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Mau hop: Tenofovir STADA 300 mg LIEN DOANH

kich thudc: 86x150x28 mm
Tilé: 82%
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Tenofovir STADA 300 mg
N

THANH PHAN
uﬂmmmmm:
Tanof L 300 mg
Oduvcmﬁ 1 vidn

stearat, opadry

MoTE
Vién nén hinh gigt nréc, bao phim méu xanh, mdt mit cé in chir “STADA", mdl mét
trom

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:difumatdnphilﬂlmawmuiphlndmrbmd&udmm
munumnruuépmuwpmmm nh& céc men trong 14 bao tao thanh
P wmlwdﬂmtﬂnhmmmmwpw
HJV-1biﬂgcdmamhmnvﬁmMrﬂnwméndmyﬂmn §' triphosphat v sau
khi sét nhép vao DNA, két thic chudi DNA. Bén canh db, tenofovir di disoproxil fumarat
cling (rc ché DNA polymerase cla virus viém gan B (HBV), mdt enzym cén thiét cho
virus sao chép trong té bao gan,
Tmuaphmumltwml men a vé p DNA polymerase cla Gdng vt cb
vii v men y DNA polymerasa & ty
WUCWNGHC‘C
uwmmmmmmtmmmmummm
lenofovir, véi néng 46 dlnh trong huyét rong dat sau 1 8én 2 gitr. Sinh khd dyng thudc
& nhimg bénh nhan lic A4 khodng 25% nhwumg tling khi ding tencfovir disopnoxil
fumarat virl bira Bn gidu chit béo.
- meirphhbérbnnwuurqcumo ao:bmélhanvtgm Sy géin két voi protein
huyét twong thép hon 1% va véi protein huyét thanh khodng 7%.
-Tandwrdlsopmﬁffmruhmﬂhehitdmomhnmmﬂcmbﬂn&:
nhanh chong trong co thé thanh tencfovir va formaldehyd.
Tenofovir dugc bién adi trong ndi bao thanh tencfovir monophosphat va chét c6 hoat
tinh tenofovir diphosphat
-Mgmmuwwmmmwwszo&ww&g Tenolovir bal it chil yéu
i than va lpc qua chu thin.

~ Tenofovir disopraxil fumaral duge ding két hop véi céc thube khang retrovirus khic
(I‘hl.mum&\urﬂnﬂdwn‘mlﬁ)mmﬂﬂmHmﬂﬂN-ﬂ&wwn.

-Tmrawmmruamdmwm khang retrovirus khéc

trong phdng ngira nhidm HIV sau khi a8 tidp xic v&i bénh (do nghd nghidp hay khéng

&nﬂmh»}bwﬁnndﬂmﬂwywﬂvmhku

~ Tenofovir disoproxil fumarat ciing duge dung trong didu b viém gan siéu vi B man tinh
& nguéi Ién. Clng nhur adefovir, tenofovir cling b hoat linh chédng lai virus HBV &t
bién 34 khdng v&i lamivudin,

LIEU LLPGING V, CACH DUNG
Tenofovir STADA 300 mg duoc ding bing dirdng udng mdt in m3i ngdy, khdng 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.

= Du‘nhdm MmHNsau tiép xiic do nguydn nhdn nghé nghiép: 1 vién x 1 An/ngay két
hop wéi cdc thubc khang retrovirus khéc (thudmg két hop vdi lamivudin hay
emricitabin). Oy phong nén bit dhu cang sém cang tét sau khi tidp xic do nguyén
nhén nghé nghiép (16t nhét I3 trong véng vai gi&r hon 14 vai ngay) va tidp tyc trong 4
tudin tiép theo néu dung nap.

- Dy p nhiém HIV khéng do nguyén nhan nghé nghigp: 1 vién x 1 lAningay két hop
v it 2 thubc khdng retrovirus khéc. Dy phing nén bt dhu cang sém cang tht sau
khi tiép xic khdng do nguyén nhan nghé nghiép (14t nhét 1a trong vong 72 gid) va tidp
x0c trong 28 ngéy.

= adummmmuwam:mmmmmmnwyma

Bﬂm“hlnwythlu
- Nén thay 6di lidu lenofovir disoproxil fumarat bling cach Gidu chinh khodng cach théri
ﬁmm&wnmnmwwamammamwmmmm
n:
+ CrCl 50 miphil hodic idn hon: Dang lidu thdng thurémg 1 n/ngay.
+ CrCl 30 dén 49 mi/phii: Ding céch nhau mdi 48 gior.
+ CrCi 10 dén 29 mifphdt: Dung céch nhau mdi 72 86n 98 gidr.
+ Bénh nhan thdm phén méu: Ding mdt lidu cach nhau mdi 7 ngdy hogc sau khi thdm
phén 12 gidr.
~ Do tinh an loan vé hidu qud cla nhirng lidu ding rén chira duge ddnh gid nghidn clu
1am sang, nén theo dbi chit chi sy dap img ldm sang cla Irj lidu va chirc ndng thin,
nhén suy gan
i véi nhén suy gidm chirc pan khing cén thidt | didu chinh lidu,
CHONGC:I?‘;}NH ’ i e
mnmm{ﬁm«umw disoproxil fumarat hogc bt ky thanh phin nio cla
THAN TRONG
- mmurﬂowtduunmmaﬂmdﬁmdﬂpw(dmd&horph&
?&«wﬁmmmmhmmgmummw nhigm 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&h*wmcmﬁmwmmlmmm&wWrelrowms
Téc dyng trén xwong: Khi ding ddng thér tenofovir 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&nHIVoéuénsuoiymmgda
bénh 1y, hodic ¢b nguy co thiéu xwong cao. Méc di chua cb nghién clru vé higu qud cda
viéc bO sung calci va vitamin D, nhung viéc smgoéﬁz&ceichchonhl}ngbémmh

khmwngd’ﬂummmlowr Néﬂhwdbtdlﬂdﬂdn?cnha trén |Am séng vé thirc

nghiém trong it sau khi ilnufowréb!nhrildnrhillnﬂbnn
théi HBV va HIV., NMmunm HBV,

Chra xéc dinh duroc hoat tinh lam sang cla tenofovir disoproxil fumarat chéng lai virus
viém gan B (HBV) & ngudi. Chya biét vigc didu tri & bénh nhén nhidm déng thei HIV-1
va HBVcﬁd&ndﬂnMﬂlﬂ&lNMW&HBVG&WHWWWUBWWNN

mmﬂp'dm:ommmﬂmuwmmym néng &

phdnunqumkmngoébﬂuhwnmudwb&h :h¢nh|y tring co hoi va
gdy cac bénh cdnh Iam sang nghiém trong hodc lam trdm mmmum.mn

hinh, céic phén (ng nay dugc thiy trong vang vai tuln hay vai thang ddu khi bit ddu
“ulﬂph&hwcicthtﬂckhingmvlnu. Vi dy nhu viém vBng mac do
nhiém b toan than vahodc cyc bd va viém phdi do

Wi
is caninii. BAt ky triéu chimg viem nhidm nao ciing nén dugc dénh gia va
n&nhﬁ aiéumuudnmét

TUONG TAC THUOC

Céc thubc chju dnh hudng hodc chuyén héa bdi men thudc vi lgp thé & gan: Tuong tac
duge adng cla tenofovir vii cac thubc irc ché hodic chit ndn cla cac men vi lap thé &
gan chura r8. Tenofovir va tidn chét cla nd khéng phai la chét nén clia CYP450, khéng
(rc ché céc CYP adng phén 3A4, 208, 2C9, hodic 2E1 nhumg (rc ché nhe trén 1A,
ﬁcfmcmdmnmmcmtn}quamlnTenolov{rmnoucvalmmuéc
lamm&mducnwmnheécqrhuamvailenofovlrbﬂuétohﬁdcngqundnomn
(vi dy: acych , valganciclovir), lam ting ndng a8
Mvumtmmcmmu&;dwmw
T’hudcﬂcc.‘ldpmmumvTwmmmhwmdémvmglmwmlamnm
ché'lwché HIV nhu: amp - neffinavir, ritonavir,

MwwmmMWMWNTwmwmm

vlndﬁlmrummwdﬂwmdﬁpwmmd;ﬂfydm
efavirenz, nevi

Thubc (e ché men sao chép nguee nucleosid: Twmmcongnqud&nownm

lenofuvirvammécucmémenmdﬂprqwc

- Adefovir: Khdng niin diang

chung.
Didanosin: Tenofovir lam tang ndng d¢ didanosin trong huydt twong, vl véy khéng nén
két hop hai thudc nay.
cacmuécmnmmuém Tuong téc durge ddng khdng ré véi cac thude trinh
ubng chira ethinyl estradiol vé norgestimat.

rdmg
PHY N|:r €O THAI VA CHO CON BU

Phy nir c6 thal
Chire cd théng tin 18m sang vé vidc slr dung tenolovir disoproxil lumarat trong théd ky
mﬁg‘:ﬁ.alrﬁnmmrdmﬂmmkl'iio'iit.hcuom"wwd&ivai

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 8§ Wi sinh sdn cln kém theo cic bién
phép trénh thai higu qud.

Phy nir cho con bu

Chura biét tenofovir disoproxil fumarat c6 dwgc bai tiét vao sira me hay khéng. Khuyén
caopmnbdmgdih v tenofovir disoproxil fumarat khéng nén cho con bd. Theo
ngu t&cmwmw céo phy nr nhidm HIV khéng dwgc cho con bu dé tranh lay

HIV cho tré.

ANH HUONG 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

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.

T&mmmﬂmtmmmdwlmmummmm
mtmmmmwmmy ndn va bubn nén, dau bung, aly hoi, khé tidu,
Nbng a9 amylase huyét thanh co thé tang cac va vidm tyy.
Gﬁmﬂmphﬂhuy‘tchommuym.

Phét 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

Suymmmdpvnmucmmomwngh bao gdm héi chimg Fanconl.
Nhidm acid lactic, thuémg két hep véi chimg gan to nghiém trong va nhidm md, thuémg
?p&ﬁudéummmm&wehéMMMmmmmw

Tridu chirng khi diing lidu cao chua cb ghi nhan.
Néu qua lidu xdy ra, bénh nhan cln dugc theo déi ddu hidu ngd Gbc, can thiét nén s
dung céc bién phap didu tri ndng a& co ban.

Tenofovir dugrc loai trir hidu qud bing thdm phan méu véi hé sb tach khodng 54%. VoI
léu don 300 mg, cﬁkho&nnﬂ%iéudungnendm:rdwqcloarwuongm&kymém
ph&nméuheodauimbf

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$! ndi dung foa: 03/09/2015

Nha sdn xubt:

CTY TNHH LD STADA-VIET NAM

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