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OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Tantym Po3sa, 500 mr, nopomok st IpUroToBICHHs pacCTBOpa BarMHAJILHOIO

2. KAYECTBEHHBI U KOJTUYECTBEHHBI COCTAB
JlelicTBylolee BeecTBo: OeH3u aMHa T'HJIPOXIOPU/L.
Kaxnoe cawe coaepxut 6en3uaamuna rugpoxaopus 500 mr.

[Tonublil nepevyeHb BCIOMOTaTEIbHBIX BEIECTB IPUBE/ICH B pasjene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
[Topo1ok a1 NpUroTOBIEHUS paCTBOpa BarMHAIBHOTO.

OpnHopojaHbie rpanyJbl 0enoro uBera 6€3 KOMKOB U MHOPO/IHBIX YaCTHILL.

4. KIMHUYECKHUE JAHHBIE

4.1. [Toka3zaHusi K NPUMEHEHHIO

IIpenapar Tanty™m Po3a nokaszan Kk npUMEHEHHUIO y B3pOCIBIX:

- B MOCIEPOJOBOM IMEPUOJAEC B KA4eCTBE JIEYEOHO-NMPODUIAKTHUECKOTO CPeACTBa IS
NpOo(UIAKTHKY NOCIEPOAOBBIX HH(PEKIIMOHHBIX OCI0KHEHHIA;

- Ipu creuu(pUIECKUX BYJIbBOBArMHUTAX (B KOMILJIEKCHOM TEparum);

- npu Hecnenu$pUUecKuX BYJIbBOBArMHUTAX W LEPBUKOBArMHUTAX J1I00OH ITHOJIOTMH,
BKJIIOYasi BTOPHYHO Pa3BUBILIKECS HA (JOHE XUMHUOTEPAIIUH U PAUOTEPAITHH;

- Ipu OaKTepuaJbHOM BarMHO3€;

- B KauyecTBe NPOQPHUIAKTUKM IOCTONEPALMOHHBIX HMH(EKIMOHHBIX OCIIOKHEHUH B
ONEepaTUBHON T'MHEKOJIOTHUH.

4.2. PesxuMm 103MPOBAHHS U €110CO0 NPUMEHeHHUs

Pexxum no3upoBanus

B3pocavie

e B nocneposoBoM mnepuojie B KadyecTBe Je4eOHO-NPOPUIAKTUUECKOrO CpeacTBa s
YCKOPEHUs IpoLecca peabuinTauuu U NpoGUIaKTHKHU MOCIEPOI0BBIX NHPEKIIMOHHBIX
OCJIO’KHEHHUH: BarMHAJIbHBIEC OPOILECHHU | pa3 B CyTKHU B TeueHue 3—5 qHei.

e [lpu GakTepuanbHOM BarMHO3€: BarMHaJIbHbIC OpolIeHHs |-2 pa3a B CyTKU B TCUECHHUE

7—-10 gueit.
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e [lpu Hecrneunduyeckux BYIbBOBAarMHUTAX U LIEPBUKOBATMHUTAX JIIOOOM 3THOIOTHH,
BKJIKOYAsi BTOPUYHO pa3BUBIIKECS HA (JOHE XMMHOTEpPAIIMH M PAJHOTEeparuu: 2 pa3a B
cyTku He MeHee 10 nHe.

e [lpu cneuuduyeckux ByJIbBOBarMHUTAX, B COCTABE KOMIUIEKCHON Tepanuu: 2 pas3a B
CyTKHU 3—5 qHei.

e [lpoduiakTuky NOCTONEPALMOHHBIX OCI0KHEHHUH B ONIEpaTUBHOM runexosoruu: 1 pas
B CYTKH B Te4eHHE 3—5 JHEH.

eTu
besonacuocts u addexruBnocts Tantym Poza y nereit B Boszpacte a0 18 ner ne
YyCTaHOBJIEHbI. JlaHHBIE OTCYTCTBYIOT.

Crioco0 nnpuMeHeHust

WuTpaBarunaibHo.
[Ipouenypy cnpuHLEeBaHUs CIeAYET NPOBOAUTH JI€kKA, )KUIKOCTh JOJKHA OCTABaThCs BO
BJIArajMIle HECKOJIBKO MUHYT.
WucTpyKuus no NpuroToBIEHUIO BarMHAJILHOTO pacTBOpa NpUBEAcHA B pasjeine 6.6.
4.3. I[IporuBonokazanus

e [Unep4yyBCTBUTENBHOCTh K OCH3MJaMHUHA TUAPOXJIOPUAY HWIM K JIOOOMY U3

BCIIOMOTIaTEIbHBIX BEILIECTB, NEPEUUCIICHHBIX B pasjaeine 6.1.

4.4. OcoOble yKka3aHUsl H MepPbl PeI0CTOPOKHOCTH NIPH NPUMEHEHUH
JlonrocpoyHoe  NpuUMEHEHME  Npenapara  MOXET HPUBECTH K  INOBBILIEHHOH
4qyBCTBUTENbHOCTH. [Ipu npumeHeHuu mnpenapata B TEYEHHE JIMTEIBHBIX CPOKOB
Heo0X0MMa KOHCYJIbTalus Bpaya.
4.5. B3aumojeiicTBie ¢ APYrHMH JIEKAPCTBEHHBIMH IpenapaTaMu M Jpyrue BHbI
B3aUMO/1eliCTBUS
He ycraHOBI€HO KIMHUYECKH 3HAYMMOrO B3auMojeicTBusi npernapara Tantym Posza ¢
JPYTUMH JIEKaPCTBEHHBIMHU CPEICTBAMM.
4.6. PepTHIBLHOCTD, 0EPEeMEHHOCTD H JIAKTALMSA
Kakue-nubo npotuBonokasaHus K MECTHOMY IpUMEHEHHUIO npenapara Tantym Poza Bo

BpeMst 0EpEMEHHOCTH U JIaKTalUK (FPyAHOr0 BCKAPMIIMBAHUSI) OTCYTCTBYIOT.
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4.7. Biausinue Ha cOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CPeACTBAMH H PpadoTaTh
¢ MeXaHH3MaMH

[lpumenenue npenapara He BIMSET Ha CHOCOOHOCTH YIIPABISATL ABTOTPAHCIOPTOM,
3aHUMATLCS JAPYTUMHU MOTEHLHMAIBHO OMACHBIMM BHUJAMH JESATEIBHOCTH, TPEOYIOIHUMHU
NOBBIIICHHON KOHIEHTPAllM BHUMAHUS U OBICTPOTBI ICUXOMOTOPHBIX PEAKIIUH.

4.8. HexkenaTe/lbHbIe peakKIHH

PesroMe HexelnaTelIbHbIX PeaKIui

Anneprudyeckue peakluu, pas3ipakeHue B MECTE IPUMEHEHHUSI.

Coo0111eHHE 0 TTOA03pEBAEMBIX HEKEIATEIbHBIX PEAKILIUIX

Baxno coobuate 0 MOA03pEeBAaEMBbIX HEKENATEAbHBIX PEAKLUUAX I10CJI€ PErucTpanuu
npenapara € Lelbl0  00ECNEYeHHs HENPEepPhIBHOTO MOHUTOPUHIA COOTHOLLIEHHS
«T10J1b3a — PUCK» JIEKAPCTBEHHOTO rpernapara. MeaunnHCKUM paboTHUKAM PEKOMEH, 1y eTCsl
coolmare 0 J00BIX IOJ03PEBAEMBIX HEKENIATENIBHBIX PEAKLMAX JIEKAPCTBEHHOIO
npenapaTa 4epe3 HalMOHAJIbHBIE CHUCTEMbl COOOLIEHHS O HEXKEIATEIbHBIX PEaKLMIX
rocy1apcTB — wieHoB EBpa3zuiickoro 5JKOHOMHU4ECKOro COK03a.

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CinaBsHcKas romans, i. 4, crp. 1

®denepanbHas cinyxba o Haj3opy B chepe 3apaBooxpanenus (Poczapasuanzop)

Ten.: +7 800 550 99 03

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

B Hacrosiee Bpemsi 0 ciay4dasix nepeao3upoBku npenapara Tantym Po3za He coolmiaiocs.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. @apmakoMHAMHYeCKHe CBOlicTBA

®dapmakoteparneBTiuueckast rpymnmna: [[pyrue npenapatbl, NPpUMEHAEMbIE B I'MHEKOJIOIMH.
[TpoTuBOBOCHATUTENLHBIE NTPENAPaThl sl BArMHAILHOTO BBEICHUS.

Kox ATX: G02CCO03.

MexanusM aencteus, hapmakoauHamuueckue b ¢ exThl

BCH3I/IJ_IaMI/IH ABJIACTCA HECTCPOUIHBIM IPOTHUBOBOCHAJIUTCIIbHBIM npenaparom,

NPUHAUICKUT K rpymnne MHAa30i0B. OKa3blBa€T NMPOTUBOBOCHAIUTEILHOE M MECTHOE
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obe3bonuBaromiee JeicTBUE, 001aJaeT aHTHOAKTEpUAlIbHBIM, IPOTUBOIPUOKOBBIM HU
AHTUCENTUYECKUM JICHCTBUEM.

MexanuszM JeHCTBUS mpenapara CBsi3aH cO craOuiu3alnuei KIEeTOYHBIX MeMOpaH H
MHIMOMPOBAHUEM CHHTE3a MPOCTATJIaH/IUHOB.

BeH3uaMuH OKa3bIBaeT aHTUOAKTEPUATILHOE U crielU(ruecKkoe aHTUMUKPOOHOE JIeHCTBHE
3a c4eT ObICTPOro MPOHUKHOBEHUS Yepe3 MEMOpPAaHbl MUKPOOPTaHU3MOB C MOCIEAYIOIIUM
NOBPEXKJICHUEM KJIETOUHBIX CTPYKTYpP, HApyLIEHHEM METAa0OJUYECKUX IPOLECCOB U
JIU3UCOM KIIETKH.

Obnanaer npoTuBorpuOKOBbIM JeiicTBUeM B otHoumeHuu Candida albicans. Bui3biBaet
CTPYKTYpPHbIE MOJAM(PUKALMKN KIETOYHON CTEHKHU IpuOOB U UX METAOOIUMYECKUX LEINEH,
TakUM 00pa3oM, NPENsITCTBYET HX PENnpOAYKIUHU, YTO SBUIOCH OCHOBAHUEM JUIs
npuUMeHeHus: OeH3UJaMUHA MPU BOCHAIMUTENBHBIX IpOLEccaxX, BKIOUas MH(EKIHOHHYIO
ITHOJIOTHIO.

5.2. apmakokHMHeTHYECKHE CBOICTBA

Abcopbuus

[Tpu MeCTHOM NPUMEHEHHUH ITPEnapaT XOpoLo abcopOupyercs yepes CIau3UCTbe 000I0UKN
Y NPOHUKAET B BOCHAJICHHbIC TKAHHU.

DIMMHUHALIUS

DKCKpenus Irperapara MNpoUCXOAUT B OCHOBHOM IOYKAMHM U 4Y€pe3 KUIIEYHUK B BHJIE

METa0O0JIMTOB HIIH INPOAYKTOB KOHBHOTALIUH.

6. PAPMAIIEBTUMECKHUE CBOMCTBA

6.1. Ilepeyens BcnoMoraTe/ibHbIX BelleCTB
TpumernnuerunaMmMoHus TOIyOICYIb(GOHAT

[ToBunon K25

Hatpus xmopun

6.2. HecoBmecTumMOCTH

He npumenumo.

6.3. Cpox roanocTH (CpoK XpaHeHHs )

5 ner.

[IpuroToBieHHBIH PacTBOP MOKET XPAHUTHLCS /10 5 CYTOK IIPU KOMHATHOH TeMIieparype.
6.4. Ocodble Mepbl IPEIOCTOPOKHOCTH IIPH XPAHEHHH

He tpebyer cnieninanbHbIX YCIOBUNH XpaHEHUS.
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YcnoBus XpaHeHHsl OCIE pa3BeICHUs JIEKapCTBEHHOr0 Ipenapara cM. B nojpasaene 6.3
HACTOSLIEro pasjena.

6.5. Xapaxkrep H coaep:kaHHe NePBUHYHON YIIAKOBKH

ITo 9,44 r nopoika B caue u3 OyMaru U3 NOJUIPONUICHA, 3alleYaTaHHbIE TEPMHUECKUM
CIocoooM.

10 camie BMeCTE € JIMCTKOM-BKJIA/BILLIEM TOMENIAIOT B KAPTOHHYIO KOPOOKY.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH IPH YHUYTONKEHHH MCIOJbL30BAHHOIO
JIEKAPCTBEHHOI0 IMpernapara WJIH OTX0A0B, MOJYYEeHHBIX I0cjde IPHMEeHeHUs
JIEKAPCTBEHHOI0 Npenapara, u ipyrue MaHUNYJIs UM C IPenapaToM

Oco0bie TpeOoBaHMS OTCYTCTBYIOT.

MHCTPYKIMS 10 IIPUTOTOBJIEHUIO BArHHAJILHOI'O PACTBOPA

Copepxumoe | nakeruka pactBopsaioT B 500 mi kunstuenoi Boasl. Jlomken odpasoBarbes
OeCLBETHBIH MPO3payuHbli pacTBOP.
Jlns pasoBoro cnpuHueBaHuss ucnonb3yoT 140 mn nosyudenHoro pactsopa. Ilpu

IIOBTOPHOM IPUMEHEHUH PAaCTBOP HEOOXOUMO MTOIOTPETH /10 TEMIIEPATYphl TEla.

7. AEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUS
Uranus
Amnxenunu ®@apma C.iA.

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

7.1. IIpeacraBuTeib iepKaTesisi perucTPalHOHHOIO YA0CTOBEPEeHH s

[Iperen3uu norpeduTeNe HAIPABJIATE 10 aAPeECY:

Poccuiickas denepanus

000 «Anmxennnu @apma Pyc»

109028, r. Mocksa, Cepebpsinnyeckas Ha0., 1.29
Ten.: +7 (495) 933 3950

®axc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(001047)-(PT-RU)
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9. JATA NEPBUYHOM PEI'’UCTPALIUHN (IIOATBEPKJAEHUS
PEI'’MCTPALIUU, IEPEPEI'MCTPALIUN)

Jarta nepsuunoii peructpauuu: 19 urons 2022 r.
10. JATA IEPECMOTPA TEKCTA
OOmas xapakTepucTHka JekapcTBeHHoro npenapara Tautym Poza pocrymna Ha

uHGOpMaAMOHHOM MopTane EBpa3suilckoro 5KOHOMMUYECKOro c0103a B MH(OPMALIMOHHO-

KOMMYHHKalLIMOHHOH cetn «HTepHeT»: http://eec.eaunion.org/.



