IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OTIATAHOJI®

(OPATANOL"®)

Cknao:
0iroua pevosuHa: oyionaTafuH;
1 M1 po3unHy MiCTUTH oJionaTafguHy 1 Mr (y BUrisai rigpoxmopuny);

donomidicHi peyoguHu: GeH3aNKOHII0 XJIOPU[, HATPil0 XJIOPU[, HATPito rigpodocdaTt
IofeKarigpaT, KUCJIOTa XJIOPUCTOBOOHEBA Ta/ab0 HATpiio rigpokcun (s perynoBanHs pH),
BOJla OYUIIEHA.

Jlikapcbka ¢popmMa. Kparmri ouHi.

OcHo8HI (pi3uko-ximiuHi 81acmusocmi: CTEPUIIBHUN ITPO30PUHN PO3UMH Bifl 6630apBHOTO IO
CBITJIO- KOBTOTO KOJILOPY.

dapMaKoTepaneBTHYHA Irpyma.
3aco0u mjis 3acTocyBaHHS B odTanbMosorii. [I[poTuHaOpsSKOBi Ta aHTHAIEPriyHi 3aco0.

Kop ATX S01G X09.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

OrnonaTagyH € CUIbHOMiIIOYMM CEeJIeKTUBHUM MPOTHAIEPTiYHUM/aHTUTiICTaMiHHUM 3aco00M,
10 Ma€ AeKinbKa BUpaXXeHNX MeXaHi3MiB fil. BiH npoTuai€ BUBIIbHEHHIO TiCTaMiHy
(OCHOBHOTO MefiiaTopa aJepriyHol peakilil y /ofel) Ta 3anolirae cTuMyII0BaHHIO
IIPOAOYKYBaHHS LUTOKIHIB emiTeslialbHUMU KIIITUHAMU KOH IOHKTUBHU JIIOOUHY, sIKe 3yMOBJIEHE
rictaminoM. [laHi DOCTiAXKeHs in vitro cBim4aTh, 110 OpernaparT Ai€ Ha ONacCUCTi KIITUHYA KOH IOHKTUBU
JIIOAVHY, TPUTHIUYIOYY BUBIJIbHEHHS MeiaToOpiB 3ananeHHs. BigdHayanocs, 10 Miclese
odransMornoridee 3actocyBanHs npenapaty OITATAHOJI® y namuieHTiB 3i 36epekeH00 IPOXigHiCTIO
HOCOCJII3HOTO KaHally 3MeHIIy€ Ha3a/lbHi 03HAKX Ta CUMIITOMH, SIKi Y4aCTO CYIIPOBOAXKYIOTh CE30HHUM
ajlepriyHuii KOH IOHKTUBIT. [IpenapaT He CIpUYKHSE KITIHIYHO 3HAUYILIKUX 3MiH AlamMeTpa 3iHHUL.



IokmiHiYHi JaHi, OTPUMaHi IpU MPOBEeHHI CTaHOAPTHUX OOCHIIXKeHb 3 0e3IeKH,
dhapMakosorii, TOKCUYHOCTi IOBTOPHMX 03, TeHOTOKCUYHOCTI, MOCITiI2KeHb KaHIIePOTeHHOT 0
TIOTEHITialy Ta TOKCUYHOI'O BIJIUBY Ha PENPOAYKTUBHY (QYHKIIIO0, He MOKa3au 0yab-sIKOl
HeOe3NeKHu [ TIOANHH.

HocmigXeHHS Ha TBapHHAaX IMOKa3alyd 3aTPUMKY PO3BUTKY LYLEHAT IPHU iX TPYAHOMY BUTOOOBYBaHHi
caMKaMH, K1 OTpUMYyBaJli CUCTEMHI 034 OJIONIaTaA¥HYy B [03aX, 110 [IepeBUlllyBaja MaKCUMaJlbHy
PEKOMeHOO0BaHy A 0(PTaIbMOJIOTIYHOTO 3aCTOCYBaHHS MIOAuHI. OonaTaguH BUSIBISIBCS B MOJIOL
TOAYI0YUX IypiB MiCJIA IepopabHOr0 3aCTOCYBaHHS.

dapmaxkoKiHemuxka.

OnonaTaguH abcopOyeThCS CUCTEMHO, K i iHIIT MiKapchKi 3acobu Ojist MicIleBOTo
3acTocyBaHHs. OmHAK IIPY MiCIIeBOMY 3aCTOCYBaHHI OJI0MaTafuHy CUCTeMHa a0copOiIlis €
MiHIMAaJIbHOIO, & KOHILIEHTpAallis y IJIa3Mi KPOBl — B MeXaX HUXK4e PiBHA KiJIbKICHOTO
Bu3HaueHHd (< 0,5 ur/min) mo 1,3 ur/min. i koxierTpatil B 50—200 pasiB Huxyi, HiXK Ipu
TIepoparbHOMY 3aCTOCYBaHHi Ipemapary y 4o3aX, 110 Ko6pe IepeHoCThCS.

HocmimxeHHs 3 papMaKOKiHETUKY IIPU IIePOPaIbHOMY 3aCTOCYBaHHi ITOKa3aJH, 10 Imepion
HaliBBUBEIEHHS 0JI0IaTafUHY 3 IJIa3MU KPOBi MPUOIN3HO CTaHOBUTH 8—12 rogux, npenapaT
BMBOIMTHCS MMEPeBaXkHO HupKamu. [Tpubnuszuo 60—70 % mo3u Oy10 BUSBIEHO B CeYi y BUTISA/I
aKTUBHOI peYOBHHHU. [[Ba MeTaboiTH MOHO-TecMeTus Ta N-oKcuyp Oynu BUSBJIEHI ¥ cedi y
HUA3BKUX KOHIIEHTPALifX.

Ockinbku OJIOIIaTagyH BUBOOUTHECA 3 C€49€I0, TOJIOBHUM YHMHOM Y BI/IFHHI[i He3MiHeHOI aKTUBHOI
pedoBUHH, (papMaKOKiHETHKA 0JI0NaTaAuHy 3MiHIOETHCS NIPU NMOPYIIEHHSIX (PYHKI1 HUPOK, MiKOBi
KOHIIEHTpAIlil y M1a3Mi KPOBi y Halli€HTiB 3 TSXKKO0I HUPKOBOIO HEJOCTATHICTIO (CepenHil KilipeHc
KpeaTuHiny - 13 MJI/xB) y 2—3 pa3u BUIIl TOPiBHAHO 3 TAKMMHU Y 3[I0POBUX AOPOCIINX
no6poBonbliB. [Ipy mpoBeneHHI reMofianidy mamieHTaM IMicyisg IepopaabHOTo IPUHoMy
mpenaparty y no3i 10 Mr KoHIIeHTpallig oJionaTafXHy Yy I1a3Mi KpoBi Oya 3Ha4HO MEHINa y
IEeHb IPOBEeHHS reMofiiai3y, HiX y [JeHb, KOJIU BiH He IIPOBOAUBCSH, 1110 Ja€ IigcTaBy
IPUITYCTUTH, 10 BUBEOEHHS OJIONATaguHy BigOynIocs y mporeci remofmiamiay.

Y nopiBHANMBHUX OOCHTIOXKEHHAX 3 (apMaKOKiHETUKY NIPY ITepopasbHOMY IpuiioMi fo3u 10 Mr
MoyioguMu ocobaMu (cepepHii Bik - 21 pik) Ta ocobamu JIiTHROTO BiKy (CepenHiil BikK - 74 POKH)
Oynmb-sIKOI iCTOTHOI Pi3HUIN MiXK KOHILIEHTPAI[iIMH Y IIJIa3Mi, 3B’sI3yBaHHSIM 3 0iIKOM, BUBEIEHHSM 3
cedelo He3MiHEeHOI JTiKapChKOi PeYOBUHHU Ta MeTa0OIITiB He BUSBIIEHO.

Bynu nipoBepneHi focnigXKeHHs oonaTafuHy IIPU IepopalbHOMY 3aCTOCYBaHHI ITallieHTaM 3 TAXKKOH0
HUPKOBOIO HEJOCTATHICTIO0. Pe3ybTaTul CBigUaTh, IO ¥ Ii€l KaTeropil malieHTiB MOXKHA O4iKyBaTH
IesIKOI0 Mipolo BHIY KOHIIEHTpALIo y [1a3Mi Ipy 3acTocyBanHi npenapaty OITATAHOJI®. Ockineku
KOHIIEHTpAllil y M1a3Mi micisg MicieBoro oG TaabMONIOTiYHOT0 3aCTOCYBaHHS OJI0TIaTafuHy B

50—200 pasiB HMXKYi, HiK ITPU MePOPaSILHOMY 3aCTOCYBaHHI IIpenapary y mo3ax, 1o goope
IIEPEeHOCSTHCS, HeMa€e HeoOXimHOCTI KOpUTYBaTH OO3YBAHHS IS JIIOHe JIiTHHOTO BiKy Ta MAaIlieHTiB 3
NopylIeHHAMY GYHKIII HUPOK. MeTa0o1i3M y 1ediHIli He € TOJIOBHUM LIISXOM eliMiHallil Tpemnapary.
Tomy HeMae HeO0OXiTHOCTI B KOPEKIIil J03yBaHHS [JIs MAIli€HTIB 3 MOPYIIEHHIMU QYHKIII TeYiHKY.

KriniyHi xapaKTepHCTHKH.



IToxka3auns.

JIikyBaHHSI CE30HHUX aJIepPriYHUX KOH IOHKTUBITIB.

IIpomunoka3aHHsA.

[TigBuIieHa YyTIUBICTE [0 onomaTtafuHy abo Jo Oyab-sKOi JOIOMIiXKHOI pe4OBUHY IIperapary.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodili.
Tocrnigxens B3aeMofii npenapaty OITATAHOJI® 3 iHmmMu JTiKapChKUME 3aC00aMH He IPOBOIMIIH.

HocnimkeHHS in vitro moka3au, 110 olomaTaguH He MPUTHIYYe MeTabomiuHi peakiril
iopepmenTiB 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 ta 3A4 unutoxpomy P450. Ii pesynbratu
CBig4YaTh IIPO Te, IO OJIOTIaTafUH He CIPUUYMHSE MeTa0o0liuHOl B3a€MOil 3 iHITUMHU
aKTUBHUMMU PEYOBHHAMHU Y Pa3i IX CyIyTHHOT'O 3aCTOCYBaHHS.

Ocob 1ueocmi 3acmocyeaHHsi.

OTTIATAHOJI® € npoTHaneprivyHyM/aHTUTiCTaMiHHAM 3aC000M, 1[0 3aCTOCOBYETHCS MICIEBO,
asne abcopOyeThcs cucteMHO. [Ipu Oyab-IKUX 03HAKaX CepPHO3HUX peakiliii abo migBUIIEeHiH
YYTJIUBOCTI CJIil IPUIIMHUTYU 3aCTOCYBaHHS IIperapary.

OITATAHOJI® MicTuTh GeH3aIKOHIIO XJIOPH, SKUI MOXKe CIPHYMHUTH NI0APa3HEeHHS OKa.

[ToBimoMIgOCs TaKOXK, 1110 0€H3AIKOHII0 XJIOPUA MOXKe CIPUYMHUTH TOYKOBY KEpaTOIaTiio
Ta/ab0 TOKCUYHY BUPa3KOBY KepaTomaTito. Citifi yBaxKHO CIIOCTEPIiraTH 3a IMallieHTaMu 3
CHHIPOMOM CYXOT0 OKa a00 VIITKOIXKEeHHSIMHU POTiBKH, sKi 4acTo a00 BIIPOIOBK TPUBAJIOTO
Yacy BUKOPHCTOBYIOTH IIpernapar.

KoHTakKTHI IiH31

BeH3ankoHio XJIOPU[, IK BiToMO, MOXe 3He0apB/II0BaTh KOHTAKTHI JTiH3u. CIifl yHUKaTH
KOHTAKTy 3 M'IKMMHU KOHTAKTHUMHU JliH3aMu. [lallieHTiB CIif mpoiHpOopMyBaTH PO Te, LI0
mepeq 3aCTOCYBaHHSM IpenapaTy HeoOXigHO 3HATH KOHTAKTHI JIiH3Y Ta 3aYeKaTu
IIOHa¥MeHIle 15 XBUNIKH ITiC/Is 3aKallyBaHHA i JIUIlle TOLL 3HOBY OOATHYTU KOHTAKTHI JIIH3U.

3acmocysaHHA y nepiod sazimHocmi a6o 200y8aHHs 2py00to.
BariTHicTb

aHi 1010 0pTamTbMOIOTIYHOTO 3aCTOCYBAHHS OJI0MAaTafANHY BariTHUM XKiHKaM BigCyTHi abo
iX KinmpKicTh oOMexkeHa. [ToCIimKeHHST Ha TBapUHAaX BUSIBUIN PEIIPOOYKTUBHY TOKCUYHICTD
IIiC/I CUCTEMHOI'0 3aCTOCYBaHHS (AuB. po3ain «®apMaKOoIOTidHi BMaCTUBOCTI»). OomaTagud



HEe PEKOMEHIYEThCS 3aCTOCOBYBATH BaTiTHUM Ta XKiHKaM PEeIPONYKTUBHOTO BiKy, SIKi He
3aCTOCOBYIOTh KOHTPAIENTHBHI 3aCO0H.

['onyBaHHA TPYOOI0

IocmigXXeHHS Ha TBapyHAaX II0Ka3ay, 110 OJI0NlaTaguH IPOHUKAE ¥ TPYAHE MOJIOKO MiCIs
IIepopPasIbHOT0 3aCTOCYBaHHS (geTanbHO AUB. «PapMaKoJIOriyHi BIacTUBOCTI»). He MoXKHa
BUKJIIOYATU PU3HKK [JI1 HOBOHAPOMAXKEHUX/OITEN IPYAHOrO BIKY. OITATAHOJI® e crnin
3aCTOCOBYBATH y IIepiof rogyBaHHS IPYALo.

PenponykTuBHa GVHKIII

IlocnipKeHb BIJIMBY Ol0NaTafuHy Ha PENPOOYKTUBHY (DYHKIIIIO TIOOUHY IiC/IS MiCLIEBOTO
0 TanbMOJIOTIYHOTO 3aCTOCYBaHHS HE IIPOBOIUIIN.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

OITIATAHOJI® He mae a0 Ma€ He3HAUHUI BIJIMB Ha 3[ATHICTb KEPYBATH aBTOTPAHCIOPTOM
Ta IHIIMMU MexaHi3MaMHu. fIK i mpu 3acToCyBaHHI 6yOb-IKUX OYHUX Kpaleb, TAMYaCOBE
3aTyMaHeHHs 30py abo iHIIi MopyIeHHS 30py MOXKYTh BIJIMBATH Ha 3[aTHICTh KEPyBaTH
dBTOTPAHCIIOPTOM abo IIPpanoBaATH 3 iHmMMMY MexaHi3MaMH. ﬂKH.IO 3aTYMaHEHHS 30Dy BUHHUKAE I'IiJI
yac 3aKanyBaHHS, MMallieHTy HeoOXiIHO 3aYeKaTH, TIOKY 3ip MPOSICHUTLCS, MEePII HiXK KepyBaTu
aBTOTPAHCIIOPTOM abo IpalfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.
Tinbku A7 0 TaIbMOIOTIYHOT0 3aCTOCYBaHHS.

Y KOH'IOHKTHBaJIbHUU MIIIOK ypazkeHOoro OKa (04eii) Clif 3akanyBaTu 10 1 Kparii npemnapary
OTIATAHOIJI® gBa pasu Ha o0y (3 iHTepBanoM y 8 TOOMH). Y pa3i HeoOXimHOCTI TiKyBaHHS MOXKe
TPUBaTHU A0 4-X MicsLiB.

3aCTOCyBaHHA IallieHTaM JIiTHbOTO BiKY.
HeMmae HeoOxiIHOCTI y KOpUTyBaHHI J03yBaHHS [ 1Ii€l KaTeropii maiieHTiB.

3aCTOCYBaHHA OIiTAM Ta MiIJIiTKaM.

OTIATAHOJI® MokHa 3aCTOCOBYBAaTH y HeiaTpHUYHii IPaKTHI JiTSM BIKOM Bifl 3 POKIB y TOMY X
Mo3yBaHHi, o i gopocnuM. Besneka Ta epeKTUBHICTL 3acToCcyBaHHs npenapaTy OITATAHOJI® mitam
BiKOM 10 3 POKiB He BUBUYeHa. [laHi 070 IIi€l BiKOBOI KaTeropil BiACyTHi.

3acToCcyBaHHS IIPU MOPYIIEHHAX QYHKIII MeYiHKU Ta HUPOK.

TocigXxeHs ononaTaguHy y Gopmi ounux Kpamnens (OITATAHOJI®) namieHTam i3 mOpylIeHHIMHA



¢byHK1il medinku abo HUPOK He npoBoauny. OfHaK HeMae He0OXigHOCTI B KOPUTYBaHHI [03yBaHHS Y
pa3si nopyuens GyHKII meuinku abo HUPOK (OuB. po3min «dapMaKOKiHETHKA»).

[Ticns nepmoro BigKpUTTS (PriaKOHa CIIif 3HATU 3aXUCHe Kilblle, IpU3HadYeHe [ KOHTPOJII0
IIePILOT0 BiIKPUTTS.

[Ilo6 nonepenuTy 3abpyoHEHHS Kpalo KpamlelbHUIl Ta BMICTY (JlaKOHa, He0O0XigHO TOTPUMYBATHCh
00epexkKHOCTI Ta He TOPKATUCS IMOBIK, IIPHUJIETTIUX AiNITHOK ab0 iHIINX TOBEPXOHb KpaeM (rrakoHa-
KpamnenabHuti. [Ticas KOKHOTO BUKOPUCTAHHS CIIif LIiIbHO 3aKpUBaTH (h1aKOH-KpamelbHUIIO.

AKI110 MicLIeBO 3aCTOCOBYIOTE OifbIlle HiXK OfKMH 0TaIbMOIOTiuHMI 3acif, iHTepBanm Mix ix
3aCTOCYBaHHSIM [TIOBUHEH CTAHOBUTH He MeHIe 5 XBUJIUH. O4HI Ma3i CJIiff 3aCTOCOBYBATH B
OCTaHHIO 4epry.

Himu.

OITATAHOJI® MOXHa 3aCTOCOBYBATH HiTAM BiKOM Bif 3 POKIB y TOMy X [03yBaHHi, IO i
OOPOCTIHM.

Ilepedo3yeanHs.

HeMae maHUX Mpo Iepefo3yBaHHs Y IIOAUHY IIPU BUIIAAKOBOMY a00 HABMHUCHOMY KOBTAHHI.
OnomaTafuH BUSIBUB HU3BKUM PiBEHbL TOCTPOI TOKCHYHOCTI ¥ TBapXH. BunagkoBe MPOKOBTYBaHHS
BMicTy BChoro ¢gakona npenapaTy OTTATAHOJI® npu3Besie 0 MaKCHMasbHOI CHCTEMHOI fiil 5 Mr
ononatapugy. Llg mig Moxke MPOSBUTUCS IIPU KiHNEBiu 1o3i 0,5 Mr/mMn y DUTUHE 3 Macolo Tina 10 KTy
pa3i 100 % abcopouii.

36inpmenns iHTepBany QT y cobak crocTepiraaocs TiTbKY IIPH [03aX, SIKi iCTOTHO ITepeBHUIIyBaln
MaKCHUMaJbHY 003y [AJd JII0AWHY, BKa3yl0Ud Ha MaJIOMMOBipHICTh 30inbimeHHs iHTepBany QT mnpu
KJTIHIYHOMY 3aCTOCyBaHHi. ¥ mocmimxkeHHi 3 ydacTio 102 3mopoBux 0oOPOBOJIBIIB, MOJIOAUX YOJIOBIKiB
Ta XIiHOK, JIIOfed MTHROrO BiKy, SIKi 3aCTOCOBYBaIM 5 MT IIpenaparTy [ABidi Ha moOy mepopaibHO
IIPOTATOM 2,5 [IHS, CIIOCTepiranocs He3HayHe 30inblieHHs iHTepBany QT mopiBHSAHO 3
BiTIOBiIHMM ITOKA3HMKOM IIPYU 3aCTOCYBaHHI ITaie6o. Y 11boMy JOCTifKeHHi BCTaHOBJIEeHi
PiBHI IIKOBUX KOHIIEHTpALiM olonaTafuHy y Iyta3Mi (Big 35 mo 127 ur/mr) moHaliMeHIe y

70 pa3iB NepeBUIlyBaIy PiBHI IIpU MICI[eBOMY 3aCTOCYBaHHI OJI0IIaTaf¥Hy 100 BIJIUBY Ha
CepLEBY pemnosapu3alliio.

Y BunagKy nepeno3yBaHHS HeOOXiIHO IPOBECTH BignoBifiHe 00CTEXKEHHS Ta JIiKyBaHHS IallieHTa.

ITo6iuni peakuii.

Y xopi KniHiuHMX gociifxkKeHs 3 yyacTio 1680 maiieHTiB OITATAHOJI® 3acTocoByBanu Bif 1 o

4 pa3iB Ha eHb B 00MABa OKa IIPOTITOM YOTHUPLOX MiCAIliB SIK MOHOTEpaIio abo sK
NONATKOBY Teparlito [0 nopataguny 10 mr. ITo6iuni edhekTy, moB’si3aHi i3 3aCTOCYBaHHIM
npenapaty OITATAHOJI®, cnocrepiranucs npu6musHo y 4,5 % MalfieHTiB; omHak Tinbku 1,6 % 3
HUX OyJI0 BUKJTIOUEHO 3 KITIHIYHUX JOCTiAXKEeHb Y 3B'I3Ky 3 BUHUKHEHHSM IUX MO0IiYHUX



edexkrTiB. [lig Yac mpoBefieHHS KIiHIYHUX [OCTiAXKeHb He Oy0 MOBigoOMIeHb PO Oyab-sIKi
cepio3Hi odprambMonoriuni abo cuctemHi mobiuHi fii, MoB’si3aHi i3 3aCTOCYBaHHSIM
npenaparty. HaifuacTimuM no6ivauM eheKToM IIpH 3acTocyBaHHi npenapaty OTTATAHOJI®
OyB ouHui Oinb 3 4acToTo0 BUHUKHEHHS 0,7 %.

HuxueHaBeneHi mobiuHi peakiiii Bif3HaYaIuCs MPOTITOM KITiHIYHUX [TOCIIIXKEHb iy
ITOCTMapPKETUHTOBUY I1epiol Ta KinacudpikoBaHi 3a 4acTOTO0: AyxKe dacTo (=1/10), gacTo (>1/100,
<1/10), Heuacto (>1/1000, =1/100), moogusoki (>1/10000, <1/1000), pigko (<1/10000) abo yacToTa
HeBifioMa (HEMOXK/IMBO OLIIHUTH YaCTOTY 1X BUHUKHEHHS 3 iICHYI0YUX JaHUX). Y MexkKaX KOXKHO1 I'PyIu

no0iyHi peakii MpefiCTaBIEHO ¥ MOPSAAKY 3MeHIIeHHS IXHbOT0 CTYIIeHs TSXKKOCTI.

Knacu cucrem oprasnis

JactoTa

IMo6iuni peakmii

[HdeKIil Ta iHBa3sii

HeuacTo

Punit

3 00Ky iMyHHOI CUCTEMHU

YacToTa HeBigoMa

[ligBUIlleHa YYTJIUBICTh, IPUIYXJIICTh
00IHUYs

3 60Ky HEPBOBOI CHCTEMU

YacTo

TonoBHUH OiNb, OUCTreB3id

HeuacTto

3amamMopoYeHHs, TinecTesis

YacToTa HeBigoMa

COHJIUBICTD

OdTanbMonoriuxi
MOpPYIIeHHS

YacTo

bBinb B oL, MOApa3HEeHHs 0Ka, CYXiCTh OKa,
QHOMaJIbHa YYTJIUBICTh OUel

HeuacTto

Epo3is pOTiBKY, YIIKOIXKEHHS eIiTeIi
POTiBKHU, TOPYIIEHHS 3 OOKY eliTeiio
[POTiBKU, TOYKOBUU KEPATUT, KEPATHUT,
3a0apBIIeHHST POTiBKM, BUIITIEHHS 3 0Ka,
CBiTII000513Hb, 3aTyMaHEHHS 30Dy,
3HUIKEHHS TOCTPOTH 30py, Onedapocmasm,
BimuyTTS 0UCKOMGOPTY B o1li, CBepOixK OKa,
KOH'IOHKTHBa/IbHI (OJTIKYyJIH, IOPYIIEHHS 3
00Ky KOH'IOHKTUBH, BiTYyTTSI CTOPOHHBOTO
Tifla B OLli, IOCUJIEHa C/Ib030TeYa, epuTeMa
MOBiK, HAOPSK MOBIK, TOPYIIEHHS 3 GOKY
[TOBIK, rinepeMis oKa

acToTa HeBigoMa

HaOpsK poriBky, HaOPSAK OKa, IPUIYXJTiCTh
0Ka, KOH'IOHKTUBIT, Mifipia3, IOPyLIeHHS
30py, YTBOPEHHS JIyCOYOK I10 KpasixX MOBIK

3 00Ky pecnipaTopHOi
CUCTEeMHU, TOpaKaJsbHi Ta
MeIlaCTHHaIbHI
[IOPYLIEHHS

YacTto

CyxicTb y HOCI

YacToTa HeBigoMa

[[1CIIHOE, CUHYCUT

3 60Ky LITYHKOBO-
KHWIITKOBOTO TPAKTy

YacToTa HeBigoMa

Hynota, 671i0BaHHS

3 00Ky LIKipu Ta
MiIIKipHUX TKAaHUH

HeuacTto

KOHTaKTHUY JEepMaTUT, BiGUyTTS IeYiHHSI
Ha IIKipi, CyXiCTh WIKipU

YacToTa HeBigoMa

[lepMaTuT, epureMa

[TopylueHHS 3arajbHOr0
XxapaKTepy Ta CTaHH,
[IOB’sI3aHi 3 MiclieM
BBEICHHS

YacTo

[TinBuIleHa BTOMJIIOBaHICTD

YacToTa HeBigoMa

ACTeHis, He3MyKaHHA




Y nani€eHTiB 3i 3HaUHUM ypaXKeHHSAM POTiBKU AyXKe PifKO MOBITOMIIANIOCS PO BUIAAKU
KasbpIubikallil poriBKu Ipy 3aCTOCYBaHHI OYHUX Kpalejib, [0 MiCTATh GocdaTu.

HapganH$ moBigoMsieHb PO Mifo3pioBaHi M00iYHi peakilii Ha 3apeeCcTpPOBaHUM JTiKapChKiil 3acib €
OyXe BaxJIMBUM. Lle nae 3MOry IpomoBXKyBaTU KOHTPOJIIOBATH CIIBBIHOIIEHHS KOPUCTh/PU3UK [JIS
JiKapChKOro 3aco0y. MeguuyHUX MPAIliBHUKIB ITPOCSTD MOBIIOMJIISATH, 3TiTHO 3 YMHHUM
3aKOHOJABCTBOM, IIPO Mifo3pioBaHi mobiuHi peakilil Ha Ipemapar, 1[0 BUHUKIIY Y TallieHTa IIif Yac
Teparrii.

Tepmin npudamuocmi. 3 POKH.

He BuKoOpuCTOBYBaTH Oifnbiie 4 THXKHIB ITiCJIS MEPIIOTO BiOKPUTTS (PIaKoHa.

YMmoBH 30epiraHHsi.

CrerriasbHi yMOBH 30epirauus mpemnapary He nepenbadeni. 30epiraTy y MicligX, HeIOCTYITHUX [IJIST
OiTeu.

YnakoBka. [10 5 M7 y prnakosni-kpanensHuli, o 1 abo 3 ¢prnakoHu-KpaneabHUI B KOpoO1i 3
KapToHy. He BCi BUAM yrmakKoOBOK MOXKYTb OyTH IIPEeCTaBIeHi Ha PUHKY.

Karteropist Bimmycky. 3a peLenToMm.

BupoOHHK.
1. HoBapTic ManydaxkTtypiar HB/ Novartis Manufacturing NV.

2. HoBapric ®apmacerotuka, C.A., Icnanis/ Novartis Farmaceutica, S.A., Spain.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.

1. Pitikcser 14, Ilyypc-Ciat-Amannc, 2870, Benbris/ Rijksweg 14, Puurs-Sint-Amands,
2870, Belgium.

2. T'pan Bia pme nec Koptc Karanauec 764, bapcenona, 08013, Icnasnisi/ Gran Via de les Corts
Catalanes 764, Barcelona, 08013, Spain.



