Vién nén
TENOFOVIR 300
Thude nky chi ding theo dm thube.
xn thm fay caa tré om,
Dos k§ hardng din sit dyng tewdre khi divng.

Thinh phn cing thire thube: M3 vién nén chira
- Thamh phda duoo chkt: Tenofovir disopraxil 245mg
(Dt dngs Tennforvir disoproxil fumarate: 300 mg)

Thinh phin 6 dupe: Povidone K30, Lactose monobydrat, Microcrystalline cellulose
102, Crosearmeliore sodinum, Sodium starch glycolat, Magnesi stearat viadi | vién nén,
Dyng bio ché: Vidn nén hinh caplet, mau tﬁng aén tring o, rdt mit khum trom, md(
it kbum oo rhnh, canh vA thinh vién lank gn.

Chi djob:

* Nhidm JiV-1

Tenofavir 300 duge chi dinh ding két hop vér che thube khang retrovirus khac dé didu
nhidm HIV-1 & ngudn 16n

Teaofovir 300 cling durpe chi dinh didu trj nhidm HIV-1 ¢ thanh thiéu nién tir 12 dén 18
wmmwmllpukwWnuc‘lm{ldﬂ:ehﬂenzymmdmm‘wemkﬂ)
Lyn chon Tenofovir 300 4 diéu tr & bénh nhan nhidm HIV- | &1 timg dibu tr v6i thabe
Mhunnmwtnunhdm mmﬁmmm;ﬁmvﬂhoutihmm&uﬁmmbiw

* Nhidm virus viém gan B:

mrmaoommﬁa&mmmsmmnwwm.vai-

- Blab gan com b, o6 biing ohimg vé hogt ddng sao chép cia virus, tAng lidn tue nbng 49

alanin aminotransferaso mau (ALT), ¢ phin (mg viémy/xo hoa.

- Virus viém gan B dd khing lamivudin

Bénh gan mit b

t;‘m_fn:rmamdlldhhﬁhmv‘bbmanmmlInh\‘H}unhmdunﬂnIZ\I&Idu\'Ji

v

- Bgnh gan con bit vi bénh lién quan dén midn dich, vi dy hoat dong sao chép cia virus,
lién tyc nbng d¢ aliin ami i ALT), c6 biéu hign viém/xo héa,
uditng, cich ding:

Vide diéu tri nén dirge bit dhu boi mt bc s c6 kinh nghi¢m didu 1 nhidm HIV
vivhade didu tr) viém gan B mgn tinh. s

Iém:

Lidu kinrvde cd

PIL Y

¥ il 4& dibu trj HIV bojc viém gan B myn tinh 1 245

mg tenofovis disoproxil (dedi dang Tenofovir disoproxil fumarae. 300 mg) (1 vién), ubng

mt nghy mdt 14n cing vdi bira bn.

Viém gan B man tinh;

‘Thari gian didu trj tbi ina chua duge bibt Ngimg didu trj dwge xem xét khi:

- Bénh nhin dugng tinh véi HBeAg khong c6 xo gan, ditu t it nbit 6-12 thing sau khi

chuyén 481 buydt thanh HBe (mit HBeAg vi mit DAN HBV ciing vén phit hién Anti-

mmmﬂ:hwemdhm_wgnd&hwwﬂmhﬂc hi¢u qui ALT
thanh vi ndng 4 DNA HBV nén dwo theo di thuémg xuyén sau khi ngumg diéu trj

Q& phathi¢n bitky sy tdi phit virus mugn nao.

- Bénh nhin dm tinh voi HBeAg khong cé xo gan, didu tri nén duge thyre hign it abdt dén

khi chuyén @8] huyét thanh HDs hode bing chimg mAt hi¢y qui. Then gian didu tr d

kéo dij bom hai ndm, 14( dinb gid thudmg xuyén durge khuyén cho dé xic dinh lya chon ti

uﬁﬂhmwmmmmmmmm.

em.

HI1V-1: O thanh thiéu nién 12 aén < 18 wai vi cin njng > 35 kg. lidu khuyén cdo cia
Tenofovir disoproxil 1h 245 mg Tenofovir disoproxil (ddi dang Tenofovir disopraxil
fumarate: 300 my) (1 vién), ubng mit nghy mot ln cing vén bira dn. Phai grim liéu
Tenofovir disoproxil khi diu tr HIV-1 & té em nr 2 dén < 12 tudi. Vidn Tenofovie 300
khéng thich hop khi sir dung cbo tré tir 2 dén < 12 tobi. Tinh an todn v hiéu qud cia
Tenofovir disoproxil (dgng fumarnte) & tré em dui 2 tudi nhitm HIV-] chua dwge thilt
1ip. Khong 6 dit liu céshin.

Viém gan B mgn finh: Thaoh thidu nién tir 12 dén <18 wdi vil eln ning >= 35kg, libu
m’g‘mm disopronil 1 245 mg Tenofovir disoptoxil (dhet doms Tonsy
disoproxil fumarate: 300 mg) (1 vitn), ubng motngdy mot ln clng véi bt an Thiv gian
16i v cho dilu tri hin viin chira bidL. Tinh an todn vi hidu qud cba ir d i

Cie trutmg hop suy thin clp sau khi bt dbu dang fidu ca0 hobc nhidu logi thude ché
vwmhmlh:nmmsnlmaauwNadonnm;ha\hma.hm\.“mrm
disoproxil vi cée thubc o6 nguy co ghy i logn chire ndng thin. Néu tenofovir disoprouil
dws:chldmhllﬁn;dﬂnllhmvaSAID.n&nlh:udM:hﬁ:m.mmda
Ny co suy thin cao hon dil duge bio cdo & nhimg bénh nhia dibu trf bing tenofovir
disoproxil két hgp véi thubo phi bop ting cuémg (e ché protease s ritonsvir hosc
cobicistat. mwmuucﬂemmmmam.mmmm_owm
o nguy cor suy than, chi dinh ddng thdi tenafovir disaproxil va thube pbdi hop thng cuimg
e ché profcase nén dugs ddoh gid cln thin. Tenofovir disoproxil chua duge dinh gid lim
sing & nhimg bénh nhin dang didu irj v6i céc thudc cing bai tié1 qua duimg thin, bao gbm
cig chit vin chuyén anion hit co & ngudi (ROAT) I v 3 hoye MRP4 (v dy nhu cidofovis,
ure bidt dén 14 san phim gly dde cho thn). Nhimg protein vin chuyén qua thin ndy chiu
trch nhi¢m bai tiét & dng thin vi thii tnir tenofovir vi cidofovir qua thin, Do 86,
oy hoc cua cdc thube cing bii tidt qua duéng thin bao ghm cic protein vin ¢
HOAT | v hode MRP 4 cé thi bj thay abi néu dang idu trj phoi hgp. Ding dbng thiri che
thude cting bl tiét qua duimg thin khong duge khuyén cho, nhumg nbu vide sir dyng 46
khang thé tranh khoi, cdn theo ddi chir ning thjn hing tukn.
Suy thdn
Tumnloanvdimmmrmdimml:mmmnghia:muanmgaomhgnch!a
b¢nh ihin tnrémg thanh c6 chire ning thin suy gidm (43 thanh thi| creatinin <80 ml/ phit).
oblin inrimg thinh ¢6 40 thanh thai creatinin <50 mi / phit, bao gdm cd bénh nhin
mpha,nmanmuuv!ummmqummmnrmdimpmuam
nhin suy gidm ehirc ning thin. Do dé, tenofovir disoproxil chi nén duge s dyng néu Igi
fch e vige didu tri vugt trdi nguy ¢o, O nhitng bénh nhin bj suy thin ning (69 thanh thai
creatinin <30 ml/ phét) vi bénh nhin chyy thin ahin tao khéng dige kbuyén cdo sir dung

q P
(dang fumarate) & 1ré em bi vidm gan B man tinh nadi tr 2dén < 12 mdi va chnning < 35kg
viln chua diegre xe dinh, Khong c6 0@ igu 6 siin.

Quén lidu:

thmwnmﬁhmm&ummmmdmmu&mm
Tenofovir 300 véri bita in cAng sém cing 10t va Gép tyc ljch uéng thubc binh thiimg, Néu
bénh nbn quén mot liéu Tenofovir 300 hon 12 gidy va nhuaénmﬁigima»ng&aép

theo, khong nén ubng bi lidu ¢8 quén va chi cn tiép tye theo lich ding thube thong

thudmg.
Ntu bénh nhin b| nén trong vong mot gid sau khi udng Tenofovir 300, nén ubng 1 vien
m.w&.wmwmmm 1 gidrubng Tenofovir 300, khong cn ubng lidu khic.
Nguai i

Km::dnmuodnam:uyénmnéummmnmns tudi

Suy thin

1
Tenofovir dupe thii tnir qua thin va phoi nhikm véi tenofovir ting 1&n véi bénh nhin réi
logn chtrc nang thin.
« Nguri Ion: C6 jt dit ligu vé tinh an todn vi hi¢u qua ciia tenofovir disoproxil & bénh nhin
suy thin vimu vii nng (44 thanh thii creatinin < S0mb/ phi1) va det ligu an 10dn liu dii cha
dwge dinb gif &b véri benh nhin suy thin nhe (46 thanh thdi creatinin 50-80 ml/phat). Do
46, & nguisi 1ém bj suy thiin, tenofovir disoproxil chi nén duge sir dung néu cic lgi foh tiém
niing clia vic didu trf Iém hon i ro tiém dn.
- Suy thjn nir (40 thanh thdi creatinin 50-S0mUphit): D ligu tr c4c nghién cir lam sing
hd tro i Tenofovir disoproxil 245 mg (diedi dang Tenofovir disoproxil fumarate 300 mg)
1 1hn/ migky dbi vén bénh nhin suy thin nhg con hgn ché.
- Suy thin vira (46 thanh thai creatinin 30-49m/phit): Kéo dki khodng cich gitta cic lidu,
Llhmyﬁidoll disoproxi| 245 mg (drd dang Tenfe disoproxil fi
300 mg) mdi 48 gid, Clin theo ddi chit chd dép img lim sing cia dibu trj vi chirc nling thin
& nhimg bénh nhin pay.
- Suy thin ngng (49 thanh thi creatinin < 30mU/phut): Libu khuyén cao 1 Tenofovir
mlMSmg(degTauybvbwﬁmmjmmgjmﬁin-%sib(z

).

Béah nhin chay thin nhin tpo (thim phi ir disoproxil 245 meg (du dang
ruoﬁwdmmuﬁmmmm)cmémmmm&wmymm&mﬂm
phiin miu,

Khong ding thabe ndy cho nhimg bénh nhin khéng thim phin méu c6 49 thanh thii
creatinin < 10ml/phat,

Diku chinh khodng cdch lidu chua dugo xée nhiin trong chc nghién ciru 1im sing. Che md
phong cho ring, kéo dii khodng cich libu Tenofovir disopronil 245 mg (dwdi dang
Tenofovir il fumarate 300 mg) khong phai 14 16 wru va 06 thé din dén ting dde tinh,
d4p (mg <6 thé kbéng dly di. Do d6, chn theo ddi chit che dap (mg lim sing didu trj va
chirc nn

gthin.
- Tré em: Viée sir dyng Tenofovir disoproxil khéng durge khuyén c4o & bénh nhin suy thin
latréem,

Suy gan

Khang chn didu chinh liu & binh nhin suy gan

Néu ngung Tenofovir 300 ¢ bénh nhdn viem gan B mpn tinh 66 hoje khéing dbng nhifm
V61 HIV, nbing béah nhdn nky chn durge theo ddi chyt ché dé m bing chimg vé tinh rang
viém gan nfng hon,

*Cachding:

dung:
Vién nén Tenofovir 300 nén udng | viénhn/ngiy, M:Lviu bt in. Trong tneémg hop
bénh nbin ghp khé khiin khi nubt c6 thé nghién vién thubc cimg véi it nhlt 100 ml nudc,

1 ir disoproxil hofic btk thinh phin nio coa thube
Ciinh biovh thjn trgng kbi ddng thude:
Thin tromg khi vir dgng thidc vi trong thanh phin thubic o6 chira:

Nén dé nghj xét nghiém khing thé HIV & th ca béah nhan nhilm HDY trrée khi bie diu
didu trj vén tenofovir disoproxil (xem nhilm déng théni HIV-1 vi BV 6 trén),

HIV-]

Mie di e ché virus higu qui bing ligu phap khang vi-rit i dugo chimg minh 1i lim gidm

ding ké nguy oo Iy truybn qua duong tinh dye, ahung khong thé logi trir nguy co tbn tai.
Caebida phip phong ngia by ruyn néo duge iy hign theo hung ol qube g

Vién gan B man tink

Bénh nhin phii duge béo rhng tenofovir disoproxil chua dwge chimg minh ¢4 thé
nghn chin nguy oo Ik HBY sang nguti khic qua dutmg tinh dyc holi Ly truyén
qummmﬁmmmmwmamwm;

Chidinh ding thoi v cde thude khde

- Tenofovir 300 khong nén dung ddng thir vér ebe thube Khic c6 chir tenofovir disoproxil
hogic lenafovir alafenamide

- Tenofovir Lha j&l thiri véi adef 1 Tl

1] 8
- Chi djnh dbng 1o tenofovir disoproxil vA didanosin Mammm.mqﬂh
dbng thin tenofovir disoproxil vi didanosin ting 40-60% pheri hé thbag vai
didanosin, .lM|nmw&mdmwuhmdhmhl(mp!ﬂniﬂ Hiém
khi xiby ra viém tyy vi nhi€m acid lactic, db) khi ghy tir vong 4l duge bao cdo. Chi dinh

théri tenofovir disoproxil va didanosin o 1ibu 400 mbi nghy cé lién quan dén vigo gikm
Mﬂdimdmm.wﬂﬂhmﬂuﬁcnolMngi:lln;lqrphnmburghh
didanosin, Giam lidu didanosin 250 mg chi dinh cimg v01 tenofovir disoprox.il ghn 1idn voi
biko céo tng ty 1§ didu trj virus thi{ byi trong nhidu xét nghibm két bop trong diby trj nhidm

HIY-1
thude nucleosid mucleotid

DA c6bbo cao ve ty 1§ cuo didu tri virus thdt bai vi sy xubt hign 04 khang & béah nhin phibm

HIV giai dogn du khi tenofoyir disoproxil két hop voi lamivudin vA abacavir cilng nhir

viri lamivudin vi didanosin | lin/ nghy.

Anh hneimg dén thiin v xuomg & mgwei [om

Anh becmg dén thiin

Tenoflovir chu yéu dbo thii qua thin. Suy thin, crestinin cso, phosphat méu gidm, bénh 1y

bng thin ghn (bao phm hoi chimg Fanconi) di duge bio cho vin vide sir dung tenofavir

disoproxil troag whye hinh lim shng.

Theo ddi thin .

Cin xdo djnh b sb thanh thai creatinin trong thi cd cac bénh nhin trude khi bd dku didu )

il tenofovir disoproxil vi ehire ning thin (40 thanh thi creatinin va phosphat mu) cling

duge theo i sau 2-4 odn did tr], sau 3 thing dibu tr) va mbi 3-6 thing bl véi bioh nhin

khéeg o6 ybu 1 nguy o lida quan dén thin. O biah nhiln cd nguy co suy thin, bit bude

theo ddi chire niing thin thudmg xuyén bom.

Kidem sodt binh nhin

Néu phosphat mau < |, Smg/di (0,48 mmol/) hojc 4 thanh thill ereatinin gidm xubng < 50

ml/ bt & bt &y g lom mdbo did trj véh tenofovir disoproxil, chire ning thin nén dugc

dénh gk lg! trong ving mt tuls, bao gdm do ndng d) glucose mu , kali mau, glucose

trong nudc béu. Nén xem xét didu tri gdm doan tenofovir disoproxil & i bim vor df

thanh thal creatinin gim xebng <30 ml’ phit hofc phosphat méu glkm xubng <1,0 mg/dI

(0,32 mmel/ 1). Didy trf glin dogn vér tenofovir disoproxil elng nén dupe xem xét trong

trudmg hop chire ndng thign bj gidm khdmg do nguyén nhiln nbo khic 48 dwpe xic dinh.

Ce chi dinh g theri v mguy co iy e cho thiin

Nén triin sil dyng \enofovir disoproxil khi dang sit dyng hojic ghn dby st dyng cie thube

gy 8¢ cho thin ddng thon (vi dy glycosid, amphotericin I3, f ganciclovir,

P 4 cin, cidofuvir hajc intetleukin-2). Néu khing thé trink khoi vige si

dyng ddng thin tenofovir disoprouil v céc thude pdy 8¢ cho thin, nén theo di chic ning

thin hng tuln

béo céo trong qué trinh dibs tri vin lenofovir disoproxil

Tuamg the, twomg ky eda thube:

*Tuong téc cla.

Nighién cira tong téc chi duge thy hidn & nguin lém
wmhhmalwuﬁnmwwvimmwﬁmwm.m“mu
véi chibt trung gian CYPA30 lién quan tenofovir v chc thube khic i thidp

Cdc trarimg hap sie dyng ding ther) khvig dhage Khnayén cbo.

Tenafovir 100 khéng nén diing dbag thi vis cic thube khic c6 chie venofovir disopronif

vi tenofavir alafenamid vi adefovar dipivoxil.

Did. dimg tenofovir cimg vin did: " uyln cho

Cée thudc théi trir qua thin: v) tenofovir disofroxil duge thii trir qua thin, dimg kit bop

tenofovir véi che thubc 1im gidm chire nling thin bodc canh tranh bii nét chii ddeg qua bag

mumqu in viin chuyés hOAT |, BOAT 3 bojc MRP 4 (vi dy o cidofovir) o6
lim tag nbog 40

ciing.

Yhing dure

trong huyés thanh cia tenofovir vi/ hodc ndng d) cde thube dimg

Sir dyng temofovir nén trinh st dyng dbng thoi bl ghn che thude gly djc cho thin. Mo
Sﬁbp;mll.nmﬂ:?cm husemg dén chirc ndng thin, cln theo d5i chit che khi dbng
dbng thiri voi tenofovir disoproxil

Ciéic twomg the khic
Céc trong 1ic githa tenofovir disoproxil vi cée thude khic dirge 1iét ké trong bing | bén

dudi (ing 17, gidm “| ~, khong thay d8i “~s ~ _ hai lin | ngiy “b.i.d" vi | ngiy | lin
“qd7)
uhl;rmgu:gtmmfwwaqmlva.mn-ﬁm

tenofovir disoproxil. Néw khng ed phrong phdp ditu trj thay thé no, khodng cdch litu
puumag?ginhd:hwmlwpwduwmddncwch! mhm&nhu
Anh huamg dén xeomg . Phdo trim thay
( ahg b e it HIV, i nghin i i sing 48 chimg rong 144 i, so | Che ol duoepbda | L PO T | K ok ding g
sanh tenofovir disoproxil véi stavudine két hop vé1 lamivudine v cf & béoh nhin Mmﬁv%n& temofovir
lruémgﬂmnh:hmﬂuﬂmdihﬂ.d?nhbmdih:g;hwmdbxm (BMD) o ob slin (cor )
héng va cdt sbng gidm nhe. Gidm ding ké BMD cot song v thay dbi ddu dn sinh boc
mngmvﬂibmdiumgnhdmdihmlmnfwi:djmpmmmgIMmlmelmdlng Thobe khing kbl
kenumbhongma&%mlm:amumknmmmm“ﬂ;ungyymgm
bing chimg 1im sing lién quan d. thudmg & xueng teén 144 tud 3 Khiing retrovins
Trong cie nghién elru khic (nghién cir tromg lai vi nghién cdu cit ngang), BMD gidm rd e cbd
rétnhdt & bénh nhin didu e véi tenofovir di il nhur mt philn ctia phic dd ¢4 cdc chit © ehO protease
b trg ting curomg trc ché protcase. Phéc db ditu tri thay thé cin duge cin nhic cho nhimg [ 3 y[ Tremern = Ty
binh nhin bj lodng dnguy co gy xuomg d/100qd /300 | AUC: | 25% xtic tenofovir o6 thé
Nhimg bilt thuromg cta xwang (hiém khi gy gly xwamg) cé thé lién quan véi b¢nh 1y ng 2’;‘)"“ * C:|26% E':: che e m phy
Cos | 26% lién quan tenol bao
mnﬂﬂng&hlyphllhihnhﬂngbhlhnhmuhmgn&nhﬁcﬂnh&. Tuw}'wir gbm ci rbi logn thin. Chn
Anh hueimg dén thin v xaeomg & bénh nhi AUC: 1 37% theo dbi chéc ning thin
Khong c6 sy chie chin vé ddc tinh dnh huémg 1iu dhi dén thin vi xwong. Hom nir, sy ddo Coo1 3% chjt chi.
e i Tl e el Sl B b D Ll o C 129%
dwge dé nghi cdn phiic trong Ria i fel o ciia vige dibu trj, dwa ra : - -
iém sit thich h trinh didu trj (bao gbm c4 quyét djnh ngimg didu trj) vi cin Lopinavir/Ritooavir Lopinavir / ritonarir: Khimg oén didu chinh liko
mtvhﬁwcﬁhﬁ“w (40014100 bid/300 | Kbdng dnh hudng déng ké | Tiing tidp xix tenofovir o6 thé
Anh burimg dlin thiin ad) lén che tidng s PK cda |l ting che tdo dyng phy li¢a
T dung phu trén thin pbid hap vori binh 1y dng thin gn i duge bo cio o bénb nhin nhi lopinavir / ritonavir. quan ¢én tenofovir, bao gbes
nhilm HEV- | tir 2 ¢én <) 2 tuditrong nghién cina lim sing. Tennfovir: e rbi logn thin. Cln theo &
Theo dai thin AUC: 132% chirc ning thin chit ch2
Nen dénh git chirc ning thin (46 thanh thii creatinin vi phosphat méu) tnebe khi dibu tri, Coive
v theo dbi Lrong subt qud trinh didu trj nhu ngui 16m. Ci151%
Qudn I bnh thin . L ‘ - S ul
Néu phosplat miu <3.0 mg / dl (0,96 mmol / 1) & binh nhi dang didu trj véi tenofovir DarunavirRitonsvir Danunayir Khéag néa di¢u chinh
disopmx'.n&ndinhg'ﬂuithﬂtnlmlhlﬂlmng'&nﬂm@lmﬂubwg&ndoﬂng:g (300/100 b.1.4/300 q.d.) Kiriing dnh hurémg ding ké M*‘ﬁ‘mm‘*‘u
glucose miu, kali miu vi glacose mrde tidu. Néu nghi ngtr hojic phit hién nhimg 1én céo thang sb PK céa Ik thing clc tic dyng phy lin
g trén thin thi nén tham khio ¥ kién bic sf chuyén kboa thin dé xem xét ngimg diéu darunavir / ritonavir ‘quan dn tevofirvir, beo gbm c
i v6i temofovir disoproxil. Tenofovir: 183 logn (hfin. Cin theo &8 chie:
Didu tnj gidn dogn véi tenofovir disoproxil cling nén duge xem xét trong tnrmg hop chire AUC: 1 22% niing thin chit che.
ning thin b gimma kg xie ok duge nguyt Paokhic Pyt
Chidinh ddng thit vi ngay ca gy dbc cho than
épt:u;gkhuyéncﬂonhnd‘nsuﬁih NRTIs (céc thudc e ché ka0 chép ngugc nucleotid/ pucleosid)
uy p
Khéng sir dyng tenofovir disoproxil & b{nh nhia nbi bj suy thin. bitdhu didutrj véi :
Tenofovir disoproxil & nhitng binh nhi bj suy thin vi nén ngimg & bénh nhi b suy Didanosine Ding &dng thin tenofovir Dh.du;ﬂmmfuﬁr
thin tién trién rong subt qui trinh didu tr bing tenofovir disoproxil. di 1 vit didaniosis il vi didanosin khong
Anh huimg dén xuong din dén ting tidp xiic e khuyén cho
Tenofovir 300 6 thé ghy gidm mit 49 xuong (BMD), Anh hurém, i didanosin toin thin 40-60%,
lién quan dén thay d6i BMD 15u dai va nguy co gly gly xuong trong twomg lai hién vin do 06 b thé thag nguy co
chua rd. Néu nghi g hay phit hién nhimg bt thudig & xuromg, nén tham khio ¥ kién ciia el thc dyng phy lién quan
bac sTchuyén khoa ndi tidt va/ hogc bs harvdn khon thin dél!didminﬂihﬂp.
Bénhgan vitm tyy vh nhidm st
Dﬂheu % todn v hidy q i & hdnh nha 'u_;- hm:hé lactic, di khi gy ni
€4 [t li¢u vé tinh an todn vi higy qud ctia tenofovir disoproxil & nhdn nhidm HBV 0 duryre bdo cdo. Ding
kém b¢nh gan mit bt va bénh nhén cb diém 6 Child-Pugh-Turcotte (CPT)> 9, Nhimg byp tenofovir disoproxil vi
bénh nhan ndy c6 nguy co nghiém trong vé gan hofic tic dung phy trén thn. Vi vy cin didanosin véi lidu 400
theo ddl chiit ch&trong qué trinh didu trj h,ﬂ,ﬁmmu,
Cde dyt cdp cila viem gan : b vidc gidm ding ké sb lrong
Dot kjch phét trong diéu trj : chc dgt kich phéit trong viém gan B man tinh twong dé{ phd 14 ko CDM, cb 1bé 1 do
mémddnmgwmmungmmgmquus.umuxaudiéuuikhiq.; g the nfi bdo lim ting
virus, ALT mdu c6 thé ting & m@t s bénh nhiin, O bénh gan cdm b, sy ting ALT miu phosphiory! hde didanosin.
thutmg khéng kém theo ving ndng 49 bilirubin trong méu hojc gan mét bu. Bénh nhiin xo Vike gidm lidu 250 mg
gan c6 nguy co gan mét bd cao sau dgt bing phit viém gan, vi vily chn theo dai chiit chit didanosin cing véi teaofovir
trong qud trinh difu trj. disoproxil ¢ lién quan dén
Dyt kich phdt sau khi ngimg didu tri: dg1 kich phit elp viém gan di duge bio céo & bénh o co g 17 1¢ diku oy
nhdn ngimg didu trj viém gan B, Sau diu irj cde dgt kich phiit thwimg ting HBY DNA, vi virusthhs i trong ma vii
da 54 ty gién b, Tuy nhién, céo det cip nfing bao gdm v vong 4 duge béo céo. Clin theo ek b aid tr bl
dbi chirc niing gan lim sing va cfn lim sing it nhilt 6 thing sau khi dibu trj viém gan b=
u.Nh.m:ét:‘h , vide d niuphivihntna\;\!:lﬁng&ngd dgjuv:mmn :
béoh gan ti hode xo duge ngimg didu tr vl sau khi didu i cdc dgt viem by -
gan Kih ph ot o S5 g 1ol B st bing phit bénh gan djc bift nghiém | Adefovir diprvoxil e prrgntops oappg
1rgmg, dai khi gy nr vong & bénh nhin bj bénh gan mbt bi " adefoir diprvonil.
Déng n viém gan C hadic D; khdng o6 dit igu vé tinh an todn cila tenofovir & nhimg
bénhnhindbng nhidm virus viém gan Chofic D. Entecavir AUC: ~ Khéng cé mong the dugs ddng
Ding nhiém HIV-1 va viém gan B: do nguy co phit trifn d& khing HIV, tenofovir Cies hoc ¢ § nghla lim sag khi
disoproxil chi nén sir dyng nhu mét phin ctia phit dd ké hop thode khing retrovins thich tenofovir disoproxil dupe ding
hyp & bénh ohin ddng nhidm HTV / HBV. Bénh nhiln bj nmdm.::::epnmas. cing véi entecavi.
bao gbra vidm man hogt ddng (chromic active hepatitis), thn réilﬂll:l}lh
niing gan khi di mgw thubc khing retrovirus (CART) vi cin theo ddi, Nucobing | Tae nhin ehbog vi rit vitm gan C
chimg vé bénh gan xiu di, cin gidn dogn holic ngimg thudc. Tuy nhién, ALT ting c6 thé do
d;;:: thii HBY (HBY clearance) trong dibu tr v¢r tenofovir, xem phin cac dgt kich phiit inesviefSol 0 | Ledipasvir Nbug 8§ tenofovir troag huyé
vitm gan & tréa. LedipasvirfSofesbuvi : ; .
B s C ot S s | 333%: i
tenofovir disop pas cho . Lty Rk
48 tenofovirtrany méu, dc bigt khi sit dyung tenofovir disoproxil vi thube im g duge. | (00mEqd/100mg | S 1118 e Sl it e
ddng hoc (ritonavir hodic cobicistat), Tinh an todn ciba tenofovir disoproxil véi velpatasvir/ qu.)*-W AUC: ob thi lin u:"‘ d
soflosbuvir vA thude 1am ting duge ddng hos chira durge xic minh. Cin cin ohdc rdirovh | Tenofovic disopronil | ™77 e ioy e e g
I.cn'[chmaehldiimdg:fmﬁ favir disoproxil v velpatasvir/ sofosbuvir lidn kit v | (200me245mgad) | G5%331007 e e “‘:_‘:m
thubic ting cwrimg iro "‘wme HIVM?JU: mvirhmd-mm:iﬂ.aubiewbenh 2:1.0-— o i m“"‘m"‘*m -
nhiin ¢4 nguy ca cao réi logn chire ning thin, nhin dang ditu trj véi ledipasvir / ;- .
fosbuvir ciing i tenofovir disoproxil vi thubc g cudng b ché protease HIV cin Ca 1 2% T o
duge theo ddi the dpng phu 1ién quan dén tenofovir disoproxil. :%‘“‘"" i £ g P el
Trong lgmg va cdc théng sd hda C...';"” ‘Whﬂ(“w'iwhk
Tiing cin, ting néng 40 lipid méu vi glucose miu thudmg xdy m khi didu 1ri khing o1 6% cobicistat) chua du thidt lip.
rctrnvlmh'hnnglhnyddln:zlihkﬂdéki&nmﬂﬂnhﬂlisﬁng‘l.lpldmlum\h Ritooavir Vige ding kit bop oin dupe
hirémg dén didu ) trong mot sb traémg hop, trong khi ting cin khang li2n quan dén higu AUC: s thio trong Vi thew 00 tgm
quadidutry. Cn thiét I§p i lign tham Khio heo d51 lipid méu vi glucose méu trong huéng Ot thadng ke ol i 57
dindibury HIV. Ciin theo dbi rfi loan lipid trén 1im sdng thich bgp. Cs 5% thay m"‘“’:';b_ s pht hop
.RJfIapnch&rnéanyrhiw rthidm trong hir cung Eatricitabine:
{ twemg 1w aucleotidcd thé Anh urémg dén chire nling ty thé & cdc mira 4 khic nhau, 1 AUC: +
rét bl 14 stavudine, didanosin va zidovudin. DA 6 béo cho vé rdi Togn chirc nhng ty thé & Cui
iré 5o sinh nhifm HIV &m tinh trong L cung vi / hojc sau sinh cua cic chit womg ty Cuis
nucleosid, phén 1ém lién quan dén phic dd dibu trj ¢4 zidovudin. Cilc thc dung phy chinh i Teaoforks
Auge bio cdo L rdi logn huyéli\oc[lhi!umu.aidm'buch:ﬂutnmgllnh)vﬂ \ logn chuyén AUC: os
héa (1ing Inctat mdu, ting lipid mau). The dyng phy ny thudng chuyéa tuép. Réi logn thin Cmax. 147%
kinh khér phit mudn h.hnﬂ(ungwmiuc.mxlmmm vi bt trimg). RGi logn thin Coo141%
kinh thofng qua hay vinh vién hi¢n vin chira rd. Nlitg phit hién ndy cin duge xem xét &
tré om phoi nhiém v6i bt twong ty nucleotid trong 1 cung, ¢4 biéu hién Lim sing nfing
Kkhon -runguyannhlamnngphhhienna:ykhonginhhmwénmkhuyéamqm LedipasvirSofosbuvir | Ledipasvir 44 tenofovir woag
gin it retovius o ghy thai ol iy truydo HIV. (0 mga00mgqd)+ | AUC: e B i e
Hgi chiimg pluc hdt mién dich DanumavirRitonavir | Col e amtork oy ""’"“‘“i =]
Bénh nhin nhidm HIV suy gidm miln dich nghiém trong tai thés diém b dhu didu trj phéi (200 mg q.4/100 mg Caies | cmaric, dibe mby
hop thirdo khing retrovirus (CART), phin fmg viém khong c6 trigu chimg hojomdmbgnh | 4.d)+ Emaricitabine | Sofosbuvic e
cor hi con 6t ai 06 thé phat sinh va gly ra bidu hign IAm sing nghiém trong, hodc rigu | Tenofovir disoproxil | AUC: | 27% moeg mudt it quun khing
chimg ning thém. Thong thuimg, cdc phin (mg ndy dugs quan sdt thity rong val wln hodo (200 mg245 mg qd) | C=i 4 37 Temofiis om
vl thang dhutién bt ddu CART. Nhws vidm yong mc do virusvi/ hofe nhidm GS-331007" b rbi logn thia. Tinh ea todn
mycobucterial vA vidm phéi do Preumocysiis Jirovecit , Bt kg ngu chimg viém ndo nén AUC: o cla kenofovie frep
durge dinh gid v didy tr) khi olin thide. Cuive v ledipasvir safosburvic
& logn ty midn dich (nhir bfnh Graves) xily ra khi phyc hdi m.!mu tuy nhién, théi Cai o vi ting cudmg dupc ddng bec
:‘hnkllaltrlphlldlduvcbhcinUuydﬁlnhlhhmvlv.'ﬂlhhlyrl idu thing sau khi bit Rsznm ““"aa":"&'-i‘?,f“""““‘
udiby trj. g e y
goo‘ggnwﬂanhlnﬂ i 1l g st dyng corticosteroid, n&ug &"' &mfm;ﬁx
[ vt y s Xuong (bao gim corticost g, o
...”un'.‘ﬁin dich ngng. ﬂ.!".’l kmwuﬂm c#o), cc insomg hip hoai t xuemg 45 Ritonavir Mmmuxm .'.‘: e;’ didu
dugo bin cdo, dic bigt bénh nhin ahilm FIV Gén tridn vA / hodo phai nhidm lau dbi véi AL 4
CART Bfnh nbian cn duge 1 vin néu cdm thly dau ahie kivdp, cimg khop holic di lgi khé Cuive
khia, G 148%
Nguoh cao udi Emtricitabine:
Tenofovir disoproxil chua duge nghién ciru & bnh nhin trén 65 wdi. Bénh nhin cao mdi AUC: w»
o6 nhiduy khd ping bf suy gikm chic ning thin; do dé nén thin tryng khi didu ir) Tenofovir Coies
disoproxil cho bénh nhn cao tudi Cpi e
Thin trpng khi vie dung thude vi trong thanh phde thude cd china: Tenolovir
’Ln:luu.'l'lr-\lyldhhkllmmkhld&njﬂuphirnlﬂynfuhnkhm;mmvm‘m AUC:  50%
+bl0gl dubrg. mmwvhuwamm&mgwaqnqm Gt ] 4%
bt Lapp lactase hogc kém hiip thu glucose-jal g nén ding thudc nily Cots
stdqngmu&:rphpnummm con bi: o
Phy nitcd that; 38 hegng 4 han trén pby ni ¢6 tha (két gui trén 300-1000 phy 10 o6 thai) . PRI
duwlykhongomw:uudocmmMnhune-ummmnqmafnmomw Ledipasvir! Ledipasvir: Khing tn dbu chink by
disoproxil, Cée nghién i trén ddng viit cho thiy khdng b dde tinh trén khi ndng sinh | Sefosbuvir (90 AUC: | 34% Thag tidp xik: benofiviz o6 thi
sin. St dyng Tenofovir disoproxil c6 thé duye xem xét trong khi mang thai néy cdn thid, mg/d00 mgqd)+ | Cui | 34% W ting e the dyng phy lita
Phu nit cho cho bi: Tenofovir ¢6 bii tidt qua st me. Khing co thdng tin dly dd vé anh Efavirenz/ C.il % quan by tenofovi, bao ghe
Inrémg cida tenofovie d tré so vinh. Vi vy khong nén diing tenofovir ki dang cho con bi. B Vi Sofosbuvi ol i loge tvdn, Cln theo dii
¢ chung phy n nhifm HIV vi KBV khong nén cho con ba d& trinh 1dy Tenof AUC; o chire nng thin chit che
HIV vi HBY qua tré sy Coi s
K e i sim disopronil (600 | (3545007
Dt ligu lim sang gioi han vé dnh hudmg cia tenofovir disoproxil lén kb ning sinh sin. mg/200 mg/245 AUC: s
Cic nghién ciru trén ddng vit cho thly khdng c6 dnh hutmg o6 bi cis tenofovir disoproxil | mg q.d) C te
|én khi nng sinh sdn. o bl
Anh hurémg cila thube e khi ndog 14l e, vj hinh my méc: ‘?-f- *
Khang c6 nghién cinu v dnh hudng cis th -a&wm‘mmmm.mym t Efavirens
duge thye hign. Tuy nhién, bnh nhin nén duge thong bio vé the dung budn ngd di dupe AUC: «s




Trong cée nghién ciru trén bénb nhin chua timg s0 dyny sucleoside, mic ng ALT
Coui o= Tenofovir: diba trj > 10 o ULN ( mmm.ammu:zmmmmn
Coo AUC; 181 % 18 & 2,6% bénh phin didu i bing tenofovir disoprowil. Tang ALT ¢ thir glan ki
Emtricitabine Gt 11 % phét trung bink & tudn, vide quyét dinh tikp by dibs iri, tong phils 1im céc truimg hop
AUC: = = 1121% liém quan déo vidc gibm hamg virus > 2 log , copies / mi tnusks bofe cling véi mie
Cosi e Sofodd Sofl Khng nén dibu chink b g ALT. Chn theo dof dinh kj chire sdng gan tong qud wink diby r}
Coies (“00mg100mgqd)+ | AUCI e xisc tenofovir o6 thé Che dont edp cta wmmwm i
Tenofovir Emtricilabine/Rilpivirine/| Con' ** Lim ting ede tdc dyng phit idn () nhimg béah chin HBY, bing ciimg 14m sing v cfn ldm sing vi tdnh trgng
3 Tenofovi G5-331007" tenofovir, bao gbm ¢ vidm gan 48 xhy ra sau khi ngung didu trj HBV
AUC: 1 98% mwmd“;wﬂﬂl(!ﬂﬂ A Jogts thén. Cin theo dbi chise Nyt cao bl
C-;?}'z;; e Sl LE T B i sk Udn clilt chE Tenofovir disoproxil chins durge nghibn clu o blsh nhd trés 53 tubi. Ngubi cao tubi
Gt Coimr suy glim chixc ning thdn, do d nén thdn trong ki dibu tr} v tesofovir disopronil.
Velpatasvir: Bnh nhiin sy tidn
Ledipanrs, Ladip Khing nén dibu chinh libu. AUC - Tenofovir disaproxil o6 thé ghy ddc cho thin, theo i chire ning thin chil che dugn
(0mg00mg qd)+ | AUC = Tang tidp x6c tenofovir ¢ Coies Khuyén edo & bnh nhin dibu trj blng senofovir. Vide sit dyng tenofovir disopeoxil
Emtricitabine/ Coi =+ \hé 1A thng céc ic dyng phy ) khéng duge khuydn cho o bénb nhdn nbi bi suy thin
Rilpivirine/ Cuie lién quan dén tenofavir, bao Enmtriclabine: Thing bdo ngay cho bdc 1f hoje duge sy nhitng phin ing cé hgl gp phii khl s
Tenolivi discpronil | Selosbuvie b ci rbi Jogn thin. Ckn theo AUC: o dyng thube.
(200 mg/25 mg/245 C 97 &1 chirc ndng thin chit che. Coi s Quék lidu vh cheh xi trf:
mgqd) ns.j;;wr rea Trigu chimg A
AUC: o Rilpivirine: Nébu qui lidu x8y ra voi bénh nhin, phid theo ddi bng chimg ngd d0c vh ip dung
Cotee suc‘-- wp‘:pd i b8 tegs chudin néu chn thibe
Coi o - i
Emiricitabine Coivs Tenofovie o6 thé duge logi b qua thim phin méu, 49 thank thii binh qua thim
AUC: « Tenofovir phiin méu via tenofovir i | 34mi/phie. Viin cha bikt ienofovir of thé duge logi bo qua
Coive AUC- 140 % thim phiic mgc hay
Coi e Coté% Die tink duye Iy hge:
Rilpivirine: Coui 184% Phin nhém thc dyng duge 1y thubc ihing virus, thube e ché enzym sao chép ngwoc
EUE:- PR - — P wep yor mraran mleoﬂdvimml:vdd
e Vioxilnprevir (400 AUC: o M1 ATC: JOSA
iobore: eyl S I gt g sy i g ek Cirché e ding ity hoye o o KR
AUC T 40% 44l)’ + Darunavir (800 | C NA sofosbuvi/velpatasyir 7 14 mubi b tibn chit tenofovir disoproxil
TR, mg Q. )+ Ritonavir (100|  GS-331007" ir and fovir di "ﬂlwﬂpmuvirhqhmgﬂw'bwcﬂtnédnmu
Cai 191% mg §.4.) + Emiricitabine/ [ AUC: « ritonavir, dkbu nay c6 thé lm tenofovir, 1 chdt ty nucleosid monophosphat (pucleotid) ir sa 66 duge
Tenofovi disoproxil (200| G > :ﬁu‘hh“mﬂm mﬂmnh&dwm ir diphasphat. Tenofovis diphospt
Ledipasvir'Sofostovie | Sofost Khang pan didu chinh lib. mg/245 mg q.d.) € NIA Tién quen aln tenofovir <6 thoi gian bin théi 13 10 gid trong & bio d3 hogt héa vi 50 gidr trong t6 bio méu don
(P0mgi00mgqd)+ | AUC: s “Tang tiép xic lenofovir ed thé AUC disoproxil, bao gbm cb réi logn athén ngogd vi (PBMCs), Tenofovir dipbosphat frc ché cnzym sao ehép nguge HIV-1 vi
Dolotegravir (50 mg Coi v+ 14m ting cc Lic dyng phy [ Clivs thin. 3 HBY polymerase canh tranh ghn trye tiép voi ehdt nén deoxyribonucleotid g nhién,
9d)* Emoicitabine /| GS-331007" quan dkn tenofovir, bao Cotem Tinh an toda i tenofovir chm dirt chadi DNA sau khi sép nhip vio DNA. Tenofovir diphosphat i ehdt o ehd
Tenofovir disaproxit AUC: + b v81 logn thin. Clln theo d8i Voxilaprevir: disoproil ki s dymg v #utnzymw!ﬂmﬂ-ﬂvﬂﬁlim‘ 46 1én dén 300 pmol, tenofovir
(@00 mg2ismyqd) | C s chira ning thin chyl che AUC; | 143% Jelomoavichwiptivenid khong dnh hutmg dbo s g hup cim DNA t thé hoje sy sin xudt seid lactic wrong
eeded o 1 72% ey iy Lo chc thi nghiém in vitro,
AUC: S‘.;,.mﬂ% hod cobicistat) chm duge thiét Dt ligu llén quan dién U1V :
Coiee AUC: ++ lbp. Hogl tinh khing virus HIV i vire: ndng 4 cisa tenofovir cho thié 86 e ché 50%
Coine Coiv Vige diing kit hop pén dupe (EC,,) chiing virus thi ¢m hoang di HIV- 1 J& 1-6 pmol] trong ddng 1 bio
Dol Cord 3% thin rong v theo dbi thin lympho va 1,1 jmol/l 48] v HIV-1 phin nbom B phin I§p 1&r PBMCs. Tenofovir cling
AUC: Ritonavir: thitmg xuyén. 6 hogt tinh khing HIV-1 phin nkém A, C, D, E, F, G, O vi khing HIV,,, rong té bio
Coies AUC 145% dom nixa/ dai thye bdo, Tenofovir cho thdy bogt tinh in vitro khing HIV-2 v EC,, 4.9
Coies st L om ymol trong 1é bio MT-4,
Eiric tabine: cricibine: Nang:chﬁul{[V-ip;mnh'ydmvﬁmfmvl&dmx‘ﬂﬁﬁsﬂm
AUKet AU s enzym 180 chiép nguge A duge chon loc rong fn vio vh 6 mat sb béah nhén. Trinh
&:: Cies diing tenofovir disoproxil & nhomg bénh nhéin 6 tién sir khing retrovirus véi ching che
Tenofovir Coies i 401 bk KESK. Ngob eyt KT0E .y o chip g IV 8
AUC: 1 63 % Tenofowir: duge chon boi tenofovir vi ki qui gidm tinh nhay chm v6i tenofovir & mirc 40 thip
Ci61% Pt Nghién ciru Lim siag & bénh nbiln dA diéu tr truéc Ay dirge dénh gid bost tinh khing
Cu:tilss o1 HIV ciin tenofovir disoproxil 245 mg (dpng fumarste) khaog ching HIV-1 48 khing
v eic thube te ché nuclcosid. Két qui & nhing biah nhin ohilm HIV bie 1 3 hoje
Ip Néng 40 tenofovir trong huydt |Sofosbuvir (400 mg q.d) | Sofosbuvir Khimg cin diby chinh libu ahiéu hon 3 chit trong ty tymidin (FAMs) bso gbm mit trong 2 sy 4t bién enzym
(400 mg/100mg q.d) + | AUC: «= tuomg thng khi dimg ddag thévi + Efavirenz/Emtricitabime/| AUC: «+ 580 chép nguge MA1L hofic L210W Jim gidm dép (mg v6i renofovir disoproxil 245 mg
Atezanavic/Ritonavir Coie tenofovir disopraxil véi Tenalfovir disoproxil (600 | Cu: § 19% (dang fumarate).
(300 mg q.4/100 mg g4y GS-331007 sofosbuvic/velpatasyir vi. mg/200 mg724S mg q.d) | C5-331007" Dic tinh durye dfng hoc:
+Emiricitsbine/Tenofovir| AUC: s Mazanavie/Ritomavir, dibu nby Eicl oL Help thu:
u..q' d) ammyae cc:;fu 5% o6 th Lhm hng tdc dyag Khdog Efavirenr Sau khi ding duémg ubny tenofovir disoproxil & nguti hiém HIV, tenofovir disoproxil
Velpstasvir: meag mudn lién quan AUC; +» dug hip thu nhanh va chuyén thinh deng tenofovir. Ding da lidu tenofovir disoproxil
AUC: 1 142 % tenafovir disoproxil, bao ghm Cuii véi bla Bn cbo bénh nhiéin nhidm HIV két qua gid trj trung binh khi ning tifp xGc
j ci 1l logn thin, Tinh an todn Coits & (%CV), Cmax, AUC v Cmin tuong img 1 326 (36,6%) ng/m, 3,324 (41,2%) ng h/m]
cia fenofovir disaproxil Khi siy T i vh 64,4 (39,4%) ng/m), Nbug 40 i o et s trong huydt thanh thy duge trong
dung v6i sofosbuvir/velpatasvir Cum vng mot gidr khi ubng ltc d6i vi hai gitr khi udng clng b an. Sinh khi dyng dutmg
Vi ting quomg duoe djag hoo v uling céa tenofovir tir tenofovir disoprox.l & bénh nhin ubay e dbi khodng 25%
(vl dy ritonavir hode cobicistar) Tenafovir: Diing tenofovir disoproxil cing v&i bla in cai thign sinh khd dong duimg ubog, ting
chu duge thilt lp. AUC: 4 AUC khong 40% vit khoang 14%. Sau khi ubag libu dbu tién tenofovir disoproxil &
mm:ﬁ‘mﬁﬁ?‘ G128 mmumc::mmgblnhumgmyhmmuahs? 1, Tuy nhién,
e dimg tenofovir disoproxil ¥61 bira fin nhe khéng &nh huemg ding ké dén duge doag hoc
thudmg xuyén, néu cic didu trj cﬂ-fnmm G e ors
thay thé khang ph hyp. 1: DO ligu thu duye tir vige ding dbng thir vi ledipasvir / sofosbuvir, ding thube chch  Phdn bé;
nhau 12 git cling cho két qui twomg 1y, Sau khi ding duimg ubng tenofovir disoproxil, tenofovir duye phiin bd vio hiu hét cic
2: Céc chilt chuyén héa cila sofosbuvir, mé vén 49 cao nhiit & thin, gan vi dudmg rudt (nghién ciru tikn 1Am sdng). In
3: Nghién ctru duoc thye hign véi lidu bd sung voxilaprevie 100 mg d& ¢6 duge sy phoi  vitro, lién két v6i protein cia tenofovir véi protein huyét tuomg v huyét thanh g
nhilm voxilaprevir & binh nhiin nhifm HCY by mong dgi. {mg ui'» hu:: 0,7 vi 7.2%, ndng 44 tenodovir trong khoéng 0,01 dén 25 pg/m!.
Chuy .‘
Khong 6 twong tic duge ding hec cb y nghla lim sing khi didu trj phi hop tenofovie  Trong cde nghibn céru i vitro A1 xbe djnh o tenofovir disoproxil v tenofovir déu
disopraxil vi emtricitabine, lamivadine, i, efavirenz, ir, saqy Kkhang Ii chit nén ctia chio enzym CYPASO, Hom nira, & nbng 40 cao hon déng ké
; Nng 89 tenofovir trong buyét hadone, ribavirin, rifampici hoe nor trinh thai ni tiét 16 / (khodng 300 lin) trong in vivo, tenofovir khong thé hi¢n de ché chuykn héa thube
(mwoﬂmrsq;d.)+ AUC: twrong ting khi dimg dbng this cthinyl cstradiol. mgplnlmnginviunbﬁbﬁ céc ddng dang CYPAS0 chinb & ngudri ¢6 Jin quan
Danmavir/Ritonavir C 1% tenofovir disoproxil vsi proxil nén ubng clng véi thire in, vi thye phim gidp ting sinh kha dung  dén chuydn héa sinh hoo ¢da thube (CYPIA4, CYP2D6, CYP2C9, CYP2EI, hose
(800 mg q.d/100 mg g4 GS-331007" sofosbuyir/velpataseir vi ¢t Ienofovir disoproxil CYPIAI/2). Tenofovir disaproxil tgi ndng a9 100 pmol/l khéng inh hirémg lén bit ki
+ EmtricitabincTenofovi| AUC: +» Darunavir/Ritosavir, didu *Tuong ky cia thubc: Do khong c6 céc nghién cira vé tinh tuong ky cua thube, khong  dbng dang CYP450 nlo, ngoai trir CYPIA1/2, chuyén héa chiit nbn CYPIA)/2 gidm it
disoproxil (200 mg245 | C; = ndy c6 thé lim tag the dyng trn Jn thude nay vén céc thude khac, (6%) nhumg c6 ¥ nghla ké a3 quan sdt duge. Dya trén nhimg dir ligu ndy, khéng
mgqd) Coien g moda lidn quan Téc dyng khbng mong mubn cia thube: <0 womg, thc dang ké v& mit lim skng Hén quan dén ienofovir disoproxil vi che sin
Yol dén wenofovis disopronil, bao mmhumm%m phim thube dupe chuydn hoa bdi CYPASO,
AUC: +» ﬂ o ":}" s Thet HIV-1 v vidm gan B . O nhomg bénh nhin ding tenofovir disoproxil, cde tnomg hgp~ Thdi trie:
et gu K 0 dyng v solosbie hiém ghp suy thin va A:x i (a0 gm h0) chimg Fanconi) doi khi din dén blt Sau khi diing duémg ubng, thsi gian bin thii i tenofovir khiodng 12 dén 18 gid. Cic
T velpatasvir vA ting cirimg duge thirdmg vé xwong (mt sb trudmg hop diin dén ghy xuomg) 43 duge béo cio, Theo dbi nghién cfru 43 thiét 1§p con duimg bai tidt chis ddng qua éng thin cia tenofovir 14 déng
AUC e 8dng hoc (v dy ritonavir bode chire niing thin duge khuyén cho cho bgnh nhén sir dyng th chiy vio 14 bdo bng lron bing cie anion vin ¢ bt co & ngudi (WOAT) | va 3 vi
Coies cobicistat) chus duge thidt §p, HiIV-] : Khoing 173 bénh nhin ¢ thé xull hién 142 dyng phy sau dibu tri v6i tenofovir  viin chuyén vio nute tiu bing protein ds khing thube (MRP4).
G Vige dirg két hop néa duge disoproxil két hop véi che thubc khing retrovirus khae. Nhimg phin tmg ndy thirtmg Tiggén tinh/khéng tuyén tinh:
Ritonavir: thfn treng v theo di thiln dnh hutmg dén hé Litu hda tir nhe virn, Khodng 1% bénh nhin diéu wj véi tenofovir Durge dgng b cla tenofovir Kiong phy thude vio liku tenofovir disoproxdl khi ndm
AUC: = thutmg néu che didu disoproxil phai ngimg do il hurtmg tiéu hba. ngodi khodng 75 dén 600 g vA khdng bi dnh hutmg béi 15p Lai lidu & bt ky lidu ndo.
Coi trj thay the khang phil bop. Vige sir dyng ddng tht tenofovir disoproxil va didanosin khéng duge khuyén cdo vi Gléi:
J%. di&unaymméufnmmngnguywplmnmeom Hiém khi xay ra viém tyy, DIt ligu gidi han dbi véi duge ddng hoc cia tenofovir tha duge & phy o cho thiy
igg“m nhiden exit Lactic, ti vong 43 dugx bao cho, khoog c6 dnh hurémg biéi gidi tinh.
Coior Vi gan B : Khodng 1/4 sb uhan cé thd gdp phii cde the dyng phy sou khi didu Chiing tfc.
Coten tr| bling tenofovir disoproxil, hiu hét 14 nhg. Trong cde thit nghigm [im sing trén bénh Durge ddng hoc khéng duge nghién ciru oy thé trén céc ching tic khic nhau.
Tenofovir: nhin ahidm HBVY, phin img ¢é bai tudmg gp nhit véi tenofovir disoproxil 14 budn Trd em:
AUC: 139% nin (5,4%). Duge a6ng hoc & trang thii dn dinh ciia tesofovir duge dinh git & & bénh nhin thanh
Cui155% Dot viém gan cip tinh a8 duge bio cdo & nhing binh nhin dang didu i cling nhwr & thidu nién nhiém HIV-1 (12dén<!8uﬁi)v&ikb&nuqngcoméaajigvtez!benh
CLit52% ;I}mgmhnhuﬂnmdiéuﬂ viém gan B, n]ﬂnnhi!m}(lv-lllt'::hdl nﬁ! tuﬂl(m‘x‘n:l . Khit nimg tidp x0c véi tenofovir dat
RS ey it thisdng gdp (ADR 2 1/10) duge o nhimg bénh nhi ding duimg liéu tenofovir disoproxil 245 mg (da
el o ol B W N‘“mﬂk’;‘“&"‘f‘gm’"ﬁ ~Rdi logn chuyén héa va dinh dung: Ha phosphat méu’ fumarate) hodc 6,5 mg7kg khdi lugog co thé tenofovir di Fo{;u,,., i
o Rl 00| Cos s ¢ oty ey Somteer Sy ~Rdi logn h¢ thiln kinh: Chng mat Tibu 1bi da 245 mg fuomg fy ki ning tilp xde & ngdi Iom ding lidu tenofovit
@200 mg q.d) + R 131007 nnfonbwilmll v - Réi logn h ligu héa: Tiéu chay, non, bubn nén proxil 245 mg (dang i nghy.
Emtricitabine/Tenofovir | AUC: e+ inavir/rilommvir, diéu nly - R&i logn'da vd md duti da: Phit b Bing 1: Céc théng s duge ddng hoe & bénh nhan nhi (trung binh + SD)
disoproxil (200 mg/245 | C.: e c6 thé Lim ting the dyny khéng - Rdi logn chung: Suy shugs ca thé :
mgqd) Coi ¥ mong mudn lién quan Thacdmg gdip (17100 SADR < 1/10) Lids luymg 245 mg tenofovir disoproxl 6,5 my'kg Wemolovir diopronil
Velpatasvir: fovir d I, - R4 logn hé thin kinh: Dau dio (dany fumarate) Sdn-un; fumarate)
AUC: =+ ::,thmzmn -Rgilmmummmubun;.chwubuu.dyhoi 12 dbn < 18 iwdi (o=8) 288 < 12 nudi (=23)
C1]30% ca tenofovir disoproxi LR mit: men
T ra% st dng vé1 sofosbuvir -ﬁc\immg.‘.umi gan T Thg/mn 0 s 0,10 [FIFINE]
Lopinavir: pelpatusvir v ing cubmg 1t iip (171000 <ADR < 1/100)
ACuet gn by hoo (4 oy cianie Rl e choyt on b e s Hp ol ik AUCHu (g i) i 2508 1,08
Coion hofo cobicistat) ehua duge thike o lm b gw e Vit by g Ho
m la]%cm,mmmmw - Réi logn co xwromg va mo lién két: Tiéu eo vin', yéu co’ Nghién ciru duge ddng hoc clina duge thire hién o tré em dudi 2 twbi
AUC, + thiin trong vh theo di thin - R logn thin va tiét ni¢u: Tang creatinin, binb 1§ dng thin ghn (bao gbm hoi chimg Binh nhdn sy tixin:
Coies thirbmg xuyén, néu cde didu irj Fancont) Cho thoag sb duge ddng hoe clia tenofovir duge xéc djnh theo dudmg ding cia lidu
Cuive thay thd khong phi hop. Hidm gép (1710000 < ADR < 1/1000) dom tenofovir disoproxil 245 mg (dang fumarate) cho 40 ngutyi lén khong nhidm HIV,
i - Roi logn chuyén hoa v dinh dudmg: NhiBm acid lactic HBY véi cie cip 4 suy thin khde nhaw, cip 80 suy this duge dinh nghla phy thode
AUC: = - Rdi lopn gon mt: Gan phim md, viem gan vio h¢ b thanh thai creatinin (CrCl) (chic niing thin binh thmg CrCl > 80 mi/phit,
Coi - i topn da v md duedi da: Phi mach suy thin nhg CrCl $0-7% mUipht, suy thin trung binh CrCl 30-49 ml/phi, suy thin
G ;g!él logn cor xuomg vi md lién két: Nhuydn xuwong (bidu hi¢n nhu dau xuong vh mt nding CrCl 10-29 mU/phit). Gid tr) tifp xée vai thude (%CV) tenofovir ting tir 2,185
g [t trumg hop gly gy xuong)”, biah co' (12%) ng Wml & che 8Bt tirgng €6 chirc ndag thin bink thutmg Jén 3,064 (30%)
Coi141% « R&i topn thiin vA tiét nigu: Suy thin d{:. suy thin, hogi tir dng thin cp, viém thin nguml, 6,009 (42%) ng.Wml vh 15,985 (45%) ng h/ml, twomg img & binh nha suy
i (b-og&mvummnne:s)‘.umm ot do thiin thin nhg, trung bink va niing
= 11 Tiic dyng phis ndy c6 thé xdy r nhyr 1 mt he qud cila bénk Iy dng thin gin. Nimg  Dupe ddng boo cis tenofovir & binh nhin khéng thim phin méu c6 89 thanh thai
Sofosbuvis/Velpatasvis Khibng nén dibu chinh lida. 16 khdng durge xem 14 6 lién quan dén tenofovir disoproxil néu khomg c6 binh 1y dng  creatinin < 10 mU/pliit vi & b{nh ahén bénh thin giai doan cubl duge kidm sodt b
(400 g/ 00 mg g+ | AUC: o “Tang tibp st tenofovir 6 th thdo giin. ; thiim phin phic mac hoje cds hinh bl khic cia loc mbu chys duge nghién cine
Raltegravir (400 mg bid)] C - e+ Jhsa i oo tha dyrig phys lidn 2: The dyng phy niy 48 duge xde dinh qua gidm sit sm khi dum r thi tnmg nhumg Duge ddng hac ci tenofovie & béoh ahdn nhi b suy gidm chirc ning thin chm duge
+Emuricitabing/Tovofovir | G5-331007* quan dén semofovir, bso gdum ci Wli6ng qusn 81 thiy trong ede thi nghi¢m 1m sing ddi chimg nghu nhitn boge clnromy  nghién cinu. Chua c6 dit Iigu thich bgp a& didu chinh lidu dung
disoproail (200 mg/245 | AUC: ++ 1B 1oga thin. Clin theo doi chire trlnh {iép efn miy rgng tenofovir disoproxil, Cde phin logi thn sudt duge e hrgng i Bnh nhdn suy gan:
mgqd) Coni &+ aliig thia chit che, ml tinl todn tsdng ké dym trén Libu dom tonofovir disoproxil 245 mg (dang fumarsta) duge ding cho bénh ahdn
Cui e 1b1g sb bignh nhiin phof nhidm véi tenofovic disoproxil trong cdc thir nghi¢m 1im shng  khong nhilm HIV véi cde chp 40 suy thin khic nhau theo phiin nhom Child- Pugh-
AUC: e i ctrimg ngu nhidn vi churomg trinh mé rong 1iép chn (n=7.319). Turcotte (CPT). Duge ddng hoe cia tenofovir thay d4i ding ké & cde a4l gng suy gan
i, Mb Ul cde tho dyng phy duge lya chyn: khic nhag, do a6 khdng cin didu chinh lidu & nhimg ddi firgng nay. %CV trung binh
e HIV- v vidm gom B: cia fenofovir, C__, vt AUCO-0 wrong img ld 223 (34.8%) ng/ml vh 2,050 (30.5%)
Raltegravir: Suy thn ngVml & ngur binh thudng so voi 289 (46.0%) ng/ml va 2,310 (43 $%) ng vml in &
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