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Rx: Thude bin thea dan TE HUGNG DAN SU DUNG
TENOBOSTON

THANH PHAN

Mdi vién nén bao phim TENOBOSTON chira:
Hogt chit: Tenofovir disoproxil fUMERIL ....coveivesmiensinrnsrsssissmsssssanans 300,00 mg
Td duge: Lactose monohydrat, Avieel M101, Pregelatinized Starch, Natri croscarmellose, Magnesi stearat,
Aerosil.

DUGIC LT

Tenofovir disoproxil fumaerst ¢b chu trie mit nucleotid diester vong xodn twong ty adenosin monophosphat.

Tenofovir disoproxil fumarat trii qua sw thiy phin diester ban diu chuyén thinh Tenofovir vi tiép theo 18 qud

trinh phosphory] héa nhis cdc enzyme trong té bio tgo thinh Tenofovir diphosphat. Tenofovir diphosphat te chi

hoat tinh cia enzyme sao chép nguge HIV — 1 biing cich cgnh tranh véi chit nén ty nhién deoxyadenosin-5’
iriphosphat vi sau khi gin két vio DNA. két thie chudi DNA.

- Tenofovir diphosphat 1 chit e ché yéu enzyme a vit b-DNA polymerase ciia ding vit cb vii vl enzyme g-DNA
polymerase & ddng vit c6 xurong sbng.

DUGC PONG HOC

- Sau khi ubng. Tenofovir disoproxil fumarat duge hip thu nhanh vi chuyén thinh Tenofovir, v&i nbng df dinh
trong huyét wrong dpt sau 1-2 gidr. Sinh khi dyng thudc khoéng 25% nhung tang khi ding Tenofovir disoproxil
fumaral véi bira &n gidu chit béo,

- Tenofovir phin bd rjng rdi trong cic mé, dje bigt o thin vi gan. Sir giin két cia protein huvét wong thip hon
1% vit véii protein huyét thanh khodng 7%,

- Thesi gian bin thii cia Tenofovir tir 12 dén 13 gitr, Tenofovir bdi tiét chi yéu qua mrde tidu bing cd hai cach: bdi
tiét qua Bng thin va lc qua chu thin, Tenofovir duge logi biing thim phin méu,

CHI DINH

- Tenofovir disoproxil fumarat duge ding két hp véi cde thube khing retrovirus khic (nhung khong sir dyng
riéng 1¢) trong didu tr nhigm HIV-typ 1 (HIV-1), AIDS.

- ‘Tenofovir disoproxil fumarat duge ding két hgp v cde thube khing retrovirus khie trong phong ngir nhifm
HIV sau khi d3 tip xte véi binh (do nghk nghigp hay khong do nghé nghiép) & nhimg ci thé e nguy co ly
nhilm virus.

- Tenofovir disoproxil fumarat ciing duge ding trong didu trj viém gan sidu vi B man tinh & nguir lom cling nhu
Adefovie, Tenofovir ciing cb hogt tinh chng lgi virus HBV dijt bién d& khiing vdi Lamivudin.

LIEU LUGNG VA CACH DUNG

Cach dilng: Tenoboston duge diing bing duimg ubng. nén uling ciing vi blra an viio mgt thi diém nhdi dinh.

Lidu hwgmg:

- Didu i nhidm HIV: 1 vién x 1 Bn/ngdy, két hop véi cde thude khiing retrovirus khic.
Dy phéng nhilm HIV sau tiép xie do nguyén nhin nghé nghigp: 1 viénx 1 lin/ngay két hgp véi clic thube khing
retrovirus khéc (thuimg két hop v6i Lamivudin hay Emricitabin). Dy phong nén bit diiu cing sém cing 1t sau
khi tiép xiic do nguyén ahin ngh nghi¢p (16t nhdt 14 wrong vong vai gitr hom 1 vii ngiy) va tiép tye trong 4 tudn
tiép theo néu dung ngp.
Dy phing nhifm HIV khong do nguyén ahin nghé nghidp: | vién x 1 Hn/nghy két hgp voi it nhidt 2 thuic khing
retrovirus khic. Dy phong nén bt diu cing sdm cing tht sau khi tiép xic khing do nguyén nhin nghé nghi¢p
(1t nhit 14 trong vbng 72 gidy) vh tidp tye trong 28 ngdy.
Diku tri viém gan siéu vi B min tinh: liéu khuyén cdo 1 1 vién x 1 Hiningdy trong hon 48 tdn.
- Bénh nhin suy thin:
Nén giam lidu véi Tenofovir disoproxil fumarat biing edch didu chinh khoang cdch this gian ding thude & bEnh
nhiin suy thin dya trén 44 thanh thii creatinin (CC) cia binh ahin:

CC 50 miphit hojc 1ém hon: diing lidu thong thimg 1 n/ngiy.

CC 30 dén 49 m/phit: ding cich nhau mbi 48 gid.

CC 10 dén 29 mU/phiit: ding cich nhay mi 72 &én 96 gid.
Bénh nhin thim phin mdu: dimg mdi liéu cdch nhau 7 ngy hojic sau khi thim phin 12 giés.
Do tinh an todn vit hi¢u qui cia nhimg licu ding trén chua duge dinh gid wén Km sing. ddp dmg lim slng cla
1rj T vél chire nang thin nén theo doi chiit che.
- Bénh nhdn suy gan: &b véi bénh nhln suy gidm chirc ning gan khing cin thidt phai didu chinh lidu,
CHONG CHI DINI
- Bénh nhin min cim vai Tenofovir disoproxil fumarat hojie bat k§ thinh phiin ndo ciia thude.
THAN TRONG
- Ngimg thude ngay khi ndng &0 amine ransferase ting hay trong tinh trng gan to tién trién, thodi héa md. b{nh
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chuyén hoa, nhiém acid lactic khing rd nguyén nhin.

- Sir dyng thin trong & binh nhin gan to hay b yéu 16 nguy co binh gan, binh nhin viém gan C duge dicu 1
biing a-interferon v ribavirin.

- i viési nhimg bénh nhin tén throng thin, cin theo 631 chire ning thin vi phasphate huyét tremg trurde khi tién
hanh ditu trj bing thube tenofovir disoproxil fumarat (trong nam dlu tién 4 winin sau d6 gim xubng 3
thing/lin & shimg nim 1iép thea), DI véi benh nhin tién st bénh thin, nguy co binh thin chn duge theo doi
chize nfing thin thuimg xuyén. Dinh gid chire ning thin mdi win vh chinh lidu hay ngimg ding thude khi ndng
) phosphat huyét thanh gidm 6 § nghia hay khi ¢) thanh thii ereatinin dudi S0ml/phic.

- Tenofovir disoproxil fumarat ¢6 thé lim gidm mit 65 xuong nén phii theo di mit & xuemg o binh nhin e titn
sir g3y xurong hay c6 nguy co mil xuong cao, mje di higu qui cia vige bd sung calci vib vitamin I chua duge
chimg minh nhumg viée bd sung ob thé ¢ ich cho nhimg bénh nhiin ndy, Khi ¢6 ahimg bit thiimg vé xuong cln
héi § kitn clia thiy thube.

- Dyt bing phét nhifm HBV nng ¢4 duge bio cdo ¢ nhimg bénh nhin nhitm HIV sau khi ngung didu i vai
tenofovir, Nén theo ddl chit chd chirc nlng gan trén Km sing vi thye nghi¢m wong it nhit viii thing sau khi
ngung diing tenafovir & bénh nhan nhidm dong thoi HBV vi HIV. Néu thich hgp, nén bit dhu diéu 1rj nhitm
HBV,

- i chimg hogt héa miln dich: O binh nhin nhim HIV bi suy gidm mién dich ning & thoi diém bt dliu didu 1|
phéi hop cde thube khing retrovirus (CART), ¢ thé phit sinh phiin {mg viém khing ¢4 bitu hign wrigu chimg
bénh hode béah 1§ nhidm tring co bl vi ghy che binh cinh 1im sing nghi¢m trong hoje Hm teiim trong cée
widu chimg. Cée phin img duge thily trong vong val win dlu khi bit diu ditu i phol hop cde thude khing
retrovirus.

- Thin trong véi biah nhin suy thin, nén theo ddi chirc ning thin truge khi bt diu diu trj voi Tenofovir.

TUONG TAC THUOC

- Khéng sir dyng ddng thisi v6i nhing chit dc thim hay nhimg chit dwge bai tiét & thiin, Néu bit bud phii sir
dyng thi theo d3i chire ning thin hing win,

- Tenofovir lim ting ndng d) Didanosine trong huyét twong.

- Khng nén sir dyng ddng thiri ba thude: Tenofovir, Lamivudine véi Abacavir hay Didanosine vi mit tde dung
didu trj vh gy m di Khing.

- Khi ding ddng thii Tenofovir vii Atazanavir thi nbag 4§ trong huydt tuong cua Atazanavir s¢ gidm va cua
Tenofovir tang, sy dnh hudmg gidm khi sit dyng thém ritonavir.

- Diing cling ritonavir, lopinavir véi tenofovir & lim ting nbng dj tenofovir irong huyét nromg.

- Diing chung thude chdng tidu dirtmg metformin voi didanosine, stavudine, tenafovir dlin dén nhifm acid lactic

njng.

. Thude tre ché protase HIV: twomg tic cdng hop hay ddng viin gilta Tenofovir vi che chit irc ché protase HIV nhu
Amprenavir, Atazanavir, Indinavir, Ritonavir, Sagquinavir,

.+ “Thude tre ché men sao chép nguge khidng nucleosid: wwong e cjng hop hay dong vin gis Tenofovir vi cle
ehiit e ché men sao chép nguae khidng nucleosid nhu Delavindin, Efavicensz, Nevirapin,

- Thube fre ché men s chép ngupe nucleoside: wwomg tie cng hop hay ddng vin gida tenofovir v cde thude it
ché men san chép nguge nucleosid nhir Abacavir, Didanosin, Emtrisitabin, Lamivudin, Stavudin, Zalcitabin,
Zidovudin,

. Cic thube trinh thal duimg ubng: twomg tée duge ding kidng 10 voi cie thube trinh thai ditmg ubng chira
cthinyl estradiol vil norgestimat.

TAC DUNG KHOXG MONG MUON

- Tie dyng phy thuitmg gdp khi sir dung Tenafovir disoproxil fumarat 1 cie tic dyng nhg trén durimg tiéu hia nhu
chiin fin, dau byng, khi tiéu, dly hei, budn ndn, non.

- Che the dyng phy khie nhu: budn ngi, dau ddu, ban da, gidm lipit huydt, ting amylase huydt twong, viém tuy.
ting men gan, viém gan, viém clu thiin.

- Cothé gp che trigu chimg: tidu duimg dii tho nhat do thin, thin hu, suy thin clip, dnh huime cita thude 1én dng
lugm xa, hii chimg Fanconi,

- Ciing gibng nhr cie thube tre ché enzyme phién md ngupe khikc, tenofovir cing ¢ khi ning 1im gan 1 va thodi
i md, diin dén nhidm acid lactic miu.

- Dbi v binh nhin HIV b suy gidm njng h¢ mién dich, viée sir dung Tenofovir disoproxil fumarat cing nhu
cic thubc khing enzyme phién ma nguge khic gy ra hii chimg hogt héa midn dich (s suy gidm dip ing miln
dich trén 1im sing),

- Co thé dln ddn rdi logn chuyén hoa md: mip byng, ting md ving sau cb, phi hiy hé thoag ngogl vi, mit, ting
juydn sita, cushing. ting iriglyceride huyét, cholesterol huyét, glucose huyét, lactat huydt, d& khing insulin. ..

- Nhimg hinh vi bl thubmg, thidu miu, co gift, ting md mdu, cing co, ting boch chu, ting creating
phosphokinase, dau co, viém co, tiéu co viin o6 thé xdy ra khi sir dyng ehdt (rc ché enzyme sao mi nguge.

- o thé diin dén hoai 1 xromg & bénh nhin HIV tidn trién hay sir dyng ligu phip khing virus dai ngay.

- Anh huimg Ién thin: khi sir dyng thube & binh nhin HIV st din dén e thwong thin boo gdm: tridu chimg
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Fanconi. viém thin k&, hu thin cép (do hoai tir dng thin khong héi phyc). DG loc clu thin hay dj thanh thai
creatinine gidm khi sir dung thube, va gidm manh hon khi két hop ligu phép trc ché HIV-protase khic.

PHU N7 CO THAI VA CHO CON BU

Phy nir ¢6 thai

- Chura c6 thong tin vé vige sit dung Tenofovir disoproxil fumarat trong thii ki mang thai. Chi nén ding
Tenofovir disoproxil fumarat khi lgi ich duge chimg minh nhi¢u hon nguy co dbi véi bio thai.

- Tuy nhién, do nguy co ting kha nang thy thai chua bidt, vige sir dyng Tenofovir disoproxil fumarat & nhimg phy
nit & d0 i sinh san cin kém theo cdc bign phép trdnh thai higu qud.

Phy nir cho con bi

- Chua c6 thong tin vé sy bai tiét Tenofovir disoproxil fumarat qua sira me. Vi thé, phy nit cho con bii khdng nén
diing thube. Theo khuyén cdo chung, phy nir ahidm HIV khdng nén cho con b dé tranh Iy truyén HIV cho tré.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

- Chua ¢6 nghién cir cho thiy tic dyng cia thube dnh hudng dén kha ning 14 xe va vin hanh may moe. Tuy
nhién, bénh nhin cin duge thong bio vé kha nang gdy budn ngd, mét moi, dau diu khi didu trj bing Tenofovir
disoproxil fumarat.

QUA LIEU VA XU LY

- Trigu chimg: chra ¢6 béo céo.

- Diku tri: néu qué lidu xay ra, bénh nhin cin duge theo ddi diu higu ngd dac, chin thiét nén sir dung céc bién phip
diéu tri niing dd co ban, Tenofovir duge logi trir hi¢u qua bing thim phéin mdu véi h¢ 50 tach khodng 54%. Véi
liéu dom 300 mg c6 khoang 10% liéu ding Tenofovir logi trir trong mdt k¥ thim phén mau kéo dai 4 gio.

BAO QUAN: Noi kh, dudi 30" C. trinh dnh sing.

HAN DUNG: 36 théng ké tir ngdy sin xuit.

PONG GOI: Hop 3 vi x 10 vién nén bao phim. Ep vi AVAL
Hap 1 vix 10 vién nén bao phim. Ep vi AVAL

TIEU CHUAN: Ti¢u chuiin nhi san xujt<

DE XA TAMTAY CUATREEM
THUOC NAY CHI DUNG THEO PON CUA BAC 51
POC KY HUGNG DAN SUDUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si
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