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HUGNG DAN SU DUNG THUGEC
Rx
Thude bdn theo don. Néu edn thém théng tin, xin hdi § kifn bic T,
Boc ki hudng din st dung trude khi ddng. BE xa thm tay cua trd em.

TENFOVIX

(Tenofovir disoproxil fumarat 300mg)

THANH PHAN: MBi vien nén bao phim ehia
Tenofovir disoproxil fumarat 300mg

T4 duge: Lactose monohydrate, Tinh bit tién gelatin héa, PVP K30, Natri croscarmeliose, Magnesi stearat, HPMC, PEG 6000,

Titan dioxid, Mau Brilliant blue.

DWJE LUYC HOC

Tenafovir disoproxil fumarate |3 mt chit tuoag ty acyclic nucleoside phosphonate diester cia adenosine monophosphate.
Tenotovir disoproxil fumarate thily phin gic diester 130 thanh tenolovir. Sau dd, tenofovir dupc cde enzyme cita 18 bao bigh d8i
thinh tenafowir diphosphat. Tenofovir diphasphat dic ché hoat tinh cda HIV-1 bling cdch canh tranh lign k&t tryc 1ifp wéi chit nén
iy nhién ¢eoxyadenosing 5'-triphosphate, va sau 06, st nhip vao ADN cla virvs gay kit thie chudi AND. Tenofovir diphosphate
e chd polymerase ADN o, [} v& polymerase ADN mitochondrial y.

DUGC BONG HOG

Sinh khd dyng duting uing khadng 25%,

i} ngudi nhifm HIV-1, sau khi wiing lifu tenafovir disoproxil fumarat 300mg, Cmax 43t duge sau 1,0 + 0.4 gid. Crmayx, AUC clia
tenafovir 16n lugt 13 296 + 90 ng/mL v 2287 + 685 ng.hr/mL. Thilc 4n cd nh huling déin Cmax ciia tenatovir khodng 1 gid.
Invitro, khading 7.2% pdn k&t véi protein huy&t thanh ¢l ngudi.

Thisi gian bdn thii cia tencfovir khodng 17 g, Tenafovir dugc bal it qua thdn nhd sy ket hep cla los efu than va bl Lt chi
diing qua fing thin.

CHi BINH

Phdii hgp viil ce thulic khing virus khdc o8 ¢y tr niBm HIV.

Biéu tr vigm gan siéuvi B man tinh & nguti ki

LIEu DONG vA GACH SU DYNG
Ngudi ign: 1 vien (300mg) x 1 14n/ngay.
Bénh nhdn suy thin:
B theah théi creatinin (i/mi)
Blnh ndn thém tich may
250 30-43 10-2
Uuding 1vitn (300mg), | 1 wabn (300mg), | 1 vt (300mg), mB | M7 ngiy e sau 1
i 24 g i 48 g1 2 tinhén cubic trdm thch 12 gon

CHENG CH BINH
- B4nh nhdn min cim véi thinh phdn ciia thulc.
- Phy nil cho con b,
THAN TRONG

Nhidm acld laciic/ Phl dgl gan v gan nhidm ma

Nhi¥m toan factic, phi dai gan va gan nhifm ma (k€ c3 ting hgp 1 vong), 43 dure bdo cdo khi sit dyng cie chit ting ty
nucleoside bao gdm tenafovir trang phdl hap vl cdc thudc antirstroviral khide. Ba s8 c4¢ tnting hop xay ra & phy nd, trong 46 béo
phl va ti€p x0c vii nucleoside kéo d31 1 nhilng y&u 1 nguy co. Do d6, cn thdn trong dic bist khi sit dyng thudc & bénh nhdn co
A yEu td nguy co vé bénh gan,

Vi 50 dung thudc nén duge dinh chi nfu cb sy gia ting nhanh néing 8 aminotransferase, nhifm toan acid lactic, hodc cé diu
higu gan nhi¥m dd¢ (bao gdm chitmg phi d3i gan vi gan ahifm ma ngay cd trong truing hop khang co 5¢ gia ting transaminase
1 rét),

B
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. Bénh nhén suy thin

i Thin trgng theo ddi chitc ndng thin nhit 1 & nhlng binh nhin o6 nguy od hodic ¢6 én sif (8l loan chic nng thin, 0f phat
fién nhing thay dfi creatinine v phosphate huy8t thanh,
Bénh ahdn ddng nhim HIV vd virus vidm gan B
B&nh nhin ohifm virus KIV n8n kiém tra v tinh trarg vitm gan B tude khi BEn hanh 1rj ligu khdng retrovirus. Tenofovir
khéng chi djnf trong didu tr viem gan B, Hidu qud vi an todn cla tenafovir chua dugc chilng minh & bnh nhin oag nhilm
HIV i vinus vigm gan B. Mt 58 bito cdo cho thily oo sy trdim trgng thém vidm gan B. Niucd the, nin bt ddu difu trj vigm
gan B truc khi diing tanclovir 84 difu tri nhidm HIV,
Nhing thn irgng knde
= Teb am < 18 tufic Khding khuydn cdo s dyng cho binh nhin dudi 18 1l do d4 an todn v tinh hitu qud cla thudc trén
nhém d wgng ndy chua duge thigt ip.,
- Chi nén ding thudc trong thl gian cb thai khi thit sy cdn 1hift va sau khi cn nhde k9 v& nhing nguy cavh kgi ich cha
thudc,
PHU NO ©0 THAI VA CHO CON BO
Phy ni?ed thai:
Cheta o6 nghitn ciu iy 0 vé si dyng thudic & phy nd mang thai. Chl nén diing thuGs trang thél glan o thal khi thdtsy cin
gL vit s3u kbl €40 nhidc kF vé nhiing nguy ca va igiich ciia thadt,
Phy nid cho con bu:
Chding chl djnh adi véi phy nd cha con b,
LAI XE VA VAN HANH MAY MGG
Tenofovir disoproxil fumarat cd th iy chéng mat. NEu cam they chéng mat khi giing thuSe, khding i xe vi vin hanh may
méc.
TUONG TAC THUBE
- Diing dbng thi tenofovir véi thusi 13m giam chic ning 1hén holc cae thude canh tranh vbi tenofovir o6 duge thil ging
thin 6 thd 14m gia ting néing db trang huyét thanh cia tenatovir hay cac thullc duic disg chung,
- Diing ¢éing thisi tanafovie vél atazanavir, lopinavir, ritonavir o 1 13m tang néing 46 cla 1enatovir,
TAC DUNG PHY
Tac dyng knbng mong mun thuting gap; 8l oan 03 day-rudl nhe 0 trung binh nhut chdn n, dau bung, by chiy, khé
gy, ddy hoi, ndn va buln ndn, Ngodi ra, o6 the gdp chéng mat, mét mdl, dau ddu, rash da, gidm phosphat mdu,
Him khi: ting néing 8 amylase huy8t tuang, vikm tyy, 1ng enzyme gan, viem gan; 8c tinh trén thin bao gbm: i ching
Fanconi, viém than ké, v suy thin cdp; nhim acid lactlc thudng di kbm vi phi dai gan vi gan nnifm ma.
Tdc dyng gidm md1 64 chit khodng trong xiong duge ghi nhdn & nhdng bdnh nhan ahiBm HIV ¢4 tifn sif iy xusng hay of
cAc yEu 1 nguy od loding xumng hode mat xing, A
G trudng hap: tich il chift béo, bt thuting chuyéin hoa nhy 13ng wrigiycerid mdu, tang cholesterol mdw, 08 khing insulin,
ting dubing huy1 hay tang creating phosphakinase, chi'ng dau ¢d, vigm oo cing 04 duge bio cdo.
Thdng bido cho thiy thulc tc dyng khdng mong mudn gip phii khi si dyng thelc,
auA Lfy
Chuz ¢ bdo cdo ndo vE vigc diing tenofovir qud 1u & bénh ahan, U cic 461 lugng khde manh d4 nhin tenofovir disoprox
fumarate lifu 600mg trong 28 ngdy, khng thiy cb tal bifn nde xdy ra.
Néu cé tnsing hop ding thude qua 1€y, bénh nhin phii duss thee 661 xem cd bifu hisn ndo v& sy nhilm déc, v& nducln co
thé dp dyng cac bign phap difutrf bl try.
Sau khi ding tenofovir disaproxi! lumarate 300mg Héu don, mdt cudc thim tich méu trong vong 4 gity 03 kaai khadng 10%

tenofevir.
HAN DONG 36 thdng k¥ tif ngay sin xult.
BAD QUAN N kht), mat (dudi 30°C), Tranh dnh sdng

TCLS:
Hop 03 vi, vi 10 vifn

PHE CUC TRUONG CONG TY B PHAN ?‘mEPHuncn-
166 - 170 Nguyin Hul, Tuy Hoa, Phi ¥
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