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PHO CUC TRl[(jN @él chimg cushing c6 thé gap khi dt‘mg céc thubc khéng retrovirus.
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Doc ky huéng din sie dyng trudc khi dung.
PR Néu ciin thém théng tin xin héi ¥ kién thiy thudc. ety
Chi dung thudc nay theo sy k& don cua thdy thube.

TESRAX
(Vién nén bao phim Tenofovir disoproxil fumarat)

THANH PHAN

M&i vién cé chira:

Tenofovir disoproxil fumarat ..............ooeveeeeeeen...300 mg

Té dugc: cellulose vi tinh thé, lactose monohydrat, povidon, magnesi stearat, croscarmellose natri,
silicon dioxyd, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol 6000, méu
black PN, mau brilliant blue..vira du 1 vién.

CAC PAC TiNH DUQC LY:
Dugc luc hoc
Tenofovir disoproxil fumarat ¢6 céu tric mét nucleotid diester vong xoén tugng tw adenmrn

monophosphat. Tenofovir disoproxil fumarat trai qua sy thiy phan diester ban dau chuyén thanh
tenofovir va tiép theo 1a qué trinh phosphoryl héa nhé cic men trong té bao tao thanh tenofovir
diphosphat. Tenofov:r diphosphat {rc che hoat tinh cua men sao chép ngugc HIV-1 bing c4ch canh
tranh véi chit nén ty nhién deoxyadenosin-5' triphosphat va sau khi gén két vao DNA, két thic
chudi DNA.

Tenofovir dlphasphal Ia chat irc ché yéu men « va B-DNA polymerase ctia dong vit c6 vi va men
1-DNA polymerase ¢ dgng vét c6 xuong song.

Dugc dgng hoc M/
Sau khi udng, tenofovir disoproxil fumarat dugc hip thu nhanh va chuyén thanh tenofovir, véi
ndng d¢ dinh trong huyét twong dat sau 1 dén 2 git. Sinh kha dung thudc khodng 25 % nhung tang

khi dung tenofovir disiproxil fumarat véi bira an gidu chét béo.

Tenofovir phin b rong rdi trong cic mob, dic biét ¢ than va gan. Sy gz‘ln
twong thap hon 1% va véi prmem huyét thanh khoéng 7%.
Théi gian ban thai két thic cua tenofovir tir 12 dén 18 gid. Tenofovir bai {
bang ca hai cich bai tiét qua dng than va loc qua ciu than. Tenofovir
méu.

CHi DINH

- Tenofovir disoproxil Iumamt dugc chi dinh két hgp vdi céc thudc kh
(khéng str dung riéng 1¢) trong ditu trj nhiém HIV-typ 1 (HIV- I)Gnguﬁs Iom. K¢ W ang
retrovirus khéc trong phong ngira nhiém HIV sau khi da tiép xtc véi bénh (do nghé nglﬁpm Bd
khéng do nghé nghiép) & ca thé c6 nguy co lay nhiém virus.

- Diéu trj viém gan siéu vi B man tinh & ngudi lém. ,_/%5 %ﬂﬂy q

LIEU DUNG - CACH DUNG

Ngiedi lgn: Nhi€m HIV: 1 vién x 1 lan/ngdy két hop thudc khéng retrovirus khac,

Dy pht)ng nhiém HIV sau tiép xtic do nguyén nhiin ngh% nghiép (t&t nhit [ trong vong vai gidy
& tiép tuc trong 4 tuin iép theo néu dung nap): 1 vién x 1 lﬁnfngéy két hop thude khéng retrovirus
khéc (lamivudin hay emtricitabin).

Dy phong nhiém HIV khong do nguyén nhin nghé nghi¢p (tt nhét 12 trong vong 72 gidr & tiép
tuc trong 28 ngay) 1 vién x 1 lin/ngay két hep it nhét 2 thudc khéng retrovirus khac.

Viém gan siéu vi B man tinh: [ vién x | lan/ngy trong hon 48 tudn,

Nhitng trudng hop dic bigt: liéu dung nén dugc di€u chinh ¢ nhimg bénh nhﬁn suy than: do
thanh thai creatinin > 50 ml/phit; diing liéu théng thudmg 1 lan/ngay, dd thanh thai creatinin 30 -
49 ml/phut: ding céch nhau méi 48 gig, do thanh thai creatinin 10 - 29 ml/phut: dung cch nhau
mbi 72 - 96 gid.

Bénh nhén thdm phan méu: dung céch nhau 7 ngay hofic sau khi thim phén 12 gid.

D4i véi bénh nhan suy gidm chirc ning gan khong cén thiét phai diéu chinh liéu.

| —CHONG CH PINH

Bénh nhan man cam vdi tenofovir disoproxil fumarat hogc bét ky thanh phan nao cua thude.

CAC CANH GIAC PAC BIET VA THAN TRONG KHI SU DUNG
Téing sinh mé ma. sy phan b lai hay sy tich ty mo trong co thé, bao gdm sy béo éohi trung uong,
phi dai mit trudc-sau c& ("gli trdu"), tan phé thin kinh ngoai vi, mét, phi dai tuyén va, xuét hién

xﬂmg trén xwong: khi ding dong thdi tenofovir véi lamivudin va efavirenz & bénh nhén nhlém
;} Jﬂ(rfﬂ ho thiy 6 sy giam mat do khodng ctia xuong song thit lung, sy ting ndng dd cla 4 yéu tb
smh héa trong chuyén héa xuang, sy tang ndng do hormon tuyén céin giép trong huyét thanh. Cin
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m/
theo Idbi xuong chit ché ¢ nhing bénh nhén nhiém HIV ¢ tién sir gay xuong, hodc ¢ nguy co
lo2ng xueng. Mgc du hiéu qua clia viéc bo sung calci va vitamin D chua dugc chimg minE nhung
viéc bo sung co thé ¢o ich cho nhing bénh nhan nay. Khi c6 nhimg bt thuong Ve xuong can hai ¢

kién cua thay thudc.

SU DUNG CHO PHY NU CO THAI VA CHO CON BU
Phu niF ¢6 thai:
. Chua c6 thong tin vé vigc sur dyng tenofovir disoproxil fumarat trong thdi ky mang thai. Chi
nén diing tenofovir disoproxil fumarat khi lgi ich dugc chimg minh nhiéu hon nguy co doi vdi bao
thai.

Tuy nhién. do nguy co tang kha nang thy thai chua biét, viéc st dyng tenofovir disoproxil
fumarat & nhimg phy nir d¢ wéi sinh san can kém theo céc bién phép tranh thai higu qua,
Phu nir dang cho con ba:
. Chuaco thong tin vé sy bai tiét cta tenofovir disoproxil fumarat qua sifa me.
- Vi thé, khong dung tenofovir & phu nit cho con bu. Theo khuyén céo chung, phu nit nhiém
HIV khong nén cho con bl dé trénh I4y truyén HIV cho tré.

TUONG TAC THUOC

. Céc thude chiu anh huong hodc chuyén hda bai men gan: tuong tac dugc dong cua tenofovir
V61 chc thube trc ché hogc chét nén clia céc men gan chua 0. Tenofovir va cic tién chét khong phi
12 chét nén clia CYP450, khong ché cic CYP ddng phan 3A4, 2D6, 2C9, hodic 2E1 nhung hoi (ic
ché nhe trén 1A,

. Cde thuéc chiu anh hwéng hodc thai tric qua thén: tenofovir tuong tac voi cac thude 1am giam
chirc niing thin hogc canh tranh dao thai qua ong than (vi dw acyclovir, cidofovir, ganciclovir,
valacyclovir, valganciclovir), [am tang ndng da tenofovir huyét tuong hodc cac thubc diing chung.

_ Thude i ché protease HIV: tuong tic cong hop hay ddng vén gitra tenofovir va cac chit {rc
ché protease HIV nhu amprenavir, atazanavir, indinavir, ritonavir, saquinavir.

. Thudc tre ché men sao chép nguwoc khéng nucleosid: tuong tac cong hgp hay ddng vin gila
tenofovir va cac thudc ire ché men sao chép nguec khong nucleosid nhu delavirdin, efavirenz,
nevirapin.

- Thudc irc ché men sao chép ngioe nucleosid: twong tac cong hop hay ddng vén gitta tenofovir
va cac thude Gc ché men sao chép ngugc nucleosid nhu abacavir, didanosin, emtricitabin,
lamivudin. stavudin, zalcitabin. zidovudin.

_ Céc thude tranh thai dwomg uéng: tuong téc duge dong khong 18 vdi cic thubc trénh thai
dudng ubng chra ethinyl estradiol va norgestimat.

TAC DUNG KHONG MONG MUON
- Téc dung thudng g3p nhét khi sir dung tenofovir disoproxil fumarat 12 céc téc dung nhe trén
dudmg tiéu hoa, dic biét tiéu chay, non va budn nén, dau bung, diy hai, kho tiéu, chén dn.
. Nbng do amylase huyét thanh ¢ thé tang cao va viém tyy.
. Giam phosphat huyét cing thudng xay ra.
Phét ban da ciing ¢6 thé gap.
- Mot sb téc dung phy thudmg gap khéc bao gbm bénh thén kinh ngoai vi, dau déu, chéng mit,
mat ngd, tram cam, suy nhuge, ra md hoi vd dau co.
- Tang men gan, 1dng ndng dd triglycerid mau, ting dudng huyét va thiéu bach céu trung tinh.
. Suy thén, suy thn cép va cic tic dung trén éng lugn gin, bao gbm hi chimg Fanconi.
- Nhiém acid lactic, thuong két hop voi chimg gan to nghiém trong va nhiém md, thudng gip
khi didu trj véi céc thuoc rc ché men sao chép ngugc nucleosid.

QUA LIEU VA XU TRi >

Triéu chimg qud liéu khi dung lidu cao chua co ghi nhan. Néu qué licu xay ra, bénh nhén cén duge
theo doi dau hiéu ngd dac, can {hiét nén sir dung cc bién phép diéu tri néng & co ban, Tenofovir
dugc logi trir higu qua bang tham phan mau vai h¢ s6 tach khoang 54%. Vi ligu don 300 mg. c6
khoéng 10 % liéu dung tenofovir logi trux trong mot ky thém phén méu kéo dai 4 gid.

PONG GOI: Hop 28 vién (4 vix 7 vién) _
BAO QUAN: Bio quan noi kho rao, tranh 4nh séng, nhiét do khong qué 30 °C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha sin xudt.

HAN DUNG: 36 thang k& tix ngdy san Xut,

Sén xudt tai:

CONG TY TNHH DP DAT VI PHU

L5 M7A-CN, Budng D17, Khu CN My Phudc, Tinh Binh Duong, Viét Nam
Tel :0650-3567689 Fax :0650-3567688
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