IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y
IMOCHU®OPMIH

(POSIFORMIN)

Cknao:
ditoua pevyosuHa: 6i6PoKaTOI;
1 r mazi mictuth 20 Mr 6i6POKATONY;

donomidcHi peyosuHu: mapadin Oinui M’'IKUM, OISl MiHepasbHa, JTAaHOJIiH.

JIlikapceka ¢opma. Ma3b ouHa.

OcHo8HI (i3uko-ximMiyHi 81acmusocmi: OMHOPigHa Ma3b (Y BUTTISAAI CyCIeH3il) Bifl 2KOBTOTO [0 Cipo-
JKOBTOTO KOJIbODY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 3aCTOCOBYIOThCS B 0 TanbMoJIorii. [HIi
npoTtuMikpo6Hi 3acobu. Kog ATX S01A X05.

dPapmakono2iuHi e1acmueocmi.
dapmakoduHamika.

BibpokaTo - 11e CIIOIyKa BiCMyTY 3 aHTUCENITUYHUMY Ta B’SIKYUMMU BIIaCTUBOCTSMH, STKa TAKOXK
3maTHa iHribyBaTH CeKpeTOopHi GQYHKIIii CTM30BUX 000JIOHOK Ta CIPUSATH 3ar0€HHIO PaH. MexaHi3M
M0T0 [iii 3yMOBNIEeHUM CTPYKTYpOIo 6i0poKaToly, sKuit € GeHOIbHUM IOXiTHUM
TeTpabpoMnipoKaTexiHy Ta BiCMyTY TiIpOKCHULY.

Ha cnu3oBux 060/10HKAxX Ta paHax 6i0poKaTos COPUYKHSIE OCcagKeHHs OiNIKiB Ta CTATYBaHHS
IIOBEPXHEBUX TKAHUHHUX IIapiB. Lle mpu3BOAUTH 10 YTBOPEHHS 3aXMCHOTO IIapy, 110 3amnobirae
IIPOHUKHEHHIO IMaTOreHHUX MiKpoopraHi3aMiB. Takui B'ssxKyuuil eheKT CIpUUNHSIE Hecrelnupiune
inribyBaHHS 3amajieHHS Ta CEKPETOPHUX QYHKIIIN,

dapmakokiHemuxka.

BibpokaTos Maiike He PO3YMHSAETHCS Y BOLL i TOMy He IPOHUKAE Y BHYTPIIIHLOOUHY PiguHy. Takum
YUHOM, H0T0 3aCTOCYBaHHS B 0PTaIbMOJIOTil 00MEKYETHCS MiCI[EBUM JTIKyBaHHSIM Hecnelu(piuHmx
II0Apa3HeHb Ta 3alajieHb, a TaKOXK JIIKyBaHHSIM DaH 30BHIIIHIX 000JI0HOK OKa.



[Ticrst MicieBOr0 3aCTOCYBaHHS Ha OIli MOMITHOI cucTeMHO1 abcopobiiii 6i6pokaToiy He BimOyBa€eThCS.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

HecnemudiyHi moppa3HeHHs 30BHIIIHIX 0007I0HOK OKa HeiH(GeKIiNHOTo r'eHe3y, XpPOHiIUHi 3amaneHHs
Kpalo NOoBIK (xpoHiuHui 6medapuT), CBiXKi HeiH(piKOBaHI paHU POTIBKH.

IIpomunoka3aHHs.

linep4yyTnuBicTh 0 Aif040i pedoBHHU abo [0 Oymb-sIKOl 3 JOTIOMiXKHIX PEYOBUH IIperapary.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
CreriaibHUX OOCiAXKEHb JTIIKapPChKUX B3a€EMO[il TpenapaTy He IIPOBOAUIIOCH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI IIpemnapary 3 iHIMMMU OYHUMH KpaIaaMu abo Ma3sMu CIIif
BUTPUMYBATHU IIOHaMeHIIe 15-XBUIMHHNY iHTepBal MiXK HaHeCeHHIMU. [locudopmin ciif HaHOCUTHU
B OCTaQHHIO Yepry.

Oco06.1ue8ocmi 3acmocyeaHHsi.

IlomoMikHa peyoBHHA JIAHOJIIH MOXKe CIPUYMHSATY MiCIeBi MIKipHiI peakilil (HalpukiaA, KOHTaKTHUM
OepMaTur).

[lig 4yac nikyBaHHS IIperiapaToM He MOXKHa KOPUCTYBaTUCS KOHTAaKTHUMMU JIIH3aMMU.

[Tpu HaHeCeHHi 0YHOI Ma3i CJIif yHUKATH OyOb-IKOr0 KOHTAKTy HAKOHeYHHUKA TyOu 3 0KOM abo
IKipoIo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

OckinbKM KITIHIYHUX JaHUX 100 3aCTOCYBaHHS IpemnapaTiB 0i0pokaTosy y mepioa BariTHoCTi abo
TOoflyBaHHS I'PYAOI0 HeMae, Ipu3HavyeHHs 09HOI Ma3i [TocudopMmil y el yac MOXKIIMBE JIUIIIE IIiCTIs
PEeTENbHOI OI[IHKY CITiBBiAHOIIEHHS KOPUCTI Ta PU3UKY TAKOTO 3aCTOCYyBaHHS.

3maTHICTH BIUIMBAaTH Ha MBHUIKICTH pPeakilii IpH KepyBaHHi aBTOTPAHCIOPTOM a0o0 iHIIMMH MeXaHi3MaMH.

3aBOgKY CBOIY XKUPHIi KOHCUCTEHII1 0fpa3y IMiC/ls 3aCTOCYBaHHA IIpenapaT MOXKe KOPOTKOYacHO
BIIJIUBATHU Ha TOCTPOTY 30DPY i, TAKMM YMHOM, Ha IIBUAKICTh peakiiii mig yac KepyBaHHS
aBTOTPaHCIOPTOM a00 pobOTH 3 MEXaHi3MaMH.



Cnocid 3acmocyeaHHsi ma do3u.

CMmyxKy Ma3i qoBxkuHOI0 0,5 CM 3aK/IaflaloTh Y KOH IOHKTUBAJIbHUY MIIlIOK a00 HAHOCSITh Ha YpaXkKeHy
noBiky 3-5 pasiB Ha 0o0y. [lo3yBaHHS AJIS HOPOCIIMX Ta HiTel BiKOM Bifi 6 POKiB OHAKOBe.

[Ipenapart cig 3aCTOCOBYBAaTH 40 3HUKHEHHS CUMIITOMIB. 3a3BAYall TPUBAJIICTh JIIKyBaHHS He
IIOBMHHA NepeBulyBaTu 14 gHiB.

Himu.

Beamneka Ta e(eKTUBHICTh 3aCTOCYBaHHS IIpenaparty Oyiu migTBepAKeHi g [iTel BikoM Bif 6 poOKiB.
IocBimy 3acTOoCyBaHHS Npelaparty AJis JIIKyBaHHS AiTel MOJIOAIIOrO BiKy HeMae.

Ilepedo3yeanHs.

[Ticns MiceBOTO 3aCTOCYBaHHS CUCTEMHOI il TpemnapaTty He 09iKyEeThCA 4epe3 OyxKe HU3bKUU
CTYIIiHb TPOHUKHEHHS 6i6poKkaToiy Kpi3b OionoriuHi MemMOpaHu Y BHYTPIIIHIO KAMePYy OKa.

ITo6iuni peakuii.
3 6oky imyHHOI cucmemu

[ToonnHOKI BUTIafKU peakKlliil TinepuyTIUBOCTI (aleprisi) Ta Mogpa3HeHHS 04el, 110
CYTIPOBOMIXKYIOTbCS TAKMMU CUMIITOMaMHu: CBepOixK ouel, HAOPsK ouel, Oifib B 0Yax, OYHa TrimepeMis,
HaOpsSK 00/TMYYsT, TPUIIJIMBY KPOBi 10 00IMYYST; KOHTAKTHUM IePMaTHT.

Tepmin npudamHocmi. 3 POKU.
He 3acTocoByBaTtu micns 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBII.

3acTocoByBaTu He Oinblre 4 TUXKHIB MiCIIS MEPIIOTO BiIKPUTTS TYOH.

YMmoBH 30epirannsi.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY [T AiTel MiCIIi.

VYnaxoBka.

[To 5 r Ma3i ouHOI B antOMiHieBi# Ty0i i3 BHYTPIITHIM 3aXUCHUM JIaKOBUM ITOKPUTTSM, OCHAIIEHIN
HAKOHEYHMKOM Ta KOBIIAYKOM i3 KOHTPOJIEM IIEPIIOro po3KpuBaHHd (momietunen). [To 1 Ty6iy



KapTOHHIi# KOpoO1Ii.

Kareropisi Bignycky. 3a pelienToM.

Bupoouuk. YPCA®APM Apinaimitrens I'MOX/URSAPHARM Arzneimittel GmbH.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIsi IpoBaIKeHHs HOro Tis/IbHOCTI.

InpycTpiemtpacce 35, D-66129 Caap0OpiokeH, HimeuunHa/

Industriestrasse 35, D-66129 Saarbrucken, Germany.



