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MUHHUCTEPCTBO 3/IPABOOXPAHEHWS POCEHHEKEH BEAEPAT AN "4

NMHCTPYKLUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
THHO®JIOP® D

PerncrpanuoHHblil HOMep:

Toprosoe HanumeHoBanue: I naodmop® D

['pynnupoBoYHOe HAMMEHOBAHHUE: JIAKTOOAKTEPHH allUA0(DUIBHBIC + ACTPUOIT
JlekapcTBenHas popMa: TaGIETKH BarnHAJIbHBIC

Cocras

1 TabiieTka BaruHalIbHASL COJICPKUT:

,ZZ > . 8
eticmsyrowue sewyecmaa. TakTodbakTepun anuaoduibHbie (Tnoduausar) He meHee 1 X 10° KOE,

sctpuoia 0,03 mr.

Bcnomozamenvhvle 6ewjecmsea: JaKTO3bl MOHOTHIPAT, LEJUIIOJIO3a MHKPOKPUCTAIIIUYECKas,

MarHusi cTeapar, HaTpus KapOokcuMeTuikpaxMan (tun A), HaTpus ruapodocdar.

Onucanue
OBasbHbI€e, IBOSKOBBITYKIIbIE TA0IETKH OT O0€JI0r0 10 CBETJIO-0€KEBOT0 I[BETa C BKPAILJICHUSIMH.

dapmakoTepaneBTHYECKasi TPyNNa
[pyrue cpencrsa, IpUMEHsIEMbIE B THHEKOJIOTUH
Kox ATX: G02CX

dapmakoJIornyecKne CBoiicTBa

Dapmaxoounamura

AKTUBHBIE BEIECTBA, BXOAAMINE B cocTaB npenapara ['maodnop® D, acTpuon U 1akTo6aKTepuu
anuaopuIbHbIe, YY4acTBYIOT B (DHU3HOJOTMUYECKOM MEXaHHU3ME MOJJIEPKaHUsI HOPMAJIbHOTO
OMOIIEHO03a BlIarajnIla.

Jlakmobaxmepuu ayudo@uivHble — OJHU U3 JOMUHUPYIOIIMX MHUKPOOPTaHU3MOB Bjarajiuiia
3I0pOBOI  JKEHIIMHBI, O0ONaJarolIue aHTarOHUCTHYECKONM AaKTHUBHOCTBIO B  OTHOIICHHUU
MAaTOTEHHBIX M YCIOBHO-ITATOT€HHBIX MUKPOOPTaHU3MOB.

Acmpuon ABIAETCS KEHCKUM MOJIOBBIM TOPMOHOM, 3CTPOr€HOM KOPOTKOTO J1eicTBUs. OKa3bIBAET
3alIUTHOE TPO(UUECKOE NCUCTBUE HA DTTUTEIINIA BIArajvIa U HE UMEET CUCTEMHOTO BO3/ICHCTBUSA
Ha OpraHu3M KeHIIuHBL. [Iponudepupyromniuii 3peplii SnuTenuil Blaraiuiila HakarIuBaeT B cede
TJIMKOTE€H, HEOOXOUMBIN 11 (PYHKIIMOHUPOBAHUS JIAKTOOAKTEpU, KOTOPHIE, B CBOIO OYEpE/lb,
BBIPAa0aTHIBAIOT MOJOYHYIO KUCIIOTY, MOAIEPKUBAst KUCTYIO cpeny Biaranuma (pH 3,8-4,5), uro
CcO37MaeT HEeOJaronmpusTHbIE  YCJIOBHS  JJIS  KOJIOHM3AIMM W PAa3BUTHUS  MATOTE€HHBIX
MUKpPOOPraHu3MoB. KpoMe MOIOYHOM KHCIOTHI, TAKTOOAKTEpUHU aluI0(pHIbHBIE POIYIHUPYIOT
MEePEKUCh BOAOPO/IAa M OAKTEPUOIIMHBI, TAKKE YTHETAIOIINE PA3BUTHE MATOTEHHBIX M YCIOBHO-
MAaTOT€HHBIX MUKPOOPTaHU3MOB.

N3menenne ¢uszmonornueckor (ropsl BiIarajvia MTPOUCXOAUT BCIEICTBHE Pa3IMUHBIX
(GaKkTOpOB: MECTHOTO WJIM CUCTEMHOTO NMPUMEHEHHS aHTHOAKTepUAIbHBIX MpEenaparoB, B T.d.
BCIIC/ICTBME BarMHAJIBHBIX WH(QEKIMNA, CHUCTEMHBIX 3a00J7eBaHUN, HECOONIOJACHUS TPABUI
TUTHEHBI. B 3THUX ciydasx KOJMYECTBO JAKTOOAKTEpUN MOMKET 3HAYUTEITHHO YMEHBIIUTHCS.
MuTpaBaruHanbpHoe IpuMeHeHue npenapara [unoduop® D yaydinaer cOCTOSHHME SIHTENHS
BJIArajuila ¥ BOCCTAaHABIMBAET €ro HOpManbHYI0 ¢uopy. JIakTo3a, KOTOpas COAEPKHUTCS B
BarMHAJbHBIX Ta0JIeTKaX KaK HaMOJIHUTENb, TAaKXe MOXeT ObITh (pepMeHTHpoBaHa
TaKTOOAKTEPUSMU B MOJIOUHYIO KUCIIOTY.

DNUTENNA BIaraJIvila UCTOHYAETCS U MOXKET MOBPEKIATHCS U TTPU TOPMOHAIBLHBIX HAPYIICHUSX,
B CBA3M C yeM Tpenapat I uaodaop® D MOXKeT MPUMEHSTHCA B TOCTMEHOMNAY3e IS 0CIabeHus
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€€ MECTHBIX CUMITOMOB (3y[, #KEHHE, CyXOCTb BO BH@%&EP&%&E@M%{EﬁC&%HBOM

aKTe), CIIOCOOCTBYSI HOPMAJIU3ALUK COCTOSTHUS IUTEIUS BIarajluila U ypeTpbl, CHUXKAsi 4aCTOTy
TUCTPO(YUIECKUX BOCHATUTENBHBIX COCTOSIHUM.

In vitro mokazaHo, 4To JTaKTOOAKTepUH alu10(PUIbHBIE B TEUCHHE HECKOIBKUX YacOB IMIPUBOIAT K
HeoOxoaumMoMy cHIbkeHuto pH. Dctpuon, npu mpoaOJBKUTEILHOCTH JedeHus 6-12 nHei,
obecrieunBaeT nMpoMQepaTuBHBIN Tpohudeckuii YHPEKT Ha FSTUTEITUN BIaraiuiia.
DapmaroxkuHemuxa

[Ipu BBepeHuM mnpemnapara BO BJarajuile OCBOOOXKIAIOTCS JTHO(DUIU3UPOBAHHBIE OAaKTEpUU U
ACTPHOI.

BcackiBanue >cTpuona u3 npenapata I'unodnop® D ucclenoBaHo y JKEHIIUH B HOCTMEHOIAY3e.
[Tocne MOBTOPHOTO MPUMEHEHUS IpenapaTa KOHIEHTPAIHs SCTPUOJa B IJIa3Me COOTBETCTBYET
KOHIEHTPAllMU HHJOICHHOIO HecBA3aHHOro octpuona. [locne 12-ro aHsS npuMeHeHus
BarMHAIBHBLIX TaOIETOK B Ipoliecce NeueHus mpenaparom Iuuoduop®d (1 pas B 1eHs),
MaKcHMajbHas KOHIEHTpAIUsi HECBA3aHHOI'O 3CTpHOJia B IJJa3M€ KPOBU HE OTIMYAETCA OT
HCXOJIHOM, YTO CBUETEIBCTBYET 00 OTCYTCTBHM CUCTEMHOTO BCACHIBAHMUSL.

[IpumeHneHue mpemnapaTa HE BIUSET Ha KOHIIGHTPALMIO B IUIa3Me€ KPOBU MOJIOBBIX TOPMOHOB,
NPUCYTCTBYIOIIMX B OPraHU3Me MCHIIMHBI — JCTPOHA W ICTPAaUOia, TOCKOJIBKY SCTPHUOI
SBIISIETCSI KOHEUHBIM MPOJTYKTOM UX METa00In3Ma.

IMoxka3zaHusi K MPUMEHEHU IO

* BoccranoBienrne HOpMaTbHOW MUKPO(MIOPH! Barajuiia Mmocie MECTHOTO /WM CHCTEMHOTO
MPUMEHEHUS] AHTHOMOTHKOB WM TMPOTUBOMUKPOOHBIX TpernaparoB (B TOM YHCIE TPU
BarMHAJIBHBIX HMH(EKIUAX: OaKTepUaTbHBI BarmHO3, HECMEU()UISCKUN BYIHBOBArMHMUT,
YPOTE€HUTANbHBIX UH(EKIHUIX U 3a00JI€BaHUSX, TIEPEIABAEMBIX TTOJOBBIM ITyTEM).

* DCTPOTreH3aBUCUMbIC aTPO(PUUECKUE BATMHUTHI B IOCTMEHONIAY3€, B TOM YUCJIE B COUETAHUH C
3aMeCTUTENbHON TopMOoHanbHOM Tepanueil (31'T).

IIporuBomnokasanus

* 'unepuyyBCTBUTEIBHOCTD K JIEHCTBYIOIIMM BEIIECTBAM WM K JIFOOOMY M3 BCIIOMOTaTEJIbHbBIX
BEIIECTB,;

* 3710Ka4eCTBEHHBIE 3CTPOre€H3aBUCHUMbIE HOBOOOpa30BaHMs, B T.4. MOJIOYHBIX JK€Jl€3, MaTKH,
SUYHUKOB WJIM BJarajuina (IMarHoCTUPOBaHHbIE, B aHAMHE3€ U IPH MTOJI03PEHUH HA HUX);

* DHAOMETPHO3 (IT0103PEBAEMBIN WU JUATHOCTUPOBAHHBIN );

* KpoBoTteueHus u3 Biarajuina HEsICHON 3THOJIOTHH;

* [IpuMeHeHMe y AeBYILIEK 10 Hayala [MOJIOBOW KU3HH;

* HeneueHHas runepruiasus 3HIOMETPHS.

IIpumenenne npu 0epeMEHHOCTH M B MIEPHO/ TPYIHOI0 BCKAPMJINBAHUS

[Tpumenenue B | TpumecTp GepeMeHHOCTH HexenarenbHO. Bo3aMOXKHO MpUMEHEHUe Ipenapara
Tunodnop® D Bo II-III TpumecTpaX GepeMEHHOCTH M B TIEPUOJ IPYAHOTO BCKAPMIMBAHMSL.
HexxenarenbHOro BiIMAHMSA JIAKTOOAKTEpUH M OCTpUOJA Ha OEPEMEHHOCTb U COCTOSIHHE
IU10/1a/HOBOPOXK/IEHHOTO HEe 0OHapykeHo. OJTHAKO JJOJATOCPOYHBIX KIMHMUYECKHX HCCIIeT0BaHUN
IO BJIMSTHUIO OCTPUOJIA HA IUIOJ HE IIPOBOJMIIOCH.

Cnocod npuMeHeHHsl U 103bl

BarunanbHbple TaONneTK HEOOXOAUMO BBOAUTH TIyOOKO BO BJArajMile BEYEPOM IMEpe]l CHOM,
JydIlie B TTOJIOKCHUH JIe)Ka Ha CITHHE, CJIETKa COTHYB HOTH B KOJICHSIX.

na occmanosnenus HOpMAaIbHOU MUKPODIOPLL 61a2aNUWA NOCLE MECIHO20 U/UNU CUCTNEMHO20
npUMeHeHUss aHMUOUOMUKOS8 UU OPY2UX NPOMUBOMUKPOOHBIX Npenapamos (6 mom uucie npu
BACUHANILHBIX  UHEKYUAX: OAKMepuanbHulil  8aA2UHO3, Hecneyuguueckull  8y1b80BALUHUM,
VPOSEHUMANbHBIX UHPEKYUAX U 3a0071e6anusax, nepedasaemMvix NON08bIM nymem): To 1-2
BarMHAJIbHbIE TA0JIETKH €KETHEBHO Ha MPOTSHKEHUU 6-12 qHEH.
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BarvHaJLHOM TaOJIETKE €XEAHEBHO Ha MPOTSDKCHUHW 6-12 mHEH, manee moaep KUBaromas 103a
cocrapisieT | BarmHabHYO TabaeTKy 1-2 pasa B HEIENio.

IMo0ouHoOe neiicTBUE
Bo3MokHO omnyimieHue xokeHus (bkapa) BO BJarajiuiie, PeIKO MOKPACHEHHWE W 3YJ BYJIBBBI U
BJIArJIMIIA.

Ilepeno3upoBka
[lepeno3upoBka npenaparom He HaOJI01a1ach.

B3aumozeiicTBHe ¢ IPYTHMH JIeKAPCTBEHHBIMH CPeICTBAMH

Jlakmobakmepuu ayudogunvhble TyBCTBUTEIbHbBI K MHOT'OYHCIEHHBIM aHTHOAKTEpHAIbHBIM
JIEKapCTBEHHBIM CPECTBAM (MECTHOTO WJIM CHCTEMHOTO TpMeHeHus ). COIyTCTBYIOIIEE JIeUCHUE
TAKUMM CPEICTBAMU MOKET IPHBECTH K yMEHbIIEHUIO b dexTuBHOCTH npenapaTa ['unoduop® 3.
[TosToMy He peKOMEHAyeTCsl €ero OJHOBPEMEHHOE NpPUMEHEHHE C aHTHOAaKTepHaIbHBIMU
npenapatamu. He pekomenayercs mnpuMmeHeHue npenapata Iunopnaop® D  Bmecte co
CIIEPMULIUTHBIMU CPEJCTBAMH.

Oco0ble yka3anus

[Ipenapar FI/IHO(bJIOp® D COAEP>KUT KOMIIOHEHTHI, KOTOPHIE MOTYT TIOJIHOCTHIO HE PACTBOPUTHCS,
OCTaTKU BarvHaJIbHOM TaOJETKM MHOTJa MOXXHO HaWTH Ha HWxkHeM Oenbe. Ha sd¢exTuBHOCTD
npernapara 3TO He BIIUSET.

B emuHMuHBIX cioyyasx, IOpU CyXOCTH BlarajMila, BardHajJbHass TaOJleTKa MOXET He
pacTBOpuUThCS. st IpeynpekIeHnsT TaKUX CIIy9aeB Mepe/l BBEACHHEM Ta0JIeTKa MOXET OBbITh
yBJI&XKHEHA HEOOJIBIIMM KOJIMYECTBOM OOBIYHOM BOJBI — 3TO OyHaeT crnocobcTBOBaTh Ooliee
ObICTpOMY €€ pacTBOpeHHUIO. [laneHTKaM peKkoMeHIyeTCs 10J1b30BaThCs IPOKIAIKaMU.

Bunsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMM M APYTUMHU
MeXaHHU3MaMH

[penapar Funodnop® D He BIMAET HAa CHOCOOHOCTD YIIPABIATH TPAHCIOPTHBIMH CPEICTBAMU H
MEXaHU3MaMH.

dopMa BbINIYCKa

TabneTku BaruHaJIbHBIC.

[To 6 TabneTOK B KOHTYPHYIO SIMEUKOBYIO YITAKOBKY U3 (POTBIU ATFOMUHUEBOU U TIIICHKU
[BX/TIS/MTIBAX. 1 viin 2 KOHTYPHBIX SIMEMKOBBIX YITAKOBOK BMECTE C MHCTPYKIIMEH 110
MEIUIMHCKOMY TPUMEHEHHUIO MIOMEIIAIOT B MAYKy U3 KapTOHA.

YciaoBus XxpaHeHus
Xpanuts npu Temneparype ot 2 1o 8 °C. He 3amopaxuBars!
XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu
3 rona.
He npuMeHSTH 10 UCTEYEHHUH CPOKa TOTHOCTH, YKa3aHHOTO HA YITaKOBKE.

YcaoBus ornycka
OrtmyckaroT 6e3 perenra.

Baanesnien (nep:karesib) perucTpalMOHHOIO Y10CTOBEPEHMS:
OAO «I'eneon Puxrtep»
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1103 Bymanerr, yiu. JIémpéu, 19-21, Beurpust (NOCNEOCQBATENBHOCTL 0004)

IIpousBoauTen:

IIpouszeoocmeo zomoeoit nekapcmeennoit popmul, Pacosuwuk (nepeuunas ynakoexka) u
Ynaxoewux (6mopuunan (nompedoumensckasn) ynakoska

Xaynt ®@apma Amaper ' M6X/ Haupt Pharma Amareg GmbH

Honaymraydep mrpacce, 378, 93055 PerencoOypr, ['epmanus/ Donaustaufer Strasse 378, 93055
Regensburg, Germany

Boinyckatowuii KoHmpo.ib Kauecmaea.

Menunosa AT/ Medinova AG

Err6ronsinrpacce 28, CH-8050 Llropux, IlIBeiinapus/ Eggbuehlstrasse 28, CH-8050 Zurich,
Switzerland

Opranun3anusi, NPUHAMAONIAS IPETEH3UN OT MOTPeduTeIei:
Mockosckoe IIpeacraButensctBo OAO «I'eneon Puxtep»
119049 r. Mocksa, 4-i1 JloOpbIHUHCKUH TIEP., TOM §
DnekrponHsIii anpec: drugsafety@g-richter.ru

Temedon: +7 495 987-15-55
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