MHCTPYKUUA
NO NPUMEHEHUIO MPEMNAPATA

A30IT.

PerncrtpaunoHHoe yaoctoBepenue: 1 N013601/01 ot 22.04.2008
ToproBoe HaszBaHue: A30[MTe
MexxayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: GpuH3onamug

Xumuyeckoe HasBaHue: (R)-(+)-4-aTunamuHo-2-(3-metokcunponun) — 3,4-gurnapo-2H-tneHo[3,2-e]-1,2-tnasunH-6-cynscoHammna-1,1-
avokeua).

IlekapcTBeHHas dopma: kannu rnasHole.

CoctaB 1 mn npenapara

AKTUBHOE BelLecTBO: 6pmH3onamug 10 mr

BcrnomoratenbHble BelecTBa: 6eH3ankoHus Xxrnopuaa pacTBop, 9KkeusaneHmHo 6eHsankoHus xnopuay 0,1 mr; amHatpust agetart 0,1 wr;
HaTpus xnopug 2,5 mr; Tunokcanon 0,25 mr; manHuTon 33,0 mr; kap6omep (974P) 4,0 mr; HaTpus ruapokeua, n/mnu kucnota
XMopucToBOAOpOAHAsA KOHLEHTPUPOBaHHas fo AoBeaeHust pH; Boga ounwerHas go 1,0 mn.

OnucaHue: ogHopoaHasa cycneHsusi 6enoro unu noytn 6enoro ugeta.
®dapmakoTepaneBTUYeCKas rpynmna: npoTMBOrNaykoOMHbIV Npenapar, MHrmbuTop kapboaHrnapasbl.
Koa ATX: SO1EC04

®dapmakornormyeckoe AencrTeme

BpuHsonamng saensetca nHrmbutopom kapboaHrugpass! |l. Bcnegcreve nHrmbrposanusa kapboaHriapass |l npoucxoaut 3aameanexme
obpasoBaHus MOHOB BrkapboHaTa ¢ nocneayLWUM CHUXKEHUEM TPAHCNOPTa HAaTPUSA 1 XXUAKOCTU, YTO NPUBOANT K YMEHbLLEHWIO
NPOAYKLMN BHYTPUIMA3HOW XMAKOCTU B LUNMMApHOM Tere rmasa. B pesynbtare npouMcxoauT CHWKeHue BHyTpurnasHoro aasnexns (Bra).

®dapMaKoKMHeTUKa

[Mpn MecTHOM NpuMeHeHnn 6prH3onamMma NPOHMKaeT B CUCTEMHbIV KPOBOTOK. BpuH3onamug agcopbupyeTcs B aputpoumnTax B
pesynbTaTe n3bupartenbHOro ces3biBaHus. [Nponcxoamt obpasoBaHve metabonuTta — N-Ae3aTun 6pmH3onamuaa, KOTopbI Takke
CBS3bIBAETCHA C kKapboaHrMapason 1 HakannueBaeTcs B apuTpoumTax. B npucytctBumn 6prHaonammaa metabonut cBs3biBaeTCs,

rmaBHbIM obpa3om, ¢ kapboaHrnapasow |. B nnasme KoHueHTpauun 6puH3onamvaa n ero metabonura HUxe npegena KonnmyecTBEHHOro
onpegenenus (< 10 Hr/mn). Mepuog nonysbiBeaeHust coctaenseT 111 gHen. CesAsbiBaHWe ¢ 6enkamu nnasmbel cocTaBnseT okorno 60%.
BpuH3onamua BbIBOAUTCS, B OCHOBHOM, C MOYOW B HemaMeHHOM Buae. OcHoBHoM MeTabonuTt (N-ae3atun-6puH3onamua) n Huskve
KOHLeHTpauumn apyrux metabonutos (N-geameTokcunponuna n O-gecmeTnna) Takke obHapyXMBalTCA B MOYe.

Moka3aHus K NPUMEHEHMIO

CHWDKeHVEe NOBbLILLEHHOTO BHYTPUIMA3HOro AaBneHns npu:
- OTKPbITOYrONbHON FraykoMe;

- FMa3HON rMNepTeH3nu.

MpoTuBONoOKa3aHusA

MHavBrayanbHasi NoOBbILLEHHAst YyBCTBUTENBHOCTb K KOMMOHEHTaM npenaparTa;

Mockonbky A30MTeun ero metTabonuThbl BbIAENAOTCS, MPENMYLLECTBEHHO, NOYKaMM, €ro He PEKOMEHAYIOT Ha3HayaTb OOMNbHbIM C
TSXKENbIMU HApPYLLUEHUAMWN DYHKLUK NOYEK (KNMpeHC kpeaTuHuHa < 30 Mn/MuH).

C OCTOPOXHOCTbIO

MprmeHeHWe NpenapaTta He U3y4varnocb y 6OMbHBIX C 3aKPbITOYrOMNbLHOM rMayKoMOiA.

MpyMeHeHWe npenaparta He U3y4arnoch y GOMbHbBIX C TSHKENbIMU 3a60/1€BaHNSIMU NEYEHN, MOITOMY TakuM GOSbHBLIM €ro Hafo Ha3Ha4YaTb
C OCTOPOXHOCTbHO.

CeHcubmnusauust opraHnama cynbdaHunamMmmaamm MoXeT pasBUTLCS B TOM Cryyae, ecnv npenapaT HasHa4yaeTcsl MOBTOPHO C
HapyLIEeHUEM YKasaHWii Mo ero npumeHeHunto. Mpu NosiBNeHnn cepbesHbiX NOGOYHBIX PeakLmii UIu NP MpUaHakax
MNepYyBCTBUTESILHOCTM NMPUEM npenapara criefyeT npekpaTuTb.

MpumeHeHne npy 6epeMeHHOCTU U NaKTauum

AeKBaTHbIX 1 XOPOLLO KOHTPONMPYEMbIX UCCNEeS0BaHUIA y GepeMEHHbIX XEHLUMH He NpoBOAUNK. Bo3MOXHO npuMeHeHWe npenapara
Ans nevyeHnst 6epeMeHHbIX MO Ha3HaYeHUIo flevallero Bpaya, ecrnv oxuaaemblii nevyebHblii apdekT npeBbILaeT pUCcK passuTUs
noTeHuManbHbIX No6oYHbIX achcpekToB Ans nnoaa. CneayeT npepBaTh KOPMIIEHUE PyAbIO NPU UCMONb30BaHUM Npenaparta.

MpumeHeHue B neguaTpum
He pekomeHgyeTcs MCMonb3oBaHWe B AETCKOM BO3pacTe, Tak Kak Ha HacTOALLMIA MOMEHT 6e30MacHOCTb U 3pEKTUBHOCTL NPYMEHEHNS
npenapata AN AeTeil He YCTaHOBMEHbI.

Cnoco6 npumMeHeHuUs 1 [o3bl
MecTHo. dnakoH nepes UCNorib30BaHWEM BCTPSIXVMBATD.
3akanbIBatoT Mo 1 kanne B KOHbIOHKTMBAsIbHbLIN MELLOK AiBa pa3a B AeHb.



Mo6o4Hble adhekTbI

B 5 -10% cnyyasix: 3aTymaH1BaHve 3peHusi, ropbKUI, KUCTbIA U HEOObIYHBIN BKYC BO PTY.

B 1 - 5% cnyyaeB: 6necaput, AepMaThT, CyXOCTb B rnasy, OLUyLLIEHNe MHOPOAHOrO Tena, ronoBHas 6onb, rMnepeMmsi KOHbIOHKTUBSI,
BblAeneHnsa n3 rnas, AuckoMdopT B rmasax, kepaTuT, 60nb 1 3y B rnasax, puHnT.

MeHee 1% crniy4aeB: MECTHbIE peakUMmn — KOHBIOHKTUBUT, KEPAaTOKOHBIOHKTUBUT, AUNIIONWS, kepaTonaTus,cne3oTe4yeHne, acTeHonms,
KOpOYKa Ha Kpasix BeK; CUCTEMHbIE PeaKLmMK - FONOBOKPYXXEHWE, TMNepPTOHMS, ofblLLKa, 60nb B rpyAHON KNeTKe, CyXoCTb BO PTY,
Aavcnencus, ToWHoTa, anapesi, 6onb B NosicHuue, apuHruT, anoneuus, annepruyeckie peakumy, KpanmeHuua.

A30MNTesBNseTCA cynbpoHamMmnaom. Tak Kak Npu MECTHOM NPUMEHEHWN NPOUCXOAMT cucTeMHas abcopbums npenapara, MoryT
BO3HVKHYTb NMOBOYHbIE peakumu, xapakTepHble Ans cynbdoHammnaoB. Peako, HO MoryT BbiTb CMepTernbHble CyyYau, BbI3BaHHbIE
TSKENoW peakuyuen Ha cynbdaHunammuapl, Bknoyas cuHapom CtuBeHca-[KOHCOHA, TOKCUYECKUI anuaepMarbHbIi HEKponus,
MOSHNEHOCHbIN renaToHeKPo3, arpaHynoLmMTo3, annacTuieckas aHeMuns U Apyrne HapyLleHNsi KPOBETBOPEHWS.

MepenosnpoBka

HeT cBegeHuin o cumnToMax Nnepeao3npoBKU MPY MECTHOM NPUMEHEHUN.

Mpw nepopansHOM NpuemMe npenapaTta MOryT BO3HVKHYTb HapyLUeHWe 3neKkTponuTHoro 6anaHca, pa3sutne aunao3Horo COCTOsIHMSA, a
TaKKe HapyLLEHUsI CO CTOPOHbI HEPBHOW cucTeMbl. He06Xx04MMO KOHTPONMPOBaTh YPOBEHb SMEKTPONIUTOB (OCOBEHHO Kanusi) U BENUYUHY
pH kpoBu.

B3anmopenicTBre ¢ ApyrMMu nekapcTBeHHbIMM cpeAcTBaMu

He pekomeHayeTcsi OAHOBPEMEHHOE UCNONb30BaHUe C OpanbHbIMU MHIMBUTOpamu kapboaHrnapasel, Tak Kak CyLLeCTBYeT BEPOATHOCTb
YCUMEHUS CUCTEMHbIX NOBOYHbIX peakumin. Canuumnathbl B BbICOKMX [403aX yBENMYMBAKOT PUCK BOSHUKHOBEHUSA CUCTEMHbBIX MOBOYHbIX
abdpekToB. MNpy HEOBXOAMMOCTN MOXET NMPUMEHATLCS B KOMOMHALMKN C APYTMMU MECTHBIMU OhbTanbMOonornyeckumu npenaparavu. B
3TOM Crnyyae UHTepBan Mexay Ux NpyMeHeHneM JOJKEH CoCcTaBnAaTb He MeHee 10 MUHYT.

Ocob6ble yka3aHus

dnakoH nepep UCrnonb3oBaHWEM BCTPSXMBATD.

PnakoH HeobXo0AMMO 3aKpbIBaTh MOCIE KaXXA0ro NCMOSIb30BaHUS.

He cnepyeT npukacatbCa KOHYMKOM MUNETKN K KaKUM-MBO NOBEPXHOCTAM.

Ecnu y naumeHTa nocne npumeHeHns npenapaTta BpEMEHHO CHMXaeTCs YETKOCTb 3pEHUsi, He PEKOMEHAYeTCS yNpaBnATe aBTomobunem
M 3aHMMAaTbCH BUAAMMU AeATENbHOCTM, TPEOYIOLLMMM NOBBILLEHHOTO BHUMAaHUS U peakuun 4O ero BOCCTaHOBIEHUS.

Mpenapat coaepXXuT KOHCepBaHT B6eH3ankoHWsA Xnopua, KOTOPbIN MOXeT abcopbupoBaTbCa KOHTaKTHLIMK NuH3amu. Mepeq
NpUMeHeHVeM npenapaTa NnH3bl CnefyeT CHATb U yCTaHOBUTL 06paTHO He paHee, Yem Yepes 15-20 MUHYT nocne MHCTUNNALMK
npenapara.

®dopma Bbinycka

Kannu rnasHele 1%.

Mo 5 mn Bo dnakoH-kanenbHUUy «Droptainer™» 13 nonuaTuneHa HU3KOM NIIOTHOCTY.
Mo 1 dpnakoHy ¢ MHCTPYKLMEN MO NMPUMEHEHWMIO B KAPTOHHYIO MauyKy.

YcnoBus xpaHeHus

Cnucok b.

XpaHuTb npu Temnepatype 4°-30°C.
XpaHWTb B HEOOCTYMHOM Ansi AeTen MecTe.

CpoK rogHoCTH

2 roga.

Mcnonb3oBath B TedeHue 4 Hegenb nocne BCKpbITUS oniakoHa.

He ncnonb3oBaTk nocne ncteveHns cpoka rogHoCTM, YKa3aHHOro Ha yrnakoBske!

YcnoBus otnycka
Mo peuenTy.

MpousBoauTens:

«c.a. AnkoH-Kyspep H.B.»

B-2870 Myypc, benbrus

Appec lNMpegcTtasutensctea «AnkoH PapmacbioTukana J1ta.» U NPUHATUS NpeTeH3ni:
109004, Mocksa, yn. Hukonosimckas, 54

Ten. 961-13-33



