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Ha aeHb

KopoTka HCTPYKLSt 17151 MeZM4HOTO 3aCTOCYBaHHS Nikapcbkoro 3acoby* O®EB®
Cxnag: Aitodi pe4oBUHU: HiHTeAaHIG; 1 Kancyna mictutb 100 mr a60 150 mr
HiHTeAdaHiby (y Burnspi eaunary); p HE 17
cepeAHbLONaHLIOroBi, TBEPAUN XUP, NeUnTuH (coeBwii) (E 322); oGonoHka
Kancynu: xenatuH, rniuepuH 85%, Tutany giokeug (E 171), 3aniza okeup
yepBonun (E 172), 3aniza okcup xoBtui (E 172); 4YopHuno yopHoro
KOMbLOPY ANA MapKyBaHHs Karncyn: wenak, eTaHon, nponinexrnikons (E
1520), 3aniza okcup uophuii (E 172). Nikapcbka cdopma. Kancynu m’siki.
OcHoBHI thisuko-xiMiuHi BnactuBocti: O®EB, kancynu m’siki no 100 mr:

3YCTPIHbTE

iHTepcTUuUianbHi 3aXBOpPOBAaHHA JlereHb
3 nporpecyw4mMm peHoTUnom

Y BCEO3BPOEHHI

Ta 3MiHIOMTe nporpecyBaHHA
3aXBOpPIOBaHHA,
noripweHHA PyHKUiT nereHp'*

ODEB® € nepwnm 3apeecTpoBaHnm
aHTUPIBPOTUYHUM 3acoboMm

ana nikyBaHHS iHTepcTuuianbHUX
3axBOplOBaHb JlereHb

3 Nporpecyrynm peHoTnnom

MOYHITb JTIKYBAHHA 3APAS, ockinbkn OPEB® ctabinbHo
3MeHLWYeE NoripweHHsa QyHKUIT nereHb Npu pisHUX iHTepCcTUlianbHNX
3aXBOPIOBAHHAX fEereHb 3 NporpecynynmMm PeHoTUNoM

Ta Mae KkepoBaHuin npodinb 6e3nekn Ta NnpocTe i 3pyyHe Jo3yBaHHA™>

roaysaHHs rpyaatoy»). MigsuiieHa YyTnusicTe A0 HiHTedaHiby, apaxicy uu coi
abo o Gyab-skoi i3 4ONOMiKHUX pevoBuH mpenapaty. Cnoci6 3actocyBaHHs

Ta posn.* JlikyBaHHS npenapatoM Mae po3nouuHaTh nikap 3 AocCBifoM
AiarHOCTUKM Ta NikyBaHHS CTaHiB AN sIkMX MOKalaHWii  Nikapcbkuii 3acit
O®EB. [losn: PekomeHgosaHa fo3a npenapaty cTaHoBuTb 150 Mr agidi Ha
poby, npubnuaHo Yepea koxHi 12 roguH. [losa 100 mr pagidi Ha [obBy
PEeKOMEHAYETLCA NULe TUM nauieHTam, siki noraHo nepeHocsiTe Aosy 150 mr
ABidi Ha foBy. Akwo Gyab-sika Ao3a npenapaTy Gyna nponylieHa, To cnig
NPOAOBKWUT NPWUOM Mpenapaty B NOYaTKOBO PEKOMeHAOoBaHi [o3i 3a
PO3KNaAOM HaCTYMHOrO MpuitoMy npenapaty. Skilo aosa Gyna nponylieHa,
nauieHT He NOBWHEH MpWUMaTM AOAATKOBY 03y Npenapary. MakcumanbHa
nobosa fosa cknagae 300 mr. KopurysanHs foau: Mpu po3suTKy HebaxaHux
peakuin Ha npenapaT O®EB (gus. poaainu «OcobnnBOCTi 3acToCyBaHHA»,
peakuii») Ha pgogatok A0 cumnTomatuyHol  Tepanii y  paai
HEOBXiJHOCTI PEKOMEHAYETLCH 3HIKEHHS 4031 aBO TUMYACOBE MepepUBaHHst
nikyBaHHS! 40TH, A0KM HeBaxaHa peakuisi He 3HU3UTLCS [0 PIBHS, AACTb 3MOTY
BiHOBNTM Tepanito. JlikysaHHs npenapatom O®EB moxe Gyt BifHoBNEHe B
noBHii A03i (150 mr ABivi Ha f06Y) abo B 3HWKeHi A03i (100 Mr asivi Ha A0BY).
AKWwo nauieHT He nepeHocuTb Ao3y npenapaty 100 mr ggivi Ha Ao6y,

MpopoBrysati Henpo3opi M’AKi  kenaTuHOBI kancynu nepcukosoro
KONnbopy, 3 0OAHOro SoKy YOPHUM Yop! norotun
«Boehnnger i PKy «100». K: MIiCTATL B’A3KY
TOoro . O®EB, m’siki no 150 mr:
I'Ipo,qosrysan Henpo3opi M’siKi  enaTuHOBI Kancynu kopuuHesoro «MoGiuHi
KONnbopy, 3 0AHOro 60Ky YOPHUM YOop norotun
«Boehnnger i PKY «150». Kancy MIiCTATbL B’A3KY
0 M4Ha rpyna.
Aumueonnacmum 3acobu. |Hrl5lTOpl‘l nporeluxma:m KoA ATX LO1E X09.
n O®EB Ansa mlona'rmﬂoro nereHeBoro
cplﬁposy (|n®) y Aopocnux. O®EB -raxom Aans HWMX
po3y iHTepcTULi nereub (13n) 3
nporpecy»o-mm teHoTUnOM Yy P O®EB w ansa
y mlepl.l i 0 nereHb MpU CUCTEMHINR

p (I3N-CC).  MpoTunokasaHHs.
Barrrmc-n: (amB. po:u:un «Sacrocyaanuﬂ y nepioA BaritHocTi a6o

Mocunanua: 1.
and safety of
of a tyrosine
Nintedanib in
Nintedanib for

niky npenapatom O®EB cnin npunuHuTi. MoGiuKi peakuii.* ¥ knikiuHnx
NOCTIKEHHAX Ta MOCTMapKeTMHroBMiA nepiod, HalyacTilummu noGiuHMMK
peakuisiMi, NOB'S3aHNMM i3 3aCTOCYBaHHAM HiHTeAaHiOy, 6ynu aiapes, Hyaota
i 6rioBaHHA, 6inb y AINAHLI XMBOTa, 3HKEHHSA aneTuTy, 3HKEHHA MacK Tina i
niaBuLieHHs pisHA depmenTiB nevinku. Kateropis signycky. 3a peuentom.
BupoGHuk. BepiHrep IHrenbxaiim ®apma M6X i Ko. K. Peectpauiiine
nocsigyerHs. UA/16115/01/02 (kancynu 150 wr); UA/16115/01/01 (kancynu
100 mr).

IHCTPYKUis AnNs MeauyHoro 3actocyBavHsi npenapaty O®EB®, TpaBeHb 2022. 2. Richeldi L, du Bois RM, Raghu G, et al. Efficacy
nintedanib in idiopathic pulmonary fibrosis. N Engl J Med. 2014; 370(22): 2071-2082. 3. Richeldi L, Costabel U, Selman M, et al. Efficacy
kinase inhibitor in idiopathic pulmonary fibrosis. N Engl J Med. 2011;
progressive fibrosing interstitial lung diseases. N Engl J Med. 2019; 381(18): 1718-1727. 5. Distler O, Highland KB, Gahlemann M, et al.
systemic sclerosis-associated lung disease. N Engl J Med 2019; 380(26): 2518-2528.

365(12): 1079-1087. 4. Flaherty KR, Wells AU, Cottin V, et al.

||| Boehl‘lnger I3M1-N® — iHTepcTuUianbHe 3axBOPIOBaHHS JNereHb 3 nporpecylouum deHotunom; IN® — igio-
naTuiHUiA nereHeBuin ibpos; CC-I3J1 — iHTepcTuuianbHe 3axBOplOBaHHS fereHb acouiioBaHe 3
IngEIhEIm CUCTEMHOIO  CKNEPOAEPMIELD.

CTPUMYIOUM

HanvacTiwi noBivHi epekTn 6ynn nerkoro CTyneH TAXKOCTI,
nossasaHi 3 LUKT, BOHN Mornu 6yTn epeKTUBHO KOPUroBaHMMMU Y BinbLIOCTI
nauieHTiB 3 13J1-MNP*-5

MpocToTa pgo3yBaHHA: nuwe ogHa kancyna 150 mr aeivi Ha [oGy!

*MoeHa iHopmauis  MicTUTbCS B
3acTocyBaHHA Nikapcbkoro 3aco6y OPEB®.

pykuii  ans men o

IHcbopmalis nNpo nikapcbkuii 3aci6 Ans PoO3MIlLEHHs Y  crewjanizoBaHux
BUOAHHAX, MPU3HAYEHWX  BUKMIOYHO ANs npodecioHaniB cdepu OXopoHu
3/10pOB'Sl, @ _TaKoX A5 PO3NOBCIOMKEHHS Mif Yac MpOBEAEHHs CeMiHapis,
KOH(bepeHLjii, cuMno3iymiB Ha MeanyHy Tematuky abo y sikocTi iHguBiayanbHo
cnpsiMoBaHoi iHdopmaLlii 3rigHo NoTped KOHKPeTHUX npodecioHanis cchepu
OXOPOHM 3[10POB'SA.

Mpw nigo3pi Ha noSNHl peakuii, 3 MUTAHHAMY WOAO SIKOCTI T2 NOMUNOK
npu 3acrocy i «<BepiHrep IHrensxanm»,
wo MmaioTk B 0 BUWe, CniiA 3BepTaTucs 3a
TenecpoHom: +380 44 494 12 75, cbakcom +380 44 494 12 71 a6o mMo6. +380
98 163 7650, a60 €NeKTPOHHOIO MOLITO:
PV_local_Ukraine@boehringer-ingelheim.com

MuTanus MEeAUYHOI i ii, 6yab nacka, HagcunamTe Ha
©eNEeKTPOHHY agpecy: MEDUABIMedicallnformation.KBP@boehringer-
ingelheim.com

MpeactaBuuutBo «Bepivrep IHrenbxaim PLIB m6X ena Ko KM» B
YkpaiHi: 04073, m. Kuie, npocnekt Ctenana Bangepwn, 28A, 3 noBepx;
Ten.: (044) 494-12-75,
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