MMHUCTEPCTBO 3/IPABOOXPAHEHN S POCCUNCKON ®EJIEPAITAN
NMHCTPYKLMA

10 MCAUIIMHCKOMY IIPUMCHCHUIO JICKAPCTBCHHOI'O IIPCIIapaTa

Heo-IlenoTrpan® dopre

Perucrpauuonnsiii Homep: JICP-006559/09

Toprosoe naumenoBanue: Heo-Ilenorpan® dopre

MexkayHapoaHOe HEIATEHTOBAHHOE MJIM IPYNIIIHPOBOYHOE HAUMEHOBAHHUeE:

Metponuiazon + MukoHazoun

JlekapcTBenHast gopma: Cynmno3uTOPUN BarHAJIbHbIE

Cocras

1 cynmno3uTopuit CoepKUT:

Heticmsyrowue sewjecmesa:

MeTpoHHa30J1 750 Mr

MuKOHa30J1a HUTpaT 200 mMr

BcnomoratensHbie BemecTBa: TBepaAbii xkup (Butencon S55) 1550,0 mr.

Onucanue

Cynno3uTopuu MI0CKOH TpeyroiabHO! (POPMBI € 3aKpYTTIEHHBIMHU BEPUIMHON 1 O0KOBBIMU KpasiMH
C BOPOHKOOOPa3HBIM YITyOJIeHHEM O€Ioro Uik MOYTH OeNoro IBeTa.
dapmakoTepaneBTH4YecKass TPynna: I[POTUBOMUKPOOHOE CpPEICTBO KOMOMHHPOBAHHOE
(MTPOTUBOMUKPOOHOE M MTPOTHUBOIIPOTO30MHOE CPEICTBO+HIPOTUBOTPHOKOBOE CPEICTBO).

Koa ATX: GO1AF20

DapMaKoJIOrHuecKue CBOMCTBA

Dapmakoounamura

Cynnosutopun Heo-Ilenotpan® ®opre conepkaT METPOHHUIA30JI, KOTOPBIA OKa3bIBAET
aHTHOAKTepUaJIbHOE U TPOTUBOTPUXOMOHAJHOE JEHCTBHE, M MHKOHA30J, 00JJajaronui
MPOTUBOTPUOKOBBIM 3 dekToM. MeTpoHnAa301 NpeacTaBiseT coOol aHTHOaKTepuaabHOE U
MPOTUBOMPOTO30MHOE CPEICTBO U SBISIETCS aKTUBHBIM B oTHommeHWH Gardnerella vaginalis u
aHadpOOHBIX OakTepwii, BKJIIOYas aHa’pOOHBIA CTpenToKOKK u Trichomonas vaginalis.
MuxkoHa301a HUTpAT 00J1a/1aeT IMUPOKUM CIEKTPOM JeHcTBUS (OCOOCHHO aKTHBEH B OTHOIIEHUH
naToreHHbIX rpubKoB, Bkimodas Candida albicans — Bo30yauTens MOJOYHUIBI), 3D PEKTUBEH B
OTHOIIEHUU T'PaMIIOJIOKUTEIbHBIX OaKTEPHIA.

@apmaKOKuHemuKa



brogocTynmHOCTh METPOHMIA30J1a IPU HMHTPABATMHAJIBHOM NpHUMEHEeHHH cocTtasiser 20% mo
CpPaBHEHMIO C TIepopaibHbIM mnpuemoM. Ilocie BaruHampHOro BBeAeHMs Ipenapara Heo-
[Tenotpan® dopTe npu JOCTUKEHUH PABHOBECHOTO COCTOSIHUS KOHIIEHTPALMsl METPOHK1a30J1a B
miasme cocraBuia 1,6—7,2 Mkr/mu. CuctemHasi abCcopOIMs MHMKOHA30Jla HUTpaTa MpH 3TOM
crocobe BBelleHUs1 OueHb HU3Ka (mpuodim3utensHo 1,4% 103b1); MUKOHA30J1a HUTPAT B IUIa3Me He
OIpeeIIsICs.

MeTtpoHn1a3071 META00IU3UPYETCS B IEUCHH. AKTUBHBIM SIBJISIETCS THIPOKCHIIbHBIA METa0OIHT.
Ilepuon monyBbiBeneHHs: MeTpoHuaaszona paseH 6—11 4u. [Ipumeprno 20% 110361 BBIBOAUTCS B
HEU3MEHEHHOM BUJIE OYKAMH.

Iloka3zanus K NPpUMEHEHUIO

- BarvHaJIbHBIN KaHIIU]03;

- OaKTepHaIbHBIM BaruHO3;

- TPUXOMOHA/IHbII BariHUT;

- BAarMHUTHI, BEI3BAHHBIE CMEIIAHHBIMU UH(EKITUIMU.

IIporuBonokaszanus

W3BecTHass TUOEpUYyBCTBUTEIBHOCTh K AaKTUBHBIM KOMIIOHEHTaM Ipenapara WIH HUX
MIPOU3BOIHBIM, MEPBBIM TpUMECTp OepeMEeHHOCTH, MOPPUPHs, STUIICTICUS, TSHKENble HapyIIeHUs
(GYHKIMM [EYeHM, MAllMeHTKU B Bo3pacTe 10 18 jeT B CBA3M € HEJOCTATOYHOCTHIO JIAHHBIX O
MIPUMEHEHUH B JAHHOM BO3PACTHOM KaTErOpUH, I€BCTBEHHUIIBI.

IIpumeHeHnne npu 6epeMEHHOCTH M B NEPUO/ IPYAHOI0 BCKAPMJIMBAHMUS

Cynnosuropuun Heo-Ilenotpan® ®@opte MOXHO NPUMEHSATH IOCIE TIEPBOTO TPUMECTPA
OepeMeHHOCTH 101 HAabJII0JIEHUEM Bpada Py YCJIOBUH, YTO MpeAroaaraeMas nojab3a i MaTepu
MpEeBBILIAET MOTEHIMAIBHBIA PUCK AJIS TUIOAA.

Ha BpeMms nedeHus cienyeT NpeKpaTuTh IPyIHOE BCKAPMIIMBAHME, MMOCKOJIbKY METPOHMA30J1
MPOHUKAET B TpyaHOE MOJOKO. KopmiieHue rpypio MOXKHO BO30OHOBUTH uepe3 24—48 4 mocine
OKOHYAHUS JICUCHHUS.

Cnocod npuMeHeHHs U 103bl

WutpaBarunanbHo. [lo 1 BarmHalibHOMY CYNIO3UTOPUIO BBOAST TIIyOOKO BO BIarajiuiie B
TE€UEHHE 7 THEW Ha HOYb.

[Ipu pennauBUPYIOMNX BATHHUTaX U BarHHUTAaX, PE3UCTEHTHHIM K IPYTUM BUaM JieueHus, Heo-
ITenoTpan® Popre caeayeT NPUMEHATh B TeueHUE 14 nHen.
Cynmno3uTopuu clieayeT BBOJUTH TTyOOKO BO BIarajuiie.

Toowcunvie nayuenmku (cmapwie 65 nem): Te k€ PeKOMEHJAIMU, YTO W s Oojiee MOJIOJBIX

MaIEeHTOK.



ITo0ouyHoOE nelicTBHE

B peaxux ciyyasx MOTryT HaOJMIOAThCA AUIEPTUUECKHE PEeakuuu (KOXKHAsSl ChIllb) M TaKHUE
no0OYHBIE JEHCTBUS, B YACTHOCTH OOJIb B JKMBOTE, I'OJOBHAS 0OJb, pa3lpaKeHHE BIarajuina
(cxoxeHue, 3yn).

MecTHble peakMi: MUKOHA30Ja HUTPAT MOXET BBI3BIBATh Pa3/pakeHHE Biaraiuina (oKeHue,
3yan), KaKk W TPH HHTPABATMHAIBHOM MPUMEHEHHUUU IOOBIX APYTUX TPOTHBOTPHOKOBBIX
MpenapaToB Ha OCHOBE MPOU3BOIHBIX UMH10307a (2-6%). [Ipu cHIIbHOM pa3Apa)KeHUU JIeUeHUE
CIIeTyeT MPEeKPATUTb.

Cucremubie 1mo604yHbIe 3G (EKThl BO3HUKAIOT OYEHb PEIKO, MOCKOJIbKY MpU BarMHAJIbHOMN
abcopOuny ypoBeHb METPOHHAA30Jla B IUIa3Me O4YeHb HU3KHWA. K MOOOYHBIM IEHCTBUSM,
CBSI3aHHBIM C CHCTEMHOW abcopOumell MeTpOHHa30Jla, OTHOCSTCS: AJUICPIrHYECKUe PEaKIIHU
(peaxo), TeMKOMEeHUs, aTaKCHs, U3MEHEHUS TICUXUKU (TPEBOXKHOCTb, TAOUILHOCTh HACTPOCHUS),
CYJIOpOTH, PEIIKO: AUapesi, 3a1mop, roJIOBOKPYKEHUE, TOJI0OBHAs 00JIb, TOTEPS allleTUTa, TOIIHOTA,
pBOTa, 60U WM CHa3Mbl B )KUBOTE, U3BMEHEHHE BKyca (PEIKO), CYXOCTh BO PTY, METALNTUYECKUM
WJTH HETIPUSITHBIN TIPUBKYC, TIOBBIIIICHHAS YTOMIISIEMOCTb.

ITepeno3upoBka

JlaHHBIE OTHOCHUTENIBHO MEPEJO3UPOBKH Yy 4YEIOBEKAa IMPU HHTPABATMHAIBHOM IMPUMEHEHUH
METPOHHUAA30J1a OTCYTCTBYIOT. OJHAaKO HpHU BBEIEHUU BO BIlArajiMile METPOHUIA30J MOKET
BCACBIBATHCS B KOJIMYECTBAX, IOCTATOYHBIX IS TOTO, YTOOBI BEI3BIBATH CHCTEMHBIC (D (EKTHI.
[Tpu ciyvaifHOM mpueMe BHYTPb OOJBIIOIO KOJWYECTBA CYMIO3UTOPHUEB MPH HEOOXOTUMOCTH
MO>KET OBITh MPOM3BEIEHO MPOMBIBAaHHUE KETyAKa. YIIydIIEHHEe COCTOSHUS IMOCIE ITOr0 MOKET
OBITH TOCTUTHYTO Y JIUL, IPUHABIIUX BHYTPH 70 12 r MeTpoHuaazona. CrnenuaabHOro aHTUI0Ta
HE CyIecTByeT. PEKOMEH/IyeTCsi CHMITTOMATHYECKast U MOACP>KUBAOIIas TEPAIHsl.

CuMnTomMbl TEpeO3UMPOBKM METPOHMIA30JIa: TOIIHOTA, pPBOTa, OONb B JKHUBOTE, IUapes,
TreHepaT30BaHHbBIN 3y, METAITUYECKHI MPUBKYC BO PTY, IBUTaTeNIbHbIC HAPYIIEHUS (aTaKCHs),
TOJIOBOKPY>KEHHE, MapecTe3nu, Cyl0oporu, nepudepuyeckass HEBponaTHs (B TOM YHUCIE IOCIE
MPOJIOJHKUTEIILHOTO MPUMEHEHHSI B BRICOKUX J103aX ), JICHKOTICHUS, TOTEMHEHHE MOYH.
CUMINITOMBI TIEPEeI03UPOBKH MUKOHA30J1a HUTPATa HE BBISBIICHBI.

B3aumoseiicTBHeE ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

Anxoconv:  B3aMMOJIEUCTBHE  METPOHHAA30Jla C  QJIKOTOJIEM  CHOCOOHO  BBI3BIBATh
TUCYIB(UPaMOIIO100HbIE pEaKLIUH.

Ilepopanvrvle anmukoacyisAHmel: yCUIECHUE aHTUKOATYJISIHTHOTO 1€HCTBUS.

Denumoun: CHUKEHIE KOHIIEHTPAIIMA METPOHUIA30J1a B KPOBU TMIPH MOBBIIIEHUN KOHIIEHTPALIUU
(benuTonHA.

Denobapbuman: CHIKEHUE KOHLIEHTPALlMA METPOHUA3051a B KPOBH.



Jucynvgpupam: Bo3mMoxHbI 1060UHBIE 3P dekThl co cTopoHbl [IHC (mcuxoTnyecknue peakiivm).
Llumemuoun: MOXKET yBEIMUUBATbCS KOHLIEHTPALUs METPOHM1a30J1a B KPOBU U BO3pacTaTh PUCK
Pa3BUTHS HEBPOJIOTUYECKUX MTOOOYHBIX 3(PPEKTOB.

Jlumuii: MOXKeT HabII0JaThCsl OBBIILIEHNE TOKCUYHOCTH JIUTHS.

Acmemuzon u mepgenadun: METPOHUIA30JI U MUKOHA30JI ITOAABIISIOT METa00JIN3M 3THX BELIECTB
Y YBEJIMYMBAIOT UX KOHLEHTPALMU B IJIa3MeE.

Oco0ble ykazanus

JIOKITMHUYECKUE JaHHBbIE CBUIETEIbCTBYIOT OO0 OTCYTCTBMM CHEUU(PHUECKOr0 pHUCKA JUIS
YeJI0BEeKa, UCXOJ U3 pe3yJIbTaTOB CTAaHIAPTHBIX HUCCIIEAOBAaHUI 0€30M1acHOCTH, (apMaKoJIOruH,
TOKCUYHOCTH  MHOTOKPAaTHBIX  J103, T'€HOTOKCHUYHOCTH, KAHIIEPOI€HHOI0 IOTEHLHUANIa,
TOKCUYHOCTH JIJIS1 pENIPOYKTUBHOU CUCTEMBI.

Heob6xonumo n30erats npuema ajakorossi BO BpeMs JIeUeHus U, 110 KpaifHeil Mepe, B TeueHue 24-
48 4 nocie OKOHYaHUA Kypca BBUY Pa3BUTHs BOZMOKHBIX TUCYIb(PHPAMONOTO0HBIX PEAKIUH.
Cnenyer mnposBIATH OCTOPOXKHOCTh IIPU HCIIOJIB30BAHUU CYNIO3UTOPUEB OJHOBPEMEHHO C
KOHTPAICITUBHBIMU Arad)parmMamMu v Ipe3epBaTHBAMH BBUIY BO3MOKHOTO TIOBPEKICHUS PE3HHBI
OCHOBOH CYIIIO3UTOPHUEB.

VY NanMeHToK ¢ AUAarHo30M «TPUXOMOHA/HBIA BarMHUT» HEOOXOIMMO OJHOBPEMEHHOE JICUEeHHUE
I10JIOBOTO MapTHEpA.

He npornateiBath 1 HE NPUMEHATH APYTUM CIOcOOOM!

JlabopaTopHbIe TeCThI

Bo3M0OXXHO W3MEHeHHe pe3ysbTaTOB INpU OMNpPEIENCHUM YpPOBHS MEUYEHOYHBIX (HDEPMEHTOB,
[JII0OKO3bI (T€KCOKMHA3HBIA METO/T), TEOPMIJINHA U TPOKaUHAMMJIA B KPOBH.

Bunsinne Ha cIOCOOHOCTH YIPABJISATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MaMHU
Cynnosutopun Heo-ITeHoTpan® ®opTe He BAMAIOT HA CIIOCOOHOCTh YIPABIATh ABTOMOOMIIEM U
paboTaTh ¢ MEXaHU3MaMH.

dopMa BbIIIYCKa

Cynmnosutropuu BaruHasbHbie, 750 Mr + 200 mr. [To 7 cynmosutopues B 6suctep u3 [IBX/TID. Tlo
1 6rucTepy BMecTe ¢ MHCTPYKLHUEH 10 MPUMEHEHHIO MTOMEIA0T B KAPTOHHYIO MauKy.

YciaoBust XpaHeHUs:

XpaHuTh Ipu Temneparype He Boime 25 °C.

Cynno3uTopuu MOXKHO XpaHUTh B XonoauiabHuKe (2-8°C). He 3amopakuBatsh.

XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 rona.

He MNPUMCEHATH 11O UCTCUCHUHN CPpOKAa rOAHOCTHU, YKA3aHHOT'O Ha yrIaKOBKe!



YcaoBus oTnycka

Ortmyckaercs 1o perenrTy.

Baajenen perucTpaiMOHHOIO yA10CTOBEPEeHUs!

Oxkcantuc Mnay Can. Be Tuk. A.C.

Ksapran Krontrop, Hucoernite JIxan., No 56, Akmepkes, 6ok B, stax 6, obuc 574, Drunep
bemmkram, CtamOyn, Typuus

IIpousBoaurenn

Oxkcantuc Mimau Can. Be Tuk. A.C., Typuus

Anpec: Uepkeskéit Oprannze Canan bonresu ['azmocmannama Maxamiecu ®arux bynBapu Neo
19/2 Yepkeskéit —Texupmar, Typrus

Opranunsanus, IPUHUMAIOLIAs IPEeTEeH3UN OT NoTpeduTeei

000 «Anues»

129110, MockBa, npocrnekT OJTuMIunCcKuH,

nom 16, ctpoenue 5, atax 5, momenieHue |

Tenedon: +7 (495) 502-92-47

E-Mail: safety@alceapharma.ru



