IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BPUMOTI'EH

(BRIMOGEN)

Cknao:
ditoua peyosuHa: OPUMOHIOUHY TapTpPaT;
1 M7 po34YKHY MiCTUTh OPUMOHIOUHY TapTpaT 2 MT, 110 eKBiBasieHTHO 1,32 MTr OpUMOHIAWHY;

donomidcHi peyoguHu: OEH3ATKOHIIO XJTOPUM; CIIUPT IOJTiBiHiIOBUH; HATPIil0 XJIOPUI; HATPIilO IUTPAT;
KNUCJIOTa IUMOHHA, MOHOTriApaTt; 1 M po34uH HaTpito rigpokcuny/ 25 % po34uH KUCIIOTU
XJIOPUCTOBOAHEBOI (151 Kopekii pH); Boma mns iH’€KIi.

Jlikapcbka ¢popma. Kpanmi ouni, po3uuH.

OcHosHi (pi3uko-ximiuHi 81acmugocmi: PO3YMH MIPO30PUH, 37IeTKa KOBTHM, HE OiIbIl
3abapBnenui 3a etanoH GY3, 6e3 BUOUMUX YACTHHOK.

®apmakoTepaneBTHYHA rpyma. [[poTUrIaykKoMHi Ta MioTruHi 3acobu. Kog ATX SO1E A05.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

BpuUMOHIgUH € aroHiCTOM a-2-agpeHepriyHoro penentopa. CropigHeHICTh OPUMOHIAUHY 3 a-2-
agpeHepriunumu petienitopamu y 1000 pa3iB Ginbiza mopiBHSHO 3i cIOpifHEHICTIO 3 a-1-
agpeHepriuHuMU pellenTopaMu. 3aBAsSKY IboMy OpMMOHIOWH IPU3BOOUTD OO0 BiICyTHOCTI Migpia3y Ta
Ba30KOHCTPUKI[IM B MIKPOCYAVHAX, II0B'I3aHUX 3 KCEHOT€HHUMU TPaHCIIJIaHTaTaMU JII0ChKOT0
peTuHy.

BpuMoHiguHYy TapTpaT micis BBeJEeHHS y KOH IOHKTUBA/IbHUY MIIIOK 3HUXKY€E BHYTPIIIHBOOYHUM
TUCK, MiHiMasbHO BIJIMBaIOUM Ha PoOOTY CeplieBO-CYAUHHOI CUCTEMH i OpraHiB AUXaHHS.

OOMexeHi JaHi Mpo 3aCTOCyBaHHS IIperapary malieHTaM i3 6poHXiaTbHOIO aCTMOIO0 He MifTBepPAnuIN
BUHUKHEHHS OOIYHUX PeaKIlil.



BpuMoHiOUH XapaKTepPU3YETHCS MIBUAKUM IIOYATKOM [il, a HOT0 MaKCUMallbHa TilOTeH3WBHA [is
HacCTa€ yepes 2 TOOUHM ITiCd 3aCTOCYBaHHSA. Y ABOX KIIIHIYHUX AOCHIAXKEHHAX, IPOBEIEHUX
IIPOTSITOM POKY, OPUMOHIOWH 3HU3UB BHYTPIIIHROOUHHUHN TUCK IPUOIU3HO HA 4—6 MM PTYTHOTO
CTOBIIA.

3rigHo 3 GmoopoHOTOMETPUYHNMHU JOCTIIXKEHHSIMH Ha TBapHHAaX i 3a y4acTio HOOPOBOJIBIIIB,
OpUMOHIOMHY TapTpaT IIPOSIBIISE MOABIMHUYN MexaHi3M mil. IMOBipHO, OPUMOHITUH 3HUXKYE
BHYTPIITHbOOYHUM TUCK LIISXOM 3MeHIIeHHS CUHTE3y BHYTPILIHbOOYHOI PigUHY i TOCUIEHHS
YBEOCKJIEPAJIbHOT O BiITOKY.

Kniniyni mocmifgkeHHS MigTBEPAKYIOTE, 110 OpUMOHIINH MOoXKHa e(eKTUBHO KOMOiHyBaTuCs 3 GeTa-
ampeHo6I0KaTOpaMu AJIst MiCIIeBOT0 3aCTOCYBaHHS. KOPOTKOCTPOKOBI KITiHiUHI HOCTiAXEHHS
HiTBEPIXKYIOTh TAKOXK, 1110 OPUMOHIINH YUHUTE iCTOTHY K/TiHIYHY afUTUBHY [il0 Y IOEOHAHHI 3
TPABOIIPOCTOM (6 TMKHIB) i TaTaHOIIPOCTOM (3 MicAIi).

dapmakokiHemuxka.

[Ticns 10 gHiB BBeOeHHS Y KOH IOHKTUBaMIbHUY Milllok 0,2 % po3uuny 2 pa3u Ha go0y crocTepiraaacs
HU3bKa KOHIIeHTpallisi 6puMoHiguny B mna3mi (C,,, cTaHoBua B cepepabomy 0,06 HT/MIT).

[Ticns 6araTopa3oBOro 3aCTOCYBaHHS Mpenapaty (2 pa3u Ha go0y mpoTsiroM 10 gHiB) 3adikcoBaHo
HeBeJIMKY KyMYJIALilo IIpernapaTy B KpoBi. [11oia mig KprBo0 «Ij1a3M0Ba KOHLIEHTpalii—4ac»
npotarom 12 rogus npu craunioHapaoMy crasi (AUC, ;) cTaHoBuIa 0,31 Hr ron/mil MOPiBHAHO 3
0,23 Hr roa/MI micns BBeAeHHS mepiuol no3u. CepenHill mepion HaliBBUBEIEHHS i3 3arajbHOTO
KPOBOOOITy Iicysi MicIIeBOTO 3aCTOCYBaHHS IIperapaTy CTAHOBUB MPUOIN3HO 3 TOIHUHU.

3B’a3yBaHHs OpUMOHITUHY 3 GiTKaMU IJIa3MHU IiCJIS MiCIIeBOT'0 BBeIeHHSI CTAHOBUTL MPUOIN3HO 29
%.

YV TkaHMHax oKa OPUMOHIIMH 000POTHO 3B’I3YETHCS 3 MeJIaHiHOM in vitro Ta in vivo. Ilicnis gBox
TUXKHIB 3aCTOCYBaHHS B OKO KOHIIEHTpAallil OpUMOHIAWHY ¥ paiifyKHili 000JI0HI, Bil4acTOMYy Tifi i
CymuHHiM/ciT9acTiit o6onoHmi Oyna y 3-17 pasiB 6inblma, HiXK MiciIs OMHOKPATHOI J03u. Y pasi
BIICYyTHOCTI MeJlaHIHy HaKONIUYEHHS He CIIOCTePIraeThCA.

3HaueHHs 3B’sI3yBaHHS 3 MeJlaHIHOM He 3’sicoBaHe. [IpoTe GioMikpocKomiuHe [OCTigKeHHS
TAIiE€HTIB, IKi OTpUMYyBaiu OPUMOHIIUHY TapTpaT B KPAIIX OYHUX 70 1 POKY, He IT0Ka3aso
HasIBHOCTI OyIb-SIKUX CYTTEBUX IMOOIYHUX peakiiii 3 60Ky opraHiB 30py. Y MaBII, SKi OTpUMyBau
103", 110 Tpubnu3Ho y 4 pasu epeBUlllyBalu PeKOMeHI0BaHy 003y OpMMOHIINHY TapTpaTy, He 0yIio0
BUSBJIEHO 3HAYHOI OYHOI TOKCUYHOCTI.

Y mioguHYU OPUMOHITKWH 000Ope BCMOKTYETHCS i3 IIIYHKOBO-KUIIKOBOTO TPAKTY Ta IIBUOKO BUBOOUTLCS
IiCyIs IepopaIbHOro NpUioMy. 3HaYHa YacTHHA [03U (mpubau3Ho 75 %) BUBOOUTHCS 3 CEUEI0 ¥
BUTISAI MeTa0oJIiTiB 3a 5 OHIB; He MOBeNeHO HasIBHICTh HE3MIiHEHOI0 IpernapaTty y cedi. Pe3ynbraTu
OOCIiZKEeHb iN Vitro, SKi TPOBOJUININCS 3 BUKOPUCTAHHSIM TBAPUHHOI Ta JIIOJCHKOI IIeYiHKY, CBiTYaTh
PO Te, 110 Horo MeTabomi3M 3yMOBIEHUM IIepPEBaXKHO albAerifoKCUIa3010 Ta IUTOXpoMoM P450.
BBaxka€eThCs, 110 CHCTEMHEe BUBEOEHHS 30e0iIbIIoro 3yMOBIEHO IeYiHKOBUM MeTab0Ii3MOM.

Kinetnunuit npodins.

He BUsiBNIeHi CyTTEBI BifXuieHHS Bifl MPOMOPLIKHOI 3a/Ie2KHOCTI MiX 103010 OPUMOHIKHY,
MaKCUMaJIbHOI0 KOHIIEHTpali€e y nna3mi kposi C,,, i AUC micnis pa30BOro BBeeHHS JIIKapChKOT 0
3aco6y B KoHueHTpatii 0,08 %, 0,2 % i 0,5 % BigmoBigHO.



[NalieHTH JiTHHOT'O BiKYV.

Cpax AUC i mepion HamiBBUBeeHHSI OPUMOHIWHY TIiC/IS OGHOPA30BO1 103U IOKIOHI y HallieHTiB
JIITHBOTO BIiKY (Bif 65 pOKiB) i B MONOALINX MMAlli€EHTIB, III0 BKa3y€ Ha Te, IO BiK He BIJIMBAE Ha MOTO
cucteMHy abcop01ito Ta enimiHallilo mpemapary.

KrniniyHi gocnifxeHHs, SKi TpuBaau 3 MICAIL, 3a Y4aCTIO [TALli€HTIB JIITHHOTO BiKy MiATBEPOUIH, LI0
3arayibHui BIJIMB OpUMOHIOUHY OYB OyKe He3HAaUHUM.

Kniniuni xapaKTepuUCTHKH.
Iloka3zaHHA.

3HUXKEHHS MigBUIIEHOT0 BHYTPIMIHH00YHOT0 TUCKY Yy NallieHTiB i3 BiIKPUTOKYTOBOIO IIIayKOMOI0 abo
IiABUIIIEHUM OYHUM THCKOM:

- SK MOHOTEpaIIis y po3i, KoK MiciieBe 3aCTOCyBaHHS O6eTa-0710KaTOpiB MPOTUIIOKA3aHO;

- y cknami koMOiHOBaHOI Teparlii 3 iHIIMMY JTiKapChbKUMU 3aco06aMu, 110 3HUKYIOTh BHYTPIIIHbOOYHUM
THUCK, SKII0 3HUKEHHS THCKY IIPU 3aCTOCYBaHHi IIMX IperapaTiB HEJOCTaTHE.

IIpomunoka3aHHsA.
- TligBuilleHa YyTNHBICTh [0 OPMMOHIINHY TapTpaTy abo [0 iHIIKX KOMIIOHEHTIB IIperapary.
- Jutsad4in BiK.

- IIpwuitom inribiTopiB MoHOamiHOKcHma3u (MAQ), aHTUOENPECAHTIB, 10 BIJIMBAIOTh Ha
HOpaJpeHepriuny nepegaydy (Hanpukiag TPULUKIIYHUX aHTUEIIpeCaHiB, MiaHCEPUHY).

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

[Tpenapat mpoTUIIOKa3aHUM NalliEHTaM, SKi IPOXOASTH JIIKYBaHHS i3 3aCTOCYBaHHSIM iHTiOiTOPIB
MAQO, i nanieHTaM, IKi IpUUMalOTh aHTUAEIIPECaHTH, 110 BIIJIMBAOTh Ha HOpPagpeHepriyHy rnepenaydy
(ToOTO TPUIMKIIYHI aHTUIEIPECAHTH i MiaHCEePHH).

Xoua crenudivHi mocmimKeHHS B3aEMOIii OpUMOHIOUHY 3 JTiIKapCbKUMHU 3aco0aMu He IIPOBOMUIIH,
CJIiT BpaXOBYBaTH MOXKJIMBICTb ITOCUIEHHS e(PeKTY JikapChKuX 3aco0iB, 110 MPUTHIUYIOTh IIEHTPaIbHY
HepBoBy cucteMy (IITHC) (ankoromns, 6apbiTypaTH, ommiaTH, celaTUBHi mpemnapaTtu abo aHEeCTETUKH).

Crig 3 o6epexkHiCTIO MpU3HAYATH IperapaT HallieHTaM, sKi IpUUMaloTh JTiIKapchKi 3aco0u, 110
MOXKYTb BIIUBATH Ha MeTab01i3M aMiHiB Ta IX PO3IOAiN y CYAUHHOMY PYCJli (HampuKiag
XJIOpPIIpOMa3suH, MeTu(deHifaT, pe3epIin).

[Ticns 3acTocyBaHHS OPUMOHIANHY Y OesKUX MallieHTiB CIIOCTepiranocs 3HUKEHHS apTepialbHOTO
TUCKY, IKe He MaJlo KJIiHiYHOT0 3HaueHHs. 3 00epekHICTIO CTiff MpHU3HadYaTH TillOTeH3UBHI JTiKapChKi
3aco0u i cepIieBi IIiKO3uOH.



Cnipg OyTu 06epeKHUMH, 3aCTOCOBYIOYM OPUMOHITUH OHOYACHO 3 aHTUTINEePTeH3UBHUMU
mpernapaTamu i/abo cepiieBUMHU TTiKo3ugaMu. PeKoMeHnoBaHO O0yTr 00epe:kHUMHU Ha IOYaTKy
nikyBaHHs (@60 mpu 30inbIIeHH] 103U mpenapary) mig 4ac KoMOiHOBAHOI Teparil i3 CUCTeMHUMU
3acobaMu (He3asexkHO Bif ixHbOI hapMalleBTUYHOI POpPMH), 1110 MOKYTh BUKIUKATH B3aEMOIi0 3
aromicramu anbda-afpeHopenenTopiB abo BIIMBATH Ha IXHIO e(peKTUBHICTh, TOOTO aroHicramMmu abo
aHTaroHiCTaMu agpeHOpeleNnTopiB (HanpUKila i30IpeHatis, Ipa303uH).

Oco06.1ueocmi 3acmocyeaHHsi.

Crnip 3 06epeXHiCTIO 3aCTOCOBYBATH TIpemnapar IallieHTaM i3 3arocTpeHrM abo HecTabiTbHUM i
HEKOHTPOJIbOBAHUM 3aXBOPIOBAHHSIM CUCTEMHU KPOBOOOiry. Y meskux matieHTiB (12,7 %) B xomi
KJTIHIYHUX HOCHigKeHb Oynu 3abikcoBaHi BUMIAAKK peakllii rinepuyTIUBOCTI B HiNIAHLI O4Yel micis
npuiioMy OpUMOHIIUHY.

Y pasi BUHUKHEHHS aJepriuHuX peakliil CIiff IPUIUHUTH 3aCTOCYBaHHSA OPUMOHIAUHY.

BimsHavanucs yoBibHEHI peakllil rinep4yTIUBOCTI, II0B’s13aHi 3 0YKMMa, MiC/Is 3aCTOCYBaHHS
OpuUMOHIgUHY, fesiKi 3 HUX OyJIM IOB’sg3aHi i3 pOCTOM BHYTPIIIHBOOYHOTO TUCKY.

Crnip 3 06epeXHiCTI0 3aCTOCOBYBATH IIpemnaparT MHallieHTaM i3 Ienpecielo, HeIoCTaTHICTIO MO3KOBOTO
KPOBOOOITy Ta KOPOHAPHOIO HEIOCTATHICTIO, CUHIPOMOM PeliHO, OPTOCTAaTUYHOIO TilOTeH3i€l0 Ta
o0miTepyounM TpoMOaHTiiTOM.

BrnuB nmikapchKoro 3aco0y Ha Mallie€HTiB i3 Me4iHKoBO0 a00 HUPKOBOIO HEJOCTATHICTIO He
MOCTiAKyBaBCsI, TOMY CJIifi 0yTu 06epeKHUM IIPU 3aCTOCYBaHHI 3aco0y IallieHTaM i3 BigmoBiIHUMHU
3aXBOPIOBAHHSIMM.

KoHcepBaHT, 1110 BXOTUTD OO0 CKJIaAy JTiKapChKOTO IIpemapaTy, 0eH3aIKOHiI0 XJI0pU, MOXKe
BUK/IMKATH [TOIpa3HEHHS 04el, TOMY CJIifi YHUKATU KOHTAKTy [IpenapaTy 3 M'SKUMU KOHTaKTHUMU
nmin3amMu. HeoOXxigHO 3HATH KOHTAKTHI JIiH3Y Iepe[l 3aKallyBaHHSM JIiKapChbKOT0 Ipenapary i
3ayeKarTy IoHaliMeHIIe 15 XBUIKH Nlepef X TOBTOPHUM BUKOPUCTAaHHSIM. Pe4oBuHa MoXKe
BUKJIUKATU 3MiHY KOJIbOPY M’'IKUX KOHTAKTHUX JIIH3.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.

HocnimxeHHS 3 6e3MeKK 3aCTOCYBaHHS OPMMOHIINHY TapTpaTy BariTHUM XKiHKaM He IPOBOOUIH. Y
nepiofn BariTHOCTi ab0 rogyBaHHS TPYANI0 IIpelaparT CJIifi 3aCTOCOBYBATH TiJIbKU TOMi, KOJIX
O4iKyBaHa KOPUCTb IJI51 KiHKU 3HAYHO MTePEBUILYE MOTEHIIIHNE PU3UK AT 110fa ab0 JUTHHMU.

Y pasi Heo6xigHOCTI 3aCTOCYBaHHS MpemnapaTy Clif IPUIUHUTYA TOTYBaHHS IPYAIIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aeBmompaHcnopmom abo
[HWUMU MeXaHi3Mamu.

BpuMoHiguH MOXKe BUKJIMKATH BiIUyTTsS BTOMHU i/a00 COHIMBOCTI, SIKi MOXKYTb BIIJIMBATH Ha 3[aTHICTh
KepyBaTH TPAHCIOPTHUMHM 3acobaMu Ta iHIIMMU MeXaHi3aMaMu. BPUMOHITUH MOXKe TaK0X



IPU3BOIUTH [I0 ITOPYIIEHHS TOCTPOTH 30pY i/ab0 moTipiiieHHs 30pY, 0 MOXKe MePemKoaXKaTi
3MATHOCTI KepyBaTH TPAHCIIOPTHUMHU 3aco6aMu Ta 006C/TyrOByBaTH MeXaHi3Mu, 0c06IuBO BHOYI abo
IIpU 3MEHILIEeHOMY OCBiT/IeHH]. [IallieHT MOBUHEH MOYeKaTH [0 3HUKHEHHS LIUX CUMIITOMIB, IIePII HiX
KepyBaTH TPAHCIOPTHUM 3ac000M a00 06CITyTrOBYBaTH iHIIN MeXaHi3MHu.

Cnoci6 3acmocyeaHHss ma do3u.
3acmocysaHHAa 00pocAuM, BKAKUAIOYU NAUIEHMIB AIMHBLO20 BIKY.

PekoMeHyeThCST 3aCTOCYBaHHS 1 Kpari mikapchKoro 3acody y xBope oko (o4i) 2 pa3u Ha
o0y 3 inTepBanioM npubau3HO 12 roguH. [ Nali€eHTiB JTiTHHOTO BiKy
KOPUTYBaHHSA 103U He MOTPiOHO.

4K i pasi 3acTocyBaHHS OyAb-IKUX iHIINX OYHUX Kpallellb, A7 3HUKEeHHS UMOBIPHOCTI
IIPOHUKHEHHS OPUMOHIIMHY B KPOBOHOCHY i JTiMpaTUYHY CUCTEMY, Bimpa3sy micis
3aKalyBaHHS JIIKapChKOT0 3aC00y PEKOMEHOYEThCS IPUTUCHYTH i yTpUMYBaTH 1 XBUIUHY
CIi3HMM MIIIOK Ha BHYTPIIIHbOMY KYTi OKa (HaTHUCKaHHS Cli3HOI Touku). Lfo mito crmif
BUKOHYBATH Biipa3y MiC/sl BBeIEHHS KOXKHOI KpaIlJi.

Y pasi 3acTocyBaHHS OiJbII Hi’K OOHOTO 0 TaIbMOJIOTiYHOTO JIiIKapChKOT'0 3aC00y OIS
MiCIIEBOTO 3aCTOCYBaHHSI PEKOMEHI0BaHO JOTPUMYBATHUCS IEPEPBU MiXK 1X 3aCTOCYBaHHAM
He MEHIN HiX 5-15 XBuuH.

3acmocysaHHA Npu NOpyweHHI GYHKYIl HUPOK ma NeviHKU.

He mpoBomuIncs OOCTiIXKeHHS 3aCTOCYBaHHS JIiIKapChKOTo 3aco0y mallieHTam i3
OPYIIEeHHAMY (QYHKII] mediHKu abo HUPOK.

Himu.

Beamneka Ta e(eKTHBHICTb 3aCTOCYBaHHSI OPMMOHIOUHY [iTSM He BCTAHOBIIEHI.

Ilepedo3yeanHns.
ITepedo3ysaHHA npu 88e0eHHI 8 0KO (Oopocai).

B oTpuMaHUX MOBiJOMJIEHHSAX 3a3BUYall 3a3Havyasiocs IIPO BUMAAKH, IKi BxkKe Oyu omucaHi
SIK T00iYHi eheKTH.

CucmemHe nepedo3yB8aHHA BHACAI00K 8UNAOKOB020 NPOKOoB8MYyBaHHA (0opoci).

IcHyI0Th 00OMeXeHi laHi Tpo BUITaAKOBE 3aCTOCYBAHHS BCEPEIUHY OPUMOHIOUHY ITOPOCIMMU
nanieHTaMu. €OUHOI0 MOOIYHOI0 Ai€l0, PO IKY MOBiIOMIIANOCS, OyJI0 3HUKEHHS apTepialbHOTO0
TUCKY. ITicnsa 3adikcoBaHOTO eni3ony 3HMKEHHS apTepiaTbHOT0 TUCKY BUHUKIIA «BigOuTa»
rinepreHsis.



JIiKyBaHHS [1IepOPasIbHOTO Iepefo3yBaHHs BKIIOYAE MIATPUMYIOYY Teparlito 1
CHMIITOMATUYHE JIiKyBaHHS; HeoOXigHO 3a0e3Meyn Ty IPOXiMHICTh OUXaIbHUX LIJIIXiB
mallieHTa.

[ToBigoMIIsiIOCS PO IIepefo3yBaHHS iHIIMMHU ajib(a-2-arOHICTaMH, SKi CIPUYUHSIN TaKi CUMIITOMH,
SIK apTepiasibHa TiOTeH3is, acTeHis1, OII0BaHHS, JIeTapris, cefallis, OpaguKapmis, apuTMis, Mio3,
arHoe, TiMOTOHIsA, TiMoTepPMis, AuxalibHa HEJOCTATHICTh Ta CYIOMH.

ITepedo3ysaHHsA Npu Micuesomy 3acmocys8aHHi ma cucmemMHe nepedo3y8aHHs Npu 8UNAOKOBOMY
nputiomi scepedeny (y dimeti).

[ToBimomusiniocst IPO cepiio3Hi MobiuHi eeKTy mics BUIagKOBOT0 3aCTOCYBaHHS IIpenaparTy OiTbMHU.

CnocTepiranyu Taki CHMIITOMHU TIepefo3yBaHHS OPUMOHIIMHOM, K anHoe, OpafiuKap/is, KoMa,
apTepianbHa TiMnoTeH3is, rinoTepMis, TinoToHis, meTapris, 6iga mKipa, AuxXaibHa HEOOCTATHICTD,
COHJIUBICTE, fIKi 3apikCOBaHi y HOBOHaPOAKEHNX, HEMOBJIAT Ta HiTed, IKi OTPUMyBaJId OYHUYN PO3UYUH
OpUMOHIgUHY (0,1-0,2 %) gK CKIamoBY JIiKyBaHHS BPOAXKEHOI rITayKoMU ab0 Py BUIIAZKOBOMY
TIOTPAIISHHI OPUMOHIIVHY BCEpenuHY.

Hesiki 3 uux cUMITOMIB TOTpPebyBaIy iIHTEHCUBHOI Teparii 3 iHTy6anieto. Yci mauieHTy moBHICTIO
ONy2KyBaJli IIPOTATrOM 6-24 roguH.

IIob6iuHi peakuii.

Haituacrime BUHUKAIOTH (Y 22-25 % manieHTiB) Taki mobiuHi peakiril SIK CyXiCTb CIIM30BOI 000JIOHKH
POTOBOI IOPOXKHKHH, TillepeMis KOH IOHKTUBHU Ta BiIUyTTS MEYiHHS/TIOKOJIIOBAHHS o4eil. 3a3HaueHi
CHMIITOMU 3a3BHYal MalOTh TUMUYaCOBUY XapaKTep i He BUMaraloTh IPUNNHEHHS JTiKyBaHHS.

CuMITOMU ajieprivHuX peakiliii 3 60Ky ouelt 3yctpivanucsa y 12,7 % nauieHTis, siki 6panu y4acTs y
KJTiHIYHUX pocimxkeHHsax (11,5 % nauieHTiB IPUIMHUIIN y4acThb B focrigxkenHi). Taki peakiiii B
OiBIIOCTI BUTIAMKiB BUHUKANM MiXK 3-M i 9-M MicsAsiMU JiKyBaHHS.

B KOXHill HUXKYeHaBefleHiil rpyni HebaXKaHi gBUIla BU3HAYEHO y TTOPSIOKY 3MEHIIEHHS IXHbOI
TSKKOCTi. YacToTa BUHUKHEHHS 1M00iYHUX e(eKTiB KInacudikyeThCss TaKUM YHHOM: OyXKe
yacto (* 1/10); gacto (Bim =1/100 mo <1/10); HewacTo (< 1/100); pinko (Bim =1/1000 mo
<1/100); oyxe pigko (<1/10000); HeBimoMo (dacToTa He MOxKe OyTH OlliHeHa 3a HasBHUMU JaHUMHU).

3 6oky iMyHHOI cucmemu: He4aCTO - CUCTEMHI aJlepriuHi peaxiiii.
3 6oky ncuxiku: He4acTo - JeNpecis; Ayxke pigko - 6e3COHHS.

3 60Ky Hepeosoi cucmeMu: myXke 4acTo - TOJIOBHUY 6iflb, COHIMBICTE; YACTO - 3allaMOPOYEHHS,
IIOPYIIEHHSA CMaKy; OyXe PigKo - BTpaTa CBifOMOCTI.

3 60Ky Op2aHie 30py: myxe 4acTo - MOAPA3HEHHs oYel (rinepeMist KOH' IOHKTHUBH, BiTUyTTS MeUiHHS
i moxomoBaHHS, cBepOiXkK, (HOMiKyIH03 KOH IOHKTHBHU, BiTYyTTS CTOPOHHBLOTO Tijla), 3HUKEHHS
TOCTPOTH 30Dy - aJlepriyHe 3alajleHHs MMOBIK i KOH IOHKTUBIT, ajlepriyHe 3amnajieHHs KOH IOHKTUBH,
aJieprivHi peaxilil B OiNAHIL o4ell 1 PomiKynIpHUN KOH IOHKTUBIT; YacTO - MiCIleBe I0gPa3HEeHHS
(HaOpsIK i MOYEepPBOHIHHS MOBIK, 3amaJieHHs KPaiB MOBiK, HAOpSIK KOH'IOHKTUB i HasIBHICTh BUIIJIEHB i3
KOH IOHKTHBaJIbHOT'O MilllKa, 6i/ib B 04ax i cibo3oTeda), GOTOYYTIUBICTh, IOMIKOAXKEHHS i 3MiHa



KOJIBOPY EITiTesTii0 POTiBKHU, CyXiCTh O4Yel, 3HeOapBIeHHS KOH IOHKTHBHU, IIOPYLIEHHS 30DY,
KOH IOHKTHUBIT; IyKe PifKO - 3amajieHHs paluayKHOI 000JI0HKHY, 3BYKEHHS 3iHUIb.

3 60Ky cepus: HEBIZOMO - apuTMis (y ToMy uucii 6pagukapmis i Taxikapmis).
3 60Ky cyOuH: oyXkKe PIOKO - TinepTeH3id, apTepiaiibHa TinoTeH3id.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI KaimKu ma cepedoCmiHHA: 9aCTO - CUMIITOMH 3 GOKY
BEPXHIX IUXaJIbHUX LIUISXiB; HEYACTO - CYXiCTh CJIM30BOI 0O0JIOHKM HOCA; PiKO - 3a[IUIIKa.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: myxke 9acTo - CyXiCTh CIM30BOi 060JI0HKY POTOBOI
TIOPOXKHUHY; YaCTO - IITYHKOBO-KHUIIIKOBI PO37IaIy.

3azanvHi po3nadu ma po3nadu y micyi eee0eHHsA: myxe 4aCTo - BTOMA; YacTo - CJIa0KiCTh (acTeHis).

Huxue HaBemeHo noOiuHi edekTH, sIKi criocTepirany mif 4ac MoCTMapKeTUHTOBOI'0 3aCTOCYBaHHS
OpUMOHIOWHY TapTpaTy y BUTJISAMI PO3UYUHY OUHUX Kpanesb. 3BiTHM 3aCHOBaHi Ha JOOPOBITbBHUX
IIOBiIOMJIEHHSX Bif HEBiOMOI KiJTbKOCTi IallieHTiB, TOMy HEMOXKJIMBO OLIHUTU YaCTOTY iX
BUHUKHEHHS.

3 60Ky opaaHie 30py: 3amaneHHs palayKHOI 000JI0HKY i BIHKOBOTO TiNla (3amayieHHsT CyIUHHOI
000JI0HKY TIEPENHBOT0 CETMEHTa OKa); CBepOixkK MOBIK.

3 6oky wkipu ma nidwKipHUX MKAHUH: IKipHi peakilii, BK/II0oYayu eputeMy, HaOpsk o6muyys,
cBepbixK, BUCUIIaHHS i PO3IIMPEHHSI KPOBOHOCHUX CYOUH (Ba30dMIaTallilo).

Y HOBOHApPOAXKEHUX i HEMOBJISAT, KX €JIEMEeHTOM Tepallii BpO[XKeHO]1 TJlayKoMu 0yJI0 3aCTOCYBaHHS
OpUMOHIOUHY, CIIOCTepPirasucs CUMITOMYU MOTO ITepPefo3yBaHHs, TakKi K BTpaTa CBiOMOCTi, IeTapris,
COHJIMBICTB, 3HUKEHHS apTepialbHOT0 TUCKY, MISBICTh, OpaguKapmis, rimoTepMis, 1iano3, 6IimicTs,
3aTpUMKa JUXaHHS i amHoe.

Tepmin npudamHocmi. 2 POKH.

TepMiH IpUAATHOCTI IiCTIg MEePIIOTro BifKPUTTS dhIakoHa - 28 mHiB.

YMoBu 30epiranHsi.
30epiratu npu TeMiepartypi He Buite 25 °C.

36epiraté B HEOOCTYIHOMY IJIST OiTEH MiCIIi.

VYnaxoBka.

I[To 5 M1 y ¢y1aKoHi 3 KpaneabHUIIEI0 Ta KPUIKOIO; 1o 1 a6o 3, abo 6 (h1akoHIB B KAPTOHHIN
KOPOOIIi.



Kareropis Bigmycky. 3a perentom.

BupoOHHK.
BupobHuk, sikull gionosidae 3a sunyck cepii:

®apmacenekT IHTepHemHn bereniranra I'm6X.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
EpucT-Menxiop-I'acce 20, 1020 Bimens, ABCTpis.

Tenedon/dpaxc: 43 178603860/ 43 1786038620
EnexTponHa momra: regulatory@pharmaselect.com
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