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Rx'ﬂ-luﬁc BAN THEO BON 4 vi x 7 vién nén bao phim

Divara

Tenofovir disoproxil fumarat 300 mg

Tenofovir disoproxil fumarat 300 mg
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Doc k§ hwing diin sir dyng trivge khi ditng.
! Néx cdn thém thing tin xin hoi y kién thily thudc.
Chi ding thuic ndy theo sy ké don ciia thily thudc,
DIVARA
(Vién nén bao phim Tenofovir disoproxil fumarat 300 mg)

THANH PHAN
M3i vién nén bao phim chira:
Tenofovir disoproxil fumarat ...... 5. . e eeeener vov .. 300 Mg

Té duge: Cellulose vi tinh thé, lactose m;.;r.c-lhydra:. povidon, magnesi stearat, croscarmellose natri, silicon dioxyd,
hydroxypropylmethyicellulose, ialc, titan dioxyd, polyethylen glycol 6000, mau black PN, mau brilliant blue ... vira dit

1 vién.

Diic tinh dwgc lyc hoc:

Tenofovir disoproxil fumarat c6 cau tric mjt nucleotid diester vong xodin turong ty adenosin monophosphat. Tenofovir |
disoproxil fumarat trai qua sy thily phan diester ban déu chuyén thanh tenofovir va tiép theo 14 qud trinh phosphoryl
héa nhé c4c men trong té bio tao thanh tenofovir diphosphat, Tenofovir diphosphat ¢ ché hoat tinh cia men sao chép |
ngugc HIV-1 bing cach canh tranh véi chit nén ty nhién deoxyadenosin-5' triphosphat va sau khi gin két vao DNA,

ket thic chudi DNA.

Tenofovir diphosphat I chét tc ché yéu men a va f-DNA polymerase ciia ddng vét ¢ vii va men y-DNA polymerase

& dong vit cb xuong séng.

Diic tinh dugc djng hoc:

Sau khi ung, tenofovir disoproxil fumarat duge hip thu nhanh va chuyén thanh tenofovir, véi ndng dd dinh trong
huyét twong dat sau 1 dén 2 gid. Sinh kha dyng thudc khoing 25% nhung ting khi ding tenofovir disoproxil fumarat

véi bira #n gidu cht béo.

Tenofovir phin b rong rai trong cic md, dic biét & thin vé gan. Sy gin két vai protein huyét tuong thép hon 1% va

vai protein huyét thanh khoéng 7%. ol

Thoi gian ban thii két thic cia tenofovir tir 12 dén 18 gid.. Tenofovir bai tiét chi yéu qua nudc tiéu bing ca hai cich

bai tiét qua éng than va loc qua cdu than. Tenofovir dugc loai bing thim phan méu.

CHi DINH: W

Két hgp véi céc thube khéng retro - virus khéc (khdng sir dung riéng I¢) trong diéu trj nhigm HIV - tuyp 1 (HIV-1) &
ngudi lan.

Két hop thubc khang retro - virus khéc trong phong ngira nhi&m HIV sau khi ¢4 tiép xtic véi bénh (do nghé nghiép hay
khéng do nghé nghiép) & c4 thé c6 nguy co ldy nhiem virus,

Didu trj viém gan siéu vi B man tinh & ngudi lén,

LIEU DUNG - CACH DUNG:

Nguoi lim:

Nhi#m HIV: 1 vién x 1 14n/ ngdy, két hop thudc khing retro - virus khéc.
Dy phong nhiém HIV sau tiép xic do nguyén nhin nghé nghiép (6t nhét 12 rong vong vai gio & iép tuc trong 4
tan tiép theo néu dung nap): 1 vién x 1 1An/ ngay, két hop thubc khing retro - virus khic (lamivudin hay emtricitabin).
Dy phong nhiém HIV khong do nguyén nhan nght nghi¢p (t6t nhit I trong vong 72 gid & tiép tuc trong 28 ngay):
1 vién x 1 14n/ nggdy, két hgp it nhét 2 thudc khéng retro - virus khéc.

Viém gan siéu vi B man tinh: 1 vién x 1 ldn/ ngdy, trong hon 48 tudn.

Nhirng trudrng hep dic bigt: liéu dimg nén dugc diu chinh & nhimg bénh nhin suy thin: d thanh thai creatinin = 50
mi/ phit: ding liéu théng thutmg 1 1an/ ngdy, 49 thanh thai creatinin 30 - 49 ml/ phit: ding céch nhau mdi 48 gid, dd
thanh thai creatinin 10 - 29 ml/ phut: ding cach nhau mi 72 - 96 gid.,

Binh nhin thim phan méu: ding cich nhau 7 ngay hojc sau khi thim phén 12 gid.

Doi v6i bénh nhn suy gidm chic ning gan: khong cén thiét phai diéu chinh liéu.

CHONG CHI DINH:

Bénh nhan min cam véi tenofovir disoproxil fumarat hogic bdt ky thanh phin ndo cia thubc.

LUU Y DAC BIET VA THAN TRONG KHI SU DUNG: i
Téing sinh m6 m@: sy phan bo lai hay sy tich tu md trong co thé, bao gbm sy béo phi trung vong, phi dii )
sau cb ("gl trdu"), tan pha thin kinh ngoai vi, m3t, phi dai tuyén vi, xufit hién hi chimg cushing c6 tha|gip iy
céic thube khang retro - virus. o B B '\‘_3. 2
Téc dung trén xuomg: khi ding déng théi tenofovir v6i lamivudin va efavirenz & bénh nhan nhidm HIV c %ﬁy@:ﬁuﬁ;g- . ’5b Vi
o A"

giam mdt dp khoang ciia xuong séng thit lung, sir ting ndng d9 ciia 4 yéu 10 sinh héa trong chuyén héa x Qrisog. e,
ndng 83 hormon tuyén cén gidp trong huyét thanh. Cdn theo d3i xuong chit ch& & nhimg bénh nhan nhiém H q{rréfu 3
st glly xuong, hofic ¢ nguy co lodng xuong. Miic du hiu qua cia viée bd sung calci va vitamin D chua dugc chiffgv 1 “
minl:hghung 6‘2& bd sung c6 thé cb ich cho nhimg bénh nhin nay. Khi ¢6 nhimg bét thutmg vé xuong cdn héi ¥ kién
ciia thdy thu 3 ] 5 i 2
Phaii ngung tenofovir disoproxil fumarat ngay néu c6 sy gia ting nhanh ndng d9 aminotransferase, gan PMCTRUONG
holic nhiém md, réi loan chuyén héa hofic nhi&m acid lactic vo cin. Thin trong & bénh nhin gan to hofc c6 éudd A/ %ﬂ ﬂ
nguy co bénh gan. Thin trong déc biét & bénh nhin ddng thai nhiém virus viém gan C dang sir dung int ' %% GANY
ribavirin. J bénh nhdn ddng thiri nhiém virus viém gan B, cé nguy ca xdy ra dot kich phdt viem gan .
trong khi ngung tenofovir nén phi theo ddi sét chirc nling gan trong it nhat vai thang. H
Thén trong va diéu chinh liéu tenofovir & bénh nhén suy thin, Nén theo dgi chirc niing thin va ndng d¢ phosphat trong
huyét thanh truéc khi ding tenofovir, mdi 4 tuin trong sudt nm ddu tién, va sau d6 Ja mdi 3 thing. CO thé phai theo |
d6i thudmg xuyén hon & bénh nhén c6 tidn sir suy thin hodic ¢ nguy co dic bigt. Néu néng Aimﬁt trong huyét |
v ffan .

thanh gidm déng k& hofic 49 thanh thai creatinin dudi 50 mL/ pht, phai dénh gié chirc R, wvong 1 tudn,
didu chinh khoang céch lidu hofic tam ngimg thudc. Tenofovir disoproxil fumarat co ¢ lix quan dén giam mat 49
xuong, bénh nhan phai chit ¥ néu c6 bt thuémg vé xuong. Cén theo ddi xuong chiy/che %W‘P@h{n"]ﬂﬁ‘ in sir
ﬁr xuong hofic ¢ nguy ca lodng xuong X "E' JHH '.\Qa‘\
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SU DUNG CHO PHY NU' CO THAT VA CHO CON BU:
Phy nir ¢ thai:

Chua c6 thdng tin vé viéc sir dung tenofovir disoproxil fumarat trong thdi 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 kh niing thy thai chua biét, viéc sir dung tenofovir disoproxil fumarat & nhing phu nir 4
tudi sinh san céin kém theo céc bién phap tranh thai hi¢u qua.

Phy nir dang cho con bi:

Chura c6 thang tin vé sy bai tiét cia tenofovir disoproxil fumarat qua sita me.

Vi thé, khong dung tenofovir & phu nir cho con bit. Theo khuyén cdo chung, phu nit nhiém HIV khéng nén cho con bl
dé tréinh lay truyén HIV cho tré.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 nghién ciru cho thiy tic dyng cia thudc anh hudng dén kha nang 14i xe va vin hinh mdy méc. Tuy nhién,
bénh nhan cén dugc théng bio vé kha niing gdy chéng miit khi diéu trj biing tenofovir disoproxil fumarat.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cdic thude chiu dnh hedng hodic chuyén ha boi men gan: tuong the duge ddng hoc ciia tenofovir véi cac thudc trc ché
hodic chit nén clia céc men gan chua rd. Tenofovir va céc tién chét khong phai 12 chét nén cia CYP450, khdng trc ché
chc CYP ddng phin 3Ad, 2D6, 2C9, hojc 2E1 nhung hoi irc ché nhe trén 1A.

Céc thudc chiu dnh hiemg hodc thai trir qua thn: tenofovir tuong tdc voi cac thude lam giam chirc ning thén hojc
canh tranh ddo thai qua ong thiin (vi du: acyclovir, cidofovir, ganciclovir, valacyclovir, valganciclovir), lam ting nong
46 tenofovir huyét twong holic céc thuoe dung chung.

Thudc tic ché proteaz HIV: tuong tic cong hop hay dbng van giita tenofovir va céc chit e ché proteaz HIV nhu
amprenavir, atazanavir, indinavir, ritonavir, saquinavir.

Thudc trc ché men sao chép nguyc khong nucleosid: tuong tac cdng hop hay ddng vén gitra tenofovir va cc thudc trc
ché men sao chép ngugc khdng nucleosid nhu delavirdin, efavirenz, nevirapin.

Thude tre ché men sao chép ngugc nucleosid: tuong thc cong hop hay ddng van gilta tenofovir va céc thubc irc ché
men sao chép ngugc nucleosid nhu abacavir, didanosin, emtricitabin, lamivudin, stavudin, zalcitabin, zidovudin.

Céc thudc trénh thai dutmg uéng: tuong tic duge dong hoc khong rd véi cic thuéc tranh thai dutmg udng chira ethinyl
estradiol va norgestimat.

TAC DUNG KHONG MONG MUON:

Cic tic dung khéng mong mudn thutmg giip khi st dung tenofovir disoproxil fumarat don djc dé diéu tri viém gan B
man tinh hodic phéi hop vdi cac thube khang retrovirus & didu rj HIV 14 céc tac dung nhe dén trung binh trén dudng
tiéu héa, diic biét 12 tiéu chay, non va buon ndn, dau bung, ddy hai, khd tiéu, chén an.

Céc tac dung khdng mong mudn thudng giip khéac bao gbm chéng miit, mét méi, dau diu.

Phit ban da ciing c6 thé gp.

Giam phosphat huyét ciing thumg xay ra.

Hiém glip tang ndng do amylase huyét thanh va viém tyy.

Tang men gan, viém gan, viém thin, suy thn, suy than chp, v céc the dung trén éng lugn gin, bao gdm hdi chimg
Fanconi.

NhiZm acid lactic, thudng két hop voi chimg gan to nghiém trong va nhiém ma, thubng gip khi diéu trj véi céc thude
irc ché men sao chép ngugc nucleosid.

Héi chimg tai 1dp mién djch (mdt dép (mg viém lam x4u di tinh trang 13m sing) da duge bio cdo khi khdi ddu ligu
phap phéi hep cic thude khang retrovirus, bao gdm tenofovir disoproxil fumarat, & bénh nhan nhiém HIV suy gidm
mién dich nghiém trong.

Tich Iiily hodc t4i phan bé md trong co thé (loan dudmg m3) bao gbm gia ting md & viing lung va bung (gu triu), suy
gidm md & ngoai vi va mit, hji chimg dang cushing.

Bét thuong chuyén héa nhu ting ndng 4§ triglycerid huyét, trig cholesterol huyét, dé khdng insulin, ting dudng huyét,
nhi€m acid lactic.

Céc thudc irc ché men sao chép nguge nucleosid (NRTIS) cing lién quan dén réi loan chirc niing ty lap thé nhu hanh vi
bt thudmg, thiéu mau, co gidt, ting lipase huyét, ting truong lyc v gidm bach cdu trung tinh, Ciing ¢6 béo cdo ting
creatin phosphokinase, dau ca, viém co va globin co niéu kich phat, d3c biét khi sir dyng che ddng diing nucleosid
cling véi céc thube irc ché HIV - protease.

Pa c6 bad cho hoai tir xuong, dic biét & bénh nhin HIV tién trién hotic ding phéi hop ldu di céc thubc khing

. retrovirus,

Thng bdo cho thdy thudc cdc tdc dung khong mong mudn gdp phdi khi sir dung thude.

QUALIEU -XU TRI:

Tri¢u chimg,qud lidu khi ding liéu cao chira c6 ghi nhiin. Néu qué lifu xdy ra, bénh nhan cén dugc theo ddi dfiu hiéu
ngd doc, ciin thiét nén sir dung céc bign phap didu tri néng d& co bin. Tenofovir dugc logi trir hi¢u qua biing thim phén
mAu voirhé sb tich khoang 54%. V6i liéu don 300 mg, ¢6 khoing 10% litu ding tenofovir disoproxil fumarat duge
loai trir trong mdt ky thim phéin méu kéo dai 4 gid.

PONG GOI: Hop 4 vix 7 vién,

BAO QUAN: Nai khd réo, tranh nh séing, nhiét 4 khong qua 30 °C.
TIBU CHUAN CHAT LUQNG: Tiéu chuén nhd sin xuat.
HAN DUNG: 36 thng ké tir ngay sén xudt.

Sin xudt tai:

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD)

L5 M7A-CN, Putmg D17, Khu CN M§ Phutc, Tinh Binh Duong, Viét Nam.
Tel: 0650-3567689 Fax: 0650-3567688




