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Rx Thubc nay chi ding theo don thuéc

Tefostad T300

Tén thubc

Tefostad T300

Céc diu higu Iu y va khuyén céo khi ding thubc

DE xa t3m tay ré em

Boc ky hurang din sir dung truére khi ding

Thanh phén cbng thirc thubc

Thanh phén hoat chét

Tenofowir disoproxil fumarate . YT IPRPPIVORY RO FPRRICUSINE SRR C SO 300 mg

Thanh phdin ta duerc:

Lactose monohydrat, microcrystallin cellulose, tinh bdt ngd, croscarmellose
natn, magnesi stearat, opadry xanh

Dang bao ché

Vién nén bao phim.

Vién nén hinh giot nurdc, bao phim mau xanh, hai mat khum, mot mat khic
logo " &g, mOt mét tron

Chi dinh

Tenofovir disoproxil fumarate dugc ding két hop vin cac thubc khang
retrovirus khéc (nhung khong nén sir dung riéng I1€) trong didu tri nhiém
HIV-typ 1 (HIV-1) & ngudn lom.

Tenofovir drsoproxil fumarate duoc ding két hop véi cac thude khang
retrovirus khéc trang phong ngira nhiém HIV sau khi da ti€p xGc véi bénh (do
ngh& nghiép hay khong do ngh& nghiép) & nhimg cé thé cb nguy co Idy
nhi#m wirus,

Tenofovir disoproxil fumarate cling duoc ding trong digu trj viém gan siéu vi
B man tinh & ngudn 1on. Cling nhu adefovir, tenofovir ciing c6 hoat tinh
chdng lai virus HBV dot bién d& khang v&i lamivudin.

Cach ding, ligu ding

Céch dung

Tefostad T300 dugc ding bing dudmg ubng mdt IAn mdi ngay. khong bj
anh huéng bai bira An

Liéu dimg

Ngun lon .

+ Didu t nhidm HIV: 1 vién x 1 lan/ngay, két hop véi cac thube khang
retrovirus khac.

+ Dy phoéng nhiém HIV sau tiép xuc do nguyén nhén ngh& nghiép: 1 vién x
1 lan/ngay k&t hop vin cac thudc khang retrovirus khac (thuomg két hop
v lamivudin hay emtricitabin). Dy phong nén b4t du cang sém cang t8t
sau khi tiép xUc do nguyén nhan ngh& nghiép (t6t nhét 1a trong vong val
Qitr hom 14 vai ngay) va tiép tuc trong 4 tuan tiép theo néu dung nap.

+ Du phong nhiém HIV khong do nguyén nhén ngh# nghiép: 1 vién x
1 [An/ngay k&t hop véi it nhét 2 thuSe khang retrovirus khéac. Dy phéng
nén bét dau cang sém cang 4t sau khi tiép xuc khong do nguyén nhan
ngh& nghiép (15t nhét la trong vong 72 gidr) va tiép xUc trong 28 ngay.

+ Oidu 1rj viém gan siéu vi B man tinh: Lidgu khuyén cdo la 1 vién x
1 lan/ngay trong 48 tuan.

+ Nén thay déi lidu tenofovir disoproxil fumarate béng cach digu chinh
khoing cach théi gian dung thudc & bénh nhan suy than dua trén d§
thanh thai creatinin (Cl_) cUa bénh nhén:

* Cl, 2 50 mi/phit: Dung figu thdng thudmg 1 Rn/ngay.

+ Ci_ 30 dén 49 mlphit- Dung cach nhau méi 48 gidr.

« Ci_ 10 dén 29 mlphiit- Dung cach nhau méi 72 dén 96 givr.

« Bénh nhan th&m phén mau: Ding mdt lidu cach nhau mdi 7 ngay holic
sau khi thdm phén 12 gio.

+ Do tinh an toan va hiéu qua cia nhirng lifu ding trén chua dugc danh
gi4 nghién ciru Iam sang, nén theo ddi chiit ché sur d4p Urng 1am sang cda
tri liéu va chirc néng than.

Bénh nhan suy gan

D61 vén bénh nhan suy gidm chirc ndng gan khang c&n thit phai diéu chinh igu.
Chéng chi dinh p

Bénh nhan man cam véi tenofovir disoproxil fumarate hoac bat ky thanh
phan nao cla thube.

Canh béo va than trong khi dung thubc

Khi dung tenafovir, cling nhir cac chét tc ché sao chép nguoc, don doc
hodc phéi hop, 04 cb ghi nhan bénh nhan nhidm acid lactic, gan to nghiém
trong va nhiém m& (c6 thé tir vong).

Tang sinh mé m&. Sy t& phan b hay tich tu m& trong corthé, bao gdm béo
viing byung, phi dai mat trudre-sau 8 ("gl trau”), tan pha than kinh ngoai vi,
mat, phl dai tuyén v, xulit hién hé chirng Cushing da duoc bao céo khi
dung cac thubc khang retrovirus.

Tac dung rén xwvong: Khi dang dong thén tenofovir véi lamivudin va
efavirenz & bénh nhan nhiém HIV cho thdy co sy giam mét dd khoang cla
xurong sdng thit lung, ting nbng @5 cla 4 yéu 18 sinh hod trong chuyén hod
xurong, tang nbng dd hormon tuyén can gidp trong huyét thanh.

Can theo d&i chat ché xuong & nhirng bénh nhéan nhiém HIV c6 tién sir gy
xwang do bénh Iy, holc c6 nguy co thifu xrong cao. Mac di chua c6
nghién ciru vé higu qua ciza viéc b sung calci va vitamin D, nhung vigc b
sung c6 thé c6 ich cho nhirng bénh nhan nay. Khi c6 nhimg bét thuremg vé
xurong cAn hdi y kién thay thudc.

Bénh nhan da bj r6i loan chirc ndng gan trudc d6 gdm viém gan tién trién
man tinh ¢ sir gia tAng thudmg xuyén cac bét thurdng chirc ndng gan trong
qué trinh diBu tri phdi hop cac thube khéng retrovirus va nén dugrc theo ddi
biing cAc phuong phap chufin. Néu c6 bing chimg v bénh gan n&ng hon
& nhirng bénh nhan nay, phai can nhic nglrng tam thén hodic ngirng digu tri.
Dot bung phat nhidm HBV nding dd dugc bdo céo & nhirng bénh nhan
nhiém HIV sau khi ngung diBu trj tenofovir. Nén theo ddi chat ch& chire ndng
gan trén lam sang va thire nghiém wrong it nhdt vai thang sau khi ngung dang
tenofovir & bénh nhan nhiém dbng thn HBV va HIV. Néu thich hgp, nén bt
dAu digu trj nhiém HBV.

Chura xac dinh duot hoat tinh 1am sang cla tenofovir disoproxil fumarate
chéng lai virus viém gan B (HBV) & ngudi. Chura biét vigc didu trj & bénh
nhan nhiém adng thér HIV-1 va HBV c6 din dén &n trién a8 khang clia HBV
a6i von tenofovir disoproxil fumarate va cac thubc khac hay khang

Hoi chumg hoat héa mién dich: & bénh nhan nhiém HIV bj suy giam mién
dich néing & thir diém bt dAu diu trj phoi hop cac thudc khang retrovirus
(CART), c6 thé phat sinh phan (rng viém khéng c6 wiéu chimg hodc bénh ly
nhiém trung co hoi va gy cac bénh canh [am sang nghiém treng hodc lam
trAm trong céc triéu chung. Bién hinh, cAc phan ung nay duoc théy trong
vOng vai tulin hay vai thang dAu khi bAt dAu CART. Vi dy nhur viém ving mac
do cytomegalovirus, nhifm mycobacterium toan than va/hodc cuc bd va
viém phGi do Pneumocystis casinii. Bt ky triéu chimg viém nho clng nén
dugc danh gid va bat dAu diku tr| khi cin thiét

Tefostad T300 co chira t4 duoc lactose. Khong nén dung thubc nay cho
bénh nhan co cAc van da vé di truy2n hiém gép khong dung nap galactose,
thidu hyt enzym lactase 10An phan hay kém hép thu gl close,
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Sir dung thudc cho phu nir ¢6 thal va cho con b

Phu nir c6 thai

Chua c6 thong lin Tamsang vé viéc sir dung tenofovir disoproxil fumarate

trong théi ky mang thai, Chi nén ding ténofovir disaproxil fumarate khi igi fch

cao hon nguy co d6i vén bao thai. :

Tuy nhién, do chura biét nguy co tiém &n d6i v&i sur phat trién cla bao tha),

viéc sir dung tenofovir disoproxil fumarate & nhing phy nir 89 tudi sinh san

can kém theo c4c bién phép tranh thai hiéu quéa.

Phy nir cho con bu

Chura biét tenofovir disoproxil fumarate c6 dwgc bai tiét vao sira me hay

khdng. Khuyén céo phy nlr dang didu tri vor tenofovir disopraxil fumarate

kh6ng nén cho con ba. Theo nguyén tic chung, khuyén céo phy nlr nhiém

HIV khang duoc cho con bl & trénh 1Ay truy@n HIV cho tré.

Anh hurémg cua thudc 1én kha néing 14i xe, vin hanh miy méc

Chura c6 nghién ciru cho thiy tac dung cia thubc Anh hudmg dén kha néing

14 xe va van hanh may méc. Tuy nhién, bénh nhan can dugc théng béo vé

kha niing gay chéng mét khi digu tri bing tenofovir disoproxi| fumarate.

Twong tic, weong ky cua thudc

Twong tdc cua thubc

Céc thubc chiv dnh hudng hoac chuyén hba béi enzym thubc vi lap thé &

gan: Tuong tac dugc ddng clia tenotovir véi cac thuc (re ché hodic chat nén

clia cac enzym vi lap thé & gan chua r. Tenofovir va ign chét clia nd khong

phai [a chét nén clia CYP450 isoenzym, khéng (rc ché cac CYP 6dng phan

3A4, 2D6, 2C9, holic 2E1 nhung (rc ché nhe trén 1A

C4c thubc chju dnh hudng hodc thé/ trir qua théin: Tenofovir tromg tac voi

cac thudc lam giam chirc ning than ho4c canh tranh véi tenofovir bai bét chp

dong qua 6ng than (vi du: acyclovir, cidotovir, ganciclovir, valacyclovir,

valganciclovir), lam tang ndng dé tenafovir trong huyét trong hodc cac thube

dang chung. ;s

Thubc e ché HIV: protease: Tuong tac cfng hop hay ddng van gilra

tenofovir v cac chét c ché protease HIV nhu amprenavir, atazanavir,

indinavir, nelfinavir, ritonavir, saquinawir.

Thubc tre ché enzym sao chép nguot khéng nucleosid: Tuang Jac cong hop

hay dBng van giora tenofovir va cac thude (rc ché enzym sao chép nguoc

khong nucleosid nhur delavirdin, efavi ap

Thudc tre ché enzym sao chép ngupt nucleosid: Tuong tac cong hop hay

ddng van gilra tenofovir va cac thubc e ché enzym sao chép nguoc

nucleosid nhu abacavir, didanosin, emtricitabin, lamivudin, stavudin,

zalcitabin, zidovudin.

Adefovir: Khéng nén dung chung tenofovir v&i adefovir,

Didanosin: Tenofovir 1am tang ndng dd didanosin trong huyét tuong, vi vay

khong nén kat hop hai thubc nay.

Céc thube trdnh thai dudng udng: Khéng rd twrong tac dugc ddng voi cac

thudc tranh thai dudng ung chira ethinyl estradiol va norgestimat.

Tuwong ky clia thubc

Do khdng c6 cac nghién ciru vé tinh twong ky cla thuc, khéng trén 1an

thuBc nay véri cac thude khac.

Téc dung khdng mong mubn cta thude

Téac dung khéng mong muén thrrémg gdp nhét (1/100 s ADR < 1/10) khi st

dung tenofovir disoproxil fumarate la cac tac dung nhe trén dudmng tiéu hoa,

@&c biét téu chdy, ndn va bubn nbn, dau bung, day hoi, khé tiéu va chan &n.

NBng dd amylase huyét thanh c6 thé tAng cao va viém tuy,

Giam phosphat huyét ciing thudmg xay ra (1/100 < ADR < 1/10).

Phat ban cOng co thé gap.

Mt s5 tac dung khdng mong mubn thudng gép-khac (1/100 < ADR < 1/10)

bao gdm bénh than kinh ngoai vi, dau dau, chong mat, mat ngd, tram cam,

suy nhugc, ramd héi va dau co.

T&ng enzym gan, tAng ndng dd triglycerid mau, ting glucose huyét va giam

bach cau trung tinh.

Suy than, suy than clp va cac tac dung rén 6ng leon gan, bao gbm hoi

chimg Fanconi.

Nhiém acid lactic, thuémg két hgp véi chirng gan to nghiém trong va gan

nhidm m@, thugng glip khi digu trj vai cic thudc (rc ché enzym sao chép

nguoc nucleosid.

Qua liéu va cach xtr trf

Triéu chamng khi diing liBu cao chura c6 ghi nhan.

Néu gua lidu xay ra, bénh nhén can dugc thee ddi du higu ngd doc, can

thi€t nén sir dung cAc bién phéap diBu tn nang d& chudn.

Tenofovir dugc loai trir hiéu qué bAng thdm phan mau véri hé s6 tach khodng

54%. Véi lidu don 300 mg, co khodng 10% liu dung tenofovir dugc loai trir

trong mdt ky tham phan mau kéo dai 4 gitr.

Bic tinh dwge Ive hoc

Nhém duge ly: Thube (re ché enzym sao chép nguoc nucleosid va nucleotid.

Ma ATC: JOSAFQ7.
disop fu 1a mdt nucl d p diester c6 clu

tric vong xodn tuong tr adenosin monophosphat va cd cdu tric phan tir

gan véi adefovir dipivoxil. Tenofovir disoproxil fumarate c&n phai trai qua sy

thuy phéan diester ban d3u d€ chuyén thanh tencfovir va tiép theo 14 sy

phosphoryl hoa nhér cac enzym trong 1€ bao tao thanh tenofovir diphosphat.

Tenofovir diphosphat (rc ché hoat tinh clia enzym sao chép nguge HIV-1

bAng cach canh tranh vén chét nén ty nhién deoxyadenosin 5-triphosphat va

sau khi s&t nhip vao DNA, két thic chudi DNA Bén canh d6, tenofovir

disoproxil fumarate ciing e ché DNA polymerase cla virus viém gan B

(HBV), mbt enzym can thiét cho virus sao chép trong té bao gan.

Tenofovir diphosphat la chat irc ch@ yéu enzym va DNA polymerase clia

dong vat cé vii va enzym DNA polymerase & ty thé.

Pic tfnh dworc déng hoc

Sau khi ung, tenofovir disoproxil fumarate duec hap thu nhanh va chuyén

thanh tenofovir, véi nBng dd dinh trong huyét tvong dat sau 1 dén 2 gity

Sinh kha dung thudc & nhimg bénh nhan lic d6i khoang 25% nhumng ting

khi dung tenotovir disoproxil fumarate vri bira &n giau chat béo

Tenofovir phan b6 rdng rai trong cac mo, dac biét & than va gan. Sur gin két

v protein huyét twong it hon 1% va vén protein huyét thanh khoang 7%.

Tenofovir disoproxil fumarate la mdt uén chét dang ester tan trong nudc

dugc bién ddi nhanh chéng in vivo thanh tenofovir va formaldehyd.

Tenofovir duoc bién ddi trong ndi bao thanh tenofovir monophosphat va chit

c6 hoat tinh tenofovir diphosphat.

Thei gian ban thai cubi cung cia tenofovir tir 12 dén 18 gidy. Tenofovir bai tiét

chil yéu qua nuréce tiéu bdng ca hai cAch BAi lift chli ddng qua Gng thén va

lpc qua cAu than. Tenofovir dugc loai trir bing tha&m phan méau.

Quy céch déng géi

VI 10 vién. HYp 3V

Chai 30 vién. Hip 1 chal

Biu kién bao quan, han dung, tiéu chuéin chét ltong cla thude

17.1. Pidu kién bao quan

Bao quan trong bao bl kin, not khd. Nhiét db khdng qua 30°C

172. Han ding

36 thang ké tir ngay san xudt.

17.3. Tiéu chufin chét lweng

TCCS.
Tén, dia chi cla co s& san xuiit thube
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