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YacTruna VI: Pe3roMe nmuiany ynpapJ/iiHHSI pU3UKAMHU

Pesrome nuiany ynpasiainaa pusunkamu s OcenbramiBipy ¢ocdar 30 mr/45 mr/75 mr kamcyiam
TBepai*.

Ile pestome tutany ynpasiiaas pusukamu (ITYP) mis OcensramiBipy docdar 30 mr/45 Mr/75 mr kancynu
tBepai*. IIYP neranizye Baxxknusi pusuku OcenbramiBipy docdart 30 mr/45 mr/75 mr kamncynu TBepai*, sx
Il PU3UKK MOYKHA MIHIMI3yBaTH Ta K Oynae orpumaHo Ouibmie iHpopmarii mpo OcenbTamiBipy docdar 30
Mr/45 mr/75 Mr Kancysiau TBepi* Ta HEeBU3HAYEHOCTI (BIACYTHI JaHi).

Koportka xapakrepucruka npenapary (SmPC) ta JIncrok-Bkiaaui 3 iHhopMaIliero JIs MaiieHiB

s OcenbramiBipy docdar 30 mMr/45 mr/75 Mr kxancyiau TBepAi®* MICTUTh Ba)JIMBY iHGOpMAIliIO IS
MEIMYHUX MPAIIBHUKIB Ta MAIIEHTIB PO Te, K ciif npuitmatu OcenbTamiBipy docdar 30 mr/45 mr/75 mr
Karcynu TBepai*. Baxxiausi HOBI mpoGiemu abo 3MiHU 10 IOTOYHUX, OyAyTh BKIIOYEHI B OHOBIeHU# [TYP
1o OcenbramiBipy dochar 30 Mr/45 mr/75 Mr kancyau TBepIi*.

I. Jlikapcbkuii 3aci0 Ta 1J151 40ro Oro BHUKOPUCTOBYHOThH

OcenbramiBipy docdar 30 mr/45 mr/75 mr xancyiau TBepAi* MpU3HAYAIOTH JJS JIIKYBaHHS HACTYMHHUX
MOKa3aHb:

Jlikyeannsa cpuny

[Ipenapat mokazaHuii [uIs JOPOCIUX Ta JiTeH BIKOM Bia | poOKy, y SKHX HasBHI CHMIITOMH TPHILY, ITiJ 4ac
uupkysnii Bipycy rpuny. EdexkTuBHICTH Oyna mpoAeMOHCTpOBaHA, KOJHM JIKYBaHHS OYJlIO pO3IMOYaTo
MPOTSTOM 2 JTHIB IiCIIs MEPIIOi MOSIBH CUMIITOMIB.

Ipoghinakmuxa epuny:

npodilakTUKa TPUITYy y JOPOCIUX Ta IiTEeH BIKOM Big | pOKy Micias KOHTAKTy 3 0CO00I0 3 KIIIHIYHO
J1arHOCTOBAHUM TPUIIOM i1 Yac UUPKYJIALIL Bipycy TpUIy;

BIJINIOBIJTHE 3aCTOCYBaHHS MpenapaTy 3 METOI NpOQUIAKTUKU TPUIy HEOOXiHO BH3HAYATH B KOKHOMY
KOHKPETHOMY BHIIaJIKy, BPaXOBYIOUH OOCTaBHHHM Ta 3Ba)KaIOUM Ha IPYMy MAIli€HTIB, AKiil MOTPiOEH 3aXHUCT.
VY BUHATKOBUX CUTYaIisIX (HAPUKIIAL, V pa3i po301’KHOCTEH MiXK ITUPKYITIOI0OUYUM BIPYCOM TPHITY Ta BipycOM
TpUIly, MPOTH SIKOTO NPOBOAMJIACS BakKLMHALA, Ta MiJ Yac MaHleMii) Ce30HHY MNpOoQiIaKTUKy MOXKHA
MIPOBOMTH B OCi0 BiKOM BiJ 1 pOKy.

3acTocyBaHHS penapaTry He 3aMiHIO€ BAaKIIMHAIIIO IPOTHU TPUITY

3acTocyBaHHs TPOTUBIPYCHUX 3aco0iB A JIKyBaHHS Ta MNPOQPUIAKTHKU TpuUIly Mae Oa3yBaTtucs Ha
oimiiHuX pekoMeHmamisx. PimeHHs mpo 3acTocyBaHHS O3€NbTaMiBipy Ui JIIKYBaHHS Ta MPOQITaKTHKH
CIIiJI IPUIMATH 3 YpaxXyBaHHSIM XapaKTePUCTHUK IUPKYIIOIOUUX BIPYCiB IpUIly, TOCTYIHOI iHhopMaIlii 11010
YyTIMBOCTI BIpYCIB T'PUIY 10 JIKapChKUX 3ac00iB y KOXXKHOMY CE30HI, BIUIMBY 3aXBOPIOBAHHSA y PI3HHUX
reorpaiyHUX perioHax Ta rpymnu MaieHTiB.

II. Pu3uku, nop’si3aHi 3 JiKapcbKUM 3aC000M Ta JiVIBHICTH 3 MeTOKW MiHiMi3amii a6o mopajabuioi
XapaKTePUCTHKH PU3HUKIB

Baxumsi pusuku OcenbramiBipy ¢ocdar 30 mr/45 mr/75 Mr xancynu TBepAi* pa3oM i3 3axoJamu OO
MiHIMi3alli1 TAKUX PU3UKIB BUKIIAJEHO HIDKYE.

3axogamu MiHiMi3allil pU3KKiB, BUSBICHUX JUIS JTIKAPCHKUX 3aC00iB, MOXKYTh OyTH:

e KonkperHa indopmariisi, Taka K IOMEPEHKEHHS, 3a001KH1 3aX0/I1 Ta IOPaIy 1010 TPABUILHOTO
BUKOpHUCTaHHS B JINCTKY-BKIaauIi 3 iHQopmalliero s namienTtiB Ta KopoTkii XxapakTepucTuii
JKAapChKOTO 3aco0y, apecoBaHi MaI[ieHTaM Ta MEIMYHUM IpaI[iBHUKAM;

e BaxmBa nmopaja moj0 ynakoBKH JIiKapchbKoro 3aco0y;

e Jlo3BosIeHUI1 pO3Mip YITAKOBKH - KUTBKICTh JIIKAPCHKOTO 3aC00y B YMAaKOBIIi MiiOpaHa TaKUM YHHOM,
1100 rapaHTyBaTH, 110 JKHU 3aCTOCOBYIOTHCS TPABUIIBHO;

e OpunnuHuii cTatyc JiKiB - croci0 BiMYyCKy JiKiB MalieHTy (Hampukiaj, 3 abo 0e3 perenrta) Moxe
JOTIOMOTTH MIHIMI3yBaTH, 11 PU3UKH.

Pazom 1i 3aX0¢ CTAaHOBJIATH PYTHHHI 3aX0AH 3 MiHIMi3aIlil pU3HKIB.
Sxmio BaxknuBa iHGOpMaIllis, ika MOXKe BIUIMHYTH Ha Oe3neyHe BukopuctanHs OcenbramiBipy docdar 30
M1/45 Mr/75 M Karcyau TBepai™ me He JOCTyITHa, BOHA BKa3aHa B PO3/LUI «BIACYTHs iH(pOpMAIlis HIKYE.



I1.A IepeJik BaxJIMBUX PU3HKIB Ta BiACyTHbOI iH(popMmanii

Baxxnusi pusuku tabnetok OcenvramiBipy ¢ocdar 30 mr/45 mr/75 mr kamncynu TBepAi™* - 1€ pU3HKH, IO
noTpeOyloTh CIEiaIbHOTO YIPABIiHHS PU3UKAMH, JISUIBHICTh OO TMOAANBIIOTO JOCTiIKEHHS abo
MiHIMi3alil pU3HKy, 100 JIKapChKHil 3aci®d MIr BUKOPUCTOBYBAaTHCA Oe3MedyHo. BaxJinBi puU3MKH MOXHA
PO3TIISIIATH K BHsIBIEHI a00 MOTeHLilHI. BusBieHi pu3uKu — 1€ mpoOJIeMH, CTOCOBHO SIKHX € JIOCTaTHBO
JI0Ka3iB IOB’s3aHMX 13 3acTocyBaHHAM Tabietok OcenbramiBipy ¢ocdar 30 mr/45 mr/75 Mr kamcyiau
tBepai®. [loTeHUiliHI pU3UKH - 1€ MPOOJIEMH, MO0 SIKUX MOXKJIMBHHA 3B’SI30K i3 3aCTOCYBAaHHSM IIHOTO
Ipernapary Ha OCHOBI HasBHMX IaHUX, aje L€ Lie He MiATBepAKeHe 1 MoTpedye MOoAaibIIol OLIHKH.
BincyrHs indopMmariis ctocyetses iHGopMariii mpo 0e3rneky JTiKapchKoro 3acoly, sIKkoi Ha ChOTOHI HEMaE 1
noTpeOye 300py (HAMPUKIIAL, TPH TPUBAJIOMY 3aCTOCYBAaHHI JIIKIB).

3BeneHa Ta0JUIA CTOCOBHO 0e3lEeKH
Baskiausi BusiBJIeHi * Hewmae
PU3HKH
Baskausi norenuiini * Hewmae
PU3HKH
Ba:xauBa * Hewmae
iHdopMmanis, mo
BiICYTHA

I1.B KopoTkuii 3MicT BasKJIMBUX PU3HKIB
Indopmaris npo 6e3meky B 3amporoHOBaHii [HCTPYKIIl A MEIMYHOTO 3aCTOCYBAaHHS Y3TOJKYETHCS 3
pedepeHTHUM JTIKapCHKUM 3aCO00M.

I1.C HicasipeecTpaniiinnii ni1aH po3BUTKY

II.C.1 JocaigxeHHs1, AKi € yYMOBaAMHU J03BOJIYy Uil peecTpauii

He icHye mocmimkeHb, ki O CTaHOBHJIM YMOBHU JIO3BOJIy Ha PEECTpalil0 ad0 KOHKPETHI 3000B'S3aHHS
crocoBHO OcenbramiBipy docdart 30 mMr/45 mr/75 Mr kancyiau TBepIi®.

I1.C.2 Inmi goc/iiazkeHHs B MicJsIpeecTpaliiHOMY IIaHI PO3BUTKY

Hemae neoOXximHOCTI B nmocmimkeHHsX crocoBHO OcenbramiBipy ¢ochar 30 mr/45 mr/75 mr kamcynu
TBEepi™*.

* IIpumimka: Topzosa nazea é Yxpaini- Cenvmasip, kancyau meepoi no 30 mz, no 45 mz, no 75 mz



