MUHMCTEPCTBO 3/IPABOOXPAHEHNS POCCUIICKOW ®EJIEPAIIAA

MHCTPYKIIUA
I10 MEJJMITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITIAPATA

I'pun bpua®

PerucrpanuoHHbIi HOMep:

Toprosoe nanmenoBanme: I'pun Bpua®

MexnynapoiHoe HemaTeHTOBAHHOE HJIH IPYNIUPOBOYHOE HAMMEHOBAHME: OCH3UIaAMUH
JlexapcTBenHas popma: pacTBOp JUIi MECTHOTO IIPHMEHEHHUA

Cocras

1 M1 pacTBOpa COZIEPKHUT:

Heticmeyrowee sewyecmeo: 6en3uaaMmuna ruapoxiaopua 1,50 mr.

Bcnomozamenvnvie 6euwjecmsa: riauepon — 50,00 mr, ataron (96%) - 80,00 mr, Hatpus caxapuHaTa
auruapar — 0,70 mr, metrimaparuapokcubensoar — 1,00 mr, nommcop6ar 20 — 2,00 mr, apomaTu3a-
Top MATHBIA — 0,50 mr, Hatpusa ruapokapGonat — 0,009 Mr, KpacHTENs XMHOJIHWHOBBIN >KEITHIA
(E104) — 0,027 mr, xpacuTens cuauii natrentoBanusii V (E131) — 0,003 mr, Boja ounmeHHas — 10
1,00 mi.

Onucanne
Ot npo3pauno¥i 10 cierka onaJecuupyomel KHIKOCTH 3€JIEHOT0 [BETA ¢ XapaKTEPHBIM 3aaxoM

MHATEI.

®apmakoTepaneBTHYecKas IPyNNa: HECTEPOU/THBIH IPOTHBOBOCIIATMTENbHBIN pernapar

Kon ATX: A01ADO02



®apMaKoJIOrHYecKne CBOHCTBA

Dapmakoounamuka

BeH3uaMuH SBIISETCS HECTEPOMUIHBIM MPOTHBOBOCHAIUTENBHBIM IIPENIAPATOM, NPUHAIIEKHUT K
rpynne uHAa3onoB. Oka3siBaeT MPOTHBOBOCHIAIHMTENBHOE H MecTHOE obe3bonmBaromee AeicTBHE,
obnajaeT aHTHCENTHIECKHM JCHCTBHEM MPOTHB IIHPOKOTO CHEKTPa MHKPOOPTraHW3MOB. MexaHu3M
JICUCTBHUSA Ipernapara CBA3aH CO cTabMIM3auen KICTOYHBIX MeMOpaH W WHrHOMpOBaHHEM CHHTE3a
IPOCTAarJIaH/UHOB.

beH3uaMuH OKa3bIBacT aHTHOAKTEPHATBHOE U CIENH(PHIECKOe aHTHMHKPOOHOE JICHCTBHE 3a CYET
OBICTPOrO MPOHMKHOBEHHUA 4Yepe3 MeMOpaHbI MHKPOOPTaHH3MOB C IOCIEAYIOIMM MOBPEXICHHEM
KJIETOYHBIX CTPYKTYp, HapyIIEHHEM METabOTHIECKHX IPOIIECCOB H JIN30COM KJICTKH.

O6nanaer npoTUBOrpHOKOBEIM JieiicTBHEM B oTHOmeHUuH Candida albicans. Bei3bIBaeT CTpyKTyp-
HbIE MOJU(UKAIIMK KIETOYHON CTEHKH IPUOOB M UX METabOIMYECKHX LeNel, TAKUM 00pa3oM, mpe-
NATCTBYET UX PENPOIYKIUH, 9TO SBHIOCH OCHOBAaHHEM /I IPUMEHEHHs OCH3U/IaMHHA ITPH BOCHa-
JIMTENBHBIX MPOIECCaX B POTOBOM MOJIOCTH, BKIIFOYasA HHPEKIIHOHHYIO 3THOJIOTHIO.
Dapmakokunemuka

Ilpu MecTHOM NMPHUMEHEHHH Npenapar Xopomo abcopOHpyeTcs depe3 CIU3UCTHIE 000I0YKH H IPO-
HHMKaeT B BOCHAJICHHBIC TKaHH, OOHAPY)KUBAETCA B IUIa3ME KPOBH B KOJIMYECTBE, HEJOCTATOYHOM
JUIS TIOTy4€HHUS CHCTEMHBIX 3 deKToB.

OKCKpelys npenapara IPOMCXOJUT B OCHOBHOM ITOYKAMH, B BH/I€ HEAKTUBHBIX MEeTabOJIMTOB HIIH

IIPOAYKTOB KOHBIOTAIIHUH.

INoka3zanus K NPAMEHEHHIO

CumnromaTHdeckas Tepanus 60JI€BOro CHHAPOMA BOCTIAIMTENBHBIX 3a00JI€BaHUM MTOJIOCTH PTa
u JIOP-opraHoB (pa3nIugHONH 3THOJIOTHH):

- THHTMBMT, IJIOCCUT, CTOMATHT (B TOM YHCIIE NTOCJIE JTy9EBOH U XHMHOTEPAIHH);

- (hapuHTHT, JIADHHTUT, TOH3UILIUT;,

- KaH/IM/103 CIIM3UCTOH 000JI09KH MOJIOCTH pTa (B COCTaBE KOMOMHHUPOBAHHOM TEPAIHH);

- KaJIbKYJIE3HOE BOCIIAJICHHUE CITFOHHBIX XKeEJles;

- T10CJI€ OTIEPAaTHBHBIX BMEIIATEIBCTB M TPABM (TOH3HIUIIKTOMHS, TIEPEJIOMEI YEITFOCTH);

- TIOCTIC JICYEHHUS U yAaJIeHHus 3y00B;

- MapO/IOHTO3.



Hpﬂ HHq)CKLH/IOHHBIX U BOCIIAJIUTCIIBHBIX 3360HCBaHHHX, Tp66y10HIHX CHCTCMHOTI'O JICYCHHA,

HE00X0/IMMO IMPUMEHEHHUE MPENapaTa B COCTaBE KOMOMHUPOBAHHOM TEPAIHH.

Hpornsonoxasanml
- [IOBBIMICHHAA 9YBCTBUTCIIBHOCTD K GCHSHJIaMHHy WA APpYTHM KOMIIOHCHTAM IIp€riapara,

- IETCKH# Bo3pacT J0 12 ner.

C 0cTOpPOXKHOCTBIO
IToBeIIEHHAS 9YBCTBHUTCIIBHOCTH K auemncannunnonoﬁ KHCJIOTE WA OPYTUM HECCTCPOUIHBIM

IIPOTHBOBOCIIAIUTEIBHBIM MpenapaTaM, OpoHXuanbHas acTMa (B TOM YHCJI€ B aHAMHE3E).

IIpuMeHeHne NpH GepeMEHHOCTH H B EPHO/ TPYAHOI0 BCKAPMJIMBAHHSA
IIpumenenne npenapaTta BO BpeMsi 6EPEMEHHOCTH M B IIEPHUO/] IPYAHOTO BCKapMIIMBAHUA HE PEKO-

MCHAYETCA IO NPUYUHE OTCYTCTBUSA NOCTATOYHBIX KIMHUYCCKUAX JJTAaHHBIX.

Cnoco6 npuMeHeHHs H 103bI

MecTHO, 11ocye e/bl.

B3pocisie (B TOM 9HCIE MalMEHTHI MOXHKIOTO BO3pAacTa) U JIeTH ¢ 12 JeT Ais MOJIOCKaHHS ropia
WM TIOJIOCTH PTa MCHONB3YIOT 1Mo 15 M nmpemapara (MEpHBIH CTaKaHYMK MPHJIAraeTcs) B TEUCHHE
20-30 cexynn 2-3 pasa B aeHb. Ilocie monockaHus pacTBOp HEOOXOAUMO BHILTIOHYTH. Eciu mpu
IIPUMEHEHHH HEPA3BEACHHOTO PacTBOpa BO3HUKAET OIIYIICHUE XOKEHHUSA, PaCTBOP CIIEIyeT pPa3BECTH
(1 pa3sBeZieHUs CMEIaTh B MEPHOM CTakaHYMKe 15 Mi npenapara u 15 M1 BOABI WK B OTAETBHON
€MKOCTH C MIOMOIIBIO MEPHOTO CTakaH4dHKa). He mpeBbImaTs peKOMEHI0BaHHYIO J103Y.
ITponomkHUTENLHOCTE JIEYeHHs HE N0JDKHA NpeBbImarh 7 auei. Ecnu nocne 7 qHe nedeHus yimyd-
NIEHUS HE HACTYNAeT WM MOSBIAIOTCS HOBBIE CHMITOMBI, HEOOXOAUMO MPOKOHCYJIETHPOBATECS C
Bpa4doM.

IIpumensiitTe mpenapaT TOJBKO COTJIACHO TOMY CIOCO0Y NMPHMEHEHHS W B T€X J103aX, KOTOPHIE YKa-
3aHBl B MHCTPYKIMH. B cirydae He0OX0AUMOCTH, OXKATYHCTa, POKOHCYILTHPYHTECH C BpauoM Ie-

pe€A IPUMEHECHHUEM JICKAPCTBEHHOI'O IIpE€napara.



IToGouHoe neficTBHE

Knaccudukanus gacTorsl pazBuTus mnobouHbIX 3¢d¢dekToB cornacHo BcemupHO# opranmzanum
3apaBooxpaneHus (BO3): owens wacto (= 1/10); wacro (ot > 1/100 mo < 1/10); mewacro (ot >
1/1000 no < 1/100); peaxo (ot > 1/10000 mo < 1/1000); ogens peaxo (< 1/10000); gyacrora Heus-
BECTHA (HEBO3MOXXHO OLICHHUTh Ha OCHOBE HMEIONIMXCS JaHHBIX).

Mecmnvie peakyuu: penxo — CyxocTb BO PTY, XKEHHE B POTOBOM IMOJIOCTH; 9aCTOTa HEU3BECTHA -
9yBCTBO OHEMEHHS B POTOBOH IOJIOCTH.

Annepauvyeckue peaxyuu:  HE4aCTO - (HPOTOCCHCHOMIM3ALWMS; PEIKO - PEAKIMHM THIIEPIYB-
CTBUTEJIbHOCTH, KOXXHas ChIIlb, KOXHBIA 3y/J; OYEHb PEIAKO - aHTMOHEBPOTHYECKHH OTEK, Jia-
PHHIOCIIa3M; 9aCTOTa HEU3BECTHA - aHA()UIAKTHIECKHE PEAKIIHH.

Ecimm nmobsle M3 yKka3saHHBIX B MHCTPYKIMH MOOOYHBIX 3()(HEKTOB yCyryOsiOTCs WM OTMEYa-
I0TCs Ipyrue nobodnsie 3G(EKThl, HE YKa3aHHbIE B HHCTPYKIMH, CIEIyeT HEMEIEHHO CO00-

IIUTH 00 3TOM Bpagy.

IlepenosupoBka

B Hacrosmee BpeMs o ciryqasx nepeJo3upOBKH IpenapaTa He Coo0Imanoch.

Cumnmomei. Ilpy NpUMEHEHHH IIpemapaTa B COOTBETCTBHM C MHCTPYKLHMEN 10 MPUMEHEHMIO
NepeI03MpOBKa MasioBeposiTHA. IIpu ciaydaliHOM IporyIaThIBaHMM IpenapaTa BO3MOXHBI Clle-
AYIOUIME CHMIITOMEIL: PBOTa, CIIa3Mbl B XHBOTE, OECIIOKOMCTBO, CTPaX, IAJUTIOLMHALH, CYA0PO-
TH, aTaKCHs, TMXOPaJIKa, TAXUKAPHs, yTHETCHHUE JIbIXaHHUS.

Jleyenue. CHMIITOMaTHYECKOE; PEKOMEHIYETCS OYMCTHUTH XKEJTY/I0K, BEI3BaB PBOTY MJIM MPOMBITH
KEITY/I0K, UCTONb3ys XEIyA049HBIA 30HA (oA HabmoaeHWeM Bpada); 00eCIeYUTh MEIUIMH-
CKo€ HaOMoJeHHE, MOJACPKUBAIONIYIO TEPAIHI0 U HEOOXOAMMYIO TMIpaTaluio. AHTHIOT HE

H3BCCTCH.

B3aumopeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPe/ICTBAMH

HccnenoBanuii B3aUMO/ICHCTBHA C APYTHMH JICKAPCTBCHHBIMHU IIpE€NapaTaMy HE IPOBOJIMIIOCE.

Oco0ble ykazaHus
Ecnu npu npuMmeHeHWH npemapaTta BO3HHKAET OIIYIICHHE OKEHHs, PACTBODP CIEAYET NpeIBapH-
TENbHO pa3baBUThL BOJOW B 2 pa3a IMyTeM JOBEACHHA YPOBHS BOJBI 10 PHCKH B IPaJyHPOBAHHOM

crakanuuke (cM. pasaen «Crnocob mpuMeHEHHs | 10351»).



IIpu npumenenun npenapata I'pun BpuH® BO3MOXHO pa3BUTHE PEAKIHI THIIEPIYBCTBUTEIEHOCTH.
B aToM ciydae pekoMeHTyeTcs NPEKpaTHTb JI€YEHHE M MPOKOHCYIHTHPOBATHCA C BPAuOM JUIA
Ha3HA4YEHHs COOTBETCTBYIOLIEH TepaluH.

Y OrpaHMYEHHOrO 9KMC/Ia NAHEHTOB IPUCYTCTBHE A3B B TOPJIE M MOJOCTH PTA MOXKET yKA3hIBaTh Ha
HanuuHue Gonee cepwe3sHoi maronoruu. Ecau cHMOTOMBI He IIPOXOJAT B TedeHHe Oosiee 3 mHeEH,
HE00X0IMMO IIPOKOHCYIIBTHPOBATBCSA C BPAUOM.

IIpumenenne npenapara I'pun BpuH® He peKOMEHAYETCS y MALMEHTOB C TOBBINICHHOH YyBCTBH-
TEIBHOCTHIO K ACTHICATTMIIMIOBOM KMCIIOTE HIIM IPYTHM HECTEPOUIHBIM IIPOTHBOBOCIIAIHTEILHBIM
npenaparam.

IIpenapar I'pun BpuH® NOIKEH C OCTOPOXXHOCTBIO NPHMEHSATHCS y TMAMEHTOB ¢ GPOHXHATHHOM
acTMOW B aHaMHe3€ M0 NPUYHHE BO3MOXXHOCTH Pa3BHUTHA y HHX OpoHXocnmasMa Ha (oHe mpHema
npenapara.

IIpenapar I'pun BpuH® coziepXUT MaparuIpoKCHOEH30aTh, KOTOPHIE MOTYT BHI3BIBATH AJUIEpryye-
CKHE PEaKIUH.

[TanuenTam, 3aHUMAKOIIMMCS CIOPTOM: TIPH HCIIONB30BAaHKMH [IPENApaTOB, COAEPXKAMHUX ITAHOJ, pe-
3y/IbTaThl AHTHIONUHIOBBIX NMPOO Ha NPEIENBHO JOIYCTHMOE COJAEPXKAHHE 3TAHOJIA B KPOBH CO-
IJIaCHO HOpMaM, YCTQHOBJICHHBIM HEKOTOPBIMH CIIOPTHUBHBIMHU (e/iepallisiMi, MOTYT OKa3aThCs I10-
JIOKHUTEIILHBIMH.

BoaurensM, ynpasisiomum TpaHCNOPTHBIMH CPE/ICTBAMH, CIIEAYeT UMETh B BHJY, 9TO Mpenapar

COZIEPXHT 3TaHON (B OJ1HO# /103¢ npenapara (15 mi) cogepxutes 1,2 r 96% cnupra).

Bausinne Ha cIOCOOHOCTD YNPABJIATH TPAHCIIOPTHBIMH CPEICTBAMH, MEXaHH3MaMH
I[Ipenapar He OKa3bIBAa€T BIMAHUA HA CIOCOOHOCTH YNPABIATH TPAHCIIOPTHBLIMH CPEICTBAMH H Me-

XaHU3MaMH.

®opma BhITyCKa

PactBop s MecTHOTrO NpUMeHeHus, 1,5 Mr/mi.

ITo 120 mn pactBopa Bo akoHe GECIBETHOTO MPO3PAYHOTO CTEK/IA C HABUHYMBAIOMIEHCS KPBIII-
KO#i C BHYTPEHHEH NPOKJIAAKON W3 MOMMITHIeHA HU3Ko# wioTHocTH (LD-PE), ¢ koHTpOnem nepso-
ro BCKpbITUsi. OnvH ¢rakon BMecTe ¢ 20 M MEPHBIM CTaKaHYMKOM M3 TIOJIMIIPONMICHA H HHCTPYK-

LMEH T10 MIPHMCHCHHIO IIOMEIIAIOT B KAPTOHHYIO MAYKYy.



YcnoBus xpaHeHust
ITpu Temneparype He Boime 25 °C.

XpaHUTh B HEJJOCTYITHOM JIJIS IETEH MecTe!

Cpok roaHocTH
3 roga.
Hcnons3oBaTs B Te4eHHE 3 MECSALEB MOCTE BCKPHITUA (IaKOHA.

He NIPUMCHATH 110 HCTCYCHHAH CPOKA I'OTHOCTH.

YciaoBus ormycka

Otoyck 6e3 penenra.

Baapnesen peracrpanuonHoro ynocropepenus / lipoussoaurens
BEJIVIIO, nexapctBa M kocMmeTHka ma.74., Pecmybmuka Xopsartusa, 48000, r. Konpusauia,
ya. laauna, S.

Opranmzanus, NpAHAMAIOMAs NPeTeH3HH OT moTpebuTeneii: IIpeaCTaBUTENECTBO KOMIIAHHU
BEJIVIIO, nexapcTBa u kocMeTHKa 1.4., Pecriybnuka XopBatus B Poccuu

Mocksa, 119330, JlTomorOoCOBCKH#t mpoct., 1.38, kB.71-72

Tenedon: +7(495)933-72-13, daxc: +7(495)933-72-15
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