IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

PEJII®° YIIBTPA

Cknao:
0itoyi pevyosuHU: TIIPOKOPTU30HY alleTaT, UMHKY CylIbdaTy MOHOTIApPAT;
1 cyno3uTtopint MiCTUTh IiIpOKOPTH30HY aueTtaty 10 Mr, IuHKY cynbdaTy MoHorigpaty 11 mr;

donomidcHi peyosuHu: Metunmnaparigpokcubensoar (E 218), mpominnaparimpokcuben3zoat (E 216),
Karsblifo rigpodocdat, Maciao Kakao, MarHiio cteapar.

JIikapcbka ¢popMa. Cyno3uTopil peKTaibHi.

OcHosHi (i3uko-xiMiyHi 8 1acmusocmi: HEIIPO30pi cymo3uTopii Bixg 611im0-6i10T0 M0 CBITI0-KOBTOTO
KOJIbOPY V (hopMi ToOpIeau.

dapMakoTepaneBTHYHA IPyma. 3aco0u [JIs TiKyBaHHS IeMOPOIO Ta aHANbHUX TPIIIUH [JIs
micrieBoro 3actocyBanHs. Kom ATX C05A A.

®apmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

[impoKOpTH30HY aleTar - TTI0KOKOPTUKOCTEPOIN, IIPU MiCIleBOMY 3aCTOCYBaHHI YMHUTD
IPOTHU3alaNbHy, IPOTHANEPTiYHy, CyINHO3BYKYyBaIbHY Ta IPOTUCBEPOiIXKHY Hito. [IpurHiuye
BU[IiJIEHHS Me[iaTOPiB 3amnaneHHs, 6710Kye MeTa00I1i3M apaXiqoOHOBOI KUCIIOTH.

LluuKy cynbdaTy MOHOTIZpAT CIPUs€ 3ar0l0BaHHIO PaH Ta epo3iil, HopMaJli3ye rigpararliiio mKipH.
dapMaxoKiHemuxka.

[Tpu miciieBOMY 3aCTOCYBaHHI iHTpefieHTH IpenapaTy BUAANSAI0ThCS Y CKIIafli cru3y abo y BKpai
He3HAYHUX KiTbKOCTSIX BUIINAIOTHCS i3 cedelo Ta kKOBYI0. Bynb-IKUX MPOsiBiB pe30pOTUBHOI [ii mpu

3aCTOCYBaHHi IIpernapaTty y peKOMEeHOOBaHUX J03dX He CHOCTepiTaeTbCH. CkiagoBi IIperapaTty He
IIPOHUKAKTE y I'PYOHE MOJIOKO.

KrinigHi XxapaKTepHCTHKH.



IToxka3auns.

30BHIIIHIN Ta BHYTPIIIHIYM reMOpOH, TPIIMHY, HOPULIi, BUPa3KH, €po3il lepiaHalbHOL AiITHKY Ta
IIPAMOI KUIIKHY, SIKi CYIIPOBOIXKYIOTHCS BUPAXKEHUMHY 3allaIbHUMU IPOsIBaMU; IPOKTUT, aHAJIbHUY
cBepbixk, eK3eMa, IepMaTHUT MepiaHaTbHOI TiITHKY.

IIpomunoka3aHHA.

[TigBuieHa iHOMBiAyaiibHa YyTAUBICTH J0 OyOb-IKOT0 KOMIIOHEHTa IIpenapaTy (ajepriydi peakiii),
cnenudiyni (6akTepianbHi, rpubKOBi, BipycHi, Ty0epKyIb03Hi) ypaxKeHHS aHOPEKTaIbHOI JiNsHKY,
HOBOYTBOPEHHS Y HiNSIHII 3aIHHOTO ITPOX0ay, TpoMboeMOosiuHa XxBopoba, KUIIKOBA HETIPOXiAHICTE,
abcrecu, pu3uk nepdopaiiii, IePUTOHIT, PO3MOBCIOAXKEHI CBUII, CBiXKi KUIITKOBI aHaCTOMO3HU ab0
HOPUILIEB] XOIH.




B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

3 00epeKHICTIO 3aCTOCOBYBATH IIPU OMHOYACHOMY JIiKyBaHHI aHTUKOATryJISHTaMU, TilOTTiKeMiYHUMUI
3acobamu, 6apbiTypaTamu, fiypeTHKaMu, CEPIIeBUMHU TIIiKO3UAaMHU.

[Ipu ogHOYAaCHOMY 3aCTOCYBaHHI 3 iHIMMMHU KOPTUKOCTEPOIAaMu (K TOMIYHUMH, TaK i
IepopajbHUMU) MOXKe IMiIBUIYBaTUCh IMOBIPHICTb CUCTEMHUX e(EKTiB.

[Tpr OmHOYACHOMY 3aCTOCYBaHHi 3 inriGitopamu CYP3A (BK/II04Yar0uu JiKapChKi 3acobu, 1110
MiCTSTh KOOILIMCTAT) MOXKIUBE MiABUIIEHHS PU3UKY CUCTEMHUX MOOIYHUX e(heEKTIB,
BKJIIOYAIOUM NIPUTHIYEHHSA HaJHUPKOBUX 3aJ103. OJHOYACHOr 0 3aCTOCYBaHHS CJIi[l YHUKATH,
KpiM BUNAOKiB, KOJIM KOPUCThH Bifl 3aCTOCYBaHHS JIiKAPCHKOTO 3ac0o0y IepeBakae Haf
pPU3UKaMHU CUCTEMHUX e(eKTiB KOPTUKOCTEPOIiB Ta 3 000B’I3KOBUM KOHTPOJIEM CTaHy
TallieHTa.

Oco6.1ueocmi 3acmocyeaHHsi.

Y pa3si 3HauHUX KPOB'AHUCTUX BUMIIIEHD 13 3aAHBOT0 IIPOXOAY, IPY HAsIBHOCTL CUMIITOMIB
3axXBOPIOBAHHS IIPOTATOM 7 OHIB NTiKyBaHHS a0o0 MoripiieHHi cTaHy HeoOXimHO OIaTKOBO
IIPOKOHCYJIbTYBATUCS 3 IPOKTOI0roM. Crifi yHUKAaTH BUIIAJKOBOTO IIOTPAIITHHS [IpenapaTry B O4i.

Crnip 3 06epeXHiCTIO 3aCTOCOBYBATH pPeKTajlbHi KOPTHKOCTEPOIAY ITallieHTaM 3 BUPa3K0BOIO XBOP0060I0
TSKKOTO CTYIIeHS Ta TiJIbKY MiC/IS MPOKTOJIOTiYHOT0 00CTeXXKeHHS Yepe3 pU3UK KUIIKOBO1

nepdoparrii.



ITpu 3acTOCyBaHHi OyOb-IKHUX TOMIYHKUX CTEPOIMiB CJIif IaM’ITATH PO MOXK/IMBICTh CHCTEMHOI
abcopOirii.

3 MeTol0 MiHimi3aril cucteMHuX eeKTiB He CIIiJ TepeBUIYBAaTH PEKOMEHIOBaHY N03Y, AKIIIO iHIEe He
PEeKOMeH0BaHe JTiKapeM.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Beameka 3acTocyBaHHS JiKapChKOTro 3aco0y Peni(b® YnbTpa (rigpOKOPTHU30HY aueTaT, IUHKY
Cynb(daT) IpOTAroM BariTHOCTI He BUBUYAJIaCh.

CyudacHi naHi 3 6e3n€Ky 3aCTOCYBaHHS TONMIYHUX KOPTUKOCTEPOIIiB IPOTATOM BariTHOCTI CBig4aTh
IIPO BifCyTHICTH 3B’A3KYy MiXK iX 3aCTOCYBaHHSIM BaTriTHOIO Ta PO3BUTKOM BOBYOI Iallli, TepefdaCHUMU
II0JIOTaMH Ta 3aru0eJiIio IIofa.

CydacHi maHi cBig4aTh, 110 3aCTOCYBaHHS CUJIBHUX/ AyKe CUIBHUX TOMIYHUX KOPTUKOCTEPOITiB
MiCIIeBO IIPOTSATOM BariTHOCTiI HEe MOxKe OyTU IOB’sI3aHe 3 IJIalleHTapHOI0 HeIOCTAaTHICTIO Ta HU3bKOIO
MacoOI0 Tijla HOBOHapOoaXKeHoro. IIpoTe 1e JaHi OGHOr0 BEIMKOT0 Ta OOQHOI'0 Major0 KOTOPTHUX
IoCTimXKeHb. Benuke momynsiiiHe KOropTHe gociimxkeHHs (3 84 133 BaritTHuMu 3 6a3u JaHUX
MOCTiAKEeHb 3arajIbHOI IPAKTUKK) BUSIBUJIO 3HAYHUM 3B’SI30K CIIOBIIbHEHHS POCTY IjIofa i3
3aCTOCYBaHHSIM BaTiTHOIO CUJIbHUX/ Iy’Ke CUJIbHUX TOMIYHUX KOPTUKOCTEPOINiB, ane He 3i cmabkumu/
CepenHbOol CUNTY TOMYHUMU KOPTUKOCTEePOoigaMu. 3B’93Ky MiXK 3aCTOCYBAHHSM BaTiTHOIO TOMIYHUX
KOPTHKOCTEPOITiB OyIb-SKO1 CHIM 3 PO3BUTKOM BOBYOI Mallli, IepeIYacHUMH MTOJI0TaMy Ta 3arubesiio
IIJI0fla He BUSBIeHO. TaKOX iHIlle KOTOPTHE AOCTiAXKeHHs, TpoBefieHe B [aHii, He BUSBUIIO
IPAYMHHO-HACIIIAKOBOI0 3B'A3KY MiXK 3aCTOCYBaHHSIM TOIIYHUX KOPTUKOCTEPOIiB Ta PO3BUTKOM
BOBUO] ITAli.

Hesigomo, 4y mito4i pe4oBUHM TiKapChKOTo 3aco0y Penid® VnpTpa (rigpOKOPTH30HY alleTaT, HUHKY
Cynb(daT) NOTPaIISgTh y TPyAHEe MOJIOKO. CIiffoBi KiTbKOCTI €HIOTE€HHOT0 TiIPOKOPTU30HY
(KOpTH307Ty) eKCKPETYIOThCS Y IPyAHe MOI0KO. KinbKiCTh KODTUKOCTEPOIMIB y MOJIOI KOJIUBAETHCS
Bixg 0,2 mo 32 Hr/MI 3 BUIIOI0 CEPeIHbOI0 KOHIIEHTPalli€lo (25,5 HI/MiI), 10 BU3HAYAETHCS Y MOJIO3HUBI
HanpuKiHLi BariTHOCTi. KOHLIeHTpalis rifpOKOPTU30HY B MOJIO3UBL Y CEpeAHbOMY CTAHOBUTE 7,5 %
Bifl IIJTa3MOBOT0 PiBHA.

3BiTiB 1I0[10 €KCKpeIlil eK30reHHOT0 TiTPOKOPTU30HY a00 KOPTHU30HY Y TPyAHE MOJIOKO HEMAE.
Marso¥MOBIpPHO, IO 1i PEYOBUHU MOXKYTh MaTU HETaTUBHUY BIIJIUB Ha HOBOHAPOAKEHOT0, 1110
3HAXOOUTHLCS Ha TPYTHOMY BUTOOBYBaHHi. [IpeqHi30710H, GinbIl CUTbHUME KOPTUKOCTEPOIN, HiX
TiHPOKOPTU30H, EKCKPETYETHCA Y I'PYLHE MOJIOKO B MiHIMAJIbHUX KiJIBKOCTSX Ta BBaXKA€ETHCS
CYyMICHUM 3 T'PYOHUM BUTOIOBYBaHHSIM.

Y nepiof BariTHOCTI Ta TOAYyBaHHS TPYAOIO IIpemapaT Moxke OyTH 3aCTOCOBaHUM, SKIO, Ha IYMKY
JIiKapsi, MOXKJIMBa KOPUCTH Biff 3aCTOCYBaHHS [JId XKIHKU IePEeBULLY€E IOTEHIIMHUY PU3UK [OJIS IJIOAA.
Jlikapceku# 3aci0 I1i€l rpynu He MOBUHEH IIHPOKO 3aCTOCOBYBATUCH Y BaTiTHUX, 0COOJIMBO Y BUCOKHUX
[03ax Yu TpUBaJIUM 4ac.

Io moYaTKy 3aCTOCYBaHHS IIbOTO JIIKAapPChKOTO 3aco0y CIIil 3BePHYTHCS [0 JIiKaps.

TocmifXKeHs MO0 BIUIMBY JiKapchkoro 3acoby Pernid® VibTpa (rigpoKOpTH30HY aleTar, IUHKY
cynbdaT) Ha GEepPTUNBHICTh Y TIOAUHU HE TPOBOAMIIOCS.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu. [1aHi BiACyTHI.

Cnocid 3acmocyeaHHsi ma do3u.

Temoio BOMOIO TIOTIepeaHb0 OOMUTH IIKiPY HAaBKOJIO 3alHHOTO ITPOXOAY, OUUCTUTH yPakKeHy OiNSTHKY
3a JOTIOMOTOI0 3BOJIOKEHOI M’SIKOI CepBETKHU Ta 00epeKHO MPOCYIIUTH TyaJleTHUM IamepoM abo
M’SKOI0 TKaHHUHOIO. [lepefl BBeleHHAM CYTIO3UTOPis He0OXiAHO 3HATH 3 HbOTO 3aXUCHY IIJIaCTUKOBY
000JI0HKY. BBeCTH CYmO3uTOpi y 3afHil Mpoxin Tak rimuboK0, HACKIIBKY 116 MOXKJIMBO. BBOOUTH 110
OIHOMY CYIIO3UTOPIiI0 10 4 pa3iB Ha Ho0y (Ha Hi4y, BpaHII Ta IiCJIsg KOXXKHOT'0 BUTIOPOXKHEHHS
KUIIeYHUKY). TpUBajicTh KypCy JIiKyBaHHS He Ma€ IepeBUIIyBaT 7 mib.

He 3acTtocoByBaTH mikKapchKui 3acid y pas3i mOImIKOmXKeHHS ab0 BiICYTHOCTI 3aXxMCHOI
IIJTACTHKOBOI 000JIOHKH.

Iimu. Be3neka Ta epeKTUBHICTb 3aCTOCYBaHHS JIiKapChKoro 3aco0y Penidg® YieTpa miTsaM BikKoM [0
12 pokiB He BcTaHOBIeHI. [lannxX HeMae. [IpenapaT MOxKHa 3aCTOCOBYBaTH AiTAM BiKoM Bif 12 pokiB.

Ilepedo3yeanHsi.

TpuBase 3aCTOCyBaHHS y BEJIMKHUX [03aX IiICUIIOE pe30p01iiio Ta MiIBUILYE PU3UK PO3BUTKY
CHUCTEMHUX e(eKTiB IriIpOKOPTU30HY, TAKUX SIK IOPYIIEHHS MEHCTPyaIbHOTO IUKJITY, MiBULIEHHS
apTepiaybHOTO TUCKY, CIIOBITbHEHHS 3aTOEHHS PaH, M’s130Ba cnabKicTh, 6€3COHHS, MiBUIIIEHHS PiBHS
LYKPY B KPOBI, TipCyTH3M, I'JlayKOMa TOLIO.

[Tpu BUMaIKOBOMY KOBTAHHI MOXYTb BUHUKATHU PO371aAu 3 OOKY IIJTYHKOBO-KUIITKOBOT'O TPAKTY
(mymoTa, Oinb y UIUTYHKY).

ITo6iuni peakuii.

3 6oky imyHHOT cucmemu. PigKo MOXKYTh BUHUKHYTH aJlepriyHi peakilil, BKII04al4y rinepeMiio
(mouepBOHiIHHSA), HAOPSK, CBePOiXK; CyXiCTh CITM30BOI O0OJIOHKH.

Xo4a Ipy 3aCTOCyBaHHI penapaty Peni¢® YieTpa mpo cucTeMHy filo He MOBiTOMIISANOCS, IPH
TPUBAJIOMY 3aCTOCYBaHHI y BUCOKHMX 403aX MOXKJIMBI €eHAOKPHUHHI IOPYIIEHHS: afPeHOKOPTHUKAIbHA
cympecis, CMHApoM KyiiuHra, rinepriikemis, TIOK03ypisd, 3aTpUMKa POCTY, BHYTPILIHbOYEPEITHA
rinepTeH3is.

3 60Ky W.AYHKOBO-KUWKOB020 Mpakmy: peKTaJbHa KpoBOTEYa.

ITopyweHHs 3 60Ky WKipu ma niOwWKipHOi KAIMKOBUHU: TIepiaHabHUN JePMaTHT, 10
CYTIPOBOMIKYETHCS ab0 He CYIPOBOMXKYETHCS aTpodi€to MKipy; moapa3HeHHs, 0inb y micii
3aCTOCYBaHHS, IEYiHHS, BUCUIH, CyXiCTh LIKIPH, IyCTy/IbO3HE aKHE; «e(PEKT PUKOIIETY», 110 MOXKe
IIPU3BECTH 10 CTEPOIAHOI 3aJIe’KHOCTI; YIIOBiTbHEHHS 3aTOEHHS pPaH.

MeTunnaparigpokcr0eH30aT Ta IPOoIinaparifpokcubeH30aT MOXKYTh CIIPUUUHUTY aJjiepridHi
peaxtii (MOXKIMBO, YIOBI/IbHEHI) Ta B OKpEMUX BUIIafKax OPOHXOCIIa3M.



Tepmin npudamHocmi. 2 POKW.

YmoBH 30epiranns.

30epiratu y HeJOCTYIIHOMY IJ1s1 HiTel MicIli Ipu TeMIiepaTypi He Buine 25 °C.

YnakoBKa. 2 IIaCTUKOBI CTPHUIIK IO 6 CYIIO3UTOPIiB y KAPTOHHIN KOPOOLIi.

Kareropis Bignycky. bes penenrTa.

BupoOHUK.

IcTityTo e Auxeni C.p.j1./

Istituto De Angeli S.r.L.

Micne3HaxomkeHHsI BUPOOHHKA Ta aJpeca MPOBaKeHHs Tisi/IbHOCTI.

Jlokamita ITpynmi, 103/c - 50066 Perrenno (®nopennis) [tamis/

Localita Prulli, n. 103/c - 50066 Reggello (FI), Italy.



