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MUWHUCTEPCTBO 3JIPABOOXPAHEHMS POCCUNCKOU ®EJIEPALIN

WHCTPVYKILUA
10 MEMIIMHCKOMY ITPUMEHEHHUIO JIEKapCTBEHHOTO IIpernapara
TAHTYM® BEPJIE

PerncrpanuonHblii Homep
Toprosoe HanmenoBanue: Tantym® Bepne

MexayHapo/aHoe HeNATEHTOBAHHOE HAHMEHOBAHHE WM I'PYNIHPOBOYHOE HAHMEHOBAHHE:
OeH3uIaMHUH

JICKaPCTBeHHaﬂ q)opma: Tabnerku st paccacbiBaHus CO BKYCOM MATHI, CO BKYCOM 5BKaJIAIITA,
CO BKYCOM all€jIbCHHa U M€J1a, CO BKYCOM JIHMOHa

Cocras:

Ha 001y mabaremxy ons paccacvl8anus co 6Kycom Msamol.:

JleiicTByto11€€E BEleCTBO: OEH3UAAMUHA THAPOXJIOPUT — 3MT

BcnomoratenbHple BemmecTBa: M3oManbro3a 3183 wr, jeBoMeHTON 4 Mr, acnapraMm 3,5 MT,
JTUMOHHAsI KHCJIOTa, MOHOTH/IpaT 2 MTI, apOMaTU3aTop MATHBIH 5 MI, apoMaTu3aTtop JTUMOHHBIH
1,5 mr, kpacurtens xuHoIuHOBBIH xenThiit (E104) 0,035 mr, kpacutens unaurokapmus (E132)
0,015 mr.

Ha 001y mabnemxy 05 paccacviéanus co 6Kycom 36KaIunma:

Jle#icTBy1o111€€ BELIECTBO: OEH3UAAMUHA THIPOXJIOPUJ] — 3IMT

BcnomorarenbHble BenecTa: n3oManbTo3a 3124,43 mr, macio sBkanunTa 3,040 Mr, 1uMoHHAas
kuciota MoHoruzapat 1,98 mr, anecynsdam kanus 1,733 mr, neBomenron 1,733 Mmr, kpacurenb
XuHOJIMHOBBIN xenThii (E 104) 0,052 mr, kpacutens uxaurokapmud (E 132) 0,031 mr.

Ha 0ony mabnemxky o5 paccacvl6anus co 6Kycom TUMOHA:

JleiicTByomiee BelecTBO: OeH3uAaMHUHA THIPOXJIOPUL — 3MT

Bcenomorarenbuble BemecTBa: u3oMansTo3a 3183 wmr, acmapram 3,26 Mr, TUMOHHash KHCJIOTa
monoruapar 37,0 mr, apomaruzarop MsATHbeIA 1,0 mr, apomaru3arop jumMoHHbIA 10,0 wmr,
Kpacutenb XMHOJIMHOBBIH xkenTbiit (E 104) 0,098 mr, kpacurens uaaurokapmus (E 132) 0,0032
MT.

Ha 001y mabnemxy ons paccacvl8anus co 6Kycom meod U aneibCula:

JleiicTByroniee BemecTBO: O€H3UIaMHUHA THAPOXIOPH — 3MT

Bcenomorarenbhble BemecTsa: u3zomanbTo3a 3073,53 Mr, TuMOHHAs KUCIIOTa MOHOTHApaT 44,82
MT, arecysibpam kanus 1,28 mMr, apomMatuzaTop anenbCHHOBBIN 9,287 Mr, apoMaTH3aTop MeI0BbIH
2,32 mr, neBomenTon 1,707 mr, kpacurtens XuHoauHoBbIH sxenToii (E 104) 0,034 mr, kpacutensb
cosniHeuHbId 3akar xentei (E 110) 0,017 mr.

Onucanne
Tabnemrxu ons paccacvl6anus co 6KycomM Mambl. 3€JICHBIE MOJYNPO3payHble KBaJApaTHBIC

TabJIETKH C yI‘IIyGHCHI/ICM B HEHTPE C XapaKTEPHBIM MATHO-JIMMOHHBIM 3al1axXOoM.

Tabremxu oOns paccacvi6anus co 6KYCOM 236KaIunma: TEMHO-3€JeHbIE IOJIYIpPO3pavyHbIe
KBa/JIpaTHbIC TaOJETKH C yriyOJeHHEM B IIEHTPE C XapaKTEPHBIM 3allaXOM IBKAJIUIITA.

Tabremxu 01 paccacvl8anusi co 6Kycom aneibCuHa u Meod: OPaHKEBO-XKEIThIE OJIYIIPO3paYHbIe
KBaJIpaTHbIE TAOJIETKU C yriyOJIEHHEM B IIEHTPE C XapaKTepHBIM 3allaXOM aresibcuHa U MeJia.
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Tabremxku 015 paccacvbl8anusi o 6KYCOM NUMOHA. KEITO-3€]ICHBIE MOJYIIPO3PaYHbIe KBAIPATHBIE
TabJIeTKH ¢ yriyOJeHHeM B LIEHTPE C XapaKTEPHBIM JIMMOHHBIM 3al1aXOM.

dapmakoTepaneBTHYECKAs I'PYNINAa: HECTEPOUIHBIN IIPOTHBOBOCHIAIUTEILHBIN IIPEnapaT
Koa ATX: AO1ADO2

dapmakoJI0ruyecKne cBoiicTBa

dapmMakoIHHAMHKA

beH3uaaMuH SIBJISETCS HECTEPOUHBIM MPOTHBOBOCHAIUTEIBHBIM MIPENapaToM, IPUHAIICKHUT K
rpyrre uHa30J10B. OKa3bBaeT MPOTHBOBOCHIAIUTENILHOE U MeCTHOE 00e3001MBatomee JeHCTBUE,
o0yiaziaeT aHTHCENTHYECKMM JIEHCTBHEM TIPOTHUB MIMPOKOTO CHEKTpa MHUKPOOPraHU3MOB.
MexaHu3M JEWCTBUSL Tpemapara cBs3aH coO craOuiaM3anMed KJIETOYHBIX MeMmOpaH H
HHTHOMPOBAHUEM CHHTE3a IPOCTArIaHIHHOB.

beH3uaaMuH OKa3bIBaeT aHTUOAKTEpHATBHOE M CIelU(pHUYECKOe aHTHMHUKPOOHOE IeiCTBHE 3a
cyeT OBICTPOro MNPOHUKHOBEHHS uepe3 MeMOpaHbl MHKPOOPraHM3MOB C IOCIEAYIOIHM
MOBPEKICHUEM KJIIETOYHBIX CTPYKTYp, HapylleHHeM MeTaboIMYeCKUX IPOIECCOB U JIM30COM
KJIETKH.

Obnamaer npotuBorpudKoBbIM jeiictBieM B orHomeHun Candida albicans. Bei3biBaer
CTPYKTYpHbIE MOJAM(DUKAINH KIETOYHOU CTEHKH I'PHOOB M MX METabOJIMYECKUX IerNeH, TaKuM
0o0pa3oM, MpEnsATCTBYET HMX PENpOAYKIIMH, YTO SIBUJIOCH OCHOBAaHHEM Ul TPUMEHEHHS
OeH3Hu/1aMHHA TIPU BOCHAIUTENILHBIX MPOIEccax B POTOBOM MOJIOCTH, BKIHOYAss HHPEKIHOHHYIO
3THOJIOTHIO.

PapMaKOKHHETHKA

IIpn MecTHOM mpHMEHEHHH IpenapaTr XOopouo abcopOupyerTcst yepes3 CIHU3UCTbIE 000J0YKH H
IPOHMKAET B BOCHAJICHHbIE TKAaHH, OOHApY)KUBaeTCs B IUIa3ME€ KPOBH B KOJIHYECTBE,
HEJIOCTAaTOYHOM JUIsl IIOJTy4eHHs CHCTEMHBIX 3 (HeKTOB.

DKCKpelus pernapara poucXoJUT B OCHOBHOM ITOYKAMH, B BU/IE HEAKTHBHBIX METa0OIUTOB HIIH
IPOJYKTOB KOHBIOTAIHH.

Iloxa3anusi K NpUMeEHEHHIO

CumntomaTHueckas Tepanusi 60JeBOro CHHAPOMAa BOCTIATUTEIBHBIX 3a001€BaHUH MOJIOCTH pPTa U
JIOP-opranoB (pa3/M4HOM 3THOJIOTUH):

-TUHTUBHUT, IVIOCCUT, CTOMATHUT (B T.4. I1OCJIE JIyY€BOH U XUMHOTEPAIIHH);

-(papuHTHUT, TAPUHTHT, TOH3UILIUT;

-KaH/I1/103 CIIM3UCTOMN 000JI0UKH MOJIOCTH pTa (B cOcTaBeé KOMOMHMPOBAHHOH Tepanuu);
-KaJIbKYJI€3HOE BOCHIAJICHUE CIIFOHHBIX HKEJe3;

-110CJI€ ONIEPATUBHBIX BMEIIATEILCTB U TPABM (TOH3MUIDKTOMHS, IIEPEJIOMBI YEITIOCTH)

-110CJIe JIEYECHUS U yJasleHust 3y0oB;

-I1apOJIOHTO3;

[Ipr MHQEKIHMOHHBIX M BOCHATUTENBHBIX 3a00J€BaHUSX, TPEOYIOIUX CHCTEMHOTO JICUYCHHUS,
HeoOxo Mo npuMeHeHne Tantym® Bepie B coctaBe KOMOMHHPOBAHHON TEpaIyy.

IlpoTuBonoka3anus

- IOBBIIIEHHAS YyBCTBUTEIBLHOCTh K O€H3UIaMHHy MJIH JPYTHM KOMIIOHEHTaM IIpenapara;

- HEMIEPEHOCUMOCTh (PPYKTO3BI;

- ISTCKHi Bo3pact 10 6 jer;

- (heHMIKETOHYPUS, T.K. COJCPIKHUT acapTam (Uisi TabJIETOK /Ul paccachbIBaHUSI CO BKYCOM MSATHI
WJIH CO BKYCOM JIMIMOHA)

C OCTOPOKHOCTBIO

[ToBbIneHHas 4yBCTBUTENIBHOCTDh K ALETHJICAIMIMIIOBON KHUCIIOTE WM JAPYTMM HECTEPOMIHBIM
IPOTHBOBOCIIAJIMTENILHBIM IIpenapaTaM, OpOHXHalIbHas acTMa (B T.4. B aHaMHe3e).
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Ilpumenenne npu 6epeMeHHOCTH H B IIePHO/ IPYAHOI0 BCKAPMJ/IHBAHHS
[Ipenapar TautymM® Bepne He cieayer npuMeHSTh MpH OEPEMEHHOCTH M B MEPUOJ I'PYAHOIO
BCKapMJIHBAHHUSI.

Crnoco® npuMeHeHHS H 1035l

MectHo, nocie eapl. B3pociabm (B T.4. 60JIbHBIM MOXKHIJIOTO BO3pacTa) U JAeTAM crapiie 6 JIeT: 1o
1 TabneTke /U1 paccacbiBanus 3 pa3a B JieHb. TabaeTku iepiKaTh BO PTY JI0 OJHOIO pacTBOPEHHUSI.
He rnorate. He pa3xéBbiBath. He npeBbiaTh pekoMeH10BaHHYIO 103y. Jletsm ot 6 o 12 ner
IIPUMEHEHHUE JIEKAPCTBEHHOTO Iperapara Mpou3BOAUTCS MO KOHTPOJIEM B3pOCIIOrO.
ITponomKuTeIbHOCTD JIeUeHus He JIOJDKHA NpeBbIaTh 7 AHel. Eciu nocne nedyenus B TeueHuu 7
JIHEH  yIydllleHWs HE HACTYNAeT WM TMOSABISIOTCS HOBBIE CHMITOMBI, HEOOXOAMMO
IPOKOHCYJIBTHPOBATHCS C BPA4OM.

[IpumensiiTe npemnapar TOJbKO COIJIACHO TOMY CIocoOy MPUMEHEHHS M B TEX J103aX, KOTOPbIE
yKa3aHbl B MHCTPYKIHMH. B ciyyae HEOOXOAMMOCTH, MOKaTYHCTa, MPOKOHCYJIbTHPYHTECH C
Bpa4yoM Iepes] IpUMEHEHHEM JIEKapCTBEHHOTO Mpernapara.

IToGounoe neiicrBue:

Knaccudukanuss dvactorel pasButusi 1000uHBIX 3hdexToB BceemupHO#  opranuzanuu
3apaBooxpanenus (BO3):

o4eHb yacTto — >1/10;

yacto — ot > 1/100 mo <1/10;

HeyacTto — oT >1/1000 mo <1/100;

peako — ot >1/10000 mo <1/1000;

o4eHb peako — <1/10000;

4acTOTa HEM3BECTHA — HE MOXET OBITh OlICHEHa Ha OCHOBE MMEIOIINXCSl JAHHBIX.

B kaxaoi rpynme HexenateiabHble 3(QQEKTbl NpeACTaBICHbl B MOPS/IKE YMEHBIICHHS HX
CEPbE3HOCTH.

MecTHbIe peakIMu: PeaKo - CyXOCTh BO PTY, KKEHHE B POTOBOM MOJOCTH; YaCTOTa HEH3BECTHA-
4yBCTBO OHEMEHHS B POTOBOH IMOJIOCTH.

AJlIepruyecKue  peakuuu: HeyacTto —  (OTOCEHCHOMIW3amus; peAKO -  peakiHH
THIIEPYYBCTBUTEIBHOCTH. KOXKHAS ChIIb, KOXKHBIH 3y/l; OU€HBb PEAKO - aHTHOHEBPOTHUYECKHU I OTEK,
JTApUHIOCIa3M; YaCTOTa HEM3BECTHA - aHA()UITAKTHYECKHE PEAKITHH.

Ecin mo0ble U3 yKazaHHbBIX B HHCTPYKLUH MTOOOYHBIX 3P PEeKTOB yCyryOIstoTCs, HIIH OTMEYAIOTCS
moOble apyrue mnodousble 3(QQEeKThl, HE yKa3aHHbIE B WHCTPYKIHH, CIEAyeT HEMEUICHHO
coo0mUTH 00 3TOM Bpauy.

Ilepeno3npoBka

B nacrosimee Bpems o ciyyasix nepeso3upoBky npernapara Tantym® Bepje He coob1anoch.
CuUMITOMBI: P NPHMEHEHHH Ipenapara B COOTBETCTBHH C HHCTPYKIHEH MO NMPUMEHEHHUIO
nepeso3upoBka MmanoBeposTHa. Ilpu ciaydaliHoM mnporiateIBaHMM Ipernapara  BO3MOJKHBI
CIIEJIYIOIHE CHUMITOMBI: PBOTA, CIa3Mbl B JKMBOTE, OECIIOKOMCTBO, CTpax, raLTIOLUHAIIMY,
CYJIOPOTH, aTakCHs, IMXOpajKa, TaXHUKapAHs, yTHETEHHE JIbIXaHHS.

Jleyenue: CHMITOMATHYECKOE; OYMCTHTH JKEJIYJIOK, BBI3BAB PBOTY HJIM IPOMBITH IKEIYJIOK,
MCIIOJIb3YIO JKEIYAOYHbIH 30HA (nmoa HabmoJeHHeM Bpaya); 00ecrneYuTh MEIHIIMHCKOE
Ha0JII0IeHHE, TTOIEPKHUBAIOLLYIO TEPANTUIO H HEOOXOAUMYIO THApATaluI0. AHTHIOT HE H3BECTEH.

B3anmoelicTBHE ¢ APYTrHMH JIEKADCTBEHHBIMH CPEICTBAMH
WUccneoBanuii B3aUMOIEHCTBHS € JAPYTHMH JICKAPCTBEHHBIMH IIperiapaTaMy He MPOBOIMIIOCE.

Ocobble ykazanus
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[lpp  nmpumenenun mnpemapara TanTymM®  Bepae  BO3MOXHO — pa3sBHTHE  peaKIHi
TUIIEPYYBCTBUTEIBHOCTH. B 3TOM cilydae peKOMEHAyeTcss IMpPEeKpaTHTh JIEYEHHE H
MPOKOHCYJITUPOBATHCS C BPAYOM [l HA3HAYEHHUSI COOTBETCTBYIOIIECH TEPAITHH.

Y OorpaHMYEHHOT0 YHCJIa MAIUEHTOB IPUCYTCTBHE SI3B B TOPJIE U MOJIOCTH PTa MOKET yKa3hIBaTh
Ha HauKe 6oJiee cephe3HOM MaTooruu. ECiii CHMITOMBI He TIPOXOJIAT B TeyeHue 6oee 3 qHeid,
HEOOX0MMO MPOKOHCYJIBTHPOBATHCS C BPAUOM.

[Ipumenenne npemnapara TantymM® Bepae He pekoMeHIyeTcsl y MAlMEHTOB C IOBBHIIICHHOM
YyBCTBUTEJIBHOCTBIO K  AQICTWICAIMLIMIOBOM  KHCIOTE MM  JIPYITMM  HECTEPOHHBIM
MPOTUBOBOCHAIUTEIIBHBIM ITperaparam.

[Ipenapar TantymM® Bepae a0mKeH € OCTOPOXKHOCTBIO IPHUMEHATHCS Yy MAIMEHTOB C
OpOHXHAIBHOM aCTMO# B aHaMHe3€ 110 MPUYUHE BO3MOKHOCTH Pa3BUTHS y HUX OpOHXOCIIa3Ma Ha
¢bone npuema npenapara.

[Ipenapatr copepXUT H30MaIbTO3y H, B CBSI3U C OTUM, HE PEKOMEHIYETCS y MAalHEHTOB C
HACJIEJICTBEHHOM HEMEePEeHOCUMOCTBIO (PPYKTO3BI.

[IpuMeHeHue npenapara y JeTeil BO3MOXKHO TOJBKO 110/ HAOJII0IEHHEM B3POCIIbIX BO H30€KaHUE
NpOrIaThIBaHusl TaOIETKH.

Binsinne Ha ¢cnnocoOHOCTH YNPABJISITH TPAHCIOPTHBIMH CPeICTBAMH, MEXaHH3MaMH
He oka3bIBaeT BIUSHUS HA CIOCOOHOCTD YIPABJISITh TPAHCIIOPTOM M paboTaTh ¢ MEXaHU3MaMH.

®opma BbINyCKa

Tabnetku as paccacbIBaHHs CO BKYCOM MSTBI, CO BKyCOM 3BKATMIITA, CO BKYCOM arelbCHHA U
MeJia, CO BKYCOM JIUMOHA, 3 MT.

Opnny TabneTky 3aBOopayuBalOT B napauHUpOBaHHYIO Oymary.

10 3aBepHYTBIX TaOJIETOK MOMEIIAIOT B 00EPTKY U3 JIBYXCIOWHOH aTFOMUHUEBOU (HOIIBIH.

2 obeptku ¢ 10 TabneTkaMu B KaXKJ0H BMECTE 'C MHCTPYKLHEH 110 MPUMEHEHHUIO MTOMEIIAIOT B
KapTOHHYIO TaYKy.

Cpoxk rognocTu
4 rona
He ucnonb30Barh M0 UCTEUEHUH CPOKA T'OTHOCTH.

YcaoBusi XxpaHeHust
[Tpu Temneparype He Boime 25° C, B 3alHINEHHOM OT CBETa MECTe.
XpaHUTh B HEJOCTYITHOM JUIS IeTEH MecTe.

YeaoBus ornmycka
Otnyckatot 6e3 peuenra

Jlep:kaTe/ib perucTpalHOHHOIO YA0CTOBEPEeHHUsI

«Asuenne Kumuke Puynure Amxennnu @panuecko A.K.P.A.®. C.n.A.»/

Aziende Chimiche Ruinite Angelini Francesco — A.C.R.A.F. S.p.A.

Buane Amenus 70, Pum, Utanus / Viale Amelia, 70, Rome (RM), Italy

IIponsBoauTe b, OCYMeECTBISIONMMUI 3aBepIIAIONIHE CTAIHH NPOU3BOACTBA M CEPHITHbIH
BBIIYCK:

«Asuenne Kumuke Puynute Amxenunun ®@panuecko A.K.P.A.®. C.m.A.»/

Aziende Chimiche Ruinite Angelini Francesco — A.C.R.A.F. S.p.A.

Buane Amenus 70, Pum, Utanus / Viale Amelia, 70, Rome (RM), Italy

IlponsBoauTeb, OCYmeCTBJSIIOIMHI NPOH3BOJACTBO TOTOBOI JIeKapcTBeHHOIT (opMbl,
(pacoBKy H ynakoBKY:

Jlumr A" / Disch AG,

Bahnhofstrasse 21, 5504 Othmarsingen, Switzerland

Opranuszanus, NPHHAMAKINAS NPETEeH3HH MOTpeduTe/Iei:

000 «Anmxenunu ®apma Pycy
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Poccus, 123001, Mocksa, Tpexnpyansiii nep., 1.9, ctp. 2
Ten.: +7 (495) 933 3950;
®akc: +7 (495) 933 3951

PykoBoautensb otaena peructpariu E.K. Kapartbiruna

M3 PO
DKCHEPTHBIA OTUYET
DIERCTBUTEINH JUISL JIAHHOM
BEPCHU NOKYMEHTA
0000 00 0.0.0 1 2

QI'BY

IINDEITH
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