHas Ha 3 mpuema).
Abcyecc neyenu u Opyeue sHexumeutvle hopmvl ameouasa

[Tpu abcriecce meueHu U APYTrUX BHEKUIIEUHBIX (hopMax ameOuaza MakcHUMallbHAas CyTOYHAs 1032
cocrapisier 2500 mr (paszeneHHas Ha 3 mpuema) B Te4YeHHE 3—5 JHEH, B KOMOWHAIIMH C
TETPANMKINHOBBIMA aHTUOMOTUKAMU U IPYTUMHU METOJAMH TEPAITHH.

TpuxomoHnuas y sxceHwun (ypempum u 6a2uHum,)

[Ipu TprxoMoHHuase y *KeHIIUH (YPETPUT U BarMHUT) METPOHU1a30J1 HA3HAYAIOT OJHOKPATHO B J103€
2000 mr unu B BUAE KypcoBoro Jiedenus mno 250 Mr 2 pasza B cyTKU B TeueHue 10 nHen.

Tpuxomonuas y myxcuun (ypempum,)

ITpu TpuxoMoHHa3e y My>KUMH (YPETPUT) METPOHUIA30J1 Ha3HAYAIOT OJHOKpaTHO B J103¢ 2000 Mr
WIM B BUJIE KypcoBOro JieueHus 1o 250 Mr 2 pasa B cyTku B TeueHue 10 nHei.

Anaspobuvie ungexyuu

Jleuenne aHa’pOOHBIX MHQEKIMA 0OOBIYHO HAYMHAIOT C BHYTPUBEHHBIX WH(Y3HHA C MOCIEAYIONINM
nepexonoM Ha Tabnerku. [nst B3pocibix go3a mpemapaTta coctaBisger 500 Mr 3 paza B CYTKH.
JIMMTENbHOCTD JIEUEHUS COCTABIISIECT 10 7 THEM.

Ilces0omembpano3nblii KOUM

J11st TedeHust ICEBJOMEMOPAHO3HOTO KOIUTa METPOHM, 1a30J1 HazHavaroT 1o 500 Mr 3—4 pa3a B CyTKH.
JITUTeTbHOCTD JICYSHHSI ONIPENIEIsIeTCS BpAauoOM.

Opaouxayus Helicobacter pylori

Jns spagukaruu Helicobacter pylori merponunaaszon nazunadarot mo 500 Mr 3 pasza B CyTKH B COCTaBe
KOMOMHHUPOBAHHOM Tepanuu (HarpuMep, ¢ aMOKCHITHILTHHOM).

IIpogpunaxmuxa nocnreonepayuonHvIX 0CI10HCHEHUL

Jlist mpohUIaKTHKH TIOCIICOTIePAIIMOHHBIX OCIIOKHEHUI METPOHHIa30J1 HA3HAYAIOT B CYyTOYHOM J103€
750-1500 mr (paznmenennoli Ha 3 iprema) Ha 3—4 mHs 10 oneparuu. Yepes 1-2 aHsI Tociie onepanuu
(koryia yxe pa3pelieH MpueM BHYTPb) METPOHHUIA30J1 Ha3Ha4arT 1o 750 Mr B CyTKU B Te€4eHUe 7
JTHEH.

CTH

Hetsim ot 6 10 15 net npu ocTpoit ameOHO Tu3eHTepHuH, abcliecce MeUeHu U IPYruX BHEKUIIEUHbBIX
¢dopmax ameOHnaza Ha3HAUAIOT CYTOUHYIO 103y 500 Mr (pa3zeneHHyo Ha 2 npuema).

Cnooco0 nmpuMeHeHns

MCTpOHI/IILBBOJI MNPUHHUMAIOT BHYTPb, 10 WJIH I1OCJIC €AbI, 3allUBasA JOCTATOYHBIM KOJIMYCCTBOM BO/IbI.
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4.3. IIpoTHBOMOKA3AHHUS

— T'unep4yBCTBUTENBHOCTh K METPOHUIA30Jy, K JPYTUM MPOU3BOAHBIM HHUTPOMMHUJA30Ja, K
MMUJIa30J1aM WM K JTI00OMY M3 BCIIOMOTaTeIbHBIX BEILIECTB, EPEUHCICHHBIX B pasnene 6.1;

— Opranunyeckue nopaxkenus [IHC (B ToM yuciie snumencus);

— JlelikonieHus (B TOM YHUCIIC B aHAMHE3E);

— IleyenouHast HEOCTATOUYHOCTH (B CiIy4yae Ha3HAuYEHUsS OOJBIINX J103);

— bepeMeHHOCTS;

— Tlepuon rpy1HOTO BCKapMIIMBAHUS;

— Jlerckuii Bo3pacT 110 6 JerT.

4.4, Ocodble yka3aHusi  MepbI NPeT0CTOPOKHOCTH MPH NMPUMeEHEeHU

C 0CTOPOKHOCTBIO

— Ileuenounas sHuedamonaTHs;

— Ocrtpsle 1 XpoHUYECKHE 3a00IeBaHuUs TEPHUPEPHUUECKON U LIEHTPATBHON HEPBHOW CUCTEMBI (PUCK
YTSKEJIEHUS] HEBPOJIOIMUECKONH CUMIITOMATHKN);

— ITloyeuHast HEJOCTaTOYHOCTb.

Oco0ble yKa3zaHus

[TockonbKy OZHOBPEMEHHBII IPUEM METPOHHUAA30Jla C AIKOTOJeM (3TaHOJIOM) MOXKET OKa3bIBaTh
s dexT, ananorndueli 3¢ dexty mucynbdupama (TuepeMus KOKHBIX MOKPOBOB, IPUIIMBBI KPOBHU K
KO’KHBIM TIOKPOBaM, pPBOTA, TAXUKAP/AUS), CIEAYET NPEIyNPEIUThH MAIMEHTOB O TOM, YTO BO BpPEeMs
JICYEHHsI U B TEYEHHUE XOTS ObI OJHOTO JHS IMOCIIe OKOHYAHHS MPUMEHEHHS IpenapaTa He CIeIyeT
YIOTPEOJISAThH ATKOTOJIbHBIC HAITUTKU WJIH JIEKAPCTBEHHBIE TPEMapaThl, COIEPKAIIHe 3TaHOI.

Crnenyer TIIaTeNbHO B3BEIINBAThH MMOKAa3aHUS JUIS IITMTENILHOTO MpueMa npemnapara (6onee 10 aueit)
U TIPH OTCYTCTBUU CTPOTHX MOKa3aHUM n30eraTh ero JUIMTEIbHOT0 MpUMeHeHus. Eciau npyu Hamuauu
CTPOTUX IOKa3aHWW (TLIATENbHO B3BECHUB COOTHOIICHHE MEXIy OXHUIaeMbIM 3(pdexTtom u
MOTEHIMAJIbHBIM PUCKOM BO3HUKHOBEHUS OCIOKHEHUIT), MpenapaT npuMeHseTcs 0osee JIUTEeNbHO,
9eM OTO OOBIYHO pPEKOMEHAYeTCs, TO JIEYeHHE CIIEAyeT TWPOBOJUTH TIOA KOHTPOJIEM
reMaToJIOTMUECKUX TIoKa3zaTesnel (0COOEHHO JEHMKOUMTOB) M IMOOOYHBIX pPEaKLUMd, TaKuX Kak
nepudepudecKkas WIM LEHTpajbHAs HEUpomaTHs, NPOSBISIONIMXCS TMapecTe3usiMU, aTaKCHEH,
TOJIOBOKPY>KEHUEM, CYJJOPOT'aMH, TPH MOSBICHUU KOTOPBIX JICUEHHE JJOJHKHO OBITh MPEKPALIEHO.

[Ipy ymeyeHMM TPUXOMOHATHOTO BAarMHWTA y XEHIIMH W TPUXOMOHAIHOIO YPETpPHUTA y MYXKYHMH
HEOO0XO/IMMO BO3/IEPKMBATHCS OT IOJIOBBIX KOHTakTOB. O0s3aTelbHO OJHOBPEMEHHOE JIUEHUE
IIOJIOBBIX MAapTHEpOB. JledyeHue He mpekpam@aercs BO Bpems MeHcTpyauuid. Ilocie Tepanumn
TPUXOMOHHMA3a CIIEAYET IPOBECTH KOHTPOJIbHBIE TPOOBI B TEUEHUE 3 OUYepeTHBIX LIUKIIOB 0 U MOCHe
MEHCTpYaIu.

Coobmanoch 0 pa3BUTHM TSKEIOW TeNaTOTOKCHYHOCTU/OCTPOM MEYEHOYHOM HEI0CTaTOYHOCTH
(BKJIIOYasl cilydyau C JIeTalIbHBIM HCXOAOM) Yy manueHToB ¢ cuHapomoM KokkeitHa. Cnemyer c
OCTOPO’KHOCTBIO M TOJBKO B CiIy4ae OTCYTCTBUS aJIbTEPHATHUBHOIO JIEUYEHHUS IPUMEHATH
METPOHUAA30J1 Y JAaHHON KaTeropuH MalueHTOB.

HccnenoBanus (I)yHKI_II/II/I MNeYCHU CJICAYCT MMPOBOAUTL B HadaliC JICUCHUA, BO BpECMA JICUCHUA U B
TeUeHHUE 2 HEACTD ITOCIIC OKOHYaHHUA JICUCHHA.

HaL[I/ICHTaM C CUHAPOMOM Koxkxkeiina CIIeaAyCeT PEKOMCHAOBATL HCMCIJICHHO COO6H_[3.TL Bpady O
Pa3BUTHHU JIIOOBIX CHMIITOMOB MOTCHIUAJIBHOTO IMOPAXCHHUA TICYCHU (TaKI/IX KakK BIICPBBIC
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BBISIBJICHHASI COXpAHSIOMIasicss OOk B JKUBOTE, AHOPEKCHs, TOIIHOTA, PBOTA, JUXOPAJKa,
HEJIOMOTaHue, )KeJITyXa, IOTEMHEHUE MOYH WJIA KOXKHBIN 3y).

HGO6XOI[I/IMO INPUHHUMATh BO BHUMAHHUC, YTO MCTPOHHIA30JI MOKCT HMMOOUIN30BaTh TPCIIOHCMEI,
4TO IMPUBOJHUT K JIOKHOIIOJIOXKUTEIIBHOMY TECTY Henscona.

BcnomMorarennHble BEIIECTBA

[Ipenapar coxepxut meHee 1 mMmosb HaTpus (23 Mr) B KaxI0il TabJeTKe, TO €CTh, 110 CYTH, HE
COJICPKUT HATPUS.

4.5. B3aumopneiictTBe ¢ JAPYrHMH JIeKAPCTBEHHBIMHM TMpenapaTtaMd M Jpyrue BH/bI
B3aUMoO/IelicTBUS

C oucynvpupamom

CooOmanoch 0 pa3BUTUM INCUXOTHYECKUX PEAKLIMHM y IMalMEeHTOB, MOJYyYaBLUIMX OJHOBPEMEHHO
METPOHHIa30J1 U AUCYIb(GUpaM (MHTEpPBaJI MEXIy IPUMEHEHHEM 3TUX JICKaPCTBEHHBIX MPENapaToB
JIOJKEH OBITh HE MEHEE 2 HEJIENb).

C smanonom

B03MOXHO BO3HHMKHOBEHHE AUCYIHGUPAMOINOAOOHBIX peakiuii (TUIepeMusi KOKHBIX MTOKPOBOB,
IPUIMBBI KPOBU K KOKHBIM IIOKPOBaM, PBOTA, TAXUKAPIH).

C Henpamvimu aumukoazyisumamu (6apgapun)

YcuneHnue aHTUKOAryJISHTHOTO 3(ppeKTa 1 MOBBIIIEHUE PUCKa Pa3BUTHSI KDOBOTEUEHHUSI, CBSI3aHHOTO
CO CHM)KCHHEM NEUYEHOYHOT0 MeTaboIM3Ma HENPSMbBIX aHTHKOATYJISTHTOB, YTO MOXET MPUBOIUTH K
YIUIMHEHUIO IPOTPOMOMHOBOTO BpeMEHU. B cilyuae 0JHOBpeMEHHOI'0 IPUMEHEHHsI METPOHH1a30J1a
U HETIPSIMBIX aHTHUKOAryJITHTOB TpeOyeTcst 00see YacThlii KOHTPOJIb IPOTPOMOMHOBOTO BPEMEHH U
IIPU HEOOXOAMMOCTH KOPPEKLUs 103 aHTUKOAryJITHTOB.

C npenapamamu aumus

HpI/I OIHOBPECMCHHOM IPUMCHCHUN MCETPOHHAA30JIa C MperapaTaMu JIMTUS MOXKCET ITOBLINIATHCA
KOHIOCHTpalud TIOCJICIHECI0O B IIJIa3ME KPOBH. HpI/I OAHOBPEMCHHOM [IPUMCHCHUHN CJICAYCT
KOHTPOJHUPOBATH KOHUOCHTPALIUU JINTUA, KPpECATUHHUHA U 3JICKTPOJIUTOB B IJIa3ME KPOBH.

C yuknocnopurom

[Ipy OIHOBpPEMEHHOM IPUMEHEHMHM METPOHHJA30j1a C IUKIOCIOPUHOM MOET IOBBIIATHCS
KOHIIGHTpallusl LMKIOCIIOpMHA B IUIa3Me KpoBU. B ciydyae HEOOXOIUMOCTH OJHOBPEMEHHOI'O
IIPUMEHEHHsI METPOHHJA30jJa MW LHKJIOCIOpPHHA CIEAyeT KOHTPOJHMPOBAaTh KOHIEHTPALMH
LUKJIOCIIOPYHA U KPEaTUHUHA B IUIa3Me KPOBHU.

C yumemuourom

I_II/IMGTI/I)II/IH I/IHFI/I6I/IpyeT MeTa00I13M MCTPOHHUIA30J1a, UTO MOXKET IMPUBCCTU K IMOBBIIICHHUIO €TO
KOHICHTpPAIMHX B IJIa3ME€ KPOBU U YBCIMYCHUIO PUCKA Pa3BUTUSA MOOOYHBIX SIBJICHUI.

C nekapcmeenHbIMU NPenapamamul, UHOYYUPYIOWUMU U30pepMeHmbl MUKPOCOMANbHO20 OKUCTEHUS.
6 neuenue (penobapdouman, peHumou)

OnHOBpEMEHHOE IPUMEHEHNE METPOHH/1a30J1a C JIEKAPCTBEHHBIMU ITpenapaTaMu, HHAYLUPYOLUMHI
n30(epMEHTBl MHKPOCOMAJIbHOTO OKHCIEHHs B meueHu ((peHobapOuTan, (QEeHUTOMH), MOXKET
YCKOPSITh BBIBEIEHUE METPOHU]IA30J1a, B PE3YJIHTATE UErO CHUIKAETCS €ro KOHLEHTpaLus B IJIa3Me
KpPOBH.
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C ¢pmopypayuniom
MeTpoHH1a3051 yMEHbIIAET KIMPEHC GTopypaliia, IPUBO/IS K YBETMUCHUIO €r0 TOKCHYHOCTH.
C oycynvghanom

MeTpoHH1a30I1 MOBBILIAET KOHIICHTPALUIO OycyabdaHa B IIa3Me KPOBH, YTO MOXKET IPHBOIUTH K
Pa3BUTHIO TSHKEIIOTO TOKCUYECKOTO ACUCTBHS OycynbhaHa.

C HedenonsapusyrouuMu MUOPeIaKcanmamu (6eKyporus opomuo)
He pekoMeHyeTcst IpUMEHSTh ¢ HEACTIOIIPU3YIONIMMEI MHOPETIaKCaHTaMU (BEKYPOHHSI OpOMUL).
C cynvhanunamuoamu

CynbhanunamMuibl yCUIHMBAIOT IPOTHBOMUKPOOHOE JIEHCTBHE METPOHUAA301a.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTDb M JIAKTAIUSI

bepemeHHOCTH

[TockonbKy METPOHUA30J1 MPOXOAUT Yepes MIAlleHTapHbIA Oapbep U ero JeiCTBIE Ha OpraHOreHe3
IJI0/1a YEJIOBEKA HEM3BECTHO, MPUMEHEHHUE TIpenapara Bo BpeMs 0epeMEHHOCTH MPOTUBOIIOKA3aHO.
JlakTanus

MeTtpoHn1a30J1 MPOHUKAET B TPYHOE MOJIOKO, IOATOMY IPUMEHEHHE Mpenapara B epuo/1 rpyIHOro
BCKapMJIMBaHUS MPOTHBOIIOKA3aHO.

4.7. BiusiHue Ha CHOCOOHOCTH YIpPaBJIATh TPAHCHOPTHBIMHU CpPpE€ACTBAMHU M paGOTaTb C
MeEXaHU3MaMHu

YuuTeiBas pUCK DPa3BUTHS TaKUX HEXKENATENbHBIX pPEaKlMii, KaK CIyTaHHOCTb CO3HAHMS,
TOJIOBOKPY’KEHHE, TAJIIOLUMHALIMKM, HApYyLICHUs 3pEHUs, PEKOMEHIYETCS BO BpEMs JIEUEHUs
BO3JIEP’KUBATHCA OT YIPABJIEHUS aBTOMOOMJIEM, OT 3aHSTUH JPYIMMH MOTEHIIMAJIBLHO ONACHBIMU
BUJAMU JESITEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHOW KOHIEHTPALMUM BHHMAHUS U OBICTPOTHI
IICHXOMOTOPHBIX PEAKIIUN.

4.8. Hexkes1aTesibHbIE peaKIMH

Pe3roMe HexenaTenbHBIX PEAKIINI

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemuol
—  ArpaHyIoNuTO3, JEUKONEHUs, HEUTPOTIEHHUS U TPOMOOIIUTOIIECHHS.
Hapywenus co cmoponvl ummynHou cucmembl
— AHTHOHEBPOTUYECKHUH OTEK, aHAPUITAKTHUECKUN IIOK.
Icuxuueckue napywenus
— IlcuxoTuyeckue paccTpoicTBa, BKIIOYas CHYTAHHOCTh CO3HAHMS, TAJLUTIOI[UHAIIUY.
— Jemnpeccusi, 6eccoHHMITA, pa3IpakKUTEIbHOCTD, TOBBIIIEHHAS BO30YINMOCTD.
Hapywenus co cmoponul HepéHoll cucmemul
— Ilepudepuueckas ceHcOpHas HEUpOTaTHSI.

— T'omoBHas 6OJ'IB, Cya0poru, roJiIoBOKpy>KCHHC.
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— Coobmanoch 0 pa3BUTUH DdHIEhANTONATHN (HANPUMEp, CIYTaHHOCTh CO3HAHUS) U
MOJIOCTPOT0 MO3KEUYKOBOI'O CHHpOMA (HapyIICHUE KOOPAMHAIIMY U CHHEPTU3Ma IBU)KCHUH,
aTakcusi, IU3apTpHsi, HapyLIEHUs MOXOJKHU, HUCTarM U TPEMOp), KOTOPbIE IOJBEPIatoTCs
00paTHOMY pPa3BUTHIO MOCIIE OTMEHBI METPOHHIA30J1a.

— AcenTuyecKkuii MEHUHTHT.
— Beprturo.
Hapywenus co cmoponwl opeana 3penus

- Hpexonﬂmne HapyumcHus 3pC€HUA, TAKHME KaK JUIIIOIHNA, MHOIINA, HCUYCTKOCTH 3PCHUA,
CHMXXCHHUC OCTPOTHI 3pCHHA, HAPYIICHUC IBETOBOT'O BOCIIPUATHA.

— HeliponaTusi/HEBPUT 3pUTEIBHOIO HEPBA.

Hapywenus co cmoponul opeana ciyxa u 1abupunma
— Hapymenus ciyxa/noreps ciyxa (BKJItoyast HEHPOCEHCOPHYIO IIIyXOTY).
— Ilym B ymax.

Hapywenus co cmoponul cepoya

—  Ynnunenue untepBaia QT (ocoOeHHO MpU MPUMEHEHUH METPOHU]Ia30J1a OJTHOBPEMEHHO C
npernapaTamu, ClOCOOHBIMU yITUHATH nHTEepBai QT).

Hapywenus co cmoponul drcenyoouno-kuuieuno2o mpakma
— bonu B snuractpuu, TOUIHOTA, PBOTA, IAAPES].

— Bocnanenue cnu3uctoil 00071049KH MOJIOCTH pTa (IJIOCCUT, CTOMATHUT), HAPYIIEHU S BKYCOBBIX
OLIYUIEHUH («METAJUIMYECKUI» MPUBKYC BO PTY), CHU)KEHHUE alleTUTa, aHOPEKCHs, CYyXOCTh
CIM3UCTON 00OJIOUKH IOJIOCTH PTa, 3a11op.

— Ilankpeatut (oOpaTUMBbIe CiIydan).

— l3MeHeHue mBeTa S3BIKA/«OOJTOKEHHBIN» S3bIK (M3-32 UYPE3MEPHOTO POCTa TPUOKOBOM
MHUKPO(DIOPEI).

Hapywenus co cmoponul neuenu u scenyesvbi8o0auux nymeti

— TloBblllieHUE aKTUBHOCTU «IIEYCHOYHBIX» (epMeHTOB (acmapratamuHoTpancdepasbl (ACT)
u anaHuHamMuHoTpaHcdepassl (AJIT), menounoit pocharassl), pasBUTHE XOJIECTATHUECKOTO
WIA CMENIAHHOTO TeraTuTa, TenaTole/UTIONIIPHOTO TOpPaKEHHsl TIeYeHH, WHOTIa
COIIPOBOKAAIOLIETOCS KENTYXOH.

— VYV [anMeHToB, MOJIyYaBIIMX JIEYEHHE METPOHUAA30J0M B KOMOHMHALIMM C JIPYTUMHU
aHTUOMOTHKAMM, HAOMIOJANUCh CIy4yal pa3BUTHS TEYEHOYHOH HEJOCTaTOYHOCTH,
noTpeOoBaBIIeH MPOBEACHHS TPAHCIUIAHTAIIUH TT€YEHH.

Hapywenus co cmoponul Kodicu u n0OOKONHCHBIX MKAHelU
— Cpinb, 3y, IPWIMBBI KPOBH K KOKHBIM ITOKPOBaM, THIIEPEMHUSI KOXKH, KPATIMBHULIA.
— Ilycryne3nas KOxHas ChIllb.
— dukcupoBaHHas JEKAPCTBEHHAS ChIllb.

- CI/IHILPOM CTHBCHC&-I[)KOHCOH&, TOKCHUUYECKHUH BHH):[CpMaHLHLIf/'I HCKPOJIA3.
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Hapywenus co cmoponvl nouek u Mo4esbigo0AUUX nymei

— Bo3moxHO OKpallMBaHUC MOYH B KOpI/I‘IHCBO'KpaCHOBaTHﬁ OBET, O6y0JIOBJICHHOC HaJIMYHUEM
B MOY€C BOAOPACTBOPUMOI'O MeTaboIuTa MCETpPOHHUAA30J1a.

— Jluzypwus, NOJIUYpHsl, LIUCTUT, HEJEPKAHUE MOYH, KaHTUI03.
Obwue napywenus u peakyuu 8 mecme 86e0eHUs

— JIuxopajka, 3a10KEHHOCTh HOCa, apTPaITHH, C1a00CTh.
Jlabopamopnvie u uncmpymenmanvHvle OaHHble

—  Ymnomenue 3yoma T na OKI'.

COO6I_HCHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo coo01maTth 0 MoJ03peBaeMbIX HEXKEIATENbHbBIX PEAKIUAX OCIE PETUCTPALIUU JIEKAPCTBEHHOTO
mpemnapaTa ¢ Ielblo 00ecredyeHUs HENpPEPhIBHOTO MOHHMTOPUHTA COOTHOILIEHUS «IONb3a — PHCK»
JIEKApCTBEHHOTO Tpernapara. MeIUIMHCKAM pa0OTHUKAM pPEKOMEHIYETCS CcooO0marb O JHOObIX
MI0/I03PEBAEMBIX HEXKETaTeNIbHBIX PEaKIUIX JIEKApCTBEHHOTO Iperapara yepe3 HalliOHATbHbIE CUCTEMBI
COOOIICHHUS O HeXKENATEeIbHBIX PEAKIUAX TOCYIapCTB — WICHOB EBpa3uiickoro 3KOHOMUYECKOT0O COr03a!

Poccuiickas @enepanus

denepanbHas Ciryk0a 1o Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CiiaBsiHCKasl ruiomanip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ceTh «MHTepHeT»:
www.roszdravnadzor.gov.ru

4.9. Tlepeno3upoBka

CooOmianoch 0 mpuemMe BHYTPh Pa3oBBIX 103 MeTpoHuaazona no 12000 Mr mpu CyuIuaanbHBIX
MOTIBITKAX M CITYYaiHBIX MePEI03HPOBKAX.

CuMOTOMBI

PBora, atakcusi, HeOOIbIIAas Je30pUEHTAITHS.

Jleuenue

CHeI_II/I(bI/I‘ICCKOFO AHTHA0TA IIpU MCPECAOZUPOBKE MCETPOHHUIA30JIOM HE CYHICCTBYCT. B cjIydae
MOAO3PCHUA Ha 3HAYUTCIIBHOC IMPEBBIIICHUEC 03Bl CICAYCT MNPOBOAUTHL CHUMIITOMATUYCCKYIO U
MOAACPIKUBAIOIYIO TEPAIINIO.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapMmakoTeparieBTUUYecKasi Ipynmna: aHTHOaKTepuaidbHbIE CPEACTBA CHCTEMHOTO IEHCTBUS;, Ipyrue
aHTHOaKTepualIbHbIE CPEACTBA; MPOU3BOIHBIE HMUIA30J1a.

Kox ATX: JO1XDO1.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI

MeTpoHn1a30J1 ABISETCS MPOU3BOJHBIM S-HUTPOMMUAA30J1a. MeXaHu3M IeUCTBUS METPOHUIA3011a
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3aKJII0YaeTcss B~ OMOXMMHUYECKOM  BOCCTAaHOBIICGHUH  S-HUTPOTPYMIBI  METPOHMJIA30J1a
BHYTPUKIIETOUHBIMH TPAHCIIOPTHBIMU MPOTEUHAMHU aHA3POOHBIX MUKPOOPTaHU3MOB U MPOCTEHUILIUX.
Boccranosnennas ~ S-mutporpynna  meTpoHupaszona  B3aumoxeuctsyer ¢ JHK  kinerkm
MUKpPOOPTaHW3MOB, HWHTUOUPYsS CHHTE3 HX HYKJICHMHOBBIX KHCJIOT, 4YTO BeAET K rubenu
MHKPOOPTaHU3MOB.

AxtuBeH B oTHomieHuu Trichomonas vaginalis, Entamoeba histolytica, a Taxxke
rpaMoTpHIIaTeNbHBIX aHadpoOoB Bacteroides spp. (B Tom uucne B. fragilis, B. ovatus, B. distasonis,
B. thetaiotaomicron, B. vulgatus), Fusobacterium spp. ¥ HEKOTOPBIX TI'PaMITOIOKUTEIBHBIX
aHa’poOoB (yyBcTBUTENbHBIC HTaMMbl Eubacterium spp., Clostridium spp., Peptococcus niger,
Peptostreptococcus spp.). MunuManbHas MOJABJIAIONIAS KOHIEHTPAIMS Ul JTHX IITAMMOB
cocraBusier 0,125-6,25 Mkr/miu. B coueTaHWM ¢ aMOKCHIIMJUIMHOM TMPOSIBJISIET AKTUBHOCTH B
ornomennn Helicobacter pylori (amokcunmaIuH mOmABIsIET pa3BUTHE PE3HCTEHTHOCTH K
METPOHUAA30IY).

K MeTpoHuzaazony He 4yBCTBUTENIbHBI a3pOOHBIE MUKPOOPTaHU3MBI U (DaKyIbTaTUBHBIE aHAIPOOHI,
HO B IIPUCYTCTBUU CMEIIAHHOW (IIOPHI (a9p00ObI M aHAdPOOBI) METPOHHIA30JT IEHCTBYET CHHEPTUIHO
C aHTUOMOTHUKAMU, 2((HEKTUBHBIMHU IIPOTHUB OOBIYHBIX a3PO0OB.

5.2. ®apmakoKHHeTHYECKHE CBOHCTBA

AOGcopOumst

[Ipu nprueme BHyTpb METPOHU]1a30J1 OBICTPO M MOYTH MOJHOCTHIO BcachiBaeTcs (mpumepHo 80 % 3a
1 ygac). [Ipuem numM He BIUsAET Ha aOCOPOIMIO METPOHUAA30a. BHOJOCTYTHOCTh COCTABISET HE
menee 80 %. Ilocne mpuema BHYTph MeTpoHHAa301a B 103¢ S00 MI ero KOHIICHTpalus B IUIa3Me
KkpoBu cocTanisieT 10 mxr/mit yepe3 1 yac, 13,5 Mxr/mi — yepe3 3 yaca.

Pacnopenenenne

Cas3piBaHMe ¢ OenkamMu KpOBU He3HauuTenbHOE U He mpeBbimaeT 10-20 %. MerpoHugazon 6s1cTpo
MIPOHUKAET B TKAaHU (JIETKWE, TTOYKH, NIEYEHb, KOXKY, JKeI4b, CTUHHOMO3TOBYIO KHUIKOCTh, CIIOHY,
CEMEHHYIO JKUJKOCTb, BATMHAIBHBIN CEKPET), B TPYAHOE MOJIOKO M IIPOXOAUT Uepe3 IUIalleHTapHbII
Oapbep.

buorpaucdopmars

Oxono 30-60 % wmerpoHuAazona MeTabOIU3UPYETCs IyTeM T'MJIPOKCHIIMPOBAHUS, OKUCICHHUS U
INIOKypoHHpoBaHusl. OCHOBHOM ~ MeTabOIMT  (2-OKCMMETPOHMZA30J1) TaKKe  OKa3bIBaeT
MPOTUBONPOTO30IHOE U MPOTUBOMUKPOOHOE JeiicTBIE.

OnUMUHALNS

40-70 % meTpoHHIa30J1a BEIBOJAUTCS MMOYKaMH (B HEM3MEHEHHOM BHJIe — OKOJIO 35 % OT MpUHATOM
no3si). [Tepuon nomyssiBeneHus — 8—10 gacos.

VY nanueHTOB ¢ HapylleHHeM (DyHKIUH MOYeK MPH KYpCOBOM NpHEME METPOHM]a30Jia BO3MOXKHO
MTOBBIIICHUE €r0 KOHIEHTPALMH B CBIBOPOTKE KPOBH.

6. PAPMAIIEBTUUYECKUE CBOMCTBA

6.1. [lepeyeHb BcOMOraTeJIbHbIX BelIECTB

Kpaxmain kaprodenbHbIii
Kapb6okcumernnakpaxman HaTpHst
IToBunon K17



Kansuus creapar
Tanbk
[Tommucop6at 80

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)

2 roja.

6.4. OcoOble Mepbl MPET0CTOPOKHOCTH MPH XPAHEHUH

XpaHuTh pu TeMnepatype He Boiie 25 °C. XpaHUTh B OpUTHHAIBHOM yITaKOBKE (TTaYKe) IS 3aIUThI
OT CBeTa.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 10 TabneTok B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY M3 IUIEHKHU MOJMBUHUIXJIOPUIHON U (OJIBIU
QIFOMUHHEBOM I1€4aTHOM JIAKUPOBAHHOM.

1, 2 KOHTypHBIE AYEHKOBBIE YIIAKOBKM BMECTE C MHCTPYKLUEH MO MEAMIMHCKOMY NPUMEHEHHIO
IIOMEUIAIOT B [TaYKy U3 KapTOHA.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WIH OTXOA0B, IOJYYeHHBIX I0CJie TPUMEHEHUs1 mnpenapara, W JApyrue
MAHMIYJISIIHUHU € NPenapaTom

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI' O YOCTOBEPEHU A

Poccuiickas @enepanns

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, mpocriektT Mupa, nom 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas mouta: reception@promomed.pro

7.1. IlpeacTaBuTeb AEprKATEJIs] PETHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3un norpeduTene HanpaBIATh 110 AAPECY:

Poccuiickas ®@enepanus

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, mpocrniekT Mupa, nom 13, ctpoenue 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyriIocyTOYHO)
OnekrponHas noyvra: hot_line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. KATEI'OPUU OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTITYCKa MO pelenTy.
OOm1ast xapakTepUCTHKA JICKAPCTBEHHOTO Ipenapara MeTpoHHa3071 TOCTYIIHA B €IMHOM PEecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpa3zuiickoro »KOHOMHUYECKOTO C€O03a U Ha

ounmansHOM caure YIIOJIJHOMOYEHHOT' O oprana (3xcnepTHOM OpraHu3aIim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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