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Mau hdp: Tenofovir STADA 300 mg Lt Do

kich thudc: 86x150x28 mm
Tilé: 82%

"

X THUGC KE PON Hgp 3 vi x 10 vién nén bao phim

Tenofovir STADA
3 0 O m g Tenofovir disoproxil fumarat 300 mg

Nlva sin wudl:

Ciing ty TNHH LD STADA-VIET NAM  ——

4 B lo Tu Do: KEN VgL Nam-Singapore : »
Thuan An, Tinh Binh Draong, Vil Nam STADA e B

5 Thanh phén: w040 idn i bao plinn chdar Tl chudin bp dyng: 17MSY
Tenofovir STADA 300 mg ety DE XA TAM TAY TRE EM
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X PRESCRIPTION DRUG 3 blisters x 10 film-coated tablets

Tenofovir STADA
3 0 O m g Tenofovir disoproxil fumarate 300 mg

Manuactured hy

STADA-VM |.V. Co., L. — —

40 Tu Do Avenue, Vit Nam-Singapore Industrial -I-ADA
PFark, Thuain An. Binh Duong Province, Vietnaim
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Kich thuéc 37x120 mm
| Vishah pls MM vidn A bo phitm chabs: vién nén bao phim Compaitions Eich fiim couned tubilen comtasns =
:idnni-d it I:o; film-coated tablets l:tme" = m g
:2m: o bl oot Ry, mwbic st pow / reescawnon pavG ,:..., ehulntt N
:::whm;dlndmlmm. Rnacl the package inwnrl inside
T = . comialeer, in &
T Tenofovir STADA = Zuiilmemsoe
TENS: R S s
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T — | B KT HUANG ﬁwmm mg READ THE PACKAGE INSERT CARETULLY
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‘ /] “é'l' 1] Tenofovir STADA 300 mg
swqe pareos-uny STIDI Jg kich thudc: 48x72x48 mm
wyyd oeq upu UFA Ti |é; 100%

Mﬁhhﬂlvmmhmphhdm of 30 film-coated tablets

Compaaition: Each fim-caated tablet conlains

¥ fuamaral 300 mg Tenofuvir di 300 mg

Té dugc utmﬁ 1 vién RGN OB iciininsiasiaaipmprinisi .1 lablet
Rx mubic ke pon ﬁmﬁﬁ:“'“‘"“"’“ Rx_erescasrrion pruc S S—" °

Xem 1 hutng din sif dyng thuc. Read the packags insert inskde.
TE“OfOVil' STADA 30 quin: Trong bao bi kin, nol kho. Nhidt TEI'IOfOViI' STADA Ssuelnamllfhu:lwmmim.ha&ypim.

[ 0'C. Do nol stove above 30°C.
300 mg L;."’T‘..“:?:.‘.’...,m 300 mg e

; o o KEEP OUT OF REACH OF CHLDREN
Tenofovir disoproxil fumarat 300 mg | W::f Y ::::3 T Tenofovir disoproxi! fumarate 300 mg s "
| KHIDUNG BEFORE USE

48x72x48
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Tenofovir STADA 300 mg

- Chura xac dinh duoc hoat tinh 1am sang clia tenofovir disoproxil fumarat chéng lai virus
viém gan B (HBV) & ngudi Cmm&tvlﬁcﬂumﬁb&mmmﬂmﬁngwmv1
viHﬂvwdindhblnln&lﬂkhammHBVd'duwtamrowdwoprwwmu

} - Hdi chirng hogt héa midn dich: O bénh nhan nhidm HIV bj suy gidm midn dich ndng &
WQ/D/ thei didm bét ddu didu trj phédi hop céc thubc khang retrovirus (CART), cb phitslnh
-— phdnunqumkrnngoébﬂuhionmuawb&hhnazmmly triing cor hdi va
THANH PHAN ) ) géy cac bénh cdnh Iam Mnﬂﬂmmm&ciﬁmtﬂmmcﬂcMU 3
yﬂmmmmm hinh, céc phan (g ndy dugc thdy trong vong vai tubn hay vai thang dau khi bat du
300 mg “ulﬂph&hwcichﬂckhﬁgmvm.vidunmwlmvﬁngmacm
Té drgc vira 80 ; 1 viin nhidm b todn than vahodic cyc bd va viém phéi do
{Laciose microcrystaliin celiulose, tinh bt ngd, croscarmeliose natri, is caninii. BAt ky triéu chimg viem nhidm nao ciing nén dugc dénh gia va
m-xuclaumopodrvmlh} n&nhll mmmakmm
MO T, ) ) TUONG TAC THUOC
Vién nén hinh gigt nurdc, bao phim mau xenh, mdt mét cb in chir *STADA", mdl mit - Céc chju dnh hudng hodic chuyén héa béi men thudc wi lap thé & gan: Tuong tac
from, duge dng cla tenofovir véi cac thubc e ché hodc chit ndn cla

DUQC LIPC HOC
~ Tenofovir disoproxl fumarat c6 chu tric mét nudeosid phosphonat diester vong xodn
trong ty adencsin monophosphat va co clu tric phan tir gan véi adefovir dipivoxil.
Tonofcvkdlsopm:difumatdnphilﬂlquawmiphlndmrbmd&udmyén
mevaOpmuwpmmm nh& céc men trong 14 bao tao thanh
wmlwdﬂmtmnmmmmwpw
H4v1bimmmnmnmmhranwmén vé sau
khi sat nhap vao DNA, HIMMDMBMHN'IM tenofovir di wpromlmmlmt
cling (rc ché DNA polymerase cla virus viém gan B (HBV), mdt enzym cén thiét cho
virus sao chép trong té bao gan,

- Toncmuaphmumhécm& men a vé p DNA polymerase cla @dng vt oo
vii v men y DNA polymerasa & ty
WOCWNGHOC
uwm mmmmtmmmmudmlnm

lnofovir, véi néng 46 dinh mwmum1dnzwsmwmm
& nhimg bénh nhén lic dﬁkhohczs nhumg ting khi ding tencfovir disoproxil

26&115&: Tenofovir bal it chd yéu

qua nuée b&udmmw than v lpc qua chu thin.
cn‘{gmfwdmhaib&s&&nphmm

khaing retrovirus khéc
yp 1 (HIV-1) & ngudn kém,
-Tmafowrdwmmmdmdmo hop v khang retrovirus khéc
trong phong ukmmmtoomwwm
&nﬂmh‘p}bﬂhdﬂdﬂwywwmhku
~ Tenofovir disoproxil fumarat ciing duge dung trong didu b viém gan siéu vi B man tinh
6ngub|lén Clng nhu adefovir, tencfovir cling b hoat linh chédng lai virus HBV a0t
khdng véi lamivudin,
LIEU LLPGING V, CACH DUNG
Tenofovir STADA 300 mg duoc ding bing ditmg ubng mét Ian mai ngdy, khéng bj
dnh hudmg bdi blra &n.

Nguor ion

— Bidu trf viém HIV: 1 vién x 1 14n/ngdy, kit hop véi cac thudc khang retrovirus khdc.

= Dfrphdm MmHNsaubépxucdo nguyén nhan nghé nghidp: 1 vién x 1 lAn/ngay két
hop wéi cdc thubc khang retrovirus khéc (thudmg két hop vdi lamivudin hay
emiricitabin). Dupmmnmm&udmmwmwlsaukh:uépxucdongum
nhanngh&ngl'r:g‘p{léimétlétrcnnvdngv&gﬂhanlév&ngﬂﬂv&népm&mgd

tiép theo dung nap

- hr:anmethdmdomummanpr 1 vién x 1 lAningay két hop
véi it nhét 2 thube khang retrovirus khic. Dy phéng nén bat dhu cang sém cang tht sau
Khi ti pmmdﬂmwmmﬁnn@ﬁwﬁp{lﬁm&la*mr\uvbt\gngmvauép
x0c trong 28

= Mummmmuwamm:m Lidu khuyén céo 18 1 vién x 1 lAningdy trong 48

Bﬂmmnwyw
- Nén thay odi liu encfovir disoproxil fumarat bling cach Gidu chinh khodng cach thér
xmm&wnmnmwwamammamwmmmm
n.

2 Doummwa;vahaumuhnmmﬁaudmguancnqucmmmnm

1&m sang, nén theo dbi chét chid sir dép img lam sang cla Irj lidu va chirc ndng thin,
nhén suy gan
i vén nhan suy gidm chirc gan chn thidt phai didu chinh lidu.
cm«;}w y ¢ nang gan khing pha

Bénh nhan min cam véi tenofovir disoproxil fumarat hodc bt ky thanh phin ndo cla

THAN TRONG
- mmurﬂovk(dmunmma\ﬁucdﬁmdﬂpwwmdbchorph&
?&«wﬁmmmmhmmgmumwomw nhidm mé
l{ b vong
~ Tding sinh md& mé: Sy tai phan bd hay tich ty mé trong cor thé, bao gdm béo viing bung,
phl dai mét rde-sau of ("gl réu”), tan pha thén kinh ngoai vi, mat, phi dai tuyén v,
m&hi‘nhﬂmCmﬁWbﬁommlmmm&:mmrelrowms
Téc dung trén xwong: Khi dung dbng théi tencfovir véi lamivudin va efavirenz & bénh
nhén nhidm HIV cho thdy cé sy gidm mét 3 khodng cla xwong sbng thét lung, ting
ndng a9 cda 4 yéu 8 sinh hoa trong chuyén hoa xwong, tang ndng 85 hormon tuyén
c8n gidp trong huydt thanh.
Cénmeoddmmmmmé&nhungbénhnthho&nHIVoéhénsugiymmgda
bénh 1y, hodic co nguy co thiéu xwong cao. M3c il chira co nghién ciru vé higu qud cda
sung ¢d thé cb ich cho nhiing b@nh nhan

me mmgrwowruavarﬂancmdﬁhhgcécm phép
N‘u(zﬁb&\gdﬂm:gvéhﬁﬂxqm&énﬂnxﬁumnfsnhungw*\nhm"&y phai can
nhéc ngung tam maho%cnuunnhéndibum

trén 1Am sdng vé thye

Wlmvmul sau khi ilnufﬁvlr&b!ﬂhrillnrhillnd&lg
théi HBV va HIV. NMG‘U“"W HBV,

(rc ché céc CYP adng phén 3A4, 208, 2C9, hodic 2E1 nhumg (rc ché nhe trén 1A,
mcfmmdmnmmcmtn}quamlnT.nolov{rmnoucvmmmuéc
lamm&mducnwmnheécqrhuamvailenofovlrbﬁuétchﬁdcmqundnomn
(vi dy: acych , valganciclovir), lam ting ndng a8
Mvwmtmmcmmukdwm
—T’hudcﬂchpmmuHNTwmmmhwmddmvmglmwmmmnm
ohé'lwché HIV nhur: . nelfinavir, ritonavir,

-mudcwwmmoup khéng nuclecsid: Tuong téc chng hop hay ddng
v‘ndﬁl&ﬂoﬂrummwdﬂwmdﬁpwkmmmdo:zd
efavirenz, nevi

~ Thube e ché men sao chép nguee nucleosid: Twmtdcc&ngnqphtyd&nownm

lenofuvirvammécucmémnnmd‘ﬂprqwc
stavudin, zalcitabin,
- Adefovir: Khdng nin diung chung.
- g‘wmosm Tenofovir lAm tang nbng ¢ didancsin trong huydt tuong, vl vy khéng nén
t hgp hai thubc nay.
- cacmuécmnmmmu&m Tuong téc durge ddng khdng ré véi cac thude trinh
Lréng ubng chira ethinyl estradiol va norgestimat.

PHY NUCO THAI VA CHO CON BU
Phy nir c6 thal
Chirs cd théng tin 1am sang vi vide slr dung tenclovir disoproxil fumarat rong thén ky
mﬁg‘:ﬁ.alrﬁnd&mmrdmﬂmmkl'iiqiit.hcuolﬁnnmwd&im

Tuy nhidn, do chira bidt nguy co tidm &n dbi véi sy phat tridn cla bao thai, vide i dyng
tenofovir disoproxil fumaral & nhirng phy nir 4% téi sinh sén cin kém theo céc bién
phép trénh thai higu qud.
Phy nir cho con b
Chura biét tenofovir disoproxil fumarat c6 dwgc bai tiét vao sira me hay khéng. Khuyén
caoph.ancrdangdih v tenofovir disoproxil fumarat khéng nén cho con bd. Theo
ngu t&cmunu khuyén céo phy nir nhidm HIV khéng dugc cho con bu a8 tranh lay
HIV cho tré.
ANH HPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c6 nghién ciru cho thay tac dung clia thube dnh huéng dén kha nang I&i xe va
vén hanh méy méc. Tuy nhién, bénh nhan cin dugc théng bdo vé kha nang gay chong
mét khi didu tr bing tenofovir disoproxil fumarat.
TAC DUNG PHY
- Tkmmmwmﬁkhlwmm&smmlmmummmm
mtmwmmwmmy nén vé budn nén, dau bung, ady hoi, kho tidu,
Nbng a9 amylase huyét thanh co thé tang cac va vidm tyy.
Gidm phosphat huyét cing thurémg xdy ra.
Phat ban ciing c6 thé gdp.
Mt sé tac dyng phy thurémg gp khéc bao gdm bénh thin kinh ngogi vi, dau adu, chéng
matl, mét ngu, trdm cém, suy nhugce, ra md hai va dau co.
- TmmmmMﬂwmmmmmmnmmmm

Suymmmdpvamucmmomwngh bao gdm héi chimg Fanconl.
~ Nhim acid lactic, thuémg két hop véi ching gan to nghidm trong va nhidm md, thudng
?&Hﬁdhmmmm&wﬂmmdwmmmmw

~ Triéu chirng khi diing lidu cao chua cb ghi nhan.

— Néy qua lidu xdy ra, bénh nhan cAn duec theo dbi déu hidu ngd ddc, cin thidt nén sir
dung céc bién phap didu tri ndng a& co ban.

~ Tenofovir duoc loai trir higu qud bing thdm phan méu véi hé 86 tach khodng 54%. VoI
léu don 300 mg, cﬁkho&nnﬂ%iéudungnendmnrdwqcloqrwuongm&kymém
ph&nméuheodauimbf

BAO QUAN : Trong bao bi kin, noi kht. Nhiét a6 khng qué 30°C.
HAN DUNG  : 24 thang ké tir ngay sdn xudt.
DONG GOl : Vi 10 vién. Hop 3 vi.

Chai 30 vién. Hdp 1 chai.
TIEU CHUAN AP DUNG : Tiéu chun nha san xult.

THUGC NAY CHI DUNG THEO BON c0A BAC ST

04 xa tdm tay tré em
Khéng ding thude qud thod han sir dung
huwémg déin sir dung trude khi dong
Ni n thém théng tin, xin hél y kién béc sT
Thong bdo cho béc si nhing tdc dyng khéng mong
gép phai khi sir dyung thude

Ngéy duy$t ndi dung foa: 03092015
Nha sdin xult:

CTY TNHH LD STADA-VIET NAM

40 Pai 1§ Ty Do, KCN Viét Nam-Singapore,
Thu@n An, Tinh Binh Duong, Viét Nam,
DT: (+84) 850 3767470-3767471 » Fax: (+84) 850 3767489
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