PE3IOME IIVIAHY YIIPABJIIHHSA PU3UKAMU
JJIS1 JIKAPCBKOI'O 3ACOBY
PIHOCAH KIJC, cnpeii Ha3aJabHuii, po3umH, (0,5 Mr/mi
(kcHI0MeTa30J1iHY TiIPOXJIOPH)

Ile pestome muany ymnpaninas pusukamu (ITYP) mnsa mikapcekoro 3aco0y Pinocan Kime. ITTVP
JETATHHO OIUCYE BAXKJIWBI PU3MKH, TOB’s3aHi 3 JKapchkuM 3acoboM Pinocan Kinac, sk 11i pusuku
MOKHa MIHIMI3yBaTH Ta SIK MOKHA OTpUMAaTH Oinblue iHdopMalii Mpo PU3MKKA Ta HEBU3HAUEHOCTI
110710 JTiKapcbkoro 3aco0y Pinocan Kinc (BiacyTHs iHdopmartis).

KopoTrka xapakrepucTuka JiKapcbkoro 3aco0y (SmPC) 1 JHCTOK-BKJIQOuII HAJa€ BaKJIHUBY
iH(OopMaIiro AJ1s1 MEIMYHUX MPAIIBHHUKIB 1 MAIIEHTIB TIPO T€, SIK CJI1] 3aCTOCOBYBATH JIIKApCHKUH 3acio
Pinocan Kizc.

|. Jlikapcbkuii 3aci0 Ta moKka3aHHs 10 HOro 3aCTOCYBAHHS
JlikyBaHHS 3aKJ1a/IEHOCTI CTU30BOi 00OJIOHKH HOCA.
Kcunomerasomniny rigpoxmnopun 0,5 Mr/mi npusHaueHHi Ui AiTeil BikoM Bix 2 10 12 pokiB.

Il. Pusuku, nop’si3ai 3 JiKapcbKHUM 3ac000M, Ta 3aX0AH WII0A0 MiHiMi3anii ado mogajabuIol
XapaKTePUCTUKH PU3HUKIB

BaxnuBi pusuku jikapcekoro 3aco0y Pinocan Kiac pazom 13 3axomamMu oo MiHIMIZaIlli Takux
PU3UKIB 1 MPOMOHOBAaHUMHU JOCHIPKEHHSIMHU, SKi JOMOMOXYTh [i3HATHCS OLIbIIe TMPO PUBHKH,
MoB’s13aHi 3 JikapchkuM 3acoooM Pinocan Kinc Cripeit, BUKIIaieHO HIDKYE.

3axomamu 11 MiHIMI3aIlll PU3UKIB, BUSBJICHHUX JUTS JTIKAPCHKUX 3aC001B, MOXKYTh OyTH:

e CreniasibHa iH(opMmaris, Taka fK MONEPEKCHHS, 3amo0DKHI 3aX0Au Ta MOpPagd IIOA0
MPAaBUIILHOTO 3aCTOCYBAaHHS B JIMCTIBLI-BKJIAIMIII Ta KOPOTKIH XapaKTEpPHUCTHUII JIIKAPCHKOTO
3aco0y, afjpecoBaHi MaIi€HTaM Ta MEAUYHUM TPaIliBHUKAM;

e BaxuuBi nopaau Ha yNakoBIli JIIKapCbKOTro 3aco0y;

e Jlo3BOJIEHUH PO3MIp YIMAKOBKU - KIJIBKICTH JIIKAPCHKOTO 3ac00y B YIMAKOBIl BHU3HAYAETHCS
TaKUM YMHOM, 11100 3a0€3MEeUNTH MPAaBUIIbHE HOTO 3aCTOCYBAHHS;

e [IpaBoBHii craTyc JIIKapCHKOTo 3ac00y - CHOCIO, y SIKUH MalieHT MOXKe MPUAOATH JIKApPChKUN
3aci0 (HarpuKIaz, mo penenty abo 6€3 HbOT0), MOYKE JOTIOMOTTH MIHIMI3YBATH Il pU3UKH.

Pa3zom 11 3axo1u CTaHOBJIATH PYTHHHI 3aX0/IU 3 MiHIMI3aIli1 pU3HUKIB.

Ha momatok no mux 3axofiB, MOCTIHHO 30UpaeTbcs Ta PEryIspPHO aHAI3YeThCs iH(GOpMAIliS PO
moOivH1 peakilii, mo0 Mo)kHa OyJ0 BXKHTH HETaWHHUX 3axoMdiB y pa3l HeoOximHocTi. [li 3axomu
CTaHOBJIAATh PYTUHHY JISUIBHICTH 3 (papMaKoHaTIsay.

I1.A. Ilepenik BaKIMBUX PU3HMKIB TAa BiICYTHBOI iHpopManil

Baxxnusi pusuku Kcuomeraszomniny — 11e pu3HKH, K1 MOTPeOYIOTh CIENiabHUX 3aXO01IB 3 YIPaBIiHHS
pU3UKaMH JIs MOJAIBLIOTO JOCT/KEeHHS a00 MiHiMizalii pu3uky, mob MoxHa Oyso Oe3nedHo
BHUKOPHUCTOBYBAaTH JIKApChKUI 3aci0. BakiuBl puU3WKKM MOKHA PO3TIAIATH SK iAeHTH(iKOBaHI abo
MOTEHIIIHHI. [MeHTH(IKOBaHI PU3HKHU — 11€ 3aHEMOKOEHHS, MO0 SKUX € JOCTaTHI JOKa3u 3B’S3Ky i3



3actocyBaHHAM Kcumomerasoniny. [loTeHIilHI pU3UKKM — II€ 3aHEMOKOEHHS, IS SKUX MOMJIMBUH
3B’SI30K 13 3aCTOCYBAHHSM I[bOTO JIIKAPCHKOTO 3aCO0y Ha OCHOBI HAsSBHUX JaHUX, aje IeH 3B 30K IIe
HE BCTAHOBJICHUH 1 mMoTpeOye monanbuoi omiHkH. BincyTHs iHpopMalis cTocyeTses iHpopMarii mpo
0e3IeKy JIIKapchKOoro 3aco0y, sika Hapa3l BIACYTHS Ta MoTpedye 300py (HampuKIaa, MpU TPUBAIOMY
3aCTOCYBaHHI JIKiB).

11.B Pe3rome BakJIMBUX PU3UKIB

KopoTkuii oryisig nuTanb 0e3neku

Baxxnusi ineHTrdikoBani pusuku | BiacyTtHi
BaxnuBi OTEHITIHHI PU3UKU BincyTHi
BiacyTtHs iHpopMmalris Biacythi

11.C IlicisipeecTpauiiiHuii NJjiaH po3BUTKY

II.C.1 IocaigskeHHs, 110 € YMOBOIO JJI1 OTPUMAHHS PeECTPANIiHHOIO NMOCBITYEeHHS
He icHye >XOIHUX JOCHIKEHB, SIKI € YMOBOIO Ul OTPUMAaHHS PEECTPAIlifHOrO MOCBiAYEHHS abo
0CcOOTMBUM 3000B’I3aHHAM TI0 BiJHOIICHHIO /10 JTiKapchkoro 3aco0y Pinocan Kisc.

I1.C.2 Inmi gocaigskeHHs B MicJsApeecTpaliiiHOMY IUIaHI PO3BUTKY
HocnimpkenHs Jikapebkoro 3aco0y Pinocan Kinc e moTpiGHi.
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