IHCTPYKIIist

IJIsI MeIUYHOT 0 3aCTOCYBaHHsI IIKapChKOT0 3aco0y

OTHUHYM

(OTINUM)

CKn1ao0:
ditoua pevosuHa: choline salicylate;
1 r Kpamnenbs MiCTUTH XO0JiHy caminunarty 0,2 r;

donomigcHi pewosuHu: THilEpUH, eTaHo 96 %, XmopOyTaHo reMirifipaT, Bofa O4YuIlleHa.

JlikapcbKka ¢popma. Kparmri BymHi.

OcHosHI (pi3uko-ximMiuHi 81acmusocmi: IPO30Pa, Big 6€30apBHOTO 10 CBIiTI0-XKOBTOTO KOJILOPY
piguHa.

dapMakoTepaneBTHYHA rpyna. 3aco0wu, 1110 3aCTOCOBYIOTLCS B OTOJIOTII. [HIII mpemapary, 110
3aCTOCOBYIOThCA B 0TOJoril. Kog ATX S02D.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

XoriHy caminunaT € MOXiAHUM CaJlilliI0BOl KUCIOTH, IKUY IIPU 3aKallyBaHHI ¥ ByX0 YAHUTH
IIPOTHU3aMabHy Ta 3HeOO0II0BaIbHY [if0. BiH MpUTrHiuy€e aKTUBHICTD IIMKIJIOOKCUTEHA3U - GEPMEHTY,
110 BiATIOBiZa€ 3a CUHTE3 IIpOCTarjlaHauHiB. XOJIiHY cajliluiaT IPUTHIYye TaKOXK CUHTE3
TPOMOOKCaHy Ta IIPOCTAIUKITIHY.

[mittepuH, 0 MiCTUTHCS y IIpenapari, IOM gKIIIy€e BYIIHY CipKy, IO IOJIETIIYE 11 BUAATeHHS.
[Tpu MiciieBoMy 3aCTOCYBaHHI IIpeliapaT He CIPUYHHSE CUCTEMHOI Mil.
dapmakoKiHemuka.

HaHi momo ¢hapMakoKiHETUKY CaJIiIMIIaTiB, 110 3aCTOCOBYIOTHCS B OTOJIOTIi, BICYTHI.



Kniniuni xapakKTepuCTHKH.
Iloka3zauns.
FocTpuli cepenHiii OTUT, TUMIIAHIT Ta 30BHIIIHIN OTHUT.

MoxHa TaK0XK 3aCTOCOBYBATH [1epeq IPOMUBAHHAM 30BHIIIIHLOIO CIIyXOBOTO IIPOXOAY y pa3i
3aTBEPAiHHS BYIIHOI CipKHU.

IIpomunoka3aHHs.

[TigBuIleHa YyTNIUBICTh IO aKTHBHOI PEYOBMHHY, iHIINX CaJIillAIaTiB ab0 10 HOMOMIXKHUX PEeYOBUH.
[TonmepenHbO miarHocToBaHa nepdopatiis 6apabaHHOI TEPETHHKMY.

KpoBoTeua ab0 BU[IiJIEHHS 3 ByXa.

CunbHuit 6inb y ByCi Ta MOPYIIEHHS CIIYXY.

Bik mo 18 pokis.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii. HeMae maHUX 1010
B3a€EMOJIl casinuiary, SKAi 3aKalyeThCs ¥ BYXO0, 3 iHIIMMHU JTiKapChKUMU 3acobamu. OTHHYM
IpU3HAYEHUH [IJ7IS MiCIIEBOT'0 3aCTOCYBAHHS i He Ma€ CUCTEMHOTO BIIJIUBY.

OpgHOYacHe 3aCTOCYBaHHS ITepopabHUX HECTEPOINHUX IIPOTH3aNaibHUX IIpenapaTiB MoxXe
HiOBUINUTY MiCIIEBY [Iif0 JTiKapChKOTro 3aco0y.

Oco6.1ueocmi 3acmocyeaHHs1.
BunukHeHHs 60110 OyOb-IKOT'0 XapaKTepy B BYCi € TOKa3aHHSAM [JI KOHCYJIbTallil 3 JIikapeM.

BuHUKHEHHS 0OOATKOBUX CHMIITOMIB (TeMIlepaTypa, BULiNIeHHS 3 Byxa) abo mimo3pa Ha HasBHICTh
CTOPOHHBLOTO Tijla B CTyXOBOMY IIPOXOMi € TTOKA3aHHSIM I KOHCYJIbTallil 3 JTiKapeM.

[Tpenapart npu3HayeHU I TUMYACOBOT0 3aCTOCYBAHHS [IPX MiCLIEBOMY JIiKyBaHHI CUMIITOMIB
3alajieHHs 30BHIIIHBOIO CIIyXOBOI'0 IIPOXOAY. 3a JAaHUMHU [10Ka3aHHAMU ITallieHT He [TI0BUHEH
3aCTOCOBYyBaTH Ipemnapar Oinbie 3 gHiB 663 KOHCYIIbTAIlil 3 JTiKapeM.

Y pa3si BUHUKHEHHS PeIUInBiB 3aXBOPIOBAHHS JIiKap IOBUHEH BU3HAYUTH HEOOXIiTHICTh 3aCTCOYBAHHS
Iperapary.

OTI/IHYM € IIpenapaToM Ojisi CKMIITOMATHUYIHOT' O J'IiKYBaHHﬂ.

3acToCyBaHHS JAHOTO IIperapaTy MOXkKe MacKyBaTH CUMIITOMH iHIIWX 3aXBOPIOBaHb 30BHIIITHHOTO
ByXa i yTPYIHUTHU YU YIOBIILHUTH iX IIPaBUIbHE PO3Ii3HaBaHHS.

[TpemapaT MicTUTH XJIOPOyTaHOIy TEMITifpaT.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00t0. BpaxoByouu xapakTep Aii mpemaparty i
IOTEHIiINHY HeOe3MmeKy, 110 Moxke OyTH CIpUYMHEeHa caliluiaTaMy, He PEKOMEHOYEThCS
3aCTOCOBYBaTH IIpenapar y nepiof BariTHOCTI abo rofyBaHHS TPYAAI0.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aeBmompaHcnopmom abo iHwumu
mexaHidamamu. He BUSIBIIEHO BIJIMBY IIpenapaTty Ha 30aTHICTh KepyBaTH TPaHCIIOPTHUMH 3aco0aMu Ta
00CTyrOBYBaTH iHII MeXaHi3MHu.

Cnocid 3acmocyeaHHsi ma do3u.
Hopocai.

ITpu KopomkKouacHOMY AIKYBAHHI MiCUEB8UX CUMNMOMI8 3and/AeHHA CAYX08020 NPOox0ody: 3a3Budai
3aKamyBaTy 110 3-4 Kparllli B CIyXOBUM IIPOXiJ KOXKHi 6-8 roguH npoTsarom nepiony He GinbIie 3 OHIB.

[Ins nom’ aAKweHHA 8YwHOI cipku neped ii audaseHHAM: 3a3BU4ail 3aKalyBaTH 1o 3-4 Kparui B
CIIyXOBUY Ipoxifm KoxHi 12 rogun npotarom 4 mio.

[Tayienmu aimHvo2o 8iky. HeMae HeoOXigHOCTI 3MiHIOBATH NO3yBaHHS.

ITauieHmu i3 nopyweHHAMU QYHKUiIT HUPOK ma nediHKu. [TopymeHHs GyHKIII HUPOK Ta (ab6o)
NeYiHKY He € IPOTUIIOKA3aHHSIM [IJIs 3aCTOCyBaHHS OTHUHYMa, OCKIJIbKY JTiKapChKUi 3aci0
3aCTOCOBYETHCSI MiCIIEBO i He Ma€ CUCTEMHOTr0 BINIUBY. HeMae HeoOXimHOCTI 3MiHIOBAaTH [03yBaHHS
IJIsT MaHOI KaTeropii maIrieHTis.

Cnocib 3acmocy8aHHs.
[IpemapaT npu3HayeHUN A1 MIiCLIE€BOTO 3aCTOCYBaHHA [JId 3aKallyBaHHS y BYXO.

CamocrTiliHe J1iKyBaHHS MiCIIeBUX CUMIITOMIB 3amajieHHs CJIYXOBOTO [IPOXONY He IIOBUHHO TPUBATU
OinpIe 3 OHIB.

[TarieHTy Ciif TOBIMOMUTH, 1110 BiH IIOBUHEH HEralHO 3BEPHYTUCS OO JIiKaps, AKILO Yyepe3 3 OHI He
HacTaHe TIOJINIIeHHs a00 SKIo IPOTSIroM 3 OHIB 3 MHS MMOYATKy IMPUHOMY IIpelapaTy MallieHT Biguye
cebe ripie.

IHcmpyKuia 044 3acmocys8aHHA npenapamy.

1. BumMuTH PYKH i BiIKPYTUTH KPUIIKY (hIaKOHa.

2. Haxunmutu romnoBy abo nsarty Ha 6iK XBOPUM BYXOM [OTOPH.

3. [IenikaTHO MOTATHYTH MOYKY ByXa (HMKHIO YaCTUHY BYIIIHOI PAKOBUHM) B HANIPSIMKY OO IIHI.

4. BigkpuTuii (p1akoH IOBEPHYTU JOTOPH HHOM i, CTUCKYIOUHM 10r0, 3aKanatu 3-4 Kpallli npenapary
B BYXO, sIKe I0TpeOye IiKyBaHHS.

5. HpOTHl"OM OEeKiTbKOX XBUJINH TPUMATHU T'OJIOBY HAXUJIEHOIO TaKUM YHUHOM, I.T.I06 Kparmi MOTrn



MIOTPANUTH B CIIYXOBUM IIPOXif,.

6. Hapgnuimok pifuHu BUTEPTH YHUCTOIO CEPBETKOIO.

7. 3aKpuTHu (PrIaKoH.

[lo0damkosi pekomeHOauii, w0 cmocyromuca nputomy npenapamy OmuHyM.

1. 1106 momermuTy 3aCTOCYBaHHS IIperapary, MOXKHaA MTOIIPOCUTH OTIOMOTH iHIII0I oco0u abo
BUKOPHUCTOBYBATH [I3€PKaJIo.

2. Cnip ctexwuTH, 1100 Y BYX0, siKe OTpe0ye JTiKyBaHHS, He IOTpamuiia Boaa.

Himu. [laHi 110710 3aCTOCYBaHHS 00MEXKEHI.

Ilepedo3yeaHHs.

OckinbKu BiicyTHS iH(pOpMaIlis 000 epefo3yBaHHs MIpenapary y BUTJISAAI BYIIHUX Kpareb
y ntopel, He 0yJ10 chOpMy/IbOBaHO YiTKMX PEKOMEHAALliN 00 JIiKyBaHHS Iepefo3yBaHHs.

O3Haku CailuIaTHOI TOKCUYHOCTI BUHUKAIOTH ITiCIIs 3aCTOCYyBaHHS H03u Oinbie 150 Mr/Kr
Macu Tina. OgHa ynakoBka IpemnapaTty OTHHYM MIiCTUTH 2 T XOJIiHY CaliluiaTy, 0 03Havae,
ITI0 ¥OT0 BUNIAKOBUY a00 HaBMUCHUY MTPUIOM BCepeouHy He € HeOe3MMeYHUM IJIST JOPOCIIUX.

CUMITOMH, SIKi MOXKYTb BUHUKHYTH ITiC/IS1 BUMIAJKOBOTO Mepefo3yBaHHA (IIPU MPUKUOMI
BCEPEIUHY), BKIIIO4YAal0Th: CTAH PO3ry0IeHOCTi, 3allaMOPOYEeHHS, HagMipHe TIOTOBUIiJIEHHS,
OmmoBaHHS, 3BiH y ByXax i rinmepBeHTUNAII0. Y pas3i mpuitoMy BCEPEOUHY OyXKe BEIUKUX 03
IIpernapaTy MoxKe BUHUKHYTHU IIPUTHIYEHHS 1IeHTPalbHOl HEPBOBOI CUCTEMHU.

IIpouedypa niKky8aHHA NepopanbHO20 nepedo3yB8aHHA BKAIYAE:

- BUBE[IeHHS XOJIiHYy CalliluIaTy 3 OpraHi3My (BUK/IMKaTH O/10BaHHS, IIPOMUTHU LIUIYHOK,
IPU3HAYUTH aKTUBOBAHE BYTiNIIs),

- MOHITOPHUHT CTaHy IallieHTa (HacamIepe[, BOMHO-eJIEKTPOIITHUN GanaHC),

- CHMIITOMAaTH4He JIiKyBaHH (BiIHOBJIEHHS BOOHO-EJIEKTPOJIITHOTO OalaHCy, IPOBEOeHHS
dhopcoBaHOro Aiype3y, SKIIO PiBeHb CalliluaaTiB y maa3Mi KpoBi nepesutye 300 mr/m).

ITobiuni peakuii.

KpuTepil oLiHKY YaCTOTH PO3BUTKY IOOIYHOI peakilil 1ikapchbKoro 3acoby:

Lyorce wacmo: = 1/10

Yacmo: = 1/100 - < 1/10
Heuacmo: = 1/1000 - < 1/100
Pioko: > 1/10000 - < 1/1000



Lyoice piodko: < 1/10000
Yacmoma Hegidoma: 3a HaIBHUMU JaHUMU YaCTOTY BUIAMKIB OI[iIHUTH HEMOXKIIUBO.

3aeanvHi nopyweHHs ma peakuii y micyi 3acmocyeaHHs: 4aCTOTa HeBiloMa - MicIleBi peakiiii
TinepyyTnuBOCTi (IOUEPBOHIHHS, CBepOiXK MIKipH).

Jlikapcekui 3aci0 MoxKe BUKJIMKATH MOIMIKOMXKEHHS CIIyXy IIPU BBe[leHHi nallieHTaM 3 nepdopoBaHoi0
O6apabaHHOIO ITEPETUHKOIO.

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiranusi. 30epiraTu npu temmeparypi He Buie 25 °C B OPUTiHAIBHIN YITAaKOBIIi.
30epiraTy y HEJOCTYITHOMY OJIs [iT€d MiCIIi.

YoakosBka. [1o 10 r y ¢pmakoni; mo 1 ¢hmakoHy B KOpoO1Ii.

Kareropis Bignmycky. be3 penernra.

Bupo6nuk. Aii-Ci-EH [Tonsda 2Kemys AT/ICN Polfa Rzeszow S.A..

Micie3HaxoIkKeHHsI BUPOOHHKA Ta HOro aJgpeca MicCIisi MpoBaIKeHHsA HisutbHOCTi. 35-959
XKemys, Byn. [Tmemucnosa, 2, [Tonsma/35-959 Rzeszow ul. Przemyslowa, 2, Poland.

3asiBHHUK.

BiaTpic Xenckea I'm6X / Viatris Healthcare GmbH

Micue3HaxooKeHHsI 3asiBHHKA.

JTrotTixep lItpacce 5, 53842 Tpoicomopd, Himewunna / Luetticher Strasse 5, 53842 Troisdorf,
Germany.

Sxuw,o Bam cmaso 8idomo npo 6y0b-sKi nobiuHi peakuii, nog’a3aHi i3 3acmocy8aHHAM npodyKkmy
KOMNAHii, y m. 4. 3acmocyB8aHHAM y nepiod sazimHocmi abo 200y8aHHA 2pyddio, abo npo maki, w,o
BUHUK/U y pe3yabmami MeouyHux NnoMu/10K, HeNpasuabH020 3aCMOCYBAHH S, 3/108HCUBAHHS,
nepedo3yBaHHs, 83aeM0O0ii 3 IHWUMU AiKAPCbKUMU 3acobamu Yu 83aeMo0ii Aikapcvbko2o 3acoby ma



idici, 3acmocyB8aHHA He 3a NOKA3aHHAMU YU 8HACAIOOK 8Nnausy, N08’13aH020 3 npogeciliHow ma
HenpogecitliHow disinbHicmio, Ni003pB8aHO nepedayveto iHpeKuiliHo20 azeHma 4u gidcymHicmio
e(pekmusHOCMi, @ MaKoxc acouitiosaHi 3 depekmom ssKocmi, HeobxiOHO nosgidomumu npo ue ocodbi,
8i0nosidabHil 3a papmakoHaza50, 3a e1eKMPOHHOK adpecoro infosafety.cis@viatris.com



