MUHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJIEPAIIUA

HNHCTYKIUA
NO MEJUIIUHCKOMY NPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA
Beragun®
Perncrpannonnsiii Homep: 11 N015282/01
Toprosoe HaumenoBanue: beraguu®
Me:xkayHapoaHoe HeIATEHTOBAHHOE MJIH I'PYNIIUPOBOYHOE HAMMEHOBAaHMe  TTOBUI0H-10/]]
JlekapcTBeHHasi popma: Cynmno3uTOpuu BaruHaJIbHbIE
CocraB: paeiictBytomiee BemectBo: 200 Mr moBuI0H-H0/1a (COOTBETCTBYET 18 - 24 Mr akTUBHOTO
floga) B KaXJIOM BarMHaJbHOM CYNIO3UTOpHH. BcmomorarensHoe BemiectBo: Makporon 1000
2800 mr.

Onucanmne: TOpHeI[OO6p33HBIe TOMOTI'CHHBIC CYIIIIO3UTOPHUU TCMHO-KOPUYIHCBOT'O 1LIBCTA.

(I)apMaKOTepaneBaneCKaﬂ rpymma: aHTUCCIITUYCCKOC CPEACTBO

Koa ATX: G01AX11

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxkoounamuxa

[ToBunoH-01 SABISETCS KOMILIEKCOM HOZAa M IIOJMMEpa IOJMBUHWIIHUPPOJIUAOHA, KOTOPBIN
BBICBOOOXKJIa€T MO/ B TEUEHUE OMPEJETICHHOIO BPEMEHH IOCIIE €ro MPUMEHEHUs. DIeMeHTapHbIN
fion (I2) oOnamaer CHIIBHBIM TepMUIUAHBIM dpdekTom. B skcrmepumenrtax in Vitro oH ObICTpPO
YHUUTOXKAeT OaKTepUH, BUPYCHI, TPUOBI M HEKOTOpPbIE MPOCTEHIINE OpraHu3Mbl. MeXaHu3M ero
JIEHCTBUS CIeIyIONIHi: CBOOOAHBIN HOA OKa3bIBaeT OBICTPBIM TepMHUIUAHBIN 3 deKT, a moaumep
aBisieTcsa neno ans oxa. Ilpu koHTakTe ¢ KOXel WM CAM3UCTBIMU 00OJIOYKAaMHU M3 MOJIHUMEpa
BBIJIEIISETCS OCTOSIHHO BO3PACTAIONIHME KOMUECTBa Hoza. Mo pearnpyer ¢ oxuciasembiMu -SH 1 —
OH rpynmaMu amMHHOKHMCIOT, BXOJSIIMX B COCTaB (EPMEHTOB U CTPYKTYpPHBIX O€IKOB
MHUKPOOPIaHU3MOB, HMHAKTUBHUPYSI WM pa3pyliasi 3TH OeJIKH, IPUBO/Is K THOETH MUKPOOPTraHU3MOB.
BOJIBIIMHCTBO MUKPOOPTaHM3MOB YHUUTOXKAIOTCS [IPU BO3ICHCTBUH IN Vitro MeHee uem 3a 1 MUHYTY,
IIpUYEM OCHOBHOE pa3pyliarolee JeiCcTBUE IPUXOIUTCS Ha nepsble 15 - 30 cexyH, pu 3TOM Hoj
oOecuBeunBaeTcs. [l03TOMy WHTEHCHMBHOCTh KOPUYHEBOTO IIBETa SBJISETCS HMHIUKATOPOM
3 PEeKTUBHOCTH. Pe3UCTEeHTHOCTH K MpenapaTy HeU3BeCTHa.

AHTUMHUKpPOOHBI CHEKTp JeMCTBUA: JEeHCTBYIOIEE BEIIECTBO IIpernapara CyNIO3UTOPUU
BaruHaibHble  beragun  sddexTHBHO  BO3JEMCTBYeT M YHMUTOXKAeT  IIUPOKUH  KpyT
MUKpPOOPTraHU3MOB, TaKUX KaK TpaMM-TIOJIOKUTEIbHBIE W TpaMM-OTpULIaTElIbHbIE OaKTepUH
(GakTepunuanelii 3¢ dekr), Bupychl (BUpyIUUUAHBIH 3(dekt), rpudsl (pyHruuuansiii 3¢dexr),

HEKOTOpbIe pocTenIne (IPoTo3001MIHbIN 3¢pdeKT) u cropsl (criopouuHbIH 3 deKT).
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(DapmaKOKuHemuKa

BcacrpiBanue

Her naHHbBIX 0 cucTeMHOM abcopOImy.

Brisenenne

IIpeuMy111eCTBEHHO IOYKAMH.

Ilosuoon

BcaceiBanmne u tem Oosiee BbIBEEHUE MOBUAOHA MOYKAMH 3aBHCHT OT €0 MOJIEKYJISIPHOTO Beca.
[TockoyibKy €ro MoJIeKyJIsIpHBIM Bec HaxoauTes B mpeaenax 35000 - 50000, ciegyer okuaarh €ro

3aJICPIKKY B OpraHu3Me.

IToxka3zaHusi K MPUMEHEHU IO

e OcTpblif WIM XPOHHYECKHI BaruHUT (CMEMIaHHBIC HecTeUpuueckue HHPEKIMN),
OakrepuanbHbIil BarnHo3 (Ber3Banuelii Gardnerella vaginalis), kananao3, nHbeKIus, BbI3BaHHAS
Trichomonas vaginalis. Wudexkiuu Biaranuma 1mocie Tepanud aHTHOMOTHKAMH WM
CTEPOUHBIMH MPEIapaTaMH.

e IIpodummaktuka mepen XUPYPrHUSCKHMMH WM JIMAarHOCTUYECKHMU BMEIIATEIbCTBAMHU BO

BJaraJumic.

IIpoTuBONOKa3aHMS

e [loBbllIeHHas YyBCTBUTENBHOCTD K TOBHIOH-HO/Y M IPYTUM KOMIIOHEHTaM TIperapara;

e  HapyuieHHe (YHKIUH [IUTOBHIHOM jKene3bl (runeptupeos) (cM. pasaen Ocodble ykazanusi);

e  Jpyrue ocTpble 3a00JI€BaHUs IIUTOBUIHOMN JKEJIE3bl;

e repreTudopMHBII AepMaTut J{ropuHra;

e  Tiepe] WM BO BpeMs NMPUMEHEHHS PAIMOaKTHBHOTO HO/A IS JICUSHUs] KapIUHOMBI IIIMTOBUTHON
KeJe3bl WM CUMHTHTpaduy;

e  OEpPEeMEHHOCThH U MEPUO]] KOPMIICHUS TPY/IBIO;

e  JIGBYIIKaM, HE JOCTHUTIIMM ITOJPOCTKOBOTO BO3PACTa, NMPUMEHEHHWE BArMHAIBHBIX CYIO3UTOPHUIA

beranmu npoTuBoIiokasaHo.

IIpumenenue npu GepeMeHHOCTH M B NIEPHO/L IPYAHOI0 BCKAPMJIMBAHUS

[IpumeHeHne MOBUIOH-HO/Ia BO BpeMsi OCpPEMEHHOCTH M B MEPUOJ TPYAHOTO BCKapMIMBAHUS
IIPOTUBOIIOKA3aHO, TaK KAK BCOCABIIMICS MO MPOXOAUT Yepe3 IJIALEHTY U BBIIEIACTCA B IPYIHOE
MoJI0KO. KpoMe Toro, 1ol 1 HOBOPOKIEHHBIM UMEIOT MOBBIIIEHHYI0 YyBCTBUTENBHOCTH K Hoay. B
ITPYAHOM MOJIOKE KOHIIEHTpalMs HOAa BbIIIE, YEM B ChIBOPOTKE KpoBU. lIprMeHeHue oga Moxer

BbI3BATh y IUJIOJA WM HOBOPOXIACHHOIO THUIIOTHPEO3 C MOBBIIICHHOM KOHHeHTpaHHCﬁ
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tupeotpornHoro ropmoHa (TTI). Moxer BO3HUKHYTh HEOOXOIMMOCTH KOHTPOJS (YHKIUH
IIUTOBUTHOW KeNe3bl y peOeHka. Y AeTel cleayeT MpeIoTBPaTUTh BO3MOMKHOCTH CITYYailHOTO
NonaJaHus Ipernapara B poT UM €ro MporjaTbIBaHUs.

DepmunbHocmo

CynnosuTopuu BarMHaJIbHbIE MOTYT 00JaJaTh CHEPMULUIHBIM JIEHCTBUEM, I03TOMY IIpU

IJIaHUPOBAHUHA 6epeMeHHOCTI/I HUX IPUMCHCHUC HC PCKOMCHAYCTCA.

Cnoco0d npuMeHeHHsI U 103bI

WuTpaBaruHaibHO (17151 BBEICHHUS BO BIIArajluile).

JIisi MakCHMMallbHOTO BBICBOOOIKICHHS JIEHCTBYIOIIETO BEIIESCTBA M TMPEAOTBPAIICHUS Pa3BUTHUS
MECTHOTO pa3apaKeHUsI PEKOMEHIYETCSI CMOYUTH CYIMITO3UTOPUIN BOJOW U BBOJUTH €ro TIyOOKO BO
BJIArajuile BeuepoM Imepea cHoM. Eciu Bo BpeMs NpUMEHEHUs CYNIO3UTOPUS BarMHAJIBLHOTO
HAYHETCS MEHCTpyalus, JIedeHHe CJeayeT MpoAoJDKaTh O0e3 TmepepbiBa, Ha MNPOTSHKEHHUH
HA3HAYEHHOTO MEePUOoa BPEMEHH.

[To 1 cynmo3uToprio BBOAUTH ITyOOKO BO BJIATIMIIE: IIPH OCTPOM BarvHUTE | pa3 B CyTKU B TCUCHHE 7
JHel, B 0oJiee TSHKEIBIX CIydasX WK MPU HEIOCTATOYHOM TeparneBTUYeCKOM dPQEKTe JIeueHne MOKHO
NPOJOIDKATh HA TMPOTSHKEHUM crenyroumx 7 gHed 1 pa3 B cytku. [Ipu yCTOMUMBBIX UTUTENBHBIX
UH(EKIWSIX JIeIeHHE MOXKET OBITh OOJIee JTUTEITHHBIM U CYIITIO3UTOPHY BarMHATBHBIC MOYKHO IPUMEHSITH
2 pa3a B JICHb.

Jliis mpeonepaltmoHHON MPO(UITAKTUKY OCIIOKHEHUH MH(DEKITMOHHOTO TeHe3a B THHEKOJIOTUH TIperapar
BBOJISIT MHTPaBarvHaJIBHO 2 pas3a B CyTKH (YTPOM U Be4epOoM Mepes] CHOM) B TeueHue 1-7 THei.

Ecnu nocrne neyenus ymydilieHus He HACTYTAeT WM CUMITTOMBI YCYTYOJISIFOTCSL WIJTH TIOSIBIISTFOTCSI HOBBIE
CHUMITTOMBI, HEOOXOTMO TTPOKOHCYIIBTUPOBATHCS ¢ BpadoMm. [IpumMensiiiTe mpenapar TOJILKO COTJIacHO TEM
MOKA3aHHUsIM, COTJIACHO TOMY CIOCOOY MPUMEHEHHS U B TeX J03aX, KOTOpbIE YKa3aHbl B HHCTPYKIUH IO
MIPUMEHEHUIO.

Croco0b mprMeHEHHUsT

Puc.1 Orpenure, OOUH CyNMO3UTOPUM OT JIEHTHI, pa3phiBasl 110

nepdopanuu V-o0pazHoro pazpesa

Puc. 2 JlocranpTe cynmo3utopuii u3 O6aucrepa, OJHOBPEMEHHO
MOTSIHYB B MPOTHUBOMNOJOXKHBIX HAMNpaBlIeHUSIX 00a KOHIA

donbru




ITo0ouHOE neiicTBHE
3yn, THIIEpEMUs] B MECTE BBEICHHUS IIpenapaTa, aJuIepruuecKue peakiyi.

Ecmu y Bac ormeuatorcst moOouHble 23 GEKThI, yKa3aHHbIE B MHCTPYKIIMU, HIIH OHU yCYTyOJISIOTCS,
niau Bel 3aMetniu mro0b1e apyrue nobodHsie 3 PeKThl, He yKa3aHHbIE B MHCTPYKITUH, COOOIIHUTE 00

3TOM Bpauy.

Ilepeno3upoBka

[Ipu nmpuMeHeHUM mpernapara B COOTBETCTBUM C MHCTPYKIMEW MO MPUMEHEHHUIO Mepefo3UpOBKa
ManoBeposaTHa. [Ipu upesmMepHOM NpUMEHEHHH BO3MOKHA HOJHAs MHTOKCUKALIMS, JJISi KOTOPOM
XapaKTCPHBI ciIcayromue CHUMIITOMBI: MeETaJUINYeCKUU IIpUBKYC BO PTYy, ITIOBBIIIICHHOC
CJIIOHOOT/ETICHHE, OLIYIICHUE ¥OKEHUS WM OOJIM BO PTY WM IJIOTKE, pa3ipakeHHe MU OTEK IJIas3,
KOXKHBIE PEaKIIMH, KeTyJOUHO-KUIIIeYHbIe PaCCTPONCTBA U Juapes, HapylleHue (GyHKIMH MOYeK U
aHypusl, HEJOCTATOYHOCTh KPOBOOOpAIIEHUs, OTEK TOPTAaHU CO BTOPUYHOU acUKCHE, OTEK JIETKUX,
MeTaOOIMYECKU aluI03, THIICPHATPUCMHUSL.

Jleuenue: cumMmTOMaTHYECKass ¥ TOAJEPXKUBAIONIAs Tepamus C OCOObBIM BHUMaHUEM K

QJICKTPOJIUTHOMY 6anchy, (1)YHKI_[I/II/I MOYEK U IUTOBUIHOMN JKeJIe3bl.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHBIMH CPeICTBAMU

Kowmrmieke noBumon-Ho 1 ¢ dexTrBeH B quanasone pH 2 - 7. BzaumoelicTBre KoMIIeKca ¢ OeIKaMu |
JPYTUMU HEHACHIIIIEHHBIMHI OPraHMYECKUMU BELIECTBAMU CHUKAET €ro 3((EKTUBHOCTS.

He cnenyer npumeHsTh mpenapar ¢ ApyruMu Ae3UHGUIMPYIOIIMMHI U aHTUCETITHYECKUMU CPEJICTBAMH,
COJIEpIKAIMMHU OKUCJIMTENH, IEJI0YM U KaTHUOHHBIE MOBEPXHOCTHO-aKTHBHBIE BemlecTBa. Ecim Boi
MIPUMEHSIETE  BBINICTIEPEUMCIICHHBIC WM JpPYTUe JIEKApCTBEHHbIE Tpenaparbl (B TOM  YHCIE
Oe3pelienTypHbIe) Tiepe MPUMEHEHHEM TpernapaTta beTaauH mpoKOHCYIETHPYHTECH C BPauOM.
OxucnuTenbHOe NEUCTBUE MOBUIOH-MOAA MOXKET MPUBECTU K JIOXKHOMOJIOXKHUTEIbHBIM PE3yJibTaTaM
Pa3IMYHBIX JTUArHOCTUYECKUX TPOO (HampuMmep, OMpeNeieHne TeMOrjIo0MHa B Kajie WM MOuYe WIH
TJIFOKO3BI B MOYE).

Bo Bpemst npruMeHeHHs TOBUIOH-10/1a MOKET CHU3UTHCS MOTJIOLEHHE H0/]a IIMTOBHUIHOM 5KEJI€30M, UTO
MOXET TIOBIUSATh Ha pe3yibTaThl HEKOTOPBIX JWATHOCTHYECKHX UCCIEIOBaHUM (Hampumep,
CIMHTUATPAdUU [TUTOBUIAHON >KENE3bl, ONMpeneieHus OeIKOBO-CBSI3aHHOTO HOAa W PaJMOaKTHBHOTO
Hosia) WK cIeNaTh 3alUIaHUPOBAHHYIO HOJIOTEPAITUIO IIUTOBUIHON JKee3bl HeBO3MOKHOU. C 1ebI0
MOJTy4eHHUs] OOBEKTUBHBIX pE3yJbTaTOB IOCIE JJIUTEIBHOTO JICUeHHs TOBUIOH-HOAOM Tiepesn

MMPOBCACHUEM CI_II/IHTI/II'pa(bI/II/I HCO6XO,Z[I/IMO CACJIAaTh IICPCPBIB.



Oco0ble ykazanus

IIpyn nuuTenbHOM NPUMEHEHHMM IIpernapara MOXKET Pa3sBUTHCS pa3IpakKCHUE KOXKHM, KOHTAKTHBIN
JEepMaTUT WJIM T[OBBIIIEHHAS YYyBCTBUTENBHOCTh. [IpM TMOSBICHUHM MPU3HAKOB MECTHOIO
pa3apa)keHus ¥ MOBBIILICHHOW YyBCTBUTEILHOCTU IPUMEHEHUE IIperapara cielyeT OTMEHHTD.
Henb3s HarpeBars npenapar nepes NpUuMEHEHHEM.

VY narueHToB ¢ 3a00JIeBaHUSAMHE IIUTOBUIHOM jKeJIe3bl, HAaIpUMep 3000M, Y37I0BBIM 3000M U APYTHMHU
HCOCTPLIMU 3a6OHeBaHI/IHMI/I H_[I/ITOBI/IIIHOI\/JI KCJIC3bl, BBCACHUC 3HAYHUTCIILHOI'O KOJIMYCCTBA ﬁona
MOJKET BBbI3BaTh TUIIEPTHPEO3. Y TaKWX MAlMEHTOB MpUMEHEHHE npenapara beraaun cynnouropuu
BarMHaJIbHbIE JJOJDKHO OBITh OIpaHUYEHO BO BpeMeHH. Eciii Mo OKOHYaHUU JICUEHUS Pa3BUBAIOTCS
NPU3HAKY THIIEPTUPE03a, MAMEHTKAM PEKOMEHIYeTCsl KOHTPOJIb (PYHKIIUHM ITUTOBUIHOM KeNe3bl.
HpenapaT HCJIB3s NPUMCHATL OO0 U ITOCJIC CI_II/IHTI/IFpa(l)I/II/I, a TaKKC BO BpCMs JICUCHUA KapIHUHOMBI
IIATOBUIHOM JKEJIe3bl PAMOaKTUBHBIM HomoM (cM. paszen [IpoTuBonokasanusi).

Oco0y10 OCTOPOKHOCTH CJIETYET COOJII0IaTh MPHU PEryJIsIPHOM IPUMEHEHHUHU TIperapaTa y NalueHTOB
C HapylIeHnEeM (PYHKIIUH ITOYEK.

Crnenyer m30erath perysisipHOrO MpHMEHEHHs Npenapara beTamuH CyNnmo3UTOpUM BarvHAJIBHBIC
MaIUEHTKaM, IMOTYYarolIUM MperapaThl TUTHSL.

Pekomenayercsi coOnroAaTb OCTOPOKHOCTh TMPU BBEACHUM BarvHaJbHBIX CYIIIO3UTOPUEB
JCBCTBCHHUILIAM.

CYHHOSI/ITOpI/II/I 06JIaIIaIOT CIICpMHULIUIHBIM I[CI\/JICTBI/IGM, B CBA3HM C 4Y€M HC PCKOMCHAYCTCA HX
MPUMEHEHUE Y KEHIIHH, TUIAHUPYIOIMUX 0epeMEHHOCTb.

Pekomenayercs Takke Ha MPOTSHKEHUU Kypca JISYEHUs UCIIOIb30BaTh TUTHEHUYECKUE TPOKIIAIKH.
Okpacka Ha KOXe 1 TKaHsIX CMbIBaeTcs BoIou. [lociie koHTakTa ¢ mpenapaTom ciaeayeT u30erath ero

IorajJgaHus B Tj1a3a.

JleTH ¥ MOAPOCTKHU

I[eBO‘{KaM, HEC NOCTUTTIUM IMOAPOCTKOBOI'O BO3pacTa, NMPUMCHCHUC CYIIIIO3UTOPUCB BAIrMHAJIBHBIX

berannH NpoTUBONOKA3aHO.

Bansinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHM3MAMHU
[Ipenapat He BIMAET Ha CIIOCOOHOCTH YMPABIATH TPAHCIOPTOM WJIM 3aHUMATBCS JIPYTHMMHU
MOTEHLIMAJIbHO OMACHBIMH BUJAMU JESTEIBHOCTH, TPEOYIOIIMMH IOBBIIIEHHON KOHIIEHTpaluu

BHHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHI.

dopMa BbINTYCKa
Cynnosutopun BaruHanbHbie 200 mr.
[To 7 BaruHanbHBIX cynno3uTopues B Omuctepe u3 [IBX/I13 nuienku.

I[To 1 nnu 2 GnucTtepa B KAPTOHHOM MauKe BMECTE C MHCTPYKILHUEH 10 MPUMEHEHHUIO.



Cpoxk rognocrtu.

5 net. He IMPUMCEHATH IIOCJIC UCTCUCHUA CPOKa I'OJHOCTH.

YciaoBust XxpaHeHUs
ITpu Temneparype ot 5 no 15 °C.

B HepocTynmHoM 11 ieTei Mecte.

YcaoBus ornycka

OtmyckaroT 6e3 peuenra.

Baajesnen perucTpaMOHHOIO Y10CTOBEPEHUsI
3A0 «DapmaneBruueckuii 3asoa DI UC», Benrpus
1106 Budapest, Kereszturi ut 30-38, Hungary
Tenedon: (36-1)803-5555,

dakc: (36-1)803-5529

IIpousBoaurenn

3A0 «®apmaneruueckuii 3apos 1 MCy», Benrpus

9900 Kormend, Matyas kiraly ut 65, Hungary (Bce craauu npou3BOJICTBa)
T10 JINLIEH3MU MYHUD®APMA A.O., BA3EJIb, IIIBEMIIAPUS

Oprannsanus, NPUHAMAIOIIAS IPETEH3HH OT MOTpeduTe e :

000 «3I'C-PYC», Poccus

121108, r. Mockga, yi. Bana ®panko, 1. 8, Tenedon: (495) 363-39-66

JupexTop 1o papmareBTH4ecKoi

nesareabaoct OO0 « I UC-PYCy

Tsoporosa E.B.



