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THANH PHAN CONG THUC THUOC
MBi vién nén bao phim cb chira: |
Thdnh phin hoat chat: Tenofovir alafenamide (dudi dang Tenofovir
alafenamide fumarate) 25mg
Think phdn td dwge: lactose monohydrat, cellulose vi tinh thé,
croscarmellose natri, magnesi stearal, opadry-11 85F 120028 yellow.
DANG BAO CHE ]
Vién nén bao phim hink trom, mau ving, hai mdt 18i, nhin hai mjt.
CHi DINH , |
Tenofovir alafenamide 25 mg dingie chi djnh di€u tn viém gan siéuwi
B man ik & ngird Idn va thanh thiu nién (tir 12 tbi rd 1én od cdn
njing if nhat 35 kg). _
CACH DUNG, LIEU DUNG
Didu tri nén duge bit ddu béi mit bic si cb kinh nghiém trong vige
diéu tr) viém gan B man tinh,
Nguén }m vi thanh thiéu nién (1 12 tudi trdr 1én 6 ciin niing it nhit
35 kg): mdt vién mbi ngdy.
Nigimg diu trj
Ngimg ditu trj cb the duyge xem xét dudi diy:
» Trong nhimg bénh nhin duong tinh véi HBeAg khong co xo gan,
dikg tri nén duoe tién hinh {t nhit 6-12 thing ssu khi chuyén ddi ket
qui huyét thanh HBe (HbeAg va HBV DNA bién miit véi sy phit
hién khing - HBe) duge xic nhjn hodc cho dén khi sy chuyén doi két
qui huyét thanh HBs hodc cho dén khi mit hi¢u qud. Khuyén cdo
dnh gik lai thudmg xuyén sau khi ngimg diéu trj € phit hién lai sy
ki phdt ve virus,
+ Troog nhimg bénh nhin &m tinh véi HBeAg khing ¢ xo gan, ditu
mmdumﬁmhhilhnhh:hndhhhiwchuy&dﬁik&:{ulhwfﬂ
thanh HBs hodc cho dén khi c6 ddu hifu mat hifu qui. Vi dicu t kéo
dii hon 2 nm, khuyén cho dinh gid lai thdmg xuyén d¢ xéc nhiin ring
g}iﬂm lya chn ligu phip vin cba thich hop cho bénh nhin

in liew
Néu quén lidu vil it hom 18 gidr trdi qua ké tir thén diém dimg thudc thong
thuimg, bénh nhin nén diing tenofovir alafenamide som nhit o thé vi
sau 86 tiép tyc i ding liu nhu k€ hogch binh thimg, Néu qud 18 gidv
trdi qua ké tir khi ding thube, bénh nhin khong nén sir dyung licu 43
quén vi chi clin dom gidn ndi lgi lich trinh diing binh thudmg
Néu bénh nhin nbo mira trong vong | gidr sau khi st dyng tenofovir
alafenamide, binh nhin nén ding mit vién thubc khic. Néu béah
nhdin ndn mira sau | gitr sir dyng tenofovir alafenamide, bénh nhin
khong cin phii ubng thém mét vién thube nika.
Din 56 dic bifs

estlproie
g dicu chinh litu cia tenofovir slafenamide d ciiu
cée bnh nhin tir 65 tubi trd 16, R e
Suy thin
Kbing yéu chu ditu chinh lidu tenofovir alafenamide trong bénh
Enml@.wmmi&mhnzmﬁuﬂhﬂmmh
35 t;]:f:du thanh thii creatinine uéc tinh (CrCl) = 15 mL/philt
m:-:]ns benh nhin o6 CrCl < 15 mL/phiit ma dang chay thin
Vo nhimg ngiy chyy thiin nhin o, tenofovir alafenami
mi“:éﬂhﬂ::t‘);ﬂnﬂlhnhhﬁuwm de nén dugc
Khdng cb khuyen cho vé lidu lugng 8bi véi nhime bé :
ﬁmwmmmdmmnmmﬁWMﬂm
gan

Khéng diu chioh lids cla tenofovir alafenamide duge yéu chu

Tré em

Sur an todn vit hidu quéd cia tenofovir alafenamide & tré em dudi 12
m&Lhu&:dnn#ns{}ﬂs.ﬂhUIdﬂwlhihih.Mﬂﬁﬂﬁ
sin ch. gl
Cikhdung |

Dung duimg uéng. Vién nén bao phim tenofovir alafenamide nén
duge sir dyng vin thire in.

CHONG CHI DJNH

Qué min vé1 bét ky thinh phin nio ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Touyén nhiém HBY

Bénh nhin phii duge théng bdo ring vién nén tenofovir alafenamide
khong ngin ngim duge nguy co Wy truyén HBY sang ngudi khic
thdng qua quan hé tinh dyc hodic duéng miu. Phai tiép tye sir dyng
cic bién phip phong ngira thich hgp.

 bénh nhan bi bénl it b

Khong cb dir liéu an todn va hifu qud cia vién nén tenofovir
alafenamide & nhimg bénh nhin nhiém HBV cb bénh gan mit ba vi
cd diém s Child Pugh Turcotte (CPT)> 9 (nghia Ik cip C). Nhimg
bénh nhiin ndy cb nguy co cao bj tic dung khdng mong mudn nghiém
trong lén gan vé thin. Vi vity, cc thong sb vé gan mit vi thin nin
duge theo dBi chiit che trong nhém bénh nhin ndy.

| 2 via

Biing phit trong dieu Irj
Sy gia ting ty phat trong viém gan B mgn tinh 1A trong dbi phd bica
ﬂdmdhwbﬁiwginﬂngthningguﬂminuwﬂ-
m[&ﬂm;huyﬁﬂmhﬂnuhmutﬂudihﬂimm
khéng virus, ALT huyét thanh c6 thé ting trong m{t vii bénh nhin.
Trong cé¢ bénh nhin co bénh gan con bi, sy gia ting ALT huy&t
thanh i chung khong di kém véi ting nbng 40 bilirubin huyét thanh
wmﬁthﬂgmﬁ:bhhnhlnmgm:énwwmhmm
 bid gan sau khi viém gan trim trong hom, v vi vily nén duge theo
ddi chiit ch trong qué umhgiéuui
Bing phadt sau khi ngimg dieu trj
Dmkfntﬂ ldpc&uﬁémgmdidwcbiﬂduﬂd:bhhnﬂndl
ngimg diéu tri viém gan B, thubng lién quan dén sy ting nbng &9
HBV DNA trong h tmwg.Fhlnlﬁndcwﬂnghqunrﬁhﬁ
mmmmkﬂpﬁﬁnwmmmg&mﬂmmnﬁ _
ﬂynuumng:mgaiéumﬁ&mpna.mmmpnpwm
thmdﬁimkhuhg&ﬁigimuphivﬁﬁlimﬂngﬂtm
trong it nhit 6 sau khi ngung diéu trj viém gan B. thi
hgp, viée tifp tyc di I:iviﬁnlgmﬂﬁﬁlﬂlﬂdlﬂ':ﬂﬂﬂm 79
Trong céc bénh nhin bj bénh gan tién trién bofic xa gan, AEHTE
ﬁmﬁngmmmﬂmmdi&umﬂch#ﬂﬂh‘mﬁ
wﬂﬁdlndénwmhhhciugmﬂuhﬂﬂlphﬁfﬁﬂmmﬂm
nﬂiﬁumﬂdﬁhﬁﬂyﬂmﬂﬁhﬁnhnhhhlhﬂhp

e sit.

Binh nhdn voi d¢ thanh thai amrin.l'u-ﬂﬂ_?mbﬁﬂl aahy &
whmmﬁmmmﬁuﬁuﬂmkm&mﬂmm
hﬁnhnhhcﬁt:ﬂzlimliphﬁtnhtmsﬂiﬂmﬂphﬂ Lot
n&-ﬂrmclsmuiahmamgdugmmnhmmmdul A ok
duge ddng hoc gii han vi trén md hinh héa vamd oS HC.] g5
d&liﬁumminu&nﬁﬁcﬂdwaﬂhnﬁnmw
diéuuiu]ﬁﬁn}[ﬂvﬁb#nhnhlnﬂﬁﬂrﬂﬁlﬂmupﬂ"- o
S#dqmgﬁ&nnéntmnfwirmfmmﬁdﬂmmm'tn
hmhmincacrﬂﬂismmmimmrﬂﬂ"ﬂ# '
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ey i %’mmﬂﬂﬁtﬁhmﬁmvbnﬂwfuﬁ
ﬁﬁﬂfufﬂ::mh;umh nhin nhidm ddng tha véi viém gan virus C hojc
E‘;jénmﬁmﬂnmmk&mdﬁmhmm gan C.
Wﬁngm HIV nén duge dé nghi cho tht ci cdc bénh nhin
R AV & ol ' i&m HIV-1 chua duge bik

i, HBV ¢ nhing ngudi tinh trang nhi duge
nbit !:“L-h' hit diu dig.n tri véi vién nén tenofovir alafenamide. Trong
o h.:gnh “hin bi nhiém ddng théi HBV vi HIV, vién nén tenofo-
“j'w;gﬁ:m mide nén duge sit dung dong thin vén cdc tc nhin khic
N etrovinus 0 dim bdo ring bénh nhin nhin duge phic db thich
hop cho diéu trj H.W‘ ‘
G Cng [ , z
1 2n nén tenofovir alafenamide khang nén str dyng dbng thir véi chc
hudc cb chira tmnfm_rlir alafenamide, tenofovir disoproxil fumarate

. adefovir dipivoxil. _ .

?ﬁm déng thoi tenofovir aJ:fi_:nlmidl: vin thufﬁ chong co ﬂ.‘.lllbl:ﬁ
4y carbamazepine, oxcarbazepine, phenobarbital vi phenytotn),
b khing mycobacterium (vi dy nfampicin, rifabutin va rifapen-
tine) hodc St. John's wort, tit cd chiing Id céc thubc kich thich P-gly-
coprotcin (P-gp) va cb the 1dm gidm néng 4 tenofovir alafenamide
rong huyét tuong, 14 khéng dwge ki 0.
$ir dung dong thin tenofovir alafenamide viri chit tre ché manh P-?
(vi du itraconazole vil ketoconazole) cd thé ting n&ng df tenofovir
slafenamide. Sir dung 88ng théi khong duge khuyén céo.

ing dung nap laclose
%!ﬁ;]!%ﬂr alafenamide ¢b chira lactose monohydrate. Do d6, bénh
shin cb cdc vin d& vé di truyén hiém giip nhu khdng dung ngp galac-
tose, thidu hyt Lapp lactase, hodic kém hip thu glucose-galactose
khéng nén diing sin phim thudc ndy.
SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU
Phy ni ¢6 tha
Khéng cb dif lidu hodc dir lifu gidi han (it hon 300 phy nir c& thai) tir
vide it dyng tenofovir alafenamide & phy nif €0 thay, Tuynhn!.n, mt
hrgmg Iém di lidu trén phy niX cb thai (Iém hon 1000 phai nhidm) cho
thity khéng cé biéu hién dj dang cling nhu doc tinh & tré so sinh 66
lién quan dén viéc sir dung tenofovir disoproxil fumarate.
Céic nghién ciru trén ddng vit kbong chi ra nhimg tic d)ng o6 hai trye
tiép hode gidn tidp ddi vdi ddc tinh sinh sdn.
Vige sit dung tenofovir alafenamide cd thé duge xem xét trong qud
trinh mang thai néu cin thiée.

Phu oir dang cho con bi

Vin chua biét lidu tenofovir alafenamide dugc bdi tiét trong sita mg
hay khéng. Tuy nhién, trong céc nghién ciru & ddng viit cho thily ring
tenofovir duge bdi tiét vio trong sita me. Khong cb dly dii théng tin
ién dnh hudmg cia tenofovir & tré so sinh.

Nguy co lén tré dang b me khiing thé duge logi trir; vi vy, tenofovir
alafenamide khing nén duge sir dung trong khi dang cho con bl

Khing ¢ sin d¥ lidu trén ngudi vé dnh hutmg cla tenofovir
alafenamide lén khi ning sinh sin. Céc nghién ciru trén ddng vit
khing chi ra dnh huimg cé hai ca tenofovir alafenamide 1én khi
ning sinh sin_

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOC

Tenofovir alafenamide khong dnh hudng hojic dnh huimg khing
dng k¢ Ién khi ning Ii xe v vin hinh miy moc. Bénh nhin nén
duge théng béo ring chéng mit di duge béo cdo trong qui trinh didu
M i tenofovir alafenamide.

}““: DUNG KHONG MONG MUON CUA THUOC

thﬂi*mphinﬁnghit loi dyn trén dif lifu an todn gdp 1 2
:Lf';:;'“ ciru giai dogn 3 c6 kiém soét, trong dé 866 bgnh nhin nhifm
md | H"“ d"P."E tenofovir alafenamide 25 mg mdi ngly mit llt:l rong
b uﬁcnh mu ddi thong qua Tuln 96 [ﬂm&m trung binh wbidmg'
thg ﬂnm nghién elru duge lam mi 14 104 tudn). Céc phin (mg l.h:rl
Saus Tfﬁp nhiit 13 nhirc ddu (129%4), budn ndn (6%) v mét mdi (6%).
thy po 2 %6, bénh nhin vin duge didu tr hoje 1A lim mui nhu ban

hoje ding tenofovir alafenamide 25 mg nhiin md, Khdng 6

phin (mg bt lgi bd sung ndo cho tenofovir alafenamide 25 mg duge

xéc djnh tir Tukn 96 dén Tudn 120 trong giai dogn mi ddi v trong tip

hop con cia cée 81 tugng duge didu trj tenofovir alafenamide 25 mg

nhiin mé,

Théng bdo ngay :ﬁnﬁcz“huﬁrimlfnhﬂngm ung cd hai

gdp phai khi sir dung thu

Tuong ky: Chua ghi nhin.

QUA LEU VA CACH XU TRI ,

ihqﬂlihﬂynﬂdh&hrﬂﬁnplﬁduwhudﬁd:ﬂnnchﬂﬂl
ddc tinh.

Didu trj qué lidu v tenofovir alafenamide bao gdm cdc bién phip bd

trg chung bao gdm theo ddi diu hi¢u séng con cling nhur quan sét tinh

Tenofovir duge logi bé tic dyng bing chay thin nhin tao véi b b

chidt xult xip xi 54%. Khong biét liu tenofovir cé the duge logi bd

bing thim phin philc mac hay khéng.

PAC TINH DUQC LUC HOC

Nhém didu tri: Thude khéng virus ding todn thin, chit (rc ché nucle-

oside vi trc ché sa0 chép ngugc nucleotide; mi ATC: JOSAF13.

Tenofovir ﬂlfmnﬂﬁd:ﬂﬁh:hﬂiphmphnm?idn: clia .Il'.t:rmfnvi:r
ty 2-deoxyadenosine monophosphate). Ienolovir alalenam:-
mnﬂpﬂﬁupﬂmpﬁidﬂwmhtﬁnmudﬁn;ﬂ
sy hdp thu & gan bdi kénh vin chuyén OATPIB1 vd OATPIB3.
Tenofovir alafenamide chi hhduw nﬂyﬁn pl';lnh u_?mi;:hm’:g:'m
carboxylesterase | & gan enofovir
:iwuﬁmwwhdﬁnhchﬁchuy&]ﬁlmhmmnhdm
1§ tenofovir diphosphate. Tenofovir diphosphate (¢ ché sy nhin lén
clia HBV théng qua viéc két hop vio DNA virus biing clich sao chép
nguoc nguge HBY, din dén ket thic chudi DNA.
Tenofovir cb hogt tinh cy thé dbi véi viém gan virus B va virus giy
suy gidm midn dich & ngudn (HIV-1 v HIV-2). Tenofovir diphos-
phate 13 mdt chit irc ché yéu ciia DNA polymerases dgng viit c6 vi
n&h;ﬁmﬂﬂﬁmhmmrwlhéﬂkhqﬂgcbht:agchmgcﬁn

ngaotﬁn;vﬁw:ﬂlmfuﬁr alafenamide duge dinh gib
trong t& bio HepG2 chéng lgi m{t bing phin lip ching virus HBV
dai dién cho chc kidu gen A-H. Gid trj EC,, (ndng 40 higu qud 50%)
ciia tenofovir alafenamide ndm trong khodng tir 34,7 dén 134,4 nM
v61 trung binh tdog thé EC, 1d 86,6 nM. CC,, (ndag dd gly ddc té
bio 50%) trong té bdo HepG2 14 > 44400 nM.

Trong mt thp hop cic phin tich cla bénh nhin dang six dyng tenofo-
vir alafenamide, phin tich trinh ty duge thye hién trén co sd két hgp
vil diku trj phin Lip HBV cho bénh nhin hojc c6 kinh nghiém d4t pha
virus hoe (2 lin tiép xic lign tiép véi HBV DNA 2 69 [U/mL sau khi
4 < 69 IU/mL, hodic 1,0 log _hojic ting cao hon trong HBV DNA tir
mmﬂymﬁnﬁmmvnmgﬁymmﬁMﬁ
holic lise ngimg sém hofic sau Tudn 24. Trong céc phin tich tyi Tuln
48 (N = 20) v Tuln 96 (N = 72), khong c6 sy thay thé amino acid
lign quan dén khing thudc dbi véi vién tenofovir alafenamide di
duge xée dinh trong cdc ching phin 13p ndy (phin tich kidu gen vi
kicu hinh).

Khdng chéo

Hoat tinh khing virus cia tenofovir alafenamide di duge dénh gid
chéng lai mjt bing phiin 1§p c6 chia djt bién e ché sao chép ngupe
nucleos(t)ide trong t& bio HepG2. Céc phin ljp HBV thé hién

maylhénvl?JL.nLlEﬂH.ﬂnhﬂmvﬂiiénqmnd!nkhiﬂn;zi
khing vin lanﬂwdin:ﬂncbnnhwﬂmvﬁitmnfnﬁrﬂl&nmid:
(< 2 lin thay 8di trong EC,). Céc phin 1jp HBV thé hign sy thay thé
nL180M, M204V két hgp nT184G, nS202G, holc rtM250V lién
quan dén khi ning dé khing véi entecavir viin cdn nhay cdm véi
tenofovir alafenamide. Céc phin Ijp HBV thé hign cic thay thé d

nhiltfmrhﬁuiﬂl?.MHI‘H’.hﬂkﬂHHﬁTﬁhquﬁnd&nmn{ngg
khng véi adefovir viin cdn nhay cdm véi tenofovir alafenamide; tuy
nhién, phin Iip HBV th hi¢n A 181V két hop véi N236T 6 gidm
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tinh nhay cdm véi tenofovir alafenamide (3,7 lin thay déi EC,)). Lién
quan lim sing cia nhimg thay thé ndy thi khing duoc bt

2 liéu lim 8
Tinh an todn vi hi¢u qui cia tenofovir alafenamide & bénh nhin
vicm gan B man tinh duge dya trén dir 1igu 48 tuiin v 96 tudn b cée
nghién ciu bai nhém ngdu nhién, mu d6i, kikm soat hogt chit,
GS-US-320-0108 (“"Nghién cini 1087) v  GS-US-320.0110

EllﬂvinﬁépmdiiuniduwlhnmﬁmTuin%dénnanunﬁ
sung tur bénh nhiin trong giai doan mé nhin ciia nghién cin 108 v
110 tr Tudn 96 dén Tuln 120 ( N = 36] vlnnﬁnsﬁdmlglmnﬁ)ﬁi
alafenamide 25mg, N = 180 chuyén tir tenofovir disoproxil fumarate
sang tenofovir alafenamide 25 mg & Tudin 96)
Bi:mwuicﬂngciuhi#uqu&handiuﬂﬁhﬂthﬁngjiﬁmIj:jrl.f
bénh nhin c6 ndng 4 HBV DNA trong huyét twong duéi 29 [U / mi
anduqa.w&nemmarmmhrmidcdspcmgmﬁmcmkmang
kém hom khi dat duge HBV DNA dudi 29 TU / mL khi so sénh vor
tenofovir disoproxil fumarate.
Nhimg thay doi trong do mdt 4 kﬁﬂdﬂgnm-ng
Trong ¢ hai nghién ciru tenofovir alafenamide cé lién quan dén gidm
ti]ép&ﬁimnhﬁhmmngnmdﬁkhu&ngwmg{ﬁhm;E.‘lun:n:dﬂ
bing sy hip thy Xray hip thy ning lugng kép va phin tich [DXA])
50 sinh vii tenofovir disoproxil fumarate sau 96 tuln didy tri.
ijnhﬁngh#ghrdﬁnﬂiéulﬂlhnm&sauhﬁm?ﬁ.tﬁléphhﬁmmﬂ
binh thay d6i & BMD, trong m&i nhém ¢ tudin 120 twong ty nhy &
tuin 96. Trong giai doan mé nhin ciia c hai nghién ciny, ¢ 1¢ phin
trém trung binh thay déi trong BMD tir tuin 96 dén Tudn 120 &
nhimg bénh nhin vin diéu trj bing tenofovir alafenamide 13 0,6% &
nﬂ*s&ngﬂﬂimgﬂﬂ%ﬁhﬁng.mvﬁiI.?"r&ﬂmﬁls&ng!hiﬂmgﬁ
0,6% & hdng & nhimg ngudi chu tir tenofovir disoproxil fumarate
sang tenofovir alafenamide & 56.
Nhimg thay déi trong do chire ndng thén ‘
Trong c hai nghién ciru tenofovir alafenamide c6 lién quan dén thay
d&inhﬁhanmdcﬂﬁngsﬂmminchﬂcﬂngmh{giimMmg
binh nhé hom trong CrCl duge wéc tinh bdi Cockeroft-Gault v ting ty
I¢ phin trim trung binh nhé hon trong retinol nue tidu lign két protein
vin ty I¢ creatinin vik beta-2-microglobulin nude tiéu véi ty 1é creatinin)
s0 vin tenofovir disoproxil fumarate sau 96 tuin diéu tr.
ﬂnhﬁngb&nhnhindnﬂbndiéuuibilhnnﬂsauminﬁumg
Tﬁuc&ulﬂﬂvﬁllﬂ.ﬂuyd&mmﬂcmﬂumgcﬂ:gﬁmm
phﬁngihingtﬁ&mcﬁlm&n#mﬁinhfmﬁninlluwmnhu#
tuhn 96. Trong giai doan mé nhin cia nghién cinu 108 va 110, thay ddi
trung binh (4 SD) trong creatinine huyét thanh tir tudn 96 dén tukn 120
ld -0,002 (0,10) mg/dL & nhimg ngudi viin con sir dyng tenofovir
alafenamide, so v6i 0,008 (0,09) mg/dL & nhimg ngutn chuyén ti
tenofovir disoproxil fumarate sang tenofovir alafenamide & Tuan 96.
Trong giai doan mé nhin, sy thay ddi trung binh trong ¢GFR tir Tulin
96 dén Tudn 120 14 -0,6 mL/phiit & bénh nhin viin sir dung tenofovir
alafenamide, so véi +1,8 mL/phit bénh nhin chuyén tr disofroxil
tenofovir fumarate sang tenofovir alafenamide & Tudn 96.
It em
Cuqmmwpﬂm&luiuﬂmbﬂnnghhwwﬂ'@
nghién ciru véi vién nén tenofovir alafenamide trong m{t hodc nhiéu
tip hop con clia tré em trong didu trj viém gan B min tinh.
MHH DUQC PONG HOC

Sau khi ubng tenofovir alafenamide dudi ditu kién nhin &n & bénh
nhin ngudi Iém bi viém gan B man tinh, nng 4§ dinh trong huyét
huomg cla tenofovir alafenamide duge quan sit xfip xi 0,48 gidy e
lidu. Dyra trén phia tich duge ddng hoc din sb Pha 3 trong céc ddi
twomg vr CHB, trang théi dn dinh trung binh AUC, ,, cho tenofovir
alafenamide (N = 698) vi tenofovir (N = 856) 1 0,22 pgrhr/mL vi
0,32 pg-he/ml, tuong img. Trang théi &n dinh C,, cho tenofovir
alafenamide vi tenofovir 14.0,18 and 0,02 ugehr/ml., tuong tmg. Lién
quan dén didu kién nhin &n, sir dyng don lidu cia tenofovir alafenam-
ide véi bira fin c6 chit béo cao din dén ting 65% trong tifp xtic

tenofovir alafenamide.

nh
Wﬂfl&ﬂﬂm 24 thing

Phiin bo

Lién két cia tenofovir alafenamide véi protein huyét tong *“:i
miu thy thip duge trong qud trinh thi nghig¢m [am sing 14 7
80%. Sy lién két cia tenofovir véi protein huyét twomg 14 it hom 0,

vil ddc 13p véi ndng 40 rong khodng 0,01-25 pg/mL.

Chuyén hés

Chuyén hoa 14 mt con dudmg thii trir chinh clia tenofovir alafenam-
ide trong co thé ngud, chjfmbﬂﬂ%cﬂaii&m&nlmm
nghién cinu in vitro cho thiy ring tenofovir alafenamide duge chuyén
héa thinh tenofovir (chuyen héa chinh) béi carboxylesterase-1 trong
1€ bdo gan; vi béi cathepsin A trong PBMCs va dai thyc bdo, In vivo,
tenofovir alafenamide bj thiy phin trong té bao dé tao thinh tenofovir
(chuyen béa chinh), né duge phosphoryl héa thinh chit chuyén héa
hoat tinh, tenofovir diphosphate.

In vitro, tenofovir alafenamide khong bj chuyén héa béi CYPIA2,
CYP2C8, CYP2C9, CYP2C19, hodic CYP2D6. Tenofovir alafenam-
ide bj chuyén héa tdi thidu bdi CYP3A4.

Thii tnr

Sy bdi tiét & thin cia tenofovir alafenamide cdn nguyén ven I con
dudmg nhd véi < 1% cla lidu duge thii tnk bling nuée tidy, Tenofovir
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