COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 27.12.2023 N2 27247

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1700

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Metponunaazon, 250 mr, TabneTku

2. KAMECTBEHHBINA U KOJIMYECTBEHHBII COCTAB

JeiicTBytoliee BEIIEeCTBO: METPOHUAA3ZOI.

Kaxxnas tabnerka copepxut 250 Mr MeTpoHUIa3071a.

[TonHbIN epedeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIECH B pazjee 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrmible MmaocKOUMIMHAPUYECKHE TaOMeTKH Oenoro uiau Oeloro O CBETIIO-KENITHIM WIH C
KEITOBATO-3€JICHOBATHIM OTTEHKOM I1BeTa ¢ (haCKOM M PHCKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3anusi K NPUMEHEHUIO0

[Ipenapat MeTpoHH1a30JT TIOKa3aH K IPUMEHEHHUIO y B3POCIBIX U JETEH C 6 JIET 10 MOKa3aHMsIM:
* IIporo3oiiHbie MHGEKIMUA: BHEKHINCYHbI ameOua3 (BKito4yas amMeOHbIN a0clecc MedeHH),
KHIIICYHBII ameOna3 (ameOHas TU3eHTEpHs), TPUXOMOHHA3.

» Undexuuu, Be3bIBacMbic Bacteroides spp. (s m.u. B. fragilis, B. distasonis, B. ovatus,
B. thetaiotaomicron, B. vulgatus); undekimun KocTeid U cycTaBoB, MHMEKIMH CHTPATbHON
HepBHot cucrembl (IIHC), B TOoM wumcine MeHuHrut, abcuecc Mo3ra; OakTepUaTbHBINA
SHIOKAPJUT; MTHEBMOHUS, SMIIUEMa U abCLIeCC JIETKUX; CETICHC.

» Nudexmu, BoibiBacMbie Clostridium spp., Peptococcus niger, Peptostreptococcus spp.:
MH(pEeKIUH OPIOIIHON MONIOCTH (IEPUTOHUT, abcliecc MeueHu), MH(EKIMY OpraHoB Majoro Tasa
(3HIOMETPHT, abciecc (HauIonueBbIX TPYO U SMYHUKOB, UH(EKIMH CBOJIa BIIarajula).

* [IceBnomMeMOpaHO3HBII KOJHT, CBSI3aHHBIN ¢ IPUMEHEHUEM aHTUOMOTHKOB.

 TacTpuT WK si3Ba JABEHAAIATUIICPCTHOM KHUIIKH, cBsi3anHble ¢ Helicobacter pylori (B cocrase
KOMILJIEKCHOM Tepamnun).

* [IpodunakTrka nociaeonepaMoHHBIX OCI0KHEHUH (0COOEHHO Tocie onepanuii Ha 000 104HOM
KUIIKE, B TapapeKTaIbHON 00JacTH, alneH3KTOMUH, THHEKOJIOTHYECKUX ONeparuii).

4.2. Peskum 103MPOBaHNSA M CIOCO0 MPUMeEHEHHUs!

PexuMm no3upoBaHus

Kuweunviii ameduas
[Tpu xumeyHom amebuase METPOHUAA30J1 MPUMEHSIOT B cyTouHOH s103e 1500 Mr (pa3aeneHHoi

Ha 3 mpuema) B TeUeHue 7 JHEH.
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Ocmpas amebHas ouzenmepust

IIpu octpoit ameOHO# AmM3eHTepHM cyTouHasi jgo3a coctasiser 2250 mr (pa3nmeneHHas Ha 3
npuema).
Abcyecc neuenu u Opyeue enekuuiedHvle Gopmvl ameduasa
ITpu abcuecce meueHW M IPYrMX BHEKUIIEYHBIX (popMax ameOHasa MakCHUMajbHas CyTOYHas
no3a cocrapisier 2500 mr (pa3zgerneHHas Ha 3 mpuema) B TeUCHHE 3-5 JHEH, B KOMOWHAIIUU C
TETPALMKJINHOBBIMU aHTHOMOTUKAMU U JPYTUMH METOJAMU TEPAIIHH.
Tpuxomonuas y siceHugun (ypempum u 6a2uHum)
[Ipy TpuxoMoOHHa3e y KEHIIUH (YPEeTPUT M BarMHUT) METPOHHIA30JI HA3HAYAIOT OJHOKPATHO B
7103€ 2 T WM B BUJI€ KypcoBOro JiedeHus 1o 250 Mr 2 pas3a B cyTku B TeueHue 10 nHel.
Tpuxomonuas y myscuun (ypempum)
[Ipu TpuxoMoHHMAa3e y My>K4UH (YPETPHUT) METPOHHUAA30J HA3HAYAIOT OJHOKPATHO B 03¢ 2 I' WK
B BHJI€ KypcoBOro JieueHus no 250 Mr 2 pa3a B cyTku B TeueHue 10 qHei.
Anaspoduvie ungexyuu
Jleuenne aHa’pOOHBIX MHGEKIWH OOBIYHO HAYMHAIOT C BHYTPUBEHHBIX WH(Y3UH C
MOCTIEeIYIOIUM [1EPEX0/IOM Ha TabJIeTKH. /IUTeNIbHOCTD JIeYeHUs COCTABIISAET 10 7 THEH.
Tlcesoomembpanosuviii Koaum
st neuenus rceBaoMeMOpaHO3HOTO KOJUTAa METpOHM1a30J HazHaudarT mo 500 mr 3—4 pasza B
CYTKH. JUINTENbHOCTD JIEYEHUSI ONIPENEISETCSI BPAaUOM.
Opaouxayus Helicobacter pylori
Jnst spanukain Helicobacter pylori merponunasonnassavarot no 500 Mr 3 pasa B CyTKu B
COCTaBe KOMOMHUPOBAHHON Tepanuu (HalpuMep, ¢ aMOKCHUIHIUTHHOM).
IIpogunaxmuka nocneonepayuonHvIX 0Cl10HCHEHUL
Jis mpoUIIaKTUKN TOCIEONEePAllMOHHBIX OCIOXKHEHUH METPOHUAA30J1 Ha3HA4YaloT B CyTOYHOU
no3e 750—1500 mr (pa3genennoil Ha 3 npuema) 3a 3—4 aHs g0 oneparuu. Yepes 1-2 nHst mocie
orneparmu (Korjaa y)Xe pa3pelieH mpueM BHYTPb) METPOHHIa30J1 Ha3HadatoT 750 Mr B CyTKH B
TeueHue 7 THEw.

eTH
Amebnas ouzenmepus
Jetsim ot 6 10 15 et Ha3HAYarOT CyTOYHYO 103y 500 Mr (pa3zeneHHyo Ha 2 mpuema).
Abcyecc neuenu u opyeue sHexuweunvle opmuvl ameouasa
Hetsim ot 6 10 15 net Ha3HAyYarOT CyTO4YHYIO 103y 500 Mr (pa3zeneHHyro Ha 2 npuema).

Crooco0 nmpuMeHeHus

MeTpOHI/I)IaSOJ'I IMPUHHUMAIOT BHYTPb, 10 HUJIK ITOCJC €/1bl, 3allMBasA 10CTATOYHBIM KOJINYCCTBOM

BOJIBI.
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4.3. [IpoTuBONOKA3AHUSA

- TUNEPYYBCTBUTEIBHOCTh K METPOHMIA30Jly, K JIPYTrUM IPOU3BOJHBIM HUTPOMMHAA30J1A, K
UMUIA30JIaM U/WIH K JTI00OOMY M3 BCTIOMOTATEIbHBIX BEIIECTB, EPEUHCICHHBIX B pa3jaene 6.1.;

- oprannueckue nopaxenus [{THC (B Tom uuncie smwterncus),

- ISHKOTIeHHS (B TOM YHUCIIC B aHAMHE3E);

- IEYCHOYHASI HEJIOCTATOYHOCTH (B CIydac Ha3HAUCHHUS OOJBIINX J103);

- 0EpEMEHHOCTh;

- IEPUOJ] TPYJTHOTO BCKapMJIIUBAHUS;

- IETCKUI BO3pacT 110 6 JIeT.

4.4. Oco0ble yka3aHHus U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

- IeYeHOYHast SHIe(haIonaTus;

- OCTpble U XpOHHUYECKHE 3a0osieBaHUs Tepudepruveckod W IEHTPaIbHOW HEPBHOM CHCTEMBI
(pUcK yTsKETeHUs. HEBPOJIOTHYECKON CUMIITOMATHKH );

- MOYEYHAasI HEJIOCTATOYHOCTb.

Oco0ble yKkazaHus

[TockonbKy OJTHOBPEMEHHBIN IPUEM METPOHU/1a30J1a C aJIKOT0JIEM (3TaHOJIOM) MOXKET OKa3bIBaTh
apdexT, aHamoruuHeldi dpdekry aucynbpupaMa (THUIEpeMus KOKHBIX MOKPOBOB, NPHIIMBBI
KpPOBHM K KOXXHBIM IIOKPOBaM, pBOTa, TaXMKaplus), CIEAYyeT NMPEAYNPEIUTh MNAlMEHTOB O TOM,
YTO BO BpeMs JICUEHHUs U B TEUYEHUE XOTs Obl OJHOTO JHs IOCIE OKOHYaHMUS NPUMEHEHUs
npenapara He CleAyeT YMOTpeOJIATh aKOTOJIbHbIe HAMMTKHU WM JIEKapCTBEHHbIE IMpEnapatsl,
CoJiep KaIIe 3TaHOI.

Cnenyer TmiaTeNbHO B3BELIMBATh IOKa3aHUsS JUIsl JUIMTEIBRHOrO IpHeMa IpernapaTta (Oosee
10 aHelt) M IpU OTCYTCTBUU CTPOTUX MOKa3aHUHN M30eraTh ero JAJIUTEIbHOro npuMeHeHus. Eciu
OpU HaJIMYUM CTPOrMX MOKa3aHWH (TIIATENbHO B3BECHB COOTHOIIEHHE MEXAY OKUAAEMBIM
3¢ (}eKTOM M MOTEHLMAIbHBIM PUCKOM BO3HUKHOBEHHS OCJIOXHEHHI), Mpenapar NpUMEHSeTcs
Oojee AMUTENBHO, YeM 3TO OOBIYHO PEKOMEHIYETCs, TO JIEYEHHE CIIEAyeT MPOBOIUTH MOJ
KOHTPOJIEM TeMaTOJIOIMYEeCKHX IoKa3aTesel (0COOEHHO JICHKOLMTOB) M MOOOYHBIX pEaKIHif,
TakuX Kak nepudepuyeckas WM LeHTpajbHas HeWpomaTus, MPOSBISIONUXCS MapecTe3usIMH,
aTakcuel, roJIOBOKPYKEHHEM, CyJOpOTraMu, MpU MOSIBICHWU KOTOPBIX JIEYEHHE TOJIKHO OBITH
IIPEKPAIICHO.

IIpu nedyeHUM TPUXOMOHAIHOIO BArMHUTA Y KEHIIUH U TPUXOMOHAHOIO YPETpPUTA y MYKUUH
HE00XO0/IMMO BO3JEPKHUBATHCS OT IMOJOBBIX KOHTAKTOB. OO0s3aTeNbHO OJHOBPEMEHHOE JICUCHHE

MIOJIOBBIX NApTHEpOB. JleueHne He mpekpamiaercss BO BpeMs MeHcTpyauuil. Ilocie tepanum
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TPUXOMOHHMA3a CIEAYeT NIPOBECTH KOHTPOIILHBIE npoGp| B-tettne 36 Heptathbik hAOB o u

MOCJIe MEHCTpYaIliu.
Coo0maioch 0 pa3BUTHU THKEION T'eMaTOTOKCHYHOCTH/OCTPOI NEYEHOYHON HETOCTATOYHOCTH
(BKJTIOUAs Cydad C JICTAJIbHBIM MCXOJIOM) Yy TaIueHToB ¢ cuHapoMoM KokkeiHa. Ciemyer c
OCTOPO’KHOCTBIO W TOJIBKO B CJIydae OTCYTCTBUS aJIbTEPHATHBHOIO JICUCHHS] IPUMEHSTH
MeTpOHI/II[aSOJI y I[aHHOI\/JI KaTeFOPI/II/I ITAIIMCHTOB.

I/ICCHGI[OBaHI/ISI d)YHKI_[I/II/I IICUCHU CJICIIyeT HpOBOI[I/ITB B Ha4daJIC JICUCHHA, BO BpeMSI JICHCHHUA U B
TedyeHue 2 HeAeab M0Ciie OKOHYAHUS JICUSHHS.

[Taniuentam ¢ cuaapomoM KokkeliHa cieayeT peKOMEHI0BaTh HEMEIJIEHHO COOOIaTh Bpadyy O
pa3BI/ITI/II/I J'IIOGBIX CUMIITOMOB ITOTCHIIMAJIBHOI'O HOpa)KeHI/ISI IICYCHU (TaKI/IX KakK BHepBBIe
BBISIBJICHHAST COXpaHSIoMmascs O0Jb B KUBOTE, AHOPEKCHs, TOIIHOTA, PBOTA, JIMXOPAIKA,
HEJIOMOTaHue, JKeITyXa, MOTEMHEHUE MOYHU WA KOXKHBIN 3y1).

HeoOxomumMo mnpuHUMATh BO BHUMaHHE, YTO METPOHHUAA30J MOXET HWMMOOMIM30BATh
TpCHOHeMI)I, qTo HpI/IBOIlI/IT K JIO)KHOHOJIO)KI/ITCJII)HOMY TGCTy HGJIBCOHa.

4.5. B3auMmojeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHbIMH IpenapaTtamMM W Jpyrue BH/bI
B3aNMOJAeHCTBUSA

C mucynsdupamMom

Coo0mmaioch 0 pa3BUTUU MCUXOTUYCCKUX PEAKIUN y MAMEHTOB, MOJYYaBIINX OJHOBPEMEHHO
METPOHUAA30J1 W JUCYIbGupaM (MHTEPBAI MEXAY MPUMEHCHHEM J3THX JICKapPCTBEHHBIX
IpernapaToB JOJKEH ObITh HE MCHEE 2 HEJICIb).

C sraHojioMm

Bo03MOXHO BO3HUKHOBEHHUE AUCYITHPUPAMOIIONOOHBIX peakiuii (TUIePEMUsT KOKHBIX TOKPOBOB,
MIPHJIUBEI KPOBU K KOXKHBIM TTIOKPOBaM, PBOTA, TAXUKAP/IHS).

C HenpsMBIMH aHTUKOAryJIsIHTaMHU (Bapdapud)

VYcunenue aHTUKOAryJassHTHOro 3¢@dekra M TMOBBIIIEHHE PUCKA pa3BUTHS KPOBOTECUCHMS,
CBSA3aHHOTO CO CHID)KEHHEM I1€YEHOYHOro METaloJM3Ma HENpPSAMBIX aHTUKOAryJIsHTOB, YTO
MOKET TMPHUBOJUTH K YAJUHEHUIO NMPOTPOMOMHOBOrO BpeMeHHM. B ciayuyae OJHOBPEMEHHOIO
OPUMEHEHHs METPOHMJa30jla M HENpsAMBIX AaHTUKOAryJIsHTOB TpedyeTcst Oosee YacThIid
KOHTPOJb  MPOTPOMOMHOBOIO  BpEeMEHM U TpH  HEOOXOAMMOCTH  KOpPpEKIMs 103
AQHTUKOATYJITHTOB.

C npemnaparaMu JATUS

HpI/I OOTHOBPEMCHHOM MNPUMCHCHHUU MCTPOHUA30J1a C IpCliapaTaMu JIMTHA MOXKCT IMOBBIIIATHCA
KOHICHTpAaug IOCJICIHCIO B INIa3MC KpPOBH. HpI/I OOAHOBPEMCHHOM IPUMCHCHUHN CIICAYCT

KOHTPOJHUPOBATH KOHOCHTPALIUU JINTHUA, KpECaTHHHUHA U 3JICKTPOJIUTOB B I1JIa3ME€ KPOBHU.
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C 1IMKIIOCIOPUHOM

HpI/I OOIHOBPCMCHHOM IMMPUMCHCHHUHU MCTPOHHIA30JIa C HHUKIOCTIOPUHOM MOXKCT MNOBBIIATHCA
KOHIICHTpAausg OUKJIOCIIOpHWHA B IIJIa3ME KPOBH. B cjrydac HGO6XOI[I/IMOCTI/I OOAHOBPCMCHHOI'O
IIPUMEHCHUA MCTPOHHUIAA30J1a W HHUKIOCIHOpHHaA CICAYCT KOHTPOJIUPOBATh KOHLCHTpaAlUH
LOUKIOCIIOPHUHA U Kp€aTHHKWHA B I1JIa3M€ KPOBH.

C 1IMMEeTHUANHOM

I_[I/IMGTI/II[I/IH I/IHFI/I6I/IpyeT MeTa00I13M MCTPOHHUA30J1a, YTO MOKCT IPHUBCCTU K IMOBBINICHUIO €TO
KOHICHTPAIUHU B I1J1a3ME KPOBU U YBEJIIMYCHUIO PHUCKA PAa3BUTUA MOOOYHBIX SABJICHUH.

C  nekapCTBEHHBIMH _NperapaTraMy, HHIYIHPYIOIIHMHA I/ISOd)CDMeHTI)I MHKPOCOMAJIBHOI'O

OKHCJIEHUS B nieyeHu (penobapouTa, GeHUTOUH)

OpnHOBpeMEHHOE  TNPUMEHEHHWE  METPOHMJA30Jia C  JICKAPCTBEHHBIMH  IMpenaparamu,
UHAYIUPYIOUUMH U30(EpMEHTH MHKPOCOMAJILHOTO OKHCIeHUss B mnedeHu ((enobGapOuTan,
(CHUTOUH), MOXKET YCKOPATHh BBIBEJICHHE METPOHHUIA30J1a, B PE3yJIbTaTe YE€ro CHUIKACTCS €ro
KOHIISHTPAIUs B TUTa3Me KPOBH.

C dropyparuioMm

MeTpOHI/II[aSOJ'I YMCHBIIACT KIIMPCHC q)TopypauI/ma, MMPpUBOJA K YBCIIMUCHUIO €I'0 TOKCUYHOCTH.

C oycyabhanoM

MeTpoHn1a3071 TOBBIMIAET KOHIIEHTpaIHo OycynbdaHa B 1a3mMe KPOBH, YTO MOXKET MPUBOIUTD
K Pa3BUTHIO TSHKEIIOTO TOKCUYECKOTO IEHCTBHS Oycynb(aHa.

C HeaenoNsIpu3yIOIMUMH MHOPEIaKcaHTaMH ( BCKYPOHUA 6DOMI/II[)

He pexomenayercss NpUMEHSATh C HEICMOMAPU3YIOIMIUMUA MHUOPENAKCAHTaMU (BEKYpPOHHS
Oopomun).

C cynsdaHmiaMuaaMu

CynbdaHunaMupl yCUTUBAIOT TPOTUBOMUKPOOHOE eHiCTBHE METPOHUAA30JIa.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDb M JAKTALUA

bepemeHHOCTD

[TockonbKky METPOHHAA30JI MPOXOIUT dYepe3 IUIAlEHTApHBIM Oapbep W €ro JAeWCTBHE Ha
OpraHoreHe3 IUIoJa YelOBeKa HEU3BECTHO, MPHUMEHEHHUE Ipernapata BO Bpemsl OepeMeHHOCTU
MIPOTUBOIIOKA3aHO.

JlakTarms

MeTpoHn1a3051 TPOHUKAET B TPYAHOE MOJOKO, IMOATOMY NMPHUMEHEHHE Mperapata B TMEPHOJ

TpPyAHOT'O BCKapMJIMBaHUA ITPOTHBOIIOKA3aHO.
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4.7. BausiHde HA CNMOCOOHOCTH YINPAaBJIATH Tpaﬂcnﬂa;ﬁmtﬁénzgmm ”-Q’fb c

MeXaHHU3MaMH

YuuteiBasg pHUCK pa3BUTHS TaKUX MOOOYHBIX pPEAaKUWH, KaK CIyTaHHOCTh CO3HAHUS,
TOJIOBOKPY)KECHHE, TaJUIIOLMHALMY, HApYUICHMs 3PEHUs, PEKOMEHAYETCS BO BPEMsl JICUCHUS
BO3/IEPXKaThCsl OT YIPaBJIEHUS] aBTOMOOMJIEM, OT 3aHATUH JIPYTMMHU MOTEHLUAIBHO ONACHBIMHU
BUJAMU JICSITEIBHOCTH, TPEOYIOUIMMH TOBBIIICHHOW KOHIEHTPAIlMM BHUMAaHHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUH.

4.8. HexxesaTesibHbIE peaKIIHU

Pesrome mpoduiist 6e3onacHOCTH

Hapywenus co cmopoHul d#ceny0ouHo-KUueiHo20 mpakma

- 60JIn B SNMTacTpUy, TOLIHOTA, PBOTA, AUApes;

- BOCHAJIEHUE CIU3UCTON OOOJIOUKH TOJOCTH pTa (TJIOCCHUT, CTOMATHT), HAPYIICHHUS BKYCOBBIX
OLIYIICHUH («METAJIMYECKUi» TPUBKYC BO PTY), CHIDKCHHE AallleTUTa, aHOPEKCHS, CYXOCTh
CIIM3UCTOM 000JOYKH MOJIOCTH PTa, 3a1op;

- MaHKpeaTuT (oOpaTUMBbIE Clydan);

- I3MCHCHHE 11BETA SI3bIKA/«O0JI0KEHHBII A3bIK (M3-32 YPE3MEPHOTO POCTa IPUOKOBOM MUKPOQIIOPHI).
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbl

- QHTMOHEBPOTUYECKHI OTEK, aHAQUIAKTUIECKHUH IIOK.

Hapywenus co cmoponul nepsHotl cucmemul

- nepudepuyecKasi CCHCOpHasi HeHpomaTus;

- TOJIOBHAs! 00JTb, CYyJIOPOTH, TOJIOBOKPY)KEHHUE;

- cO00IIAJIOCh O Pa3BUTHUM SHIE(AIONAaTUN (HAIpUMeEp, CIIyTaHHOCTh CO3HAHUs) U MOJIOCTPOTO
MO3K€UKOBOTO CHHJApPOMa (HapylleHHEe KOOpAMHAIMM M CHHEpPru3Ma JBH)KEHUH, aTakcHs,
U3apTpHs, HApYIICHHUS ITOXOJKH, HHCTarM W TPEMOp), KOTOpPbIE IOABEPTaloTCs OO0paTHOMY
Pa3BUTHIO TTOCIIE OTMEHBI METPOHH/1a30J1a;

- ACeNTUYECKUNA MEHUHTHUT.

Hapywenus ncuxuxu

- ICUXOTUYECKHE PACCTPOICTBA, BKIIFOYAs CITyTAHHOCTh CO3HAHUS, TAJLTIOIIHALINY;

- nerpeccusi, 0ECCOHUIIA, Pa3IPAKUTEIHLHOCTD, MTOBBIIIIEHHAS BO30YIUMOCTb.

Hapywenus co cmoponul opeana 3penus

- IPEXOAIINE HAPYIICHUS 3pEHHUs, TAKHE KaK TUIUIONUS, MUOMHS, HEUETKOCTh 3PEHUs, CHUXKE-
HUE OCTPOTHI 3pEHHS, HAPYIICHNE I[BETOBOTO BOCTIPUSITHSI,

- HEHPOTaTHs/HEBPUT 3PUTEILHOTO HEPBA.

Hapywenus co cmoponul opeana ciyxa u 1a0upunmusie HapyuleHus

- HapyIIeHHs clyxa/moTeps ciyxa (BKItouass HEHPOCEHCOPHYIO TIIYXOTY);
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- IIyM B yIlIax.

Hapywenus co cmoponuvl Kposu u tumgamuyeckou cucmemsl

- arpaHyJIOIHTO3, JICHKONEHUS, HEUTPOTIEHUS, TPOMOOIIUTONICHHUSI.

Hapywenus co cmoponvl neuenu u scenyesbi8o0auux nymeti

- TIOBBIIIICHUE AKTUBHOCTH «IIE€YCHOUYHBIX» (epMeHTOB (acmapraramuHoTpanchepaszsr (ACT),
amannHamuHoTpancepassl (AJIT), menounoi docdaTassl), pa3BUTHE XOJIECTATHYECKOTO WU
CMEIIaHHOTO IenaTuTa, remaToueUTIOSIPHOTO MTOPaKEHHS MIEYSHH, HHOTJa COTIPOBOXK/IABIIETOCS
JKENTYXOH;

- y TMAalMeHTOB, TMOJYYaBIIUX JIEYCHHE METPOHUIA30JIOM B KOMOMHALIMM C JPYTUMHU
AHTUOMOTUKAMH,  HaOMIOJANUCh  CIy4al  pa3BUTHS  TIEYCHOYHOHM  HEIOCTATOYHOCTH,
noTpeOOBaBIICH MPOBEACHUS TPAHCIUIAHTALIUH TT€YEHHU.

Hapywenus co cmopoHwl Kodicu u NOOKONCHBIX MKaHel

- ChIllb, 3y, IPWJIUBBI KPOBH K KOKHBIM IOKPOBaM, THIIEPEMUS KOKH, KPAaTUBHUIIA,

- IyCTYyJIe3Has KOKHAS CHIIb,

- (pukcupoBaHHAas JICKAPCTBEHHAS CHITIb;

- cungpom CtuBeHca-/[»KOHCOHA, TOKCUYECKUI SMUIepMaIbHbIA HEKPOIIU3.

Hapywenus co cmopoHvl nouex u Mouegblgo0sauux nymetl

- BO3MOXXHO OKpAIlIMBaHWE MOYU B KOPHYHEBO-KPACHOBATHIN I[BET, 00YCIIOBICHHOE HAJHYUEM B
MOY€e BOJOPACTBOPUMOI0 METa0OINTa METPOHUAA301a;

- TU3ypusl, TONUYypusl, IIUCTUT, HeJIep:KaHUe MOYH, KaHAHU03.

Obwue paccmpoticmea

- INXOpaJIKa, 3aI0)KEHHOCTh HOCA, apTPaJThH, cIaboCThb.

Jlabopamopnvie u uncmpymenmanbHvle OaHHble

- yrionienue 3yona T Ha aJeKTpoKapauorpaMme.

COO6H.I€HI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo c000mIaTh 0 TIOI03PEBACMBIX HEXKENIATSIIbHBIX PEAKIIMIX TOCIe PETUCTPAIMH TIperapara
C IeJbl0 OOeCIeUeHUs HEMPEepPHIBHOTO MOHUTOPUHTA COOTHOINEHHUS «IIOJb3a — PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeIuIMHCKUM pabOTHUKAaM PEeKOMEHIYeTCs COOOIaTh O JMOOBIX
MO/I03PEBAEMBIX HEKENATEeIbHBIX PEaKIMIX JIGKAPCTBEHHOTO MperapaTa yepe3 HallMOHAlIbHbIE
CHUCTEMBI COOOIIEHUS O HEXENATeIbHBIX PEaKIHsIX TOCYJapCTB — UWICHOB EBpa3miickoro
YKOHOMHYECKOTO COI03a.

Poccuiickas ®edepayus

®denepanbHas cryx0a Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuanzop)

Anpec: 109012, r. Mocksa, CaBsHCKas TUTOIA b, 1. 4, cTp. 1

Temedon: +7 800 550 99 03



DnekrponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIEKOMMYHUKAIMOHHON cetu «MHTepHeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Coo01manocs 0 mpuemMe BHYTPb Pa3oBbIX J103 METPOHMJA30ja 10 12 T npu CyUIMAATIBHBIX
MONBITKAX U CIyYalHbIX MEPEIO3UPOBKAX.

CuMnTOMBI

PBota, atakcus, HeOObILIAS 1€30PUEHTALIUS.

Jleuenue

Crieruduueckoro aHTHIOTA TPHU MEPETO3UPOBKE METPOHHIA30JIOM HE CyllecTByeT. B ciydae
IIOZ03PEHMsI HA 3HAYUTEIIBHOE IIPEBBIIICHUE 103l CIEAYET IPOBOJUTH CUMIITOMAaTUYECKYIO U

MOAACPIKUBAKOIYIO TCPAIINLO.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA

dapmakorepaneBTHUecKass rpymma:  [IpoTHBOMHKpOOHBIE —Tpemaparbl Jii  CHCTEMHOTO
npuMeHeHus.  Jpyrme anTmOakTepualibHBIE — Tpernaparbl.  [IpouM3BOJHBIE  WUMHUAA307Ia.

MeTpoHuazon.

Kon ATX: JO1XDO01

Mexanuswm neiictBus u hapMmakoauHamuueckue 3¢ eKThl

MetpoHuaa3on  sABIs€TCS  MPOU3BOAHBIM  S-HUTpOMMHAA30ia.  MexaHusM  JeicTBUs
METPOHHJA3071a  3aKII0YaeTcss B~ OMOXMMHYECKOM  BOCCTAHOBJIICHHWH  S-HUTPOTPYIIIBI
METpPOHHUA3051a BHYTPHKJIETOYHBIMHU TPaHCTIOPTHBIMH POTEHHAMH aHadPOOHBIX
MHUKPOOPIaHM3MOB M HpocTedimx. BoccraHoBneHHass S-HUTporpymnma METpOHHAA30I1a
B3aumojieiicteyer ¢ JIHK kieTku MUKpOOpPraHu3MOB, MHTHOMPYS CHUHTE3 MX HYKJIEHHOBBIX
KHCJIOT, YTO BeJIET K THOETH MUKPOOPTaHU3MOB.

AxtuBeH B ortHomenun Trichomonas vaginalis, Entamoeba histolytica, a Taxxke
rpaMoOTpUIIATeNbHBIX aHa’poOoB Bacteroides spp. (8 Tom uwmcne B. fragilis, B. ovatus,
B. distasonis, B. thetaiotaomicron, B. vulgatus), Fusobacterium spp. u HekOTOpBIX
IPaMITOJIOKHUTENILHBIX aHadpoOOB (4yBCTBUTEIbHBIC ITamMMbl Eubacterium spp., Clostridium
spp., Peptococcus niger, Peptostreptococcus spp.). MuHnMabHas TOAABIIAIONIAs KOHIICHTPAIIHS
(MIIK) mnst atux mramMoB coctasisieT 0,125—6,25 mkr/min. B coueTannu ¢ aMOKCUIIUIUTMHOM
nposIBJIIeT akTUBHOCTH B oTHomeHuu Helicobacter pylori (amokcunuiauH moxasisier pa3BuTHE

PE3UCTCHTHOCTH K MCTPOHH,Z[aSOJIY).
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K wmeTpoHHma3ony He UYyBCTBUTEIBHBI a’pOHBIC iJI_lI/IlIgp'-Og%AIF b b H&K%rtr'é’r-y;ﬁhme

aHadpoObl, HO B TNPUCYTCTBUM CMeEIIaHHOW (ropel (a3poObl M aHa’pOObI) METPOHHIA30JI
JIeMCTBYET CHHEPTUIHO C aHTHONOTHKAaMU, 3()(hEKTUBHBIMU MPOTHUB OOBIYHBIX a3POOOB.

5.2. ®apMaKkoKHUHeTHYECKHE CBOHCTBA

AGcopbuus

IIpu npreMe BHYTpb METPOHUAA301 OBICTPO U MOYTH MOJHOCTBIO BeachiBaeTcs (mpumepHo 80 %
3a 1 wac). Ilpuem numm He BIUSET Ha aOCOPOIMIO METpPOHUAA30Ma. buomocTymHOCTh
cocraBisier He MeHee 80 %. Ilocne mpuema BHyTpb MeTpoHHAazona B go3e 500 mr ero
KOHIICHTpaLus B I1a3Me KpoBH coctasiser 10 Mxr/mi uepes 1 yac, 13,5 Mxr/mi — yepe3 3 yaca.

Pacopenenenue

Cesi3piBaHue ¢ OeiKamMu KpOBH He3HauuTelbHOe M He mpeBbimaer 10—20 %. Merponumazon
6I)ICTpO IMPOHUKACT B TKAaHU (JIGFKI/IC, IMIOYKH, II€YCHb, KOXY, XKCJI4Yb, CIIMHHOMO3TIOBYIO
KHIKOCTh, CITIOHY, CEMEHHYIO JKHIKOCTb, BATMHAJBHBIN CEKPET), B TPYAHOE MOJIOKO U TPOXOIMT
yepe3 IaleHTapHbIA Oapbep.

BI/IOTDaHCd)ODMaHI/IH

Oxkono 30—60 % meTpoHHIa3071a META0OIU3UPYETCS IMYTEM TUAPOKCUIUPOBAHUS, OKUCIICHUS U
DIIOKypoHUpOBaHUS. OCHOBHOM  METa0O0IUT  (2-OKCUMETPOHHUIA30J) TaKKE OKa3bIBACT
MIPOTUBOIPOTO30MHOE U TPOTUBOMHUKPOOHOE JCHCTBHE.

DJIMMUHALNS

40-70 % MeTpoHHUa30J1a BEIBOJUTCS TIOYKaMU (B HEH3MEHEHHOM BHUIE — OKOJIO 35 % OT mpuHs-
toii 10361). ITepron nonyssieneHus (T12) — 8—10 yacos.

Oco0bIe I'pynnbl DaMCHTOB

THayuenmol ¢ napywenuem @yHKYuu noex

VY nanueHToB ¢ HapyuieHneM QyHKIUU MOYEeK IpU KypCOBOM MpUEMe METPOHH1a3051a BO3MOMXKHO
MOBBILIEHUE €0 KOHLEHTPALMU B CBIBOPOTKE KPOBH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHnp BCioMOraTeIbHbIX BELIECTB

Kpaxman xaprodenbHbiit

[MoBunon K-25 (MOTMBHHUITHPPOIUIOH CPETHEMOIICKYISPHBIIA)
Marnus creapat

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3 Cpok roarHocTH (CPOK XpaHeHUs)

3 rona.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPH

XpaHuThb Npu TeMIeparype He Boie 25 °C.

6.5. Xapakrep u copep:kaHue NePBUYHOH YIIAKOBKH

ITo 10 TaGneToKk B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY W3 IUICHKH TOJHUBUHUIXJIOPUIHON H
(G oNBIM ATFOMUHUEBOW ITEYaTHOM JIAKHPOBAHHOM.

1, 2, 3, 4 unu 5 KOHTYpHBIE SIYEUKOBBIE YIIAKOBKHU BMECTE ¢ MHCTPYKIMEN IO MEIULIUHCKOMY
IPUMEHEHUIO [TIOMENIAIOT B [1aYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHHUYTOKEHHHM HCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJH OTXO0J0B, TMOJYYEHHbIX TOcjde MpPUMEHEHUs:
JIEKAPCTBEHHOT'0 Mpenapara u Apyrue MaHUIMYJIAUMHU C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

AO "Tarxumbapmnpenapats”

420091, Pecniybnuka Tarapcran, . Kazans, yn. benomopckas, 1. 260
ten.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpeacTaBUTEb epPsKATE/IsI PETHCTPALMOHHOIO Y10CTOBEPEHH

IIpereH3uu HOTDG6HTCJ’I€§I HaITpaBJIATh 11O aAPECy.

Poccniickas @enepanys

AO "Tarxumdapmnpenapars!”

420091, Pecniy6nuka TarapcraH, r. Kasans, yi. benomopckas, 1. 260
tein.: 8 800 201 98 88, tein./daxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PETUCTPALIMUOHHOI'O YIOCTOBEPEHUS

9. TATA NEPBUYHOM PEI'MCTPAIIMM (MOATBEPXKJIEHHUS PETHUCTPAIUM,
INNEPEPETUCTPALIMN)

[laTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOrmiass  xapakTepHCTHKa JIeKapCTBEHHOTO mpemapara MeTpoHHIa30d  JOCTyllHA  Ha
UHPOPMALIMOHHOM TopTane EBpa3uiickoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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