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OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEIIAPATA

TanTtym Po3a, 0,1 %, pacTBop BaruHanbHbIH

2. KAYECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JleiicTBylolee BemecTBO: OEH3U1aMHHA THAPOXJIOPUIL.

100 mn npenapara coaepskat 0,1 r 6eH3u1aMHUHa THAPOXIJIOPUIA.

BcnomorarenbHbie BCHICCTBA, HAJIWYUC KOTOPbBIX HAAO0 Y4YHTbBIBATL B COCTaBEC
JIEKapCTBEHHOI O Ipernapara: OeH3aaKkoHus xjopu (cM. pasaen 4.4).

[TonHblil nepeveHb BCIOMOTraTEIbHBIX BEIECTB IPUBE/IEH B pasaene 6.1.

3. JJEKAPCTBEHHASI ®OPMA
PacTBOp BarmHaIbHBIMN.

becuseTHasi mpo3pavyHasi )HUIKOCTb C XapaKTEPHBIM 3aI1axoM po3.

4. KIMHUYECKHUE JIAHHBIE

4.1. [ToxazaHusi K NPUMEHEHHIO

IIpenapar Tantym Po3a nokasan Kk npMMEHEHHUIO y B3pOCIBIX:

- B IOCJIEPOJIOBOM IEPUOJAE B KAvyeCTBE JIeUEOHO-MPOPUIAKTUUECKOIO CPEACTBa s
PO UIAKTHKY 1OCIEPOA0BBIX MH(EKIIMOHHBIX OCIOKHEHUM;

- npu crienuuYecKuX ByJIbBOBArnHUTAX (B KOMIUIEKCHON Tepariun);

- Opu HecneuU(UUECKUX BYJIbBOBArMHMTAX M LEPBHUKOBArMHUTAX JIIOOOH JTHOJIOTHH,
BKJIIOYasi BTOPHYHO Pa3BUBILKECS HA (JOHE XUMHUOTEPAIIUH U PATUOTEPAITHH;

- npu OaKkTepUaIbHOM BaruHO3€;

- B KauecTBe MNPOQWIAKTUKM IOCTONEPALMOHHBIX HH(EKIMOHHBIX OCIOKHEHUH B
ONEPaTUBHOM T'MHEKOJIOTHUH.

4.2. Pe:xuM 103MpPOBaHUS M CIIOCO0 NPUMEHEHHUSs

PexxuM J103upoBaHus

B3pocavie
e B nocneposoBoM nepuojie B KayecTBe JeueOHO-NPOPUIAKTHUECKOrO CPeaCTBa JIIs

YCKOpEeHHsi  Ipouecca  peabuiaurauuu U OpOoQMIAKTUKH — MOCJIEPOI0BBIX
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MH(PEKLIHUOHHBIX OCIOKHEHHWI: BarMHajbHbIE OpOLICHUs | pa3 B CyTKHM B TE€YCHHE
3-5 nuei.

e [Ipu OakTepnaibHOM BarMHO3€: BarMHaJbHbIEC OpOILeHUs 1-2 pa3a B CyTKU B TEUECHUE
7-10 nue.

e [Ipu Hecnenuduuecknx ByJIbBOBArMHUTAX U LIEPBUKOBATMHUTAX JHO0O0H ITHOJIOIUH,
BKJIIOYAsi BTOPUYHO pa3BUBLIMECS HA (POHE XMMHOTEPAIMU U PaJUOTEpanuu: 2 pas3a B
cyTku He meHee 10 aueil.

e [Ipu cnenuduyeckux ByJIbBOBarMHUTAX, B COCTABE KOMIUIEKCHOM Tepanuu: 2 pasa B
CyTKHU 3—5 JHEH.

e [Ipodunaktuka MOCTONEPAUMOHHBIX OCJIOKHEHUH B ONEPATUBHONW T'MHEKOJIOTMH:
1 pa3 B cyTku B TeueHHe 3—5 JHEH.

eTu

besonacnocts u 3¢ dextuBHocts Tantym Posza y ngereir B Bospacte jno 18 ner He
yCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnocob npuMeHeHus

WuTpaBarunaibHo.

PactBop Barunaneubiii 0,1 %: pactBop BO (hiakoHe, KOTOpBII SBJISETCS OJIHOPA30BOM
CHPHUHIIOBKOH, TOTOB K yIOTPEOIEHHIO.

Conepxumoe (akoHa HEOOXOAUMO MOJOTPETh Ha BOSHOM OaHe 10 TeMIepaTyphl Teja.
[Ipouenypy cnenyer npoBOAUTHL Ji€XkKa, JKMAKOCTb [OJDKHA OCTAaBaThCs BO BIAarajuile
HECKOJIbKO MHUHYT. [l1s1 pa3oBOro CnpuHILIEBAHMsI HCIHOJIB3YIOT BECh 00beM (uiakoHa

140 mi.

4.3. [IporuBonoka3zanus

e [unep4yyBCTBUTENBHOCTh K OCH3MJaMMHA THUAPOXJIOPUAY HWIM K JI0OOMYy U3

BCIIOMOTI'aTEIbHBIX BEIIECTB, IEPEYUCIICHHBIX B pa3aene 6.1.

4.4. Ocodble yka3aHusi ¥ Mepbl NPeJ0CTOPOKHOCTH IPH NPHUMEHEHHH

JlonrocpoyHoe  NpUMEHEHHE  Ipenapara MOXET I[PHBECTH K  I[OBBIIICHHOM
4yyBCTBUTEIbHOCTH. [IpM npuMeHeHMH mnpenapata B TEUEHHME JUIMTENIBHBIX CPOKOB,
Heo0X01MMa KOHCYJIbTalus Bpaua. MOXKeT BbI3bIBATH MECTHOE Pa3pakeHHe (COIEPKUT B

cocraBe OCH3AIKOHHUS XJIOPULL).
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4.5. B3aumojeiicTBHe ¢ APYIMMH JIEKAPCTBEHHBIMH IpenapaTaMu U Jpyrue BH/Ibl
B3aUMO/1elCTBUS
He ycraHOB/IEHO KIMHMYECKH 3HAYUMOTrO B3auMojelcTBus npenapara Tantym Posa ¢

JIPYTUMH JIEKapCTBEHHBIMU CPEACTBAMHU.

4.6. ®epTHIBLHOCTH, 0€PEeMEHHOCTb M JIAKTALMSA
Kakue-nubo npotuBonokaszaHusi K MECTHOMY NpUMEHEHHIO npenapata Tantym Posza Bo

BpeMsi 0EpeMEHHOCTH U JTaKTaluK (FPyAHOr0 BCKAPMIIMBAHMS) OTCYTCTBYIOT.

4.7. Biusinue Ha CIOCOOHOCTH YNPABJISITH TPAHCHOPTHLIMHU CPeJACTBAMHU H padoTaTh
¢ MeXaHH3MaMH

[Ipumenenne npenapara He BIMSIET Ha CIOCOOHOCTH YIPaBJIATH ABTOTPAHCIIOPTOM,
3aHUMATbCS JPYTMMH NOTEHLHAIbHO ONACHBIMM BUIAMH AESTEILHOCTH, TPEOYIOLIUMU

MMOBBILLICHHOM KOHUCHTpAallUh BHUMAHHUA U 6bICTp0TbI ICUXOMOTOPHBIX peakuuﬁ.

4.8. HexkeslaTe/ibHbIe peakuuu

Pes3roMe HexenareIbHbIX peakiui

Amiepruyeckue peakiuu, pazpakeH1ue B MECTE NPUMEHEHUSI.

Coo0111eHHE 0 TTOA03PEBAEMBIX HEXKEIATEIbHBIX PEAKLIUIX

BaxxHo coolumarbh 0 M0703peBaEMbIX HEXKEIATENbHBIX PEAKLHUSAX IOCJIE PErucTpaluu
npenapata ¢ LENIbl0  00ECNe4YeHHsT HENPEepPbIBHOIO MOHUTOPMHIA  COOTHOILEHHS
«I10J1b3a — PUCK» JIEKAPCTBEHHOTO rpenapara. MeauuHCKuM pabOTHUKAM PEKOMEHTyeTCsl
coolmare 0 J0OBIX IOJ03PEBAEMBIX HEKENATENbHBIX PEAKIUIX JIeKapCTBEHHOTO
npenapaTa 4epe3 HalMOHAJIbHBIE CHUCTEMbl COOOILEHHS O HEXKEIATENbHBIX PEaKLMIX
rocy1apcTB — 4wieHoB EBpa3uiickoro 5KOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CnaBsiHCKas 1jio1ajs, 1. 4, crp. 1

®enepanbHas cinyxba no Haj3opy B chepe 3apaBooxpanenus (Poczapasnanzop)

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

e-mail: pharm @roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru/
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4.9. llepeno3npoBka

B Hacrosiee Bpemsi 0 ciryqasix nepeo3upoBku npenapara Tantym Po3a He cooOuanocs.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

dapmakoTepaneBTUUeCKasi IpyIma: JpPyrue CpeJcTBa, MPUMEHSIEMble B TI'MHEKOJIOTHU;
NPOTHUBOBOCIHAIMTEIbHBIE CPEICTBA /Il BATMHAIBHOTO BBEICHHUS.

Kon ATX: G02CCO03.

MexauusM aericteus, hapmakoauHamuueckue dhheEKThI

bensugamMuH  SBASETCS  HECTEPOUJHBIM  IPOTHBOBOCHAIMTENIBHBIM  IPENapaTroM,
NPUHAUIEKUT K rpynne HHAa30i0B. OKa3blBaeT NPOTUBOBOCHAIUTEILHOE M MECTHOE
obe30onuBaromiee JeicTBUe, o0agaeT aHTUOAKTEpUAlIbHBIM, INPOTUBOIPUOKOBBIM U
AQHTUCENTHUYECKUM JCHCTBUEM.

MexanusM JeHCcTBUS mpernapara CBsi3aH CO CTaOMiIM3alued KIETOYHBIX MeMOpaH u
MHIHOMPOBAHUEM CHHTE3a IPOCTArJIaHUHOB.

bensuaamun oka3biBaeT aHTUOAKTEPUANIBHOE U crielu(pUUeCcKoe aHTUMUKPOOHOE J1IeCTBIE
3a cueT OBICTPOro MPOHUKHOBEHUS Yepe3 MeMOpaHbl MUKPOOPTraHU3MOB C ITOCIIEAYIOIIUM
MOBPEkKJACHUEM KIECTOUHBIX CTPYKTYp, HapylIEHHEM MeETabOIMYECKUX HPOLECCOB HU
JIM3UCOM KIIETKH.

ObGnanaer npoTuBOrpudOKoOBbIM JelicTBueM B oTHolleHuu Candida albicans. Boi3biBaer
CTPYKTYpHbIE MOAU(UKALUN KIETOYHOU CTEHKU I'pUOOB U UX METadOJMYECKHX LEMei,
TakUM 00pa3oM, NPENIATCTBYET HX PENpOAYKLUHMH, YTO SIBHJIOCH OCHOBAHMEM JJIs
NpUMEHEHUs1 OEH3MaMUHa MPU BOCHAIUTENbHBIX NPOLECCaX, BKIIOUass UHPEKIUOHHYIO

DTHOJIOTHIO.

5.2. dapmakOKHHeTHYECKHE CBOHCTBA

AOcopOuus

[Tpu MecTHOM NpUMEHEHHUH IIPEenapaT Xopoiuo abcopOupyercs yepes CIU3UCThIE 000T0UKU
Y [IPOHUKAET B BOCIHAJICHHBIE TKAHMU.

DIMMUHALUS

DKcKpenus rperapara MpoOUCXOAUT B OCHOBHOM IOYKAMU M 4Y€pe3 KUILCYHUK B BUJE

METa0OJIMTOB HIIH INPOAYKTOB KOHBHOTIaLlUH.
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6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeuens BcnoMoraTe/ibHbIX BellleCTB
bensankonus xnopuj

Junarpus spnerar

Drtanon 96 %

[Tonucopbar 20

Po3b1 maciio

Bona ounnennas

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok roanocTu (CpoK XpaHeHust)

4 ropa.

6.4. Ocodble MepbI NPEJIOCTOPOKHOCTH IIPH XPAHEHUH

He tpebyer cniennanbHbIX yCI0BUH XpaHeHUs. XpaHUTh B BEPTUKAIBLHOM ITOJIOKECHHUH.

6.5. Xapakrep u cojiepiaHHe NEPBHYHOH YIAKOBKH

ITo 140 mn mpenapata Bo ¢uiakoHE U3 MOJIMAITUICHA HU3KOM IUIOTHOCTU PO30BOTrO LIBETA,
UMEIOIIEr0  KaHIONI0 M3  CMECH  MOJMATUIEHAa  HU3KOH  IUIOTHOCTH U
nonudTunensuHmnanerara (50:50) 6enoro usera ¢ 6ecLBETHBIM BO3BPAaTHBIM KJIallaHOM M3
COIOJIMMEpa ITWICHBMHMIIALIETATa U HAIPABIAIOIIECH MPOOKONW M3 MOIMATUICHA HU3KOU
IUIOTHOCTU O€0ro 1Bera ¢ pO30BOH MOJUIIPONUICHOBOM KpPBIIKOW Ul 3allUThl U
3arevyaTbIBaHUs KaHIOIH.

ITo nmaTe (nakoHOB BMeECTE ¢ JMCTKOM-BKJIABIIIEM B KAPTOHHYIO MAuKy € KOHTPOJIEM

NEePBOro BCKphITUA (nepdoparius).

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH INPH YHHYTOKEHHH HMCIOJIL30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara MJIH OTXO0JA0B, IMOJYYEHHBIX IO0CjJIe HNPHUMEHEeHUs!
JIEKAPCTBEHHOI0 Npenapara, u Apyrue MaHUNyJsiiMU ¢ NpenapaToM

Oco0bie TpeOoBaHMs OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUS
Wranus
Amnxenuuu ®@apma C.nLA.

Angelini Pharma S.p.A., Viale Amelia 70, 00181, Rome

7.1. IIpeacTaBuTe/b A€PKATE/SA PErHCTPALHMOHHOIO Y10CTOBEpPeHHs

[IpereH3uu nnoTpeduTenel HAIIPABIIATE 10 aJIpecy:

Poccuiickas @enepauus

000 «Anmxennnun @apma Pyc»

109028, Mockga, Cepebpsinnueckas Ha0., 1. 29
Ten.: +7 (495) 933 3950

dakc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHHUS
JITI-Ne(001281)-(PT-RU)

9. JATA MNEPBUYHOM PEI'’ICTPALIUA (ITIOATBEPKJIEHUS
PEI'’UCTPALIUU, IEPEPEI'HUCTPALIUN)

Jlata nepBoii peructpauuu: 4 okts0ps 2022 r.

10. JATA IIEPECMOTPA TEKCTA
OOmas xapakTepucTHKa JekapcTBeHHOro mnpenapara Tantym Poza pocrynna Ha
uH(GOpMaLMOHHOM MopTajne EBpasuiickoro 5KOHOMHMUYECKOro €0103a B MH(OPMALIMOHHO-

KOMMYHHUKallMOHHOM cetu «MuTepuer»: http://eec.eaunion.org/.



