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MUHUCTEPCTBO 3IPABOOXPAHEHUS U COLIUAJIBHOI'O PASBUTHSA POCCUMCKON
OEJIEPAIIMN

HHCTPYKIUA

o NPpUMEHECHHIO JICKapCTBCHHOI'O Npenapara ajid MEAUIMHCKOTO IIPUMEHCHHU A

Humaq)yuuu®

HaHMEHOBaHHe JIEKApCTBEHHOTO Tpenapara

Toproeoe naumenosanue: ITnmadyunn®

Me:xxnyHapoaHoe HeMaTeHTOBAHHOe HauMeHoBanue: Hatamuuun

JlexapcrBennast popma: TabIETKU NOKPHITHIE KUILIEYHOPACTBOPUMOit 060JI0UKOiA.

Cocras:

1 TabneTka coaep>KUT:

Axmuenoe eewyecmeo: Hatamuuux 100,0 mr;

écnomozamenvHule eeuyecmea: Kpaxman kaprodenpHslii 79,2 mr, mosugon K30 5,0 mr, maruus
creapar 2,5 Mr, T1aKT03sl MOHOTHpPAT 66 Mr;

obonouka: uennauedar 18 mr, Tpuauerun 2,7 Mr, caxaposa 122 Mr, MeTHInaparuapokcubeH3oar
0,07 mr, kansuusa xap6onar 30 mr, kaonud 14,2 mr, Tanek 21,7 Mr, TUTaHa TUOKCUA 3 MT, aKauuu

KaMenp 7,3 Mr, )enatuH 3,3 Mr, BOCK nueauHsii Oenslii 0,13 Mr.

Onucanue

Kpyrnsie Tabnerku 6enoro wiau noutu 6e10ro 1BeTa, MOKPHITEIE 000JI0YKOi.

@apmaKoTepaneBTHYECKas TPyNNa: NPOTHBOTPHOKOBOE CPENCTBO.
Kon ATX: A07AA03

DapMaKkoJ0rH4ecKHe CBoiiCTBa

q)apmaxonnnammca
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ITpoTtBOrpHOKOBHIi MONNEHOBHIN (TETpacHOBHBIi) aHTMOMOTUK rpynnsl MakponauaoB. Oka3siBaeT

v

npeumyinectBeHHO ¢yHruuuaneiit a¢pdexr. Hatamunus Heo6paTuMo CBA3BIBAETCA C 3proCTEPHHOM

KJIETOYHON MeMOpaHbl KJIeTKd rpuba, YTO BEJET K HapyIIEHHIO €€ LEJOCTHOCTH, MoTepe

1 ' L

NaTOreHHBIX IpOJOKeBBIX M IUIECHEBBIX TIpuboB, Brmoyas poanl Candida, Aspergillus,”
¢ . - i . . 3
Cephalosporium, Fusarium u Penicillium. Menee yyBcTBUTENBHEI K HATAaMULMHY AepMAaTO(UTH U ’
P. boydii.,CnyyaeB pe3NCTEHTHOCTM K HaTaMULUMHY B KIMHMYECKOH NpaKTHKe HE OTMEYEHO.
HatamuuuH ' B nekapcTBeHHOH ¢opMme TabneTku KMIIEYHOPAacTBOPUMEBIE HAEHCTBYET TOJBKO B
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MpPOCBETC KUIICYHHKA.

«

®dapMaKkoKHHETHKA o ,

s
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HaramMmuuuH He BcachiBaeTcs H3 KEIYAOUYHO-KUIIEYHOI'O TpPaKTa M HE OKa3blBa€T CUCTCMHOrO

neficTBHA.
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IToxa3zanus K NpUMeHEeHH10
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— KaHAUI03 KHIIICYHNKA; ! :
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—  OCTpHIii MceBaOMeMOPaHO3HBIi K OCTPBIiA aTpoduecKuii KAaHANI03 y MALMEHTOB C KaXxeKcHeii,

HMMYHHOﬁ HEAOCTAaTOYHOCTHIO, a4 TAKXKE MOCJC TCpaITuu aﬂmﬁnomxamn, KOPTHUKOCTEPONIAAMH,

.
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OUTOCTATHKAMH, . ' . .

.

~ caHauus KHINEYHOro pesepByapa rpuboB poxa Candida npu KaHAWAO3€ KOXH M CIM3MUCTBIX
EH

0601’10'-161(, B T.4. IPH KAHIUZAO3HEIX BarHHUTax, BYJIEBUTAX, BYJIbBOBArHHHUTAaX.
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IIpornBonoxka3zanus

TloBeImIeHHas YYyBCTBUTECJIBHOCTh K KOMIIOHCHTaM Mpenapara.
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Pe:xuM A03HpoBaHHs H CrI0cO0 BBeEHHS .
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Buytps. [IpueM nuinu He oka3siBaeT BIMSHMA Ha SQ)(l)erHBHOCTL ripenapafa. ’
IIpn Kaunﬁnoae KMIIEYHHKA B3POCHEIM PEKOMEHAyeTcsA NpHHMMATh 1 TabneTky 4 pasa B CyTKH,
nersM - 1 Tabnerky 2 i)éaa B cyTku. Cpennas nponon{lcmenmocrb Kypca euenns - 1 Hegens.

IIpu ynopHOM TeyeHHWM BarMHUTOB, BEI3BaHHBIX rpubamu poga Candida, COBMECTHO C MECTHBIMH .

NPOTUBOTPHGKOBEIMH TIpenapaTaMu (Hampumep, cynnosutopuamu ITumadyums®) ama camaumm
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ouara KaHAMIO3HOH MHQEKUMM B KHIIEYHMKe NpUMeHsIOT Tabnerku ITumadyumu® (BuyTps no
t
1 Tabnetke 4 pasa B cytku B TeueHue 10-20 aueit).

ITpofo/KUTENBHOCTE Kypca JICYEHHA YCTAHABAMBAIOT HHAMBHAYanbHO. [locne Hcue3HOBeHHs

”

CUMITOMOB 3200JIeBaHUs PEKOMEHAYETCA NMPOAOJIKATE JICHCHUC €IIIC HECKOIIBKO AHel. - i
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Mepb! npefocTOPOKHOCTH NPH NPHMEHEHHH ‘

[MaupenraM ¢ peaxoi BPOXKACHHOM HETIEPEHOCHMOCTBIO TaNaKTO3bl, (PYKTO3H, AedHLHTOM
nmaktassl Jlanma, rmOKo30-ranakro3Ho  ManpabGcopOuumeit  mmu Acaxapa3H0-I/130MaJIBT83HOI'/'I
HE0CTaTOYHOCTHI0 HEOOXOAMMO NPUHUMATh BO BHUMAHUE, YTO MpPENapar COACPXKUT JAaKTO3bl
MoHoruapar (66 mr) u caxaposy (122 mr).

Ecnmu y Bac omHO M3 mepevMcleHHBIX 3a00jeBaHUii, nepes; MPUEMOM npenapai"ra Mumadyuus®
0053aTeNBHO IPOKOHCYILTHPYHTECH C BPAYOM.

i'[nma(byunﬂ® B JAHHOH JIeKapCTBEHHOH (opMe HE peKOMEeHAyeTcs Ui NpUMEHeHusa y jaereit

’
IPYAHOTO BO3pacTa BEUAY BO3MOXKHOTO 3aTPyAHEHHA MpPU NPOriaTHIBaHUM TableToK.
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Ilepeno3upoBka npenapara ‘
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ITIoGounoe aeiicreue
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| O ciyuasx nepexo3upoBKy npenapata [umadyuun® He cooGmanocs.
|
Co cTOpOHBI MUINEBAapUTENBHOW CHUCTEMBI: BO3MOXKHEI TOILIHOTA W AMapes, BO3HHKAIOIHE B

i
»

TiepBBIe JHU NpHEeMa TabJeTOK U MPOXOAAIINE CAMOCTOATENLHO B XO/I€ JICUEHHUS.
Ecnu mo6sle U3 yKa3aHHBIX B MHCTPYKLMH NoOouHBIX 3¢ ¢eKToB ycyryoasiorces, umu Bl 3amernnu

mo6sle apyrue nodoutsie 3pdexTrl, He YKazaHHbIE B MHCTPYKLIUH, coob1uTe 06 5TOM Bpauy.
1 +
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B3aumopeiicTBHe ¢ JpyrIMH JIEKaPCTBEHHBLIMH CPeJCTBAMH

BsanMopeiictBue npenapata ITumadyuun® ¢ JpyrMMH JIeKapCTBEHHBIMH NpENapaTaMH  He

!

0OHapy>KeHO.
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Bepemem{oc'rb H nepuoa JaKTanuH ) ) . -
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[pumenenue npenapata [Mumadymuu® npu GepeMeHHOCTH M B MEPHOJ JAKTAILMUM BOMOSKHO,
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BinsiHue Ha cOCOOHOCTH YNIPABJAATH TPAHCIIOPTHBIMH CPEACTBAMH M MEXaHU3MAMH

[TumapyuiuH® He BiAMAET Ha CHOCOOHOCTH YNpPABNATH TPAHCIIOPTHHIMH
MeXaHU3MaMHU.

@opma BbINyCKa

TabneTku NOKpHITHIE KULIEYHOPACTBOPHMOii 0601049K0it 100 Mr.

Ilo 20 Tabnetok BO (uakoH M3 KOPHYHEBOTO CTEKNA, 3aKPHIBAIOLIHIiCS
HaBUHYMBAIOLIEHCS KPBILLIKOIA.

ITo 1 ¢pnakoHy B KAPTOHHYIO MAYKy BMECTE ¢ MHCTPYKLHEI 10 MPHUMEHEHHIO.

Cpok roaHocTH
4 rona.

He ucnone3oBare 1o ucTeuyeHUN CpOKa roJHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YcnoBust XxpaHeHust
XpaHuuts npu TeMneparype He Boiie 25 °C,

XpaHUTb B MECTaX HENOCTYIHBIX A1 AETei.

YcaoBus OTIIYCKA U3 alITCK

Bes penenra.

IIpousBoauTen

IMpouszsonurens/Bnanenel perucTpalHOHHOrO YAOCTOBEPEHHS
«Acrennac ®apma I0pon b.B.», Hunepnanasy/

cpeacresaMiu

=

MeTalJINYeCcKoit

Astellas Pharma Europe B.V., Elisabethhof 19, 2353 EW Leiderdorp, the Netherlands

YnakoBUIMK:
«Acremnac ®apma FOpon B.B.», Hugepnanast unu 3A0 «OPTAT», Poccus

Brinyckarommii KOHTPOJb KauecTBa;
«Acremnac ®apma IOpon B.B.», Hugepnanast unn 3A0 «OPTAT», Poccus
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IIperen3un norpebuTesiel HANPaBJIATH 110 aJpecy:

Mockogsckoe npeacraButenscTBo «Acrennac ®apma HOpon b.B.», Hunepnanasr:
Poccus, 109147, Mocksa, yn. Mapkcucrckas, 16

Tenedon: +7 (495) 737-07-55; daxc: +7 (495) 737-07-57

Menemxkep no peructpaluu T.B. Cuniokora




