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TO HUGNG DAN SU DUNG THUOC

Rx-Thude béan theo dom

USATENVIR 300

Tenofovir disoproxil fumarat 300 mg

THANH PHAN: M3i vién nén bao phim chir

Tenofovir disoproxil fmart.......covrsvesnrrreneen 3 mg

Th dirge: Lactose, Microcrystalling cellulose, Pregelatinised
starch, Crosearmellose sodium, Magnesi stearat, Opadry Il
white, Brilliant blue lake vd | vidn,

TINH CHAT

Durgre fyee hope

Tenofovir disoproxil fumarat co ciu trac mdt nucleofid
phosphonal  diester vong  xofin  ftwemg tr adenosin
monopliesphat.

Tenofovir disoproxil fumarat trid qua sy thiy phin diester
ban dhu chuyén thanh tenofovir va tiép theo 1h qud trinh
phosphory]l hoa nhiv chc men trong tf bao tgo thinh
tenofovir diphosphat.
Tenofovir diphosphat (e ché hoat tink can men sao chép
nguge HIV=1 v men sa0 chép ngege col virus gy vidm
gan B (HBV) bing edch canh tranh véi chit nén e nhién
deoxyadenosine3' riphosphat w4, sau khi gin két vio DNA,
ké1 thie chudi DNA.
Tenofovir diphosphat 1 chit e ché yéu men o va B-DNA
POI}'IIIEI’H-SC con ding Vit ¢b via va men ¥-DNA polymerase
trong ty thié.

Dhrge diing hpe
Ndng d§ dinh (C ) el tenofovir khodng 0.3 meg/ml. vi
dign tich dudi duwong cong (AUC) xip xi 2.29 megel/mL.,
Thii gian dgt ndng 4 dinh (T, ) khodng 1 gid, vi sinh kha
dung thude khodng 25%., Sinh khit dyng wng khi ding véi
bira an gitu chit béo, AUC thng 30%, C ., tAng 14%.
Thé tich phin b cia tenofovir khoang 1.3 Likg. Sy gin kit
wi protein huyét trong thip hom 0.7% va voi protein huyét
thanh khodng 7,2%.
Tenofovir khdng chuyén hoa qua CYP-430.
Tenofovir thai tnit biing cich loc qua chu thin va bai fidt chi
ding qua dng thin. Khoang 70% dén 80% thude duge rim
thiy trong nude tidu dudi dang khong ddi. Thivi gian ban
thisi et tenofovir khodang 17 gio.

CHi DINH

USATENVIR 300 ding két hop vai cic thude khang
retrovirus khie trong didu trj nhidm HIV-wgp | (HIV=1) &
nguir Jom v tré om tir 2 tudd trr 1én,

USATENVIR 300 ding ké1 hop véi cic thubc khing
refrovirus khac trong ghbng ngim nhiém HIV sau khi dd tiép
xug vdi binh (do nghe nghiép hay khang do nghe nghigp) &
nhimg ¢ thé ¢6 nguy ¢o Ky nhifm virus,

USATENVIR 300 ding trong didu i vidm gan sicu vi B
mdn Hinh & nguedd Wom vl ek em e 12 woi o lén.

LIEU LUQNG - CACH DUNG

Udng USATENVIR 300 vdi mit ly nuoc diy.

Liéu khuyén cdo che ngubi lén vi tré em tir 12 1di trd

len (= 35 kg)

-Didu trj HIV-1 hay viém gan sidu vi B magn tink: ubng |
vidn USATENVIR 300/ngay, khong lién quan dén thire in,
Trong ditu trj viém gan siéu vi B mgn tinh, thid gian dicu tri
16i wu chim duge bict 6. DG an tobn v hidu qua di voi
bénh ihi viém gan siéu vi B man tinh ¢fin ndng dudi 35 kg
ehia duge xie mink.

Dy phong shidm HIV sau tiép xdc do nguyén nhin nghé
nghi¢p hay khong: | vién/ngdy két hop véi cae thube khing
retrovirus khic,
Dy phong nén bit ddu cling som cing the sau khi tiép xic
(16t nhdt Iy trong vong vai gid hon 1 vai ngdy) va tiep we
wrong 4 tuln tidp theo, néu dung ngp.
Liéu khuyén cdo cha tré em uir 2 tudi dén duwdi 12 wii
-Didu trj HIV-1 cho tré em tir 2 wdi ted Jén, lidu uing
khuyén cio con USATENVIR 300 la kg (dén 16 da
300mg) mdt Wn/ngiy, khong lidn quan dén thie dn. Nén
theo ddi cin njng dinh k¥ va didu ehinh lidu USATENVIR

300 ¢ho phis hop.
Khuyén cdo lidu diing vién USATENVIR 300
cho bénh nhi > 2 woi va cin njng = 17 kg

Trong lugng co thé (kg) T Imﬁng mit Bin/ngiy I

17 dén <22 | 150 mg
2an<2w | 200 me
28 dén < 3 | 250 mg

> 35 | 300 mg

B an todn i higu qua cda tenofovir disoproxil fumurat ddi:
v bEnh nhi bj vidm gan sidu vi B man tinh ald hon 12 anljril o

clura duge xde minh.

Diéu chinh liéu d8i vai bk nivin nguid tin, suy thin
Nén diéu chinh khodng cich fitu ding USATENVIR 3

vién 300 mg o bénh nhin suy thin dya rén d0 thanh thai .

creatinin (CC) cia bénh nhin:
-CC = 50 ml/phint: ding liéu thony thuimg 1 ln/ngay.
-CC 30-49 mbphiit: ditng cich nhau mdi 48 gid.
-CC 10-29 mi/phit: ding cich nhau mbi 72 - 96 gid.

Béndy nhin thém phdn e diing mdi li¢u chch nhou 7 ngdy
hode san khi thiim phin 12 git.
Do tinh an todn va hi¢u qua cia nhimg liéu ding 1rén chia
duge danh gia im sing trén nhime bénh nhin suy thin via
hay njng, ddp img lim sang cia tri ligu v chic nang thin
nén theo dbi chin ché.
Khdng cin chinh lida USATENVIR 300 ddi vdi binh nhin
suy thin nheg (CC 50-80 mL/phit), Nén thutmg xuyén theo
doi dj thanh thai ereatinin va phér pho trong huyét thanh &
bénh nhdn suy thin nhg.
Hign khéng e6 lidu khuyén cho cho binh nhin khing thidim
phiin mdu c6 b thanh thii creatinin dudi 10 mL/phit

Bidu chinh lidu dii vot bink whin ngicid on, sy gan

Khéng cn thidt phai didu chinh liéu USATENVIR 300 d4i
v&i bénh nhén suy gidm clire ning gan.

CHONG CHI BPINH

Hénh nhin qua min cam voi tenofovir diseproxil fumarat
Dy bdt ky thimh phin pio o thude.

TAC DUNG PHL

it kinly frung swomg: mit nga; chong mit; mén moi; suy
nlurge,

Ngedd da: ngira; ndi man.

Mar, Tai-Mbi-Hong: vidm mii hiu,

it hdar: dag bung: budn ndn: tiéu chay; ndn 6i; viem ey,
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‘ffi-,n sinh dﬂ.-. suy than ¢dp, hoai tr dng thin cp, hi chimg
Fanconi, viém thin md k&, déi thio nhat do thin. da nigu,
tiéu dam, bénh Gng than gin, suy thin, giam chirc ning
thiin.

Gan: gan nhidm md, viém gan, ting men gan,

Xét ughi¢gm: Wing ALT; ting creatinin huyét thanh; tang
AST, tang amylase huyét thanh; dudng nigu: ting creatin
kinase,

Dinh_dieong-chuyén héba: ha kali buyét, gidm phosphat
huyér, nhiém acid lactic.

Co xeeomg: dau lung; yéu co, dau co, nhuydn xuomg. tidu co
vin,

Herp khd thi,

Khde: sbt; phin img dj img, phi mach.

Thing bia cho bdc sT nhitng tic dung bt i gdp pldi khi
ditng thudc.

ANH HUONG TOT KHA NANG LAl XE VA VAN
HANH MAY MOC
Chua ¢6 nghlén ciry cho thiy tdc dung ciia tenofovir anh
hirdmg dén khi nang i xe v& vin hinh may moc. Tuy
nhién, bénh nhin cin duvc thimg bao vé khi ning gy
chong mit khi diéu trj biing tenofovir disoproxil fumarat.

C.t_\:‘lll BAO VA THAN TRONG DAC BIET KHI
sSu DUNG
Nhiém acid lactic vA gan to nhidm md ning (ké ca nhim
trudmg hop tir vong) d& duge bao cio khi ding cae ehéb

tuomg 1y nueleosid két hgp véi cde thude khing retrovinig .

khdc. Cin theo ddi chc triéu chimg nhiém acid lactic trc{l
bénh nhiin,
Dot bing phit nhiém HBV néing 43 duge bao cdo ¢ nhifn

(mg viém khong dau hofic bnh 1y nhiém tring co hdi do

dong. Cée rdi logn ty mién (vi dy. bénh Graves, viém da co.

i chimg Guillain-Barré) cing d3 duqc ghi nhin trong

bénb cinh hi chimg viém do phyc hdi mién dich.

Phy nir mang thai: chua ¢ di cie nghién ciru co ddi chimg

& phy nir mang thai.

Phi nie nhiém HIV=-1: khong nén cho con bii dé trinh ngu
co My truyén HIV cho tré sau sinb, Tenofovir duge bai ti¢t

qua sita me.

TUONG TAC THUOC

Cie nghién ciru trong phong thi nghi¢m cho thiy tenofovir
disoproxil va tenofovir déu khong phai 14 chit nén cia men
CYP.

Abacavir; khi ding ¢chung, Chy, ¢lia abacavir ting 12%.

Atazanavir, indinavir, lopinaviv/ritonavir, tacrolimus: ¢ thé
lam tang m’mg dd tenofovir trong huyét treng. Tenofovir ¢6
thé lam giam nong do trong Iluw.l trong cua atazanavir vi
indinavir. Phai ding atazanavir kém vai ritonavir rén bénh
nhin didu i voi tenofovir.

Didanosin: ¢6 thé tang nong 05 didanasin, tang nguy co téc
dyng phy. Giam lidu didanosin xudng 250 mg khi ding
chung véi tenofovir & ngudi lon cin njng trén 60 kg. Theo
ddi sat tée dyng phy eha didanosin trén bénh nhén.

Ciie thude lém giam chire nang thin hay canh tranh bai tér
chui fgng o dng than (vi du, m.rcfmir. adefovir, cidofovir,
ganciclovir, m.'m._winw.' valganciclovir), ¢d thé tang ndng
di tenofovir trong huyét thanh vivhay ting nbng dé cia cde

hudc thai qua thin khic. Tranh dimg chung voi adefovir,
Feavir: ting AUC cua entecavir | 3% khi ding chung.

) géi khi ding chung.

bénh nhin nhidm HBV sau khi ngung ding thude digu t H -"EML" gt gy de tn (vi du, amphotericin B): Nguy co dge

viém gan B, ké ca 1enofovir. Nén theo doi chir ché chirdd) |5 I

nang gan trén lim sdng va ciin ldm séng trong it nhit vai

lhﬁng sau khi ngung ding tennfuwr. vii nhimg bgnh nlilfis.

nhi¢m dong thoi HIV vt HBV. Néu thich hop, ¢6 thé dt‘mg
Ipi cde thude didu 1 viém  gan B. Kiém tra HBY man tinh
trén nhimg bénh nhin nhiém HIV trede khi dicu trj thude
khang retrovirus, Kiém tra HIV-1 trén nhimg bénh nhin
nhiém HBV inréc khi diéu tr,

Theo ddi chire niing thin vi phospho trong huyét thanh bénh
nhiin ¢6 nguy co hay ¢4 tién sir rbi Togn chire ning thin va
bénh nhin ding céc thuoe de cho thin.

Gidm mit d§ khodng cua xwong va gdy xuong di dugc ghi
nhin. Bdm bdo liu v bo sung canxi va vitamin I3 cho nhimg
bénh nhin nhigm HIV bj thifu xuomg hay lodng xuong.
Theo ddi mat &b khodng cia xwong trén nhimg bénh nhin
nhigm HIV ¢6 tién sir gdy xuong hay eé nguy co lodng
xuamg hay médt xuong.

Sur phin bé lyi hay syt tich ty md trong co |I||: bao gom béo
bung. tich ty md sau ¢d (gi triu), tay chin gy mit lop md,
Khudn m3t gdy, phi dgi tuyén vi, va dign mgo hoi chimg
cushing, ¢ Ihg Xy ra,

H.;n chting vién do phue hii mién dich: wong giai dogn dhu
diéu 1ri. hé mién dich cua bénh nhdn co thé phat sinh dap

0 thé tang: wanh ding tenofovir cho nhimg bénh nhin

fing dung hay vira mai ding chiit gay doe thin,

NSA s ¢6 thé Tam tang dwge lire va dde tinh cia tenofovir.
Ly khi dimg chung.

Suquinavir/Ritonavir: khi dimg chung lam tang AUC cia
saquinavir 29% vit Cog, 22%. Nhimg thay doi ndy khong
lién quan dén Jam sang.

Trong diéu trj viém gan siéu vi B min tinh, khing nén két
hop tenofovir vai adefovir dipivoxil,

Z

QUA LIEU
Co6 vt it dir licu lim sang Khi ding lidu cao hon Ill:u diéu tri
tenofovir dmprox:l fumarat 300 mg, Néu qua tn’.'u Xy
bénh nhin cin duge theo dai diu higu ngd dic, cin thlct
sir dung cac biégn phip dtﬂ-u tri ndng dd co bin. Tenafmlr
duge logi trir higu qua bing thim phan mau véi hé sé },ﬁ,ch
khoang 54%.

BAO QUAN‘ ¢ nhi¢t d6 dudi 30°C. Trinh anh séng_l,
tiép va noi dm wor.

TRINH BAY: Vi 10 vién nén baophgn’l;h}p— l....p 3 vi, v
10 vi,

HAN DUNG: 24 théng ké 1ir nga sa’nfuff{:




