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100mm

TENOFOVIR

Box 67mm X 100mm x 49mm
6 x Blister PVC-01
6 x 10 f.c.Tablets = 60 f.c. tablets
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Tenofovir disoproxil fumarat

6 vi’x 10 vién nén dal bao phim
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- DOC KY HUGNG DAN S{f DUNG TRUGC
KHI DUNG

. THANa PHAN: M3I vién nén dél bao phim chda:
isoproxl fumaral .
Ta duge vira di ... i sl B
- CHI PINH n.:Eu pDUNG rcicu DUNG /
CHONG CHI BINH / THAN TRONG:
Xin doc 19 hudng din sl dyng

- BAO QUAN:
Nai khé rdo, trdnh dnh sdng, nhigt 8
khéng qué 30 °C

- TIEU CHUAN CHAT LUGNG:
Tidu chudn nha sén xuft
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= CAREFULLY READ THE PACKAGE = STORAGE:
INSERT BEFORE USE In dry placs, protected from fight,
below 30°C
= COMPOSITION:

Each film-coated tablet contains:

ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS:
Refer 1o the packaga insert for

use instructions

= SPECIFICATION:
In-housse standard
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DAVI

PHARM. CO.,LTD.

TENOFOVIR

Blister PVC-01, 64 x 96 mm

(_s8168x: HD: )
TENOFOVIR TENOFOVIR

Tenclovlr disopraxll fumarsts 300 mg
&F DAVI PHARM CO., LTD.

TENOFOVIR

Tenotovly disoproxl fumarsts 300 mg
47 DAVI PHARM COL, LTD.

TENOFOVIR

Tenclorly disoptoxll fumarals 300 mg
&F DAVI PHARM CO., LTD.

TENOFOVIR

Tenolovir disopreall hamarete 300 mg
&F DAVI PHARM €O, LTD.

TENOFOVIR

Tenolovlr disoprozil fumarate 300 mg
&7 DAVI PHARM CO., LTD.

TENOFOVIR

Tenciorlr dsoprozll fumarste 300 mg
&7 DAVI PHARM CO., LTD.

CTY TNHH BAT VI PHO

Tenclovir dsoproxll fumarsts 300 mg
£F DAVI PHARM CO., LTD.

TENOFOVIR

Tenolovlr dsoproad] fumarsls 300 mg
47 DAVI PHARM GO, LTD.

TENOFOVIR

Tenclovir disoproall fmarsle 300 mg
&F DAVI PHARM €O, LTD,
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Doc ky hwémg diin sir dyng truée khi dung.
Néu cin thém théng tin xin hdi y kién thdy thudc.
Chi diing thudc nay theo sy ké don ciia thgy thude.
TENOFOVIR
(Vién nén dai bao phim Tenofovir disoproxil fumarat 300 mg)
THANH PHAN
M#&i vién nén dai bao phim cé chira:
Tenofovir disoproxil fumarat..............................300 mg

Ta dugc: cellulose vi tinh thé, lactose nionohydrat, povidon, magnesi stearal, croscarmellose natri,
silicon dioxyd, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol 6000, mau black PN,
mau brilliant blue... via di I vién.

DAC TiINH DUGC L{C HQC :

Tenofovir disoproxil fumarat c6 cdu tric mét nucleotid diester vong xodn tuong ty adenosin
monophosphat. Tenofovir disoproxil fumarat trai qua sy thily phin diester ban ddu chuyén thanh
tenofoyir va tiép theo 13 qua trinh phosphoryl héd nhd cac men trong t€ bio tgo thanh tenofovir
diphosphat. Tenofovir diphosphat irc ché hoat tinh ciia men sao chép nguge HIV-1 bing cach canh tranh
v6i chat nén ty nhién deoxyadenosin-5' triphosphat va sau khi gén két vio DNA, két thic chudi DNA.
Tenofovir diphosphat la chét irc ché yéu men a va p-DNA polymerase cla déng vat c6 vi va men -
DNA polymerase & dong vit c6 xuong sdng. !

PAC TINH DUQC PONG HQC

Sau khi uéng, tenofovir disoproxil fumarat dugc hp thu nhanh va chuyén thanh tenofovir, véi ndng do
dinh trong huyét twong dat sau 1 dén 2 giv.. Sinh khi dung thuéc khoang 25 % nhung tiing khi ding
tenofovir disoproxil fumarat vdi bira in gidu chét béo,

Tenofovir phdn bé réng rdi rong céc mé, dic biét & thén va gan, Sy gin két vai protein huyét twang
thap hon 1% va voi protein huyét thanh khodng 7%.

Thai gian ban thai két thic cia tenofovir tir 12 dén 18 gi. Tenofovir bai tiét cha yéu qua nudc tiéu bing

c hai cach bii tiét qua dng thin va loc qua chu thin. Tenofovir dwgc logi bing thim phan méau, [ L/

CHI PINH

= Tenofovir disoproxil fumarat duge chi dinh két hop vdi céc thubc khing retro-virus khic (khéng sir
dung riéng I¢) trong diéu tri nhiém HIV-typ | (HIV-1) & ngudi Ién. Két hop thube khang retrovirus khac
trong phong ngira nhiém HIV sau khi da tiép xic v6i bénh (do nghé nghigp hay khong do nghé nghiép)
@ cé thé c6 nguy co lay nhi&m virus,

- Diéu tri viém gan siéu vi B man tinh & nguoi lon,

LIEU DUNG - CACH DUNG

Nguedi Ion: Nhiém HIV: 1 vién x | lin/ngdy két hop thudc khang retrovirus khac.

Dy phong nhiém HIV sau tiép xic do nguyén nhan nghé nghigp (tt nhit 1a trong vong vai gi¢r &
tiép tuc trong 4 tuin tiép theo néu dung nap): 1 vién x 1 lin/ngay kgt hop thuéc khang retrovirus khéc
(lamivudin hay emtricitabin).

Dy phong nhiém HIV khéng do nguyén nhan nghé nghigp (t6t nhét 1a trong vong 72 gidr & tidp tuc
trong 28 ngdy): 1 vién x 1 lin/ngay ket hop it nhdt 2 thudc khéng retrovirus khdc.

Vi¢m gan si¢u vi B man tinh: 1 vién x | lin/ngdy trong hon 48 tuin.

Nhirng triwdng hep dic bigt: lidu diing nén dugc diéu chinh & nhitg bénh nhan suy than: d¢ thanh thai
creatinin 2 50 ml/phat: ding lidu théng thudng 1 lin/ngay, d§ thanh thai creatinin 30 - 49 ml/phit: ding
cdch nhau mdi 48 gitr, ¢ thanh thai creatinin 10 - 29 ml/phit: ding cach nhau méi 72 - 96 gid.

Bgnh nhén thim phin méu; ding céch nhau 7 ngay hofic sau khi thim phan 12 gi.

Boi vai bénh nhan suy giam chirc niing gan khong cin thiét phai diéu chinh lidu,

CHONG CHi DINH
B¢nh nhdn mén cam vdi tenofovir disoproxil fumarat hoic bt ky thanh phén ndo cua thuc.

LUU Y PAC BIET VA THAN TRONG KHI SU' DUNG
Tdng sinh mé m@: sy phin bo lai hay sy tich tu ma trong co thé, bao gdm s béo phi trung uong, phi dai
mjt truée-sau cd ("g trdu”), tan phé thén kinh ngoai vi, mit, phi dai tuyén vii, xudt hién hdi chimg
cushing c6 thé gap khi ding céc thudc khang retrovirus,
Tdc dung trén xuomg: khi dung déng thdi tenofovir véi lamivudin va efavirenz & bénh nhin nhiém HIV
thiy cd sy gidm mét do khodng ciia xuong séng thit lung, sy ting ndng dé ciia 4 yéu t§ sinh héa
trong chuyén héa xuong, sy ting ndng dd hormon tuyén cén gidp trong huyét thanh. Cén theo dai Xuang
chiit ché & nhimg bénh nhén nhi€m HIV c6 tidn sur gdy xuang, hofic ¢ nguy co lodng xwong. Mic di
hiéu qua cua viéc bd sung calci va vitamin D chua duge chimg minh nhung viéc bd sung c6 thé c6 ich
cho nhtmg bénh nhén ndy. Khi c6 nhimg bét thuéng vé xuong can hoi y kién cia thdy

Dé xa tim tay tré em,
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SU DUNG CHO PHU NU' CO THAI YA CHO CON BU

Phy nif c6 thai:

Chun c6 théng tin vé viée sir dung tenofovir disoproxil fumarat trong théi ky mang thai. Chi nén ding
tenofovir disoproxil fumarat khi lgi ich dugc chimg minh nhiéu hon nguy co ddi véi bao thai.

Tuy nhién, do nguy co ting kha nang thu thai chua biét, viéc sir dung tenofovir disoproxil fumarat &
nhilng phu nir 4§ tudi sinh san cn kém theo cic bién phap tranh thai hiéu qua.

Phuy nir dang cho con bi:

Chua cé thong tin vé sy bai tiét cua tenofovir disoproxil fumarat qua sita me.

Vi thé, khang ding tenofovir & phy nit cho con bit. Theo khuyén cdo chung, phu nir nthiém HIV khong
nén cho con b dé trénh 1dy truyén HIV cho tré, 7

TUONG TAC THUOC

Cdc thudc chju anh hucng hodc chuyén héa boi men gan: tuong tic duge dong cta tenofovir vdi cc
thubc trc ché hodic chit nén cia cdc men gan chua rd. Tenofovir vA cdc tién chit khang phai la chat nén
ciia CYP450, khong trc ché cic CYP ddng phan 3Ad, 2D6, 2C9, hojic 2E1 nhung hai trc ché nhe trén
1A.

Céc thude chiu ank huéng hodc thai tric qua than: tenofovir tuong téc vai cac thube lam giam chic
néing thén hojc canh tranh dao thai qua 6ng than (vi du: acyclovir, cidofovir, ganciclovir, valacyclovir,
valganciclovir), lam tang ndng d tenofovir huyét tuong holic céc thude ding chung,

Thudc 1ic ché protease HIV: wuong tac cong hop hay déng van gitra tenofovir va céc chit (rc ché
protease HIV nhu amprenavir, atazanavir, indinavir; ritonavir, saquinavir,

Thudc trc ché men sao chép ngwgc khéng nucleosid: tuong tic cong hop hay ddng vin giita tenofovir va
cdc thudce trc ché men sao chép nguge khang nucleosid nhu delavirdin, efavirenz, nevirapin.

Thudc ikc ché men sao chép ngugc nucleosid: twong tic cong hop hay déng vin gita tenofovir va céc
thudc trc ché men sao chép nguge nucleosid nhu abacavir, didanosin, emtricitabin, lamivudin, stavudin,
zalcitabin, zidovudin.

Céc thudc trdnh thai duémg udng: tuong tac duge dong khong rd véi cic thudc tranh thai dudng udng
chira ethinyl estradiol va norgestimat.

TAC DUNG KHONG MONG MUON

Tac dyung thuémg giip nhat khi sir dyng tenofovir disuproxil fumarat la céc tic dung nhe trén dudng tiéu
héa, diic bit tiéu chay, ndn va budn ndn, dau bung, day hai, kho tiéu, chén 3n.

Néng d3 amylase huyét thanh cé thé tang cao va viém tyy.

Giam phosphat huyét ciing thuémg xdy ra.

Phat ban da ciing c6 thé gip.

Mét sé téc dung phu thudmg giip khac bao gdm bénh than kinh ngoai vi, dau ddu, chong mit, mt ngu,
trdm cam, suy nhugc, ra md héi vi dau ca.

Tiing men gan, ting nong d9 triglycerid méu, ting duomg huyét va thiéu bach céu trung tinh. .

Suy thin, suy thin cdp va cac tac dung trén dng luon gén, bao gdm hdi chimg Fanconi.

Nhi&m acid lactic, thuémg két hgp véi chimg gan to nghiém trong va nhiém md, thudng gip khi diéu trj
véi céc thude trc ché men sao chép nguge nucleosid.

Théng bdo che thiy thuéc cic tic dung khng mong muén gip phai khi six dung thudc.

QUA LIEU VA XU TRi :

Triéu chimg qué lidu khi dung liéu cao chua cé ghi nhin, Néu qua li¢u xay ra, bénh nhan cin dugc theo
doi dau hi¢u ngd dde, cén l.hi%t nén sir dung cic bién phap diéu trj néng dd co bin. Tenofovir duge logi
trir hiéu qua bing thdm phin mau vai hé s6 tach khodng 54%. Vdi lieu don 300 mg, c6 khodng 10 %
liéu ding tenofovir loai trir trong mt ky thim phan mau kéo dai 4 gidr.

DONG GOI: Hop 6 vi x 10 vién

BAO QUAN: Béo quan nai kho réo, tranh dnh sang, nhiét 4 khang qué 30 °C.
TIEU CHUAN CHAT LUQNG: Tiéu chufn nha sin xudt.

HAN DUNG: 36 thang ké tir ngay sén xudt,

San xudt tai:

CONG TY TNHH DP DAT VI PHU

(DAVIPHARM CO., LTD) : ¥
L& M7A-CN, Putmg D17, Khu CN My Phuéc, Tinh Binh Duong, Viét Nam
Tel: 0650-3567689 Fax: 0650-3567688




