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ABOH3A
AVONZA

TabJIeTKH, BKPHTI IIiBKOBOI0O 060/10HK010, 10 300 Mr/300 mr/400 mr
Ne 30 y ¢parakoHi 3 moJiieTHIeHy BHCOKOT ILILHOCTI 3 OCylIyBayem




[lepeknan IHCTPYKIII PO 3aCTOCYBaHHS, kopoTkoi  Jlo peecTpauiitnoro mocBiAeHus
XapaKTePUCTHKH JKApCHKOro 3acody JAepiKaBHOIO
MOBOIO,  ABTEHTHYHICTh  siKMX  nigrBepkena N
ninrcoM  3asBHHKAa ab0  YINOBHOBAXKEHOIO HHUM
npencrasaika (Pembkis K.)

Bi

ABOH3A
Tenodoripy Juzonpoxcnay ®ymapar/
Jlamisyun/ Edasipens Tabaerkn
300 mr/300 mr/400 mr

1. HA3BA JIIKAPCBKOI'O 3ACOBY

Ternodopipy JIH30IpOKCHITY ®ywmapat/JlaviByma/Edasipers 300 mr/300 mr/400  wr
TabJIeTKH

2. SIKICHUM TA KIJIBKICHUN CKJIAJL

Kokua TabneTka, BKPHTA IUTIBKOBOIO 00JI0HKOIO, MICTHT!
Tenodosipy musonpokcuiy Gymapar 300 mr

Jlamiyun USP 300 mr

Edasipens USP 400 mr

Jlomomiksi pedoBuHH 3 Bigommm edexrom: 1 TabmeTka MICTHTE 218 Mr JakrTo3u
MOHOTIIpaTy.
TToBHuii nepeik Z0MOMIKHIX PEYOBHH npecTapieno y Posini 6.1.

3. JIIKAPCHKA ®OPMA

TabeTkn BKPHUTI TUIIBKOBOIO 000IOHKOKO.

OpanbHi, ABOOMYKI TabneTky Bi Ginoro a0 Maiiike 6i0ro KOMbOPY 13 CKOIEHHMH KpPasM#
3 TucHeHHsIM M 3 oxHoro 6oky Ta TLE 3 inmoro 6oxy.

TabneTkn He CIiT ALUTHTH.

4. KJITHIYHI XAPAKTEPUCTHUKH

4.1 Iokaszanns

Tenodosipy Jlusonpokcuny ®ymapar/JlamiBymun/Edasipens 300 mr/300 wmr/400 wmr
TaGnerky — 1e dikcoBana KoMOiHaNis TeHO(OBIPY TU30MPOKCHITY dbymapary, 1aMiByJHHY Ta
edasipensy.

Edasipens/Jlamipyun/Tenodosipy Jin3onpokcuy dymapar 400 mr/300 wmr/300 wmr
Tabnerkn (edasipens, mamMiByaun Ta TeHOQOBIpY M30MPOKCHIY (pyMapar) NPH3HAYAIOTECS
K TTOBHA CXeMa JTIKYBaHHs iH(EKIi, CpuaHHeHo] BipycoM iMyHOACQILHTY JOIHHH 1 Tumy
(BUI 1) y ZOpOCITHX MAIIEHTIB Ta AiTeH 3 MACOIO Tila He MeHIe 35 K.

Curix posrsHyTH o¢imiiiHi pekoMeHIalii Mmoo TiKyBaHHs Bipycy iMmyHOZeiLUTy MOMHHH
1 tumy (BUI 1) (manpukian pekomenauii BOO3).

4.2 JlosyBauus i cmocid 3acTocyBaHHsA
JlikyRaHHA TIOBHHHO [pPH3HAYaTHCh JIKapeM, MO Mac JOCBIJL JNIKYBaHHSA BIpPyCY
imynonedimuty momunn 1 taiy (BUI 1).




Joszysanna

Jopocni ma nionimxu

Pekomennonana no03a Tenodosip/Jlamiymmn/Edagipens 300 mr/300 mr/400 mr TabneTku:
npuiiMaeThesA Nepopanbio oaHa TabieTka oJiuH pas Ha no0y.

Cnocib sacmocysans

Tenogosip/JlamiByman/Edasipenz 300 mr/300 mr/400 mr tabnerku CJiJl KOBTATH LUJIMMH,
3aIIHBAIOYH BOJIOKO.

Tenodosip/JTamiyun/Edasipens 300 mr/300 mr/400 mr tabneTkn ClIijl mpudMaTH HaTIIE,
OCKLIBKH Tka MOJe TiABMITATH PiBeHb edaBipeHsy B IiasMmi KpOBi, O MOXe 30UILIIHTH
4acTOTy NOsBM NMoOiyHKX peaxuiil (nuB. Po3nin 4.4 1a 4.8).

3 METOIO MOKpalleHHsl TIePeHOCHMOCT] edaBipeH3y Ta 3MEHIUEeHHS HeOaxaHoro BIUIMBY Ha
HEPBOBY CHCTeMY, JiKapchkuii 3aci6 peKOMEH/I0BAHO NPHIMATH ICpesl CHOM (B, Posain
4.8).

OuikyeTses, mo Ais Tenodosipy Gyae MeHmow NpUOIH3HO Ha 35% micast 3aCTOCYBaHHS
Tenodosip/Jlamisymun/Edasipenz 300 Mr/300 Mr/400 Mr B TabneTkax HaTIIe TIOPIBHSHO 3
€10 iHMBIIYANEHOTO KOMIIOHEHTa TeHO(OBIpY AN30MpOKCHTy Gymapary mia yac npuiomy
i (maB. Posxin 5.2). OuikyeThes, MO y TAmieHTiB 3 NPHIHIYEHHM BipyCOM KIIHIYHE
3HaYeHHs TAKOTO 3MCHIICHHSA Moske OyTH HesHaduuM (s, Posmin 5.1).

Jimu

Tenodosip/JIamipymnn/Edasipens 300 mr/300 mr/400 mr TabieTkin He PEeKOMEHI0BAHO
NpU3HAYATH JITSM 70 12 POKiB dYepes BifCYTHICTh BMYEPIHMX JaHHX M0N0 Oesneku Ta
e)eKTHBHOCTI.

Jioou noxunozo 6iKy

Tenodogip/Jlamisymu/Edasipens 300 mr/300 mMr/400 mr TabneTku cuin 3 00epeKHICTIO
TMPH3HAYATH JIIOAM IOXHIIOTO BIKY.

Kopuzyeanns 0o3u

V BUnazKy NPHIMHEHHS Tepamii y 3B’S3Ky 3 HENEPEHOCHMICTIO OIHOTO 3 KOMITOHCHTIB
Tenodogip/Jlamisymn/Edasipens 300 Mr/300 mr/400 mr Tabnerky, abo koiu 3MiHa 03U €
HeOOXiZHOIO0, Y LFOMY BHIAJKY JOCTYTHi iHIi jikapchki 3aco0H, MO MicTATH TeHODOBIpY
xu3onpokcuny dymapar, namiByauH Ta edasipens okpemo. bynb nacka, o3HaHOMTECH 3
KOpOTKOI0 XapakTepHCTHKOIO IHX JiKapchKUX 3aC001B.

Sxmo Tenodosip/Jlamisyaun/Edasipens 300 mr/300 mr/400 mMr TableTKH 3aCTOCOBYIOTECS
pasoM 3 PHGAMIIIHHOM, MOKHA PO3IIISHYTH 3aCTOCYBaHHA A07aTKoBO 200 Mr edasipeH3y
oyuH pas Ha 7106y (Beworo 800 mr) (mmB. Posnin 4.5).

Topywennsa @yHxyii HUpox

He pexomennoBano mnpuiiMatn Tenodosip/Jlamiymn/Edasipens 300 mr/300 mr/400 mr
TaGNeTKH NAIi€HTaM 2 MOMipHHM a0 TSOKKHM IIOPYIIEHHSM (YHKIii HHPOK (KJIpeHC
kpeatuniny Menme 50 mu/xs). [MamienTn 3 moMipHHM a00 TSKKHM MOPYIICHHAM byskii
HEPOK NOTpeGYIOTh KOPHIYBaHHS iHTepBaly NpHifoMy J03 JaMmiByIHHY Ta TeHO(OBIPY
JM30NPOKCIITY hyMapary, 1o € HeMOMIHBHEM I1iJ Yac npuiioMy KombinoBanawii npenaparis
y dopmi rabnerku (qus. Po3nin 4.4 ta 4.3).

Hopywenna pyurkyii nevinku

®dapmakokinernka npenapatry Tenodosip/Jlamisyaun/Edasipens 300 mr/300 mr/400 mr
TabNeTKN HE BUBYANACH V MALUCHTIB 3 TOpYmeHHsM GYHKIIT medinky. 3a manicHTaMy CIij
peTenbHO HATMSAAATH 11010 NOSBH MOOIYHHX peaxiiiii, oco0aMBo 3 DOKY HEPBOBOI CHCTEMH
CIIPUYHHEHHMX 3acTocyBaHHsM edasipensy (auB. Posain 4.3 Ta 4.4).



Skio nauienTy, mo ojHodacHo indikosani na BlJI Ta remarut B, npunuHsoTh npuiAMaTH
Tenodosip/Jlamisynn/Edasipens 300 mr/300 MI/400 Mr tabmeTku, 3a HEMH HeoOXiIHo
peTehbHO HArTIAAATH Ha HagBHICTL O3HAK 3arOCTPEHHA ICHATHTY (mus. Pozmin 4.4).

V pasi npunuHeHHs JIKYBaHHA IpernapaToM Tenogosip/Jlamisynun/Edasipens 300 mMr/300
MI/400 MT TaGJIeTKH CIIiI BPaXoBYBATH TPHBAIHI NMEPio/| HAIBBHBC/ICHHS cdasipcusy (anBs.
Posain 5.2) Ta TpHBanMii BHYTPILIHLOKIITHHHHI MepiOa HanipBuBeeHHs TeHodoBIpy Ta
navisyauHy. Uepes BapiloBaHHs IMX IOKA3HWKIB Y NAICHTIB Ta BIPOTIIHICT PO3BUTKY
PE3NUCTEHTHOCTI CJ1i/i 03HAHOMHTHCE 3 PEKOMEH/ALISMH OO nikysanus BIJI, Bpaxopyroun
TAKOK IPHUMHY IPHITHHEHHS JIKYBaHHS.

4.3 IlpornnokasanHs

Tenodosipy usonpokenny @ymapar/Jlamisyann/Edasipens 300 wmr/300 wmr/400 wr
TabNeTKH TNpPOTHIOKA3aHi MallieHTaM 3 KIIHIYHO  3HAYymIoIo rilepyyTIUBICTIO 10
TenodoBipy, namiBymuHy, edasipensy abo g0 Oyab-fKoi 3 JIOHOMDKHHX PEYOBHH, IO
MICTATBCSA y TIpenapari.

Ilix wac npuitomy Tabnetox Tenodosip/JlamiBymn/Edasipens 300 mr/300 Mmr/400 mMr He
CIIi/l 3aCTOCOBYBATH POCIIHMHHI IIpernapaTH, IO MiCTATh 3Bipobiit (Hypericum perforatum),
Yepe3 pH3HK 3HMKEHHS KOHIEHTpalUii y masMi KpoBi Ta 3HIDKCHHS KITHIYHEX e(eKTiB
easipen3y ( auB. Po3zuin 4.5).

Edapipens 3HaYHO 3HMKY€ KOHICHTPAILIO BOPHKOHA30TY Y ngasMi Kpoei, Toai K
BOPHKOHA30J1 3HAYHO IIiJBHINYE KOHIEHTpamilo edapipeHsy B maasmi KpoBi. OCKUIBKH
Tenodosip/JlamiBymn/Edasipers 300 mr/300 wmr/400 mr rtabnerku e KOMOIHOBaHUM
npenmapatom i3 (iKCOBaHOIO 03010, 103y edaBipeH3y HC MOXKHA 3MIHIOBATH; TOMY
popukonasoi ta Tenodosip/JlamiBymun/Edasipens 300 mr/300 mr/400 mr tabneTky He ciia
npuiiMaTi ofHoYacHo (AuB. Posin 4.5).

4.4 Monepeaenns Ta 3an001KHI 32X0/14 MO0/10 BHKOPHCTAHHSA
3azanvHi

B AKOCTI ¢ixcoBanoi KoMOiHail Tenodoripy JIu30npOKCHITY
®ymapat/Jlamisymun/Edasipens 300 mr/300 mr/400 mr tabnetku He CJIiJI 3aCTOCOBYBaTH
O/IHOYACHO 3 IHIIMMH JIIKAPCHKMMHA 3aC00aMH, IO MicTATh Oy/b-sKi 3 THX CAaMHX aKTHBHHX
KOMIIOHEHTiB, sK edaBipens, namiByauH abo TeHO(OBipy JM3ONPOKCHIY (ymapar.
Edagipens Tenooipy Au30npoxcry dymapar/ramiyun/edasipens 300 mr/300 mr/400
Mr TaGJICTKH He CJIiJL 3aCTOCOBYBATH OJJHOYACHO 3 1HIIMMH aHANOraMH [IUTHIHHY, TAKHMH 5K
eMTPHIIHTAO0IH. (uB. Po3zxin 4.5). Tenodosipy JIHM30IpOKCHITY
dymapat/Jlamisymun/Edasipens 300 mr/300 mr/400 mr tabietki He cJi1 3aCTOCOBYBaTH
0JHOYACHO 3 a1e(OBIpOM JUIIBOKCHIIOM.
Ilepeoaua BL/I

Tlin wac mikyeauus Tenodoipy Jusonpokcminy ®ymapatr/Jlamisymun/Edasipens 300
Mr/300 Mr/400 Mr TabIeTKH He Gy/I0 BHABICHO, 110 lie yeyBae pusuk nepenadi BUI-indexuii
CTATEBHM HUIIXOM a0 Yepes KpoB, Xoua pu3dK Moxe Oyrn 3menmennii. [TanienTn TIOBHHHI
NPOJIOBKYBATH 3aCTOCOBYBATH BiMMOBIMHI 3anmo0bkHI 3axomu A sanobiraHHs nepejaayi
BIJL.

Juoanosun

OjmouacHe 3actocyBaHHs Tenogopipy JIH30MpOKCHITY ®ymapar/Jlamisyaun/Edasipens
300 Mr/300 Mr/400 Mr TaGgeTKH Ta JMAAHO3HHY He PEKOMEHIYETBCS, OCKUIBKH IICIs
OIHOYACHOTO 3acTocyBamHs 3 TeHODOBIpY AH3ONPOKCHIY (GyMapaToM KOHIEHTpalis
JUIAQHO3MHY B IL1a3Mi KpoBi 3HauHO 30inbmyerses (us. Posain 4.5). 3




3axeoprosanHs neHinKu

BesmeyHicTh 3acTocyBaHHs Ta (hapMaKOKiHETHKA edasipensy He JOCIILKYBaTach cepell
MAlicHTIBE i3 BaKKHMH 3aXBOpIOBaHHSMH mneuinki. Towmy Tenodosipy Jlu3ompoxcuiy
dymapat/Jlamisyann/Edasipens 300 Mr/300 wmr/400 mr TabneTkd cuij NpH3HaYaTH
HalieHTaM 3 1€l TPYTH JIHIIe Y TOMY BHNAJAKY, AKIIO BBAKAETRCA, 1O KOPHCTH TiepeBaxkac
HaJl pU3MKaMH, 1 [T 4ac peTesbHOro MOHITOpPHHTY Oe3IeKH.

I'enamomoxcuyHicms

Tligeuimenns piBHSA TpaHcamiHa3 Moe BiZOYTHCH 4E€pe3 Micsii Ticas NMoYaTKy IpHAOMY
edasipensy, 10 IBOTO CXMIBHI NamicHTH 3 CYNyTHBOW iHQexuieo remaruty B Ta/abo
rematuty C. PeKOMEHIY€TbCS NPHIMHUTH JHKYBAHHS, SKILO renaToTOKCHYHICTE €
CHMIITOMATHYHOIO 260 SKIIO piBeHb TpaHcaminaz> 10 pasiB mepeBHIIyE BEPXHIO MEXY
HOPMH.

[lewinkoBa HEAOCTATHiCTH Oyna BHsBIEHa y TalieHTiB Oe3 NonepeIHiX 3axBOPIOBAaHb
Mewinku aGo iHmmX imeHTH(IKOBaHMX (akTopiB pusHKy (awiB. Po3jin 4.8). HeobxinHo
PO3TISHYTH MOHITOPHHI TNEYIHKOBHX depmenTiB y mamicHTie Oe3 HasBHOI MeYiHKOBOL
nuchYHKILT Yi 1HINX GAKTOpPIB PH3HKY.

Hayienmu 3 BIJI, ma cynymuimu 3axX60pI06aHHAMU HA 2eNaMum B abo zenamum C

[amienTs 3 xponmiunmmv rematutoM B abo C, gKi  OTpHMYIOTH KOMOiHOBaHY
aHTHUPETPOBIPYCHY Tepariioo, MaioTh [iJBMINEHHI pH3HMK CEpHO3HHX Ta MOTEHIIHHO
CMEpTE/IBHIX MOOIYHIX peaKiliil 3 60Ky MeuiHKH.

Jlikapsm cIlit 3BePHYTHCH 0 YMHHHX METOMMIHAX pexomenamii mozno nikysanus BLI-
indekuii A ONTHMAIBHOrO JIKYBaHHS BUl-indekmii y namienTiB, KoiH(}iKoBaHHX
reratuToM B.

JlamiBy;H Ta TeHO(OBIPY AM30IPOKCHITY pymMapar Takox niesi npotu rematuty B. Tomy
npunuHenHs npuiiomy Tenodosipy JlH30mpOKCHITY dymapar/Jlamisymua/Edasipenz 300
Mr/300 Mr/400 Mr TabneTKH mamieHTaMH, Koindikosanumn nHa BIJI Ta rematut B, moxe
NPU3BECTH JI0 BAXKKOIO 3arOCTPEHHSI TEIaTHTY. [lamienTn 3 oxHovacHuM 1HGIKYBaHHIM Ha
BUI Ta rematut B, sxi npunmustors npuitom Tenodosip/Jlamisymin/Edasipens 300 mr/300
Mr/400 Mr TabMerkd TOBMHHI OYTH Mifl NHJIBHEM HArIaIoM I 4ac KJIHIYHOTO Ta
aGOPaTOPHOTO  CIIOCTEPEXKEHHS TNPOTATOM IMOHAHMEHIIe  HOTHPLOX MicsLiB  TiCHs
npunuHenns nikysanns Tenodosipy Jusonpoxeriy dymapat/JIamisyaun/Edaripens 300
Mr/300 Mr/400 mr Tabnerxu. Ilpu HeoOXimHocTi Moke OyTH BHIIPAaBIaHMM BIJIHOBJICHHS
cnemudivnoi Tepanii mpotu renatuty B. TlanieHTaM 3 IPOrpecyrodHM 3aXBOPIOBaAHHAM
neqinku ab0 HPO30M NPHITHHEHHS JIKYBaHHA HE PEKOMEHIYEThCS, OCKIiJIbKH 3arOCTPEHHA
renaTHTy IiCIs JIIKyBaHHS MOXe IIPU3BECTH 10 JIEKOMIIEH AT TCYIHKH.

Bucunanns

Bucun J1erkoi Ta cepeliHbOi TAKKOCTI AyXKe 4acTo PO3BHBAETBCA IPOTATOM JIBOX THXHIB
NicyIs MO¥aTKy 3acTocyBaHHs edasipensy i He noTpedye MPHIHHEHHS JMKyBaHHA. 3a3BHYaii
BUCHII IPOXOJMTH NPOTATOM JBOX THXKHIB. Baxki BHCHTIAHHA abo epuTeMa, BKIIOYAIOYH
curnpom Crisenca-/[KOHCOHA, BUMAraioTh HEraiiHOTO MPAMAHEHH nikyBanHs (quB. Po3nmin
4.8).

Ilenmpanvia Hepeo6a cucmema ma 0is Ha NCUXIKY

[lo6iuni peaxuii 3 GOKY LEHTpaabHOI HEPBOBOI CHCTEMH Ta ncuxiarpuysi mobiuni ABHIIA
Ay’ke ¥acTo BHHHKAIOTH Micisi MOYaTKy npuioMmy edasipensy (nuB. Posxin 4.8). I
CHMITTOMH 3a3BHYail BUHMKAIOTH IIPOTATOM TIEPIIOrO THKHA JTIKYBaHHs 1 3a3BM4ail SHUKAIOTH
nporaroM 4 THXKHIB JiKyBaHHs. IcHye noTeHiiiinnii amuTHBHUIT eeKT IpU BKMBAHHI
ATIKOrOMIO TA iHIMX TCHXOAKTHBHHX HAPKOTHKIB. IlalieHTiB ciil MOMEPeuTH, IO AKIIO




BOHH BITIYBAIOTh TaKi CHMITOMH, AK BAKKa nenpecis, meuxo3 abo cyilmuaaIbHl IyMKH, BOHH
[TOBHHHI HeraitHo 3BepHYTHCS JI0 CBOTO JliKaps ado MeMIHOro npaiiBHEKA, 11100 BU3HAYHTH,
Yl KOPHCTB BijJ Teparnii nepeBakac Hajl pU3HKaMH.

DyuKryii HUPOK

TerooBip BUBOAMTECS NEPEBAKHO HUPKAMM LIISXOM HOCTHAHHA kiy00uKoBOi (inbTparii
Ta AKTHBRHOT KaHamblleBoi cexpewii. Takum €uHOM, y NAUIEHTIB 3 TIOPYLICHHSM byt
HHpOK KiipeHe 3Hmkyerhes. Jlami mono Geamekn Ta edeKTHBHOCTI TeHO(OBIPY
JM30IPOKCHITY (yMapaTy y Hali€HTiB 3 TNOPYLICHHAMHA dynxnii Hupox (<80 MI/XB)
obMeKeHl. s TAKHX MalicHTIB Tenodosipy JIM301pOKCHITY
dymapar/JlamiByms/Edasipens 300 mr/300 Mr/400 mMr TaGreTKy CI1ij1 3aCTOCOBYBATH JIMIIC
y TOMY BHINAZKY, AKIIO0 TIOTEHIIHHA KOPHCTE BiJl TIKyBaHHSA T1EPEBHIIY€ TOTCHIIAHHIT PH3HK.
V mamieHTiB 3 NoMipHOK ab0 THKKOK HHPKOBOIO HeJIOCTATHICTIO TIEpiojl HalliBBUBEICHHS
NaMiBY/IMHY 3 IUIa3MH KpOBi 30LTBIIYETBCA 4€pe3 3HMKCHHA xripency. [ ITanientis 3
KIipeHcoM KpeaTHHiHy <50 MII/XB PeKOMEH/IyEThCS 3MEHIICHHS T03H.

3actocyBanus Tenodosipy JH30mpoKCHIY ®ymapar/Jlamisymn/Edasipens 300 mr/300
MI/400 Mr TaGNeTKH He PeKOMEHIYETBCS MAIiCHTaM 3 KIIipeHcoM kpeaTuniny <50 MI/XB,
OCKUIBKH BiJTOBIAHOr0 3HMKEHHs 703H KOMOIHOBaHOK TaONETKOK AOCATTH HEMOMIHBO
(nmB. Po3aimu 4.2 Ta 5.2).

[Ipn 3actocyBaHHI TeHO(OBIPY AM3ONMPOKCHIY dymapary v KiiHiuHIE $pakTAui
MOBIIOMIIAIOCS TIPO  TOTipIIeHHs (QYHKIIT HHPOK, HHPKOBY HEOCTATHICTD, ITiIBUIIEHHS
KpeaTHHiny, rinmodocharemito Ta IPOKCHMATBHY TyOyonariio (BKIIOYA0YH CHHJPOM
®ankoni) (mus. Po3zin 4.8). PekoMeHIY€ETBCS PO3PaX0oByBaTH KJTipeHC KpeaTHHiHy JUIsl BCiX
NamieHTiB 10 TIOYATKy Tepamii Ta BIANOBIAHO 10 KIiHIYHHX OOCTaBMH mij yYac Tepamii
npenaparoM Tenodosipy JH300POKCHITY dymapar/Jlamisyns/Edasipens 300 mr/300
MI/400 Mr TabneTku. Jl1s MAIIEHTIB 3 PH3UKOM BHHUKHEHHS HHPKOBOT HEJOCTATHOCTI CIIL
Ha TOCTiifHilf OCHOBI MPOBOJMTH MOHITOPHHT PO3PaXyHKY KIIPEHCY KpeaTHHIHY Ta dpocdary
CHpOBATKH KPOBI.

V pamieHTiB, AKi OTPEMYIOTH TeHODOBIpY AH30MpOKCHIY (QymapaT, dyHKIiIO HAPOK CIiM
IIOBTOPHO OLIHHTH NPOTATOM OJHOrO THIKHS, BKIIOYAIOUH BMMIpIOBAHHS PiBHS I'TIIOKO3H B
KpOBi, Kanilo B KPOBi Ta IIOKO3M B Cedi, AKIIO piBens (ochary B cuposarii kposi <I,5
M/t (0,48 Mmob/) aGo KITpEeHC KpeaTHHIHY 3HH3MBCS HIKYC 50 mu/xB (nuB. Pozmin 4.8,
IIPOKCHMaJIbHA TyOyJonaris).

CJiil TakoX PO3TISAHYTH NHTAHHS NPO TIPHITHHEHHS TIKYBaHHS IPENapaToM Tenodosipy
Tlzonpokcuty ®ymapar/Jlamisymmi/Edasipens 300 mr/300 mr/400 Mr TaGneTkH Ui
NAIEHTIB, y SKHX KIipeHC KpeaTHHiHy majgae Hikue 50 Mi/xB abo piserb ¢docdary
cupoBaTKH KpoBi Hikye 1,0 Mr/mn (0,32 Mmos/ ).

He cxin pasom 3 npenaparom Tenodosipy Jlusonpoxcuiy dymapar/JlamiByxus/Edasipens
300 Mr/300 Mr/400 Mr TabneTKH OIHOYACHO 3acTOCOBYBATH He(POTOKCHYHI JiKapchKi
sacobu (Hanpukiay, amisornmikosumd, amdorepuums B, dockapHeT, TaHIHKIOBID,
eHTaMiIMH, BaHKOMiumH, mmmodosip abo iHTepieiikin-2). SIKIIO  OJHOYACHOTO
jacTocyBaHHS TeHO(OBIpY AHM30ONpPOKCHIy (ymapary Ta HepOTOKCHYHHX 3acollB He
VHUKHYTH, (YHKIIO HEPOK CIIiJl OLIHIOBATH IMOTHAKHA.

Bniue na xicmku

Y KOHTPOJIBOBAHOMY KJIIHIYHOMY JIOCTI/DKCHHI B 000X rpymax, 1o IpOXOaHIH TMKyBaHHS
CIOCTEPIranocs 3HMKEHHS MiHepaTbHOI IIIBHOCTI KiCTKOBOI TKAHHHH xpeGta Ta 3MIHH
KiCTKOBHX GioMapKepiB y MOPIBHAHHI 3 BHXIJIHMM IOKa3HHKOM, TPOTE i moKa3HHKH Oynn
3HAYHO BHIIMMH Y TPYII, IO TPOXOIIIA TiKYBaHHS TEHODOBIPY JAM30TPOKCHITY dymaparom,
XK y TPy MOPiBHAHHS, [0 OTPUMYBaJa CTaBy/HH (KOKEH Y KoMOiHaIil 3 TaMiBYIHHOM Ta
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edasipensom) Ha 144 Tukui. 3MeHIIeH S MinepatbHof LITBHOCT KiCTOK cTerna Oyo
3HAYHO OUBIHM y Wit rpymi go 96 TwkHA. Opnak, npotaroM 144 Tmkmip He Oyno
NABHIICHOTO PU3HKY nepenomis abo 1okasie Kiiniuno SHAYYIIHX aHOManiii KicTok.

His Tenodosipy Bupyanacs y BUI-1-indikosannx giteii ikom BiJ 12 poxkis. 3a HOPMaJIbHUX
YMOB MIHEPaNbHA INMINBHICTE KicTOK Y wiifi BiKOBiii rpymi ko 3poctac. YV mnomy
AOCTIJKEHHI CepeHs MBHIKICTE 30UIBIICHHS KiCTKOBOT TKAHMHM Oynma menmoio y rpyrii,
Aka oTpumysaia TenodoBip, nopieHano 3 Tpynoto nianedo. Ha poseutok ckenera (BucoTY)
lI¢ HE BIIMHYNO. Mapkepn kicTkoBoro OOMIHY y nemiaTpwyHux namicnTin BiKOM Bing 12
POKIB, sKi OTpuMyBamm TEpanio TeHO(OBIpOM, cBimyars Npo 30UIBIMIEHHS KiCTKOBOrO
00MIHY BIMOBiIHO 110 edexris, mpo CIOCTEPIralOThCS y JIOPOCIHX. Yepes MoxmuBHii BrHE
TeHO(OBIPY Ha KicTKOBHIi MeTabomism, TeﬂodposipKJIa.MiByﬂHH/EtjmsipeHa 300 mr/300
Mr/400 Mr rtaGnerku cnix 3aCTOCOBYBATH JIHIIC ITUIiTKAM y Bimi 18 pokie, sxmo
BBZKAECTECA, 1110 KOPHCTD NepeBHIye PU3HK (1uB. Po3zin 4.8).

OTPHMATH BINOBIIHY KOHCYIbTAIIO.

Jlakmayuoos

Jlakroanunoz e plAKiCHHM, aje BOKKAM, NOTEHUIHHO Hebesnmeynmym IS KHTTH
YCKIAJHeHHAM, TOB A3aHHM i3 34CTOCYBaHHAM HYKJICO3HIHUX IHTiGiTOPiB  3BOpOTHOT
Tpanckpunrasu (HI3T). Bigomo, mo AeSAKI iHIN areHTH wnoro KJIacy BHWKIHKAIOTH
JaKToaumnos. JloxnmiHivmi Ta Kiiniumi JaHi cBigyaTh IIp0 T€, IO PHU3HK BHHHKHEHHS
JaKTOANKIO03Y, SIKHI BBAKACTBLCS MONITHEHM edeKkToM Kitacy HyKineosmHmx aHAJIOTIB, Jyxe
HH3bKHH JUI1 TeHo(oBipy Au3onpokcuny ¢dymapary ta namiByuHy. OfHaK meii PH3HK

CKPHHIHT Ha rimepiakTaTemiro A OE3CHMIITOMHMX NALI€HTIB, sKi orpumyioTs HI3T, ne
pexomennyerbes. Ilamientd 3 cumnToMamu 3a3BHYAll MAIOTh piBeHb > 5 MMmomn/nm j
BHMAararote npunuuenns peix HI3T. Pisens MOJIOUHOT KHCNIOTH > 10 MMONB/n1 3a3BHuaii
BHMarae HeBIJIKIaJHOT MeIHYHO] JIOIIOMOTH.

Jinoducmpoghis ma nopyuenns obminy pevosun

Kom6inosana aHTHPETPOBIpYCHA Teparis Oyna mnos'szana 3 ICPEPO3NOJITIOM XHpy B
oprasismi (mimomerpodis) y BUl-indikoBannx mamicnrtis, Ockinbku ana meskmx iHmm
AHTHPETPOBIPYCHHX IIpENapaTiB JoBexeHo HasBHICTh miel moGiynoi peakuii, nami mpo
TeHO(OBIp, namiByauE Ta edasipens sk 36ynukis HelocTathi; niifero, Gyno nokasaso, mo
nepexiz Bix axanora THMiZMHY (Hanpukiaz, CTaBYJHHY) 110 TeHO(OBipy 36inBmYye BMmicT
KHPIB y KiHUIBKax y mamicHtis 3 mnoarpodicio. Bummmii PU3HK jinoauctpodii Gys
TOB'SI3aHUMH, HANPHKIAT 3 JTiTHIM BIKOM IanienTa, 6imsrmoro TPUBAIICTIO aHTHPETPOBIpyCcHOT
Tepanii Ta NOB’3aHAMH 3 IHM MeTaboMYHIME MopyLIIeH MY, Kniniunmit ornsin nosumen

BUMIPIOBAHHSA JTinizis CHPOBATKH KpOBi HaTiecepne Ta PIBHS I'TIoKo3H B KPOBI, a TaKkox
HAJICXKHE MKYBaAHHA T IHIX nopywens (Jme. Posain 4.8).

Mimoxonopianvua ouchyuryis

byio TIPONEMOHCTPOBAHO, 1O in Vifro Ta in vivo AHATIOTH HYKJICO3UIIB Ta HYKJICOTHIIB

BUKIIMKAIOTh  PI3HHH CTYMiHB MOWIKOIKEeHHs MITOXOHpiif. Bymu NOBITOMIEHHS TIpo
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MITOXOHIpiaibHY  mHCdyHKIIO Yy  Bll-meraruBmx  memoBmAT, 1o  33382MM
BHYTPILIHEOYTPOGHOro Ta/aGo  mocTHATATBHONO BIUINBY ~ HYKJICO3WIHHUX  aHAJIOTIB.
OCHOBHMMH HOGIYHIMY SBHIIAMH, SKi NOBIIOMTAIOTHCS, € FeMaTOIOTi v posnann (anemis,
HEHTPONeHis) Ta nopyenHs 00OMiHY pedoBHH (rinepiakraTemis, rinepninacemis). L{i asuma
HacTo HOCATh THM4YacoBHWii Xapaktep. Ilosigommsmocs Mpo  AedKi 1i3HI HeBponoriymi
posnamu (rinepronyc, cyaoMu, aHoMaIbHa noseinka). Hapasi nesizomo, un ¢ HEBPOJIOr1YH1
pPO3Taam  THMYAaCOBMMH Y  TOCTIHHHMMA. byne-sika  jnutweHa,  sxa 3a3Hala
BHYTPINIHEOYTPOGHOT0 BIUTUBY HYKJICO3SHIHHX 1 HYKICOTHAHHX aHamoris, Hapite BlJI-
HEraTHBHI JIiTH, IOBUHHA NMPOITH KIiHiune Ta n1abopaTopHe CHOCTEPEKEHHS i TOBHHHA OyTH
TMOBHICTIO OOCTeXeHa Ha MPeAMET MOMIIUBOL MiTOXOHZApiamkHOI ucdyHKuii y pasi
HAABHOCTI BIJMOBIMHEX O3HAK YH CHMITOMIB, i pesynbraté He BHIMBAIOTE HA HMHimWHi
HaIIOHANEH] pekoMenaanii oo 3aCTOCYBaHHs aHTHPETPOBIPYCHOI Teparii y BariTHHX IUIs
3ano0iraHHs BepTUKaLHii nepesaui BIJ].

THanxpeamum

JlixyBauns npenaparom Tenodoripy /JlamiBymun/Edasipens 300 mr/300 mr/400 wmr
TabNeTKH Cijl HeraiiHo NIPHIAHKTH, JKIIO BHHMKAKOTH KIIHIYHI O3MakW, cCHMIITOMH abo
n1abopaTopHi BIAXMICHHS, 0 CBiTYaTE po nankpeatut (1uB. Poszin 4.8).

Onopmynicmuuni inghexyii

Y nauientiB, ski oTpEMyrOTE AHTHPETPOBIPYCHY Tepamilo, MOXKYTh IPOJIOBKYBATH
PO3BHBATHCS ONOPTYHICTHYHI iHpeKwii Ta inmi yekmannenns BUI-indexuii. Tomy mamientn
NOBMHHI mepeOyBaTH Imij PETENEHUM  KJIHIYHHM  HarjsioM TmiKapiB abo Meauynux
TPalliBHAKIB, AIKi MAIOTh J0CBI nikysaHss BUI-indexuii.

Cunodpom eionoenenns iMynnoi ¢ionosioi

Y BlI-indikoBanux naumicHTis 3 HasBHOW B)XKOIO IMYHHOIO HEJIOCTATHICTIO, 5K HpaBuIIo,
IPOTATOM NEPUIMX KiTLKOX THXHIB a60 Micamip micis NIOYaTKy 3aCTOCYBAHHA KOMOIHOBaHOT
APT Moke BHHHKHYTH 3anajgbHa peaxiis Ha ©Ge3cMMmTOMHI ab0 3aIHINKOBI YMOBHO-
IaToreHHi  30yaHMKH  (HanmpHKiaj, perunit  1IMB, MikoOaKTepianbHi iH(exmil,
ITHEBMOLMCTHY NMHEBMOHIIO) Cepifo3Hi KiiHiuHi cTaEM a60 mocHTeHms cumnTomis. Ilpu
HeoOXiHOCTI CI1ijt po3nouaTu JIKYBaHHSI.

Ocmeonexpos

Xoua etiosnoris BBaxacThes bararoakTopHOIO (BKIIOYAIOUN BKHBAHHS KOPTHKOCTEpOiIiB,
BXUBAHHS ATKOrOMIIO, CHIAbHY iMyHOCYNpEcito, BUIIMH iHIEKC MacH TiNa), MOBIAOMIIANIOCS
PO BHNAKH OCTEOHEKPO3y, 0COGIMBO y MaIicHTiB 3 nporpecyrodoro BlJI-indekuiero ta/abo
TPHBAIOro BIUIHBY KOMOIHOBaHOMO AHTUPETPOBIPYCHOIO Tepamicio. IlamicHTam cimij
TIOPaliiTH 3BCPHYTHCS 3a MEIMIHOIO JOTIOMOTOI0, SKIIO BOHH BiT4yBaloTh Goti B cyriobax,
CKYTICTB CyrJIo6iB a60 BaxkKicTh B pyxax.

Hayienmu nimnvozo eixy

HauienTs nitHBOrO Biky wacTime wmaroTs noripmeHHs GyHKuil HUpOK: TOMY cmig OyTu
06epeHIM NIPH JiKYBaHHI IAlicHTIB TTHEOrO BIKY TeHO(OBipy m30npOKCHITY bymapatom
(taB. HIKYE).

Honomixncni pevoeunu

lanientam 3 pigkicanvu  cnagkoBumu npoblieMaMH  HemepeHoCHMOCT] rajlakTo3m,
nedinutom nakrasn Jlanma a6o MaTbadCcopOIicIo IIIOKO3H-TAAKTO3H He CITix IpUAMaTH 1eit
npemnapar.



4.5 Bzaemoais 3 inmunvn JIKAPCHKUMH 32c06aMu T2 inmi bopmu B3acmoii

Bsaemooii, o emocyiompes RAMIEYOUHY

Oxnmouacne 3actocysanus 3 TPUMETONPHMOM/CY Ib(AMETOKCA30JI0M  TIPH3BOMNTD 10
30UIbIIeHHS TTON] NaMIBYJIHHY Tl KPHBOIO KOHUEHTpanii Ha 40%. Kopurysanns no3u
TeﬂodnoaipfﬂamilamnHfEdJaBipem 300 Mr/300 Mr/400 Mr Tabuerkm me noTpidHe.
JlamiByun He BiMBac Ha bapmakokineTuky TpuMeTonpumy abo cyndamerokcazony.
Bzaemooii, o cmocyiompcs menoghoeipy

Jnnanozun

Onnouacne 3acrocysamns TeHO(OBIpY H30MpOKCHITY dymapary Ta ammamosumy me
PEKOMeHyeThest (nuB. Po3zin 4.4 Ta tabmmmo HHXKYe).

Jlikapcoki 3acobu, wo eusoosmocs HUpKamu

Ockineku  TeHooBip BHBOAHTHCS TICPCBAKHO  HUPKaMH, OJHOYACHE 3aCTOCYBAHHS
TeHOOBIpY JH30MPOKCHITY hymapary 3 nikapcekumu 3acodamu, mo 3HMKYIOTH (yHKIiIO
HUPOK ab0 KOHKYPYIOTh 3a AKTHBHY KaHABLEBY CeKpeLiio yepe3 TPAHCIIOPTHI O11KH

hOAT 1, hOAT 3 a6o MRP 4 (Hanpukian, mia0doBip), MOKe 36LTBIIMTH CHPOBATKOBY
KOHIIEHTpaLiI0 TeHo(pOoBipy Ta/abo JIKapChbKHX 3aco6iB, mo 3aCTOCOBYIOTBCS OJIHOYACHO.,
Cnin yaukarn 3aCTOCYBaHHs TeHO(OBIPY MH30NPOKCHITY dymapaty 3 medpoToKCHUHIME
MKapPCHKUMH  3ac00aMM, TaKHMH sk aMIHOTITIKO3M/TH, amporepuuun B, ¢ockapuer,
aHIUKIIOBIP, IEHTAMI/IHH, BAaHKOMiLMH, un10oBip abo inTepneiikin-2 (qus. Posmin 4.4).
Bpaxosyroun, mpo TaKpONMIMYC MOXKe BIUIMBATH Ha yHKIii0 HEpOK, PEKOMEHIYEThCS
PeTCIBHUH  Harsy npu OMHOYAaCHOMY 3acTOCYBaHHI 3 TeHO(DOBIpY  MH3OMPOKCHITY
bymaparom.

Bsaemooii, wo cmocyrompcs ecpasipenzy

Edasipens BuBommThes musxom MeTaboNi3sMy B NEYiHIi, roNOBHHM wHHOM KaTaJli3y€eThCs
i3odopmoro CYP2B6 renernuno noniMopgroro uuroxpomy (CYP) 450, a Takox CYP3A.
Tomy 3acobu, mo 3MIHIOIOTh akTHBHICT CYP2B6 ado CYP3A, MOXYTh 3MIHIOBaTH
KOHIIeHTpauiio edasipensy B masmi Kposi.

Edasipen3 e kminiuno sasomisum IHIYKTOPOM (hepMenTiB uuroxpomy P450, Takmx sk
CYP3A4; ToMy MOXyTh BHHHKATH B3aEMOMIT 3 jiKapcbkuMM  3acobamm, 1m0
METa0OMI3yIOThCS UM IUIIXOM. [n  vitro epaBipeH3 Takok € iri6itopom UDP-
ToxyporosunTpancdepas, CYP3A4, CYP2C9 ta CYP2CI9, V nepeBaXKHii GimprmocTi
BHIIAJIKIB, KOMA edapipens Bzacmonic in vivo 3 BIIOMHMH CyGcTpatamu CYP3A, unctum
pe3yIbTaToM micis GaraTopasoBHX 103 € 3MEHIICHHS CHCTEMHOI eKCIO3HIT npenapary, 1o
B3aemoxie 3 edasipenzom. Xoua edasipens Moxe miSTH in vivo sK wmeTwHii iaTibGiTOp
CYP3A4 mnicus MepUInX 103, He Oyno TIPOZICMOHCTPOBAHO, IO I BiAGyBaeThCs micis
noyarky inaykuii CYP3A4.

Edasipens ne cain sactocoBysarn ommouaco 3 Tepdenanurom, acTeMizonom, H3AIPHIOM,
TMO3HIOM, GenpumHIoM a60 moxigHuMu PIXKKIB, OCKITBKH Iie MOsKe NPU3BECTH 10 3MiHH
KOHIEHTpaUil LIMX Iperaparis y miaswmi KpOBI.

'"Toprogi Hasem me npexBanidikyorscs BOO3. [[e 3aTBEPIKYETHCS MICIIEBHM OpraHoM 3
PEryJIFOBaHHS JIKapChKHX 3aco6is. YV upsomy WHOPAR s3anartentoBana Ha3pa mimme sk
NPUKJIIA.

Tabruys  nikapcokux — 63aemodiii ona  mabnemox menogosipy  dusonpoxcuny
pymapam/namieyo un/epasipens 300 mz/300 m2/400 m2

Hactynuuit cnucok B3aemopiii me cirin PO3IITIANIATH SIK BUYEPIIHMIA, a 5K penpe3eHTaTHBHHI
JUIS KJIaciB JIKApCBKHX 3acO6iB, MOIO0 SKHX CII BHSIBIATH OGEpexHiCTh (migBHIIEHHIH
BITHB IIO3HAYACTHCS SIK « T», 3MEHIICHMI BILUTHB [103HAYAETHCS «|», Be3 sMiH K «>», TpHui
Ha ICHB «T.H.J», I1BiYi Ha IeHb K «L.H.Z» i OHH pa3s B ICHB 5K «0.p.H.J»).




mixapmxi 3aco0m 3a B3acmoais
TepaneBTHYHHM
CIPSAMYBAHHSIM

Pexomennanii 110,10
0/IHOYACHOI0 32CTOCYBAHHS

Anmuingheruiiini 3acoou

AHTHPETpOBipyCHi npenapari

Ananozu nyxneosuois

3nnoByaun Bsaemopis Bincytus
CraByaun
Abakasip

Abakasip / renodosi p

Abaxasip Ta Tenodorip
HlamiBynn/Edasipens 300
Mr/300 Mr/400 Mr TabreTku He
CJIiJl 3aCTOCOBYBATH 0JIHOYACHO,
OCKUIBKH, OYIKYETHCSI, 1110
ANIATHBHUH edekT abakagipy
Oyae obmesxenuii aGo BincyTiii

EMTpuunTatin / JaMIiBYIMH

EMrpunurabin ta Tenogozip
HJlamiBymun/Edagipens 300
mr/300 Mr/400 Mr taGnetkn
TabneTku He cnin npuiimaty
OJTHOYACHO, Yepes no1i0HiCTh
MIK eMTpunuTabinom ta
JaMiBYTHHOM Ta, SIK OYiKy€eThCH,
BiJICYTHICTh aJIHTHBHHX edekrin
AK Hachiaok (aus. Possin 4.4),

Aunamosun (400 mr oqunm Didanosine
pa3 Ha 100y) / TeHohoORip AUC 1 40-60%

Prsux no6iunmx egekris,
HOB'A3aHHUX 3 JIMTAHOZHHOM
(Hanpukiaz, NaHKpPeaTHT,
JIAKTOANM103, siK Oy110 BUsABIEHO,
30UIBLICHUI, a KiTHEE CD4
MOXXYTb 3HAYHO 3MEHIIATHCS NIPH
OJHOYaCHOMY 3aCTOCYBaHHI.
Takox 3actocysanns
AMIAHO3UHY Yy 11031 250 Mmr
OZHOYACHO 3 TeHO(OBIpOM y
KUTBKOX Pi3HHX KOMGiHAIisX
dHTHPETPOBIPYCHUX MpenapaTin)
Oy’10 moB’s13auHe 3 BHCOKHM
piBHeM Bipyconoriunoi
HenocratHocti. OqHoYacHe
3acTocyBanns TeHodogip
/JlamiBy mun/Edasipens 300
Mr/300 Mr/400 Mr Tabnerky He
PEKOMEHIYEThCS (IUB. PO3/Iin
4.4).

Henyxneosuoni in2ibimopu 36opommuoi MPAnCKpunmazu

Hegipanin
Erpagipun

Onnouacne 3aCTOCYBAHHA 3
Tenodosip

HlamiBy is/Edagipens 300
M1/300 Mr/400 mMr TabreTkn He
PCKOMEHYEThCS Yepes

ATHTHBHY TOKCHYHICTH Ta ]
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BIACYTHICTh KOPHCTI 3 TOYKH
30py eeKTHBHOCTI.

Ineibimopu npomeas

(I)ocamnpcuaBip!puTOHaBip
(700/100 MI
ABOPa3oBo)/edasipens

amIIpeHaBip
Clmugh l ]7%

Hemae 3HAYHOI
B3aEMOIIT 3 peKUMOM
NpHIOMY JIBiYi Ha JieHb
Y CTablIbHOMY CTaHi.

Kopurysanus 1031 ne norpicue.

Docamnpenaip/puronasip
(1400/200 MT
I0/ICHHO)/eaBipen’

AMIIpeHaBip
Crnin l 36% y
CTabLIBHOMY cTaHi

VHuKaiiTe 011H09acHOrO
3acrocypanns Tenodosip
/JlamiBynmn/Edagipens 300
Mr/300 Mr/400 mr Tabnerku Ta
npuiiomy docamnpenasipy oun
pas Ha JICHb.

Caxksinagip
HCG/puronasip (1000/100
MI 18141 Ha 106y)/edasipens

Kniniyno
B3aeMo il
BiJI3HAYeHO.

3HAYyIO1

HE

Henocratubo mannx mis naganms
PEKOMEHIaNIi II0/10 103yBaHHA
CaKBIHABIpy 3 pUTOHABIpOM aGo
0e3 HBOro 1pH oIHOYACHOMY
3acTocysanni 3 Tenodorip
HJlamiBy inn/Edasipens 300
mr/300 mMr/400 mr TabeTky,
OpHovacHe 3acTocyBaHHS 13
CaKBiHABIPOM Ta pUTOHABIpPOM
abo 6e3 HpOro He
PEKOMEHIIYEThCH.

Inaunagip (800 MT
BHYTPIIIHEOBEHHO) /
edasipens

Innunasip
AUC | 31%,
Clrnugh l 40%

Onnouacre 3acTocyBanns
Tenogosipy Jlusonpoxcuy
®ymapary/Jlamisymn/Edasipens
300 mMr/300 M1/400 Mr TabneTkn

3 HEMOTEeHI1i{0BaHUM
1H/IMHABIpOM He

PEKOM eHJI}" CThCH.

Inauuaip/puronasip
(800/100
ABOpa30Bo)/edasipens

MI'

Inpunaeip
AUC | 25%,
Clmughl 50%

OmnouacHe 3acTocyBanus
Onnouacne 3acTocyBanHs
Tenodosipy Juzonpoxcuny
(DYMElpaTyfﬂaMiBy,JlHH/E(baBipeHS
300 Mr/300 Mr/400 mr tabrerku

3 OTeHNIHOBAHNM iHIMHABipOM
PEKOMEHIY€ThCS JIUIIIE TOI,
KOJIM € MOX/THBICTE
KOHTPOJIIOBATH KOHIIEHTPAIIi10
IHIMHABIPY B 1Ia3Mi KPOB.

Puronagip (500 mr
ABOPa3oBo) / edpaBipens

Jocnimxenns
B3aEMOJIIH TTokazann
nomipue 301IbIICHHS

VYHuKaiiTe 01HO9acHOrO
3acTocyBanns Ternogosip
/JlamiBymun/Edasipens 300

| edaBipens

AUC sk s Mr/300 mMr/400 mr tabretku 3

PHTOHABIPY, TaK i s TIOBHOIO 103010 PHTOHABIPY 4epes

edagipensy. HU3BKY I1IEPEHOCHMICTE.
Heabginasip (pisui no3n) / | Jlocnimkenns Onnouache 3acTocyBaHHs 3

B3acEMOJI1H 1TOKa3amm

TabneTkamu TeHo(oBipy
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pi3HI pe3yibTaTH,
BKJIIOYAIOYH
30imemenns AUC ta
Cmin HeNIDIHARIPY Ha
20%, a Takox
3meHmenHs AUC Ha
25% ra 3mermenns Cpyp
Ha 45%.

JUI30IPOKCHITY
rby.\-iapaﬂ.:lamiBymfIH!quaBipeH:;
300 mr/300 Mr/400 mr
PEKOMEH/1yEThCS JTHLIE TOJ,
KOJIH € MOXITHBICTE
KOHTPOJIOBATH KOHIEHTPAILiIO
Hea(iHaBIpy B 11a3Mi KpOB.

Jloninasip / puronasip
M’sKi Kancysm aGo
nepopansHuii pozuun /
edasipens

Tabnerkn
Joninasip/puronasip
(400/100 mr 1BOpa30B0)
(500/125 Mr aBOpa3zoro)
/edpaBipens

Jloninasip/puronasip
(400 mr/100 Mr aBOpa3oBo)
/TeHodoBip

IcToTHe 3HMXeHHS T
JIONIHABIPY.

Jloninagip
Chnin | =40%

KonnenTpanuii
JIOTiHaBipy

noaibHo 10
JIOTIHABIPY/PHTOHABIPY
400/100 mr aBigi Ha
neHs Oe3 edapipeHsy

Jloninagip/puronasip
Hemae 3maunoro Biumsy
Ha napametpu ®K
JIOMiHaBipy/pHTOHABIpY.

Tenodosip
AUC 1 32%
Cnax <
Cain 1 51%

Henocratano nanux ms TOTO,
00 1aTH peKOMeHAanii oo
JI03YBaHHA
JIONHABIPY/PUTOHABIPY TIpH
OJHOYACHOMY 3aCTOCYBaHHI 3
Tenodosip
Alamisymun/Edagipens 300
Mr/300 mMr/400 Mr TaGneTky.
OnnovacHe 3acTocyBaHHs
JIONiHaBipy/pHTOHABIPY 3
TabsieTkaMi TeHO(DOBIpY
JIU30MIPOKCHITY
¢ymapar/namiByun/ehasipens
300 mr/300 mMr/400 Mr He
PEKOMEHITYEThCA.

Ataszanasip/paronasip/
TEHO(OBIPY TU30MPOKCHITY
dymapar

(300 mr mopenno/100 mr
moAeHH0/300 Mr 101€HHO)

AtazaHasip

AUC | 25% (Bin 42 no
13)

Ciax | 28% (1 50 0 1 5)
Chnin | 26% (Bin 46 10 1
10)

Onnoyacue
3aCTOCYBaHHA
arasaHaBipy/pUTOHABIpY
3 TeHO()OBipOM
IPH3BEIIO JI0
301IbIIeHHS
KOHILIeHTpalli i
TeHodogipy. Binsm
BHCOKI KOHLIEHTpaLlii
TeHO(POBIPY MOXKYTh
CIPHYHHATH 06i4yHi
edekrn, o8’ A3ani 3
TeHODORIpOM,
BKJIIOYal0YH HUPKOBI

PO3J1ajIH.

OnnoyacHe 3acTocyBaHHs
aTa3aHaBipy/pUTOHABIPY 3
Tenogogip
Hlamisymun/Edaripenz 300
Mr/300 mr/400 mr tabneTkn He
PEKOMEH/IYETHCS.




Arazanagip/puronasip/
edagipens

(400 mr monenHo/100 Mr
1110,1eH10/600 MT moIeHHO,
BCE BKUBAETHLCS 3 THKEIO)

ATrasanasip/puronasip/
edagipens

(400 mr monenno/200 mr
moaeHno/600 Mr 1moaeHHo,
BCE BXKHMBAETLCS 3 1IKEI0)

ATazanasip

AUC «* (Bia 9% no 1
10%)

Crnax T 17%* (1 8 10 1

27)

Chin | 42%* (Bix 31 no
1351)

ATazanasip

AUC «*/** (gix 10%
1o T 26%)

Crmax <>*/** (Big 5% 1o
126%)

Coni T 12%%/%#* (Bim 16
no 1 49)

(Innyxmis CYP3A4).

* IlopiBHsHO 3
arazanasipoM 300
MI/puToHaBipoM 100 mr
OJIMH pa3 Ha 100y
BBeuepi Oe3 edasipensy.
e 3umxerns Cpin
aTasaHaBipy MOXKe
HETaTUBHO BILUIMHYTH Ha
edeKTHBHICTE
arasaHasipy.

** Ha 0CHOBI
ICTOpHYHOrO
NOPIBHSHHA.
OpnoyacHe
3aCTOCYBaHHS
edasipensy 3
aTasaHaBipom/
PHTOHABIPOM HE
PEKOMEHIY€ThCS.




Tunpanasip/puronasip/
edasipens

Jlani npo B3aemoniio
MIX THIIpaHaBipoM Ta
eaBipeH30M BiICyTHI

Cnin yHuKaTi noeHanus
Tenodorip /Jlamisynn/Edasipens
300 mr/300 Mr/400 mr tabneTkn

Ta THTIPaHAaBip/PUTOHABIP.

Hapynasip/puronasip (300/100
MT 21Bi41 Ha 106y)/edaripens

Mapynasip/puronosip
(300Mmr/100mr aBiui Ha noby)/
TeHO(OBIp

Hapynasip
AUC|13%,
Cmin|31%.

Edagipenszy AUC 1
21%,
Cmin 1 17%

Hapynagip

Hemae 3nagnoro
BIUTHBY Ha [apameTpH
OK

JapyHaBip/pUTOHABID.

Kniniune sHauenns 3min
KOHLCHTpalliif JapyHasipy Ta
eaBipeH3y He BCTaHOBJIEHO Ta
MOJKe 3MIHIOBATHCS 3a71€XKHO BiJ,
HaIpyK/Ia)l, HasBHOCTI KITiHIYHO
3HAYYNI0] Pe3UCTECHTHOCTI 10

napyHagBipy.

Hapynasip/putonasip crig
3aCTOCOBYBATH 3 00EPEIKHICTIO Y
nocananui 3 Terodogip

/JlamiBy nun/Edasipenz 300
mr/300 mr/400 Mr TabneTky .

Tenodogip

AUC 1 22%

Cmin 1 37%
Anmazonicmu CCR-5
Mapagipoxk (100 Mr agiui Ha Mapasgipok IIpu omHovacHOMY nikyBaHHi
no0y) / epasipens 600 Mmr omun | AUC 1 45% MapaBipoKoM Ta edaBipeH30M mpu

pa3 Ha 100y

Cmax | 51%

BIJICYTHOCTI rocuienoro IIT,
JI03YBaHHs MapaBipoKy CJIiJ
301nbImHTH 10 600 Mr ABiYi Ha
JeHb. IHmi komGinauii gus. y
KXJI3, mo onncye Mapasipok.

Ineibimopu inmezpasu

Panrerpagip (400 Mr pasosa Panrerpasip ITpu oxHO9acHoMy 3acTocyBanmi
n1o3a) / edapipens AUC | 36% TeHO(OBIpy AM30NPOKCHITY
Paarerpasip (400 Mr Biui Ha AUC 1 49% qnymapary/ﬂaMiBynHHyfeQJaBipeHay
IeHb) / TeHodOoBip Cmax 1 64% 300 mr/300 mMr/400 Mr He moTpiGHO
KOPHI'YBaTH J03Y.
Hporurputkosi 3acotun
Keroxonazoun (400 mr pazoea Ketoxonazon C1ift posrysHyTH ansTepHATHBHMIL
n03a; edasipens 600 Mr B AUC | 72% NpOoTUrpuOKOBHii 3acib abo
cTablLIbHOMY cTani) / edaipens CKOPHCTATHCA MOHITOPHHIOM
TEPaNeBTHYHUX Nperaparis
(TDM), sixmo Taxwmii €.
ITpakona3zou (200 Mr 1Biyi Ha ITpakonazon Chix posrnsiHyTH anpTepHaTHBHMIL
1no0y) / edagipens AUC y crabineromy npoTHrpubKoBHii 3aci6 abo

ctani | 39%,
Cmin | 44%

BHKopucrosyBat TDM, skio
TAKHi €,

IMocaxonaszon (400 Mr npivyi Ha | [locakonazon Cinii yHHKATH 0/1HO9aCHOT O
100y /400 mr 1 pas B nens) / AUC | 50% 3aCTOCYBaHHA 1103aKOHA30J1y Ta
edasipens Cmax | 45% edasipensy.

D.rykonazon (200 mr 1 pas na

Hemae 3nagno07




'?06)-') / edhaBipens

B3acMOJTiT

Bopuxonasoa (200 1eivi na
100y) / Edasipens (600 mr)

Hemae nannx

He cnin onsovacno npusnavary
edasipens 1a BOpHKOHa30I v
CTaHIapPTHHX JI03aX.

Bopukonazon (200 Mr isivi na
Aessb) / easipens 400 mr mons

Bopuxonason
AUCss | 77%:

edasipens
AUCss 1 44%

3MeHwenns 103u edasipensy 3
BOPHKOHA30JI0M Y CTaHIapTHiif
71031 IPU3BOIUTE /10 3HAYHHX 3MiH
y papmakoxineTnui 060x
npenaparis, TOMY iX He ciiif
3aCTOCOBYBATH O/THOYACHO.

Bopukonason (400 Mr apiui na
100y) / edasipens 300 mr oqun
pas na nody

Bopukonazon
AUCss | 7%;

edasipens
AUCss T 17%;

06u1Ba NOPIBHSHO 3i
CTaHJIAPTHUMH JI03aMH
BOPHKOHA301y Ta
edasipensy (200 mr
IBi4i Ha 106y Ta 600
MT IIOJHS) BIIITOBITHO

Ko Heobxigne oxHOYacHe
3aCTOCYBaHHs1, BOPHKOHA30J1 CJIif
Aosysati 400 mMr z1Bidi Ha 106y, a
edasipens - 300 Mr ol pa3 Ha
1100y. OCKiNbKH 3MEHIIeHHS 103H
earipeHsy ne MoxHa
KOMIICHCYBATH 3a PaXyHOK
Tenodosip JlamiBy mun/Edaripens
300 mr/300 Mr/400 mr TabneTku,
CJIi/1 3aCTOCOBYBATH
IbTCPHATHBHI NpenapaTtu
edasipensy, Tenodosipy Ta
naMiBynuuy (muB. Posin 4.3).

Anmuﬁakmepimwi/npomumyﬁepkjyﬂbo:mf 3acobu

Ha 1100y, 6araropazosi n03u) /
edaripens

Knapurpominnn (500 mr apiui { Knapurpominun

AUC | 39%;

14-OH-
XJIOPHTPOMIIIHH
AUC 1 34%

Kuiniune 3navenns nux amig y
KOHUEHTpALil KIapHTpoMiLHHY,
SIKIIO TaKi €, HeBinome. Bucoka
9acToTa BHCHIIAHb CIIOCTEpiranacs
IIPH 0JIHOYACHOMY 3aCTOCYBaHHi
npenaparis y 3JI0poBHX
nobpososuis. Ilpu MosxIHBOCTI
3aMIHUTH HAa a3MTPOMILHH.

AsuTpominun (600 Mr pa3osa
Ao03a) / edasipens (400 Mr oqun
pas3 Ha JieHs),

Hemae xniniuno
3HaAUyNIo!
dapmakokineTHuHOT
B3aeMOiT

Kopurysauns 103m 11s 060x
NIKapChKUX 3aco6iB He HoTpibHe

Pudamuinmn (600 mr 1 pa3 Ha
100y, Garatopa3osi J03u)/
edaripens

Edagipens
AUC | 26%,
Cmin | 32%

Crin Bpaxosysaru, mo npu
OIHOYAaCHOMY JIiKYBaHHi 11032
easipensy 36inbmyerses 3 600
MT 710 800 MT oj1MH pa3 Ha J00y.

Pudabyrun (300 mr 1 pa3 Ha

Pudabyrun

Ilpn ommovacuomy nikysanmi

Iipumeramin / epasipens

IPH OJITHOYACHOMY
3aCTOCYBaHHi 3
edasipenzom

n00y) / edasipens AUCss | 38% HEOOX1HO 301IbIIHTH 103y
pudabyruny Ha 50%

lpomumansapiiini 3acobu

ATOBaKBOH Hemae odiniitnux

Xaopoxin JOCIIIKEHb B3acMOJTii,

Meduroxin Bzaemonis 3

Iporyania, JIKapCEKAMH

Cynbpagoxenn 3acobamu ta Gesnexa




OIIIHIOBAIACK He
CHCTeMaTHYHO; Ha
TCOPETHYHIH OCHOBI
KJIIHIYHO 3Havy1i
NKapChKi B3aeMOoIii 3
edasipenzom
MaJloiiMoRBipui

AMmozniaxin/aprecynar (600/250
MTI OZIHH pas3 Ha 100y)/edasipens

Jlocnimkenns
B3aemonii (EFV y
cTabinbHOMY cTaHi)
OyI10 npHnHIHEeHO mic/s
TOTO, AK y MepIIuX
JBOX J1I0OpOROIBIIB
BHABHIIH
OescumnToMEe, ane
3HAYHE MiIBHINCHHS
PIBHA NEYiHKOBHX
(epmenTis micns
TPHIEHHOTO Kypcy
JIKyBaHHS
amotiaxinom. AUC
amomiaxiny 1 1141
302% BinmosigHo

Mozxnuse 36inbmenns
TOKCHYHOIO BIUIHBY Ha ICYIHKY.
Cnijx yHMKATH OHOYACHOTO
3aCTOCYBAHHS.

Xinin / edpasipens

Hemae odiniitnux
JOCTIDKEHE B3aEMOIIT,
X1HIH HHPOKO
MeTaboizyeTses
CYP3A. Onnouache
3aCTOCYBaHHA 3
edasiperzom Moxe
3MEHIIHTH BILTHB
XiHIHY Ta 3MEHIIHTH
IPOTHMATISPI HHHHA
edexr

SIKIO € MOKIUBICTS, Ipu
OQHOYACHOMY JIIKyBaHHI 3
edagipensom ciix
BHKOPHCTOBYBATH
AIBTCPHATHBHHMIA NIpenapar Xininy

Jiomedantpun, ranopanTpun
/ edaBipens

Odiniitanx
JAOCIIUKEHD B3aeMoii
Hemac. [i arentn
MeTaboIi3y0ThCs
CYP3A; orxe,
OJHOYAaCHE JKYBaHHS
ehasipensom mMoxe
3MEHIIUTH
KOHIIEHTpALIifo.

He pexomennyetses oqnouacne
BHKOPHCTAHHS

ApTemisuHiH Ta iioro moxiani /
edasipens

Hemae odiniiianx
JIOCIIIJUKEHD B3aeMOIiT,
ApTeMi3uHiH Ta Horo
ITOX1JTH1
IEPETBOPIOIOTHCS B
aKTHBHI MeTaboIiTH 32
Aonomorow CYP3A,
Brums edasipensy
MOYKE 3MCHITHTHCS.,




Emnipuuni aani
BIJICYTHI, a MOKJ/IHBI
KJIIHIYHI HACHi KK
HERBIJIOMI

TIPOTHBIPYCHI 34COBH, 1110 3ACTOCOBYIOTHCH ITPH T'EIIA THTI B

Anedosip nuniBokcn / AUC « Tenodoripy msonpoxenty

TeHO(OBIp Cmax < dymapar/Jlamisy inu/Edaipens
300 Mr/300 mr/400 Mr Tabnetkn e
CJIId IPHHMATH OHOYACHO 3
anedoBipoM JHIIBOKCHIOM yepes
04iKYBaHY BiZICYTHICTb aHTHBHOL
peakuii (1uB. Posgin 4.4).

EnTexagip AUC < Hemae kniniyno 3Ha9ymIMx

(1 Mr monenno) Cmax «» (bapMaKkoKiHETHYHHX B3aeMOTii

IpH OAHOYACHOMY 3aCTOCYBAHHI
Tenodopipy ausonpokcuny
Qymapar/JlamiByun/Edasipens
300 mr/300 mr/400 Mr TabneTku 3
E€HTEKaBIipoM.

IIPOTUCYJIOMHI ITPEITAPATH

Kap6amasenin (400 mr 1 pas na
100y) / edasipens

Kapbamasenin
AUCss | 27%,
Cmin | 35%;

edasipens
AUCss | 36%,
Cmin | 47%

Cnin yaukaty oHOYacHOro
3aCTOCYBAHHS, SKIIO HE MOYKHA
KOHTPOJIFOBATH KOHUECHTPALIIIO
Kapbamaseniny ta edasipensy B
IUIa3Mi.

Deniroin / edasipens

Hocmimxenns
B3a€MOJIIT BiJICyTHi.
Knipenc deniroiny ta
edasipen3y, iimosipHo,
Oyne 36inbmenHii.

Cnix yHuKaT 01HO9acHOro
3aCTOCYBaHHS, AKIIO HE MOYKHA
KOHTPOJIIOBATH KOHLEHTPAIIIO
kapbamasemniny Ta edasipensy B
IUIa3Mi.

Baasnpoesa kuciaora (250 mr
ABIYi Ha no6Y) / edaripens

Hewmae itmosiprocTi
3HAYHOI B3acMOIil.

Birabarpin

Hewmae itmoBiprocTi
3HA4HOI B3aeMOIi1

Tenodosipy muzonpokcmmy
(bYM&paT/ﬂaMiBy,uHHfE(baBipeH3
300 mr/300 Mr/400 Mr Tabnetku Ta
BirabaTpun MoxHa 3aCTOCOBYBATH

OJIHOYacHO Oe3 KOPHUI'YBAHHSA JI03H.

CEPLEBO-CYJIUHHI IIPETTAPATH

bnoramopu kanvyiceux xananis

Juriazem (240 mr moJIeHHo) / | JIunTiazem Cnin xonTpomOBaTH KJIIHIYHY
e(aipens AUC | 69% Ppeaxiiio yunriaseMy Ta mpu
HEOOXIAHOCTI 361IBIITH 103Y.
Hezanerunainriazem
AUC | 75%
N-MoHOIEe3MeTH I
JUITIazeM
AUC | 37%
Bepanamia, gpenoammin, Bzaemosis ne Cnin KoHTpomoBaTH Kiiniuni
Hideaunin, nikapinin / BHBYCHA, peakuii i npu HeoOXixHOCTI.. N

|



edasipens

Konnenrpauis
Onokaropig
KallbLIEBUX KaHaJiB,
HMOBIpHO, Gy e
3HHKEHA IpH
OZIHOYACHOMY
JIKYBaHH] 3

30LIbIIITH 103y OiokaTopis
KanbLieBHX KaHaNiB.

edasipensom.
I'inoninioemiuni saco6u
Aropsacrarun (10 mr | pa3Ha | AtopBacratun Heo6xinno nepioanuno
noby) / edasipens AUC | 43% KOHTPOIIOBATH piBeHb

IloBHa akTHBHA

XOJICCTepHHY Ta 301IbIIyBaTH 103y
aTopBacTaTHHy y pasi

YacTHHa HeLoCTaTHLOT e(heKTHBHOCTI.
AUC | 34%
Hpaegacraran (40 mMr oun pa3 | IIpaBacraTun Heo6xinuo nepionnuno
Ha 7100y) / edaBipens AUC | 40% KOHTPOJIFOBATH piBEHH
XOJecTepuHy Ta 36iNbIIyBaTH 103y
NIpaBacTaTHHY y pa3i HEIOCTATHLOT
eeKTHBRHOCTI.
Cumpacrarun 40 mr oqun pa3 CumBacTtaTun HeobximHo nmepioguuno
Ha 5100y) / ehasipens AUC | 69% KOHTPOJIOBATH PiBEHb

IToBHa akTHBHA
YacTHHA
AUC | 60%

XOJICCTEPHHY Ta 30LIBITYBaTH 103y
CHMBAacCTaTHHY V pa3i
HEIOCTaTHLOI e(heKTHBHOCTI,

PosyBacrarun / edasipens

B3aemonis He BuBuYeHa. PosyBactatin BuBOMTECS
IIEPEBAXHO Y HE3MIHEHOMY BHIJIS 3 exanmismu; Tomy
MeTaboiuHa B3aeMois npenapary 3 epasipeH3om He
OYIKYETBCS.

I'OPMOHAJIbHI KOHTPA LENTHB.

H

E'riﬂinecrpaniom’noprecmma'r
(0,035 mr + 0,25 mr LIOZICHHO) /
edasipens

Konuenrpanis
CTHHIIeCTpamiony He
3MIHIOETECS.

AUC
JICBOHOprecTpeny |
83%,

AUC
HOPEJIreCTpOMIHY |
64%

(axTnBHI MeTabomiTh).

JonaTkoBo 10 opaibrux
KOHTpPALIENTTHBIB CJTi
BHKOPHCTOBYBATH iHINI Hasiiini
METOH 6ap’eprHoi KonTpanenyi;.

DMPA (150 mr
BHYTPINIHBLOBEHHO pa3oBa J103a) /
edasipens

DapmakoKineTHKa Ta
edexTuBHicTE DMPA
He 3MiHIOBaJIHCA Yepes
OJTHOYacCHE JTiKyBaHHS
edasipenzom

Yepes obmesxeny IOCTYIIHY
iHpopmaizo, kpim FOPMOHAIBHOT
KOHTpauenmii, Heo6ximnHo
BHKOPHCTOBYBATH iHINI Haniiini
MeTonm 6ap’epHoi KoHTpamemni;,

e

Etonorecrpen (immnanTar) /
edapipens

Bsaemonis ne
BHBueHa. Yepes
YKo easipensy
CYP3A moxHa
OYIKYBATH 3HIKCHHS

Oxpim ropmonamshof
KOHTpauenuii, HeobxinHo
BUKOPHCTOBYBATH iHIII Hatiigi
MeToan 0ap’epHOl KOHTpaneri,


























































































































































