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NOFIROM

Thanh ph?m:

M®i vién nén bao phim chira:

Hogt chdt: Tenofovir Disoproxil Fumarate.......... 300 mg

Td duwoe: Microcrystalline Cellulose, Lactose Monohydrat, Croscarmellose Sodium, Magnesi Stearat,
Hypromellose, Titanium Dioxid, Polyethylene glycol 6000, Tale.

Dwgc dong hoe:
Sau khi udng, Tenofovir disoproxil fumarate dugc hip thu nhanh va chuyen thanh tenofovir, véi

ndéng d6 dinh trong huyét tuong dat sau 1 dén 2 gid. Sinh kha dung thubc khoang 25 % nhing
ting khi ding tenofovir disiproxil fumarate véi bita dn giau chét béo.

Tenofovir phdn bd rong rii trong cac mé, dic biét & than va gan. Su gén két vdi protein huyét
tuong thap hon 1% va vé&i protein huyét thanh khoang 7%.

Thoi gian ban thai két thic cla tenofowr tir 12 dén 18 giv. Tenofovir bai tiét cha yéu qua nude
tiéu bang ca hai cach bai tiét qua bng thén va loc qua cdu thin. Tenofovir duge loai bing thdm
phén mdu.

Dwge lue hoc:

Tenofovir disoproxil fumarate ¢6 ciu triic mdt nucleotid diester vong Xoin tuong ty adenosin
monophosphat. Tenofovir disoproxil fumarate trai qua sy thiy phan diester ban diu chuyén thanh
tenofovir va tiép theo 12 qua trinh phosphoryl héa nh&r cac men trong té bio tao thanh tenofovir
diphosphat. Tenofovir diphosphat irc ché hoat tinh ciia men sao chép ngugc HIV-1 bing cach
canh tranh v&i chét nén tr nhién deoxyadenosin-5' triphosphat va sau khi gin két vao DNA, két
thiic chudi DNA.

Tenofovir diphosphat 12 chit irc ché yéu men a va b-DNA polymerase clia dong vat c6 vi va men
g -DNA polymerase & dong vat cé xuong sdng.

Chi dinh:

Két hop thude khang retrovirus khac (khéng sir dung riéng 1é) trong diéu trj nhidm HIV-typ 1
(HIV-1) & ngudi 1én, Két hop thude khang retrovirus khéc trong phong nglra nhiém HIV sau khi
da tiép xiic v6i bénh (do nghé nghiép hay khéng do nghé nghiép) & c4 thé ¢6 nguy co 1iy nhiém
virus. Piéu tri viém gan sidu vi B man tinh & ngudi 16n.

Liéu lwrgng va cdch diing:
Ngueoi lon:
Nhiém HIV: | vién x 1 lénfngay két hop thube khang retrovirus khic.
Du phong nhiém HIV sau tiép xiic do nguyén nban nghé nghlq:p (tot nhét 13 trong vong vai gio &
tiep tuc trong 4 tudn tlep theo néu dung nap): 1 vién x 1 ldn/ngay két hop thubc khang retrovirus
khac (Jamivudin hay emtricitabin).
Dur phong nhifm HIV khong do nguyén nhan nghé nghiép (t6t nhit 13 trong vong 72 git & tiép
tuc trong 28 ngay): 1 vién x 1 lan/ngay két hop it nhét 2 thudc khang retrovirus khéc.
Viém gan siéu vi B man tinh: 1 vién x 1 lin/ngay trong hon 48 tuan.
Suy thén: Hé sb thanh thai creatinine > 50 mL/phat: diing liéu théng thudng 1 lAn/ngay. Hé sb
thanh thai creatinine 30-49 mL/phiit: ding cdch nhau mdi 48 gid. Hé s& thanh thai creatinine 10-
29 mL/phut: ding cach nhau mdi 72-96 gio.
Bénh nhdn tham phdn mdu: Ding cach nhau 7 ngay hoic sau khi thim phan 12 gid.
Suy gan: Khong cén chinh lidu. _
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Chong chi dmh
Bénh nhdn min cadm véi Tenofovir disoproxil fumarate hogc bt ky thanh phén no ciia thubc.

Tac dung khong mong mudn (ADR):

- Réi loan tiéu hda nhe nhu tiéu chay, ndn va budn nén, dau bung, day hoi, khé tiéu, chén an.
- Nbng d6 amylase huyét thanh ting cao, viém tyy.

- Giam phosphat huyét.

- Phét ban da.

- Dau diu, chong mit, mat ngu, trdm cam, suy nhuge, ra mé hoi va dau co.

- Tang men gan, ting nong dg triglycerid mau, ting duomg huyét va thidu bach cau trung tinh.
- Suy thén, suy thdn cap va cac tac dung trén dng lugn gin, bao gdbm hdi chimg Fanconi.

- Nhiém acid lactic, thuomg két hop véi chimg gan to va nhiém md, thudong gip khi diéu trj v6i
cac thubc trc ché men sao chép nguge nucleosid.

Thong bdo che bdc sy nhieng tdc dung khong mong mubn gdp phdi khi ding thude.

Thén trong:

Dgc tinh rren thgn: Cén than trong khi dung cho bénh nhan suy thén. Phai giam st chirc nang
thin va nong d6 phosphat huyét thanh trrée khi dleu tri va dinh ky médi 4 tuan trong nam dau
diéu trj bing Tenofowr sau d6 kiém tra dinh ky mdi 3 théng. Bénh nhan co tién sir hodc c6 nguy
co bj suy than cin phai duge giam sét thudng xuyén hon, Néu ndng db phosphate huyét thanh
giam nhidu hodc d6 thanh thai creatinine < 50 ml/phiit, phai gidm st chirc ning than hang tudn,
didu chinh khoang cach giira cac liéu ding hodc ngirng ding thude.

Tang sinh mo m@: sy phan b6 lai hay sy tich tu md trong co thé, bao gdm su béo phi trung uong,
phi dai mat trude-sau o (" gu trau"), phi dai tuyén v, xudt hién hoi chimg cushing c6 thé gap khi
diing céc thudc khang retro virus.

Tac dung trén xwong: khi ding déng thoi tenofovir véi lamivudin va efavirenz 0' bénh nhén
nhlem HIV cho thiy c6 sur giam mat d¢ khodng ciia xuong sbng thét lung, sy ting ndng d6 cta 4
yéu 16 sinh hoa trong chuyén héa xuong, sy ting nong do hormon tuyen cén gidp trong huyét
thanh. Cén theo d&i xwong chit ché & nhimg bénh nhéan nhiém HIV cé tién sir gy xuong, hoic cd
nguy co lodng xuong. Mic du hiéu qua cua viée bd sung calci va vitamin D chua duge chimg
minh nhung viéc b sung ¢6 thé ¢é ich cho nhitng bénh nhéan nay. Khi ¢6 nhimg bét thudng vé
xuong cin héi y kién cia thdy thube.

Téc dfng cita thudc khi l4i xe va vin hanh may méc:

Chua ¢4 nghién ¢iru cho thiy tac dung cita thude anh hudmg dén kha ning l4i xe va van hanh may
méc. Tuy nhién, bénh nhan cin dugc thdng bio vé kha ning gy chéng mit khi didu tr{ bing
Tenofovir disoproxil fumarate.

Khi mang thai va thoi ky cho con bi:
Chua c6 thong tin vé viée sir dung Tenofovir disoproxil fumarate trong thoi ky mang thai. Chi
nén ding Tenofovir disoproxil fumarate khi loi ich duge chimg minh nhiéu hon nguy co déi véi
bao thai. Tuy nhién, do nguy co tang kha ning thu thai chua biét, viéc sir dung Tenofovir
disoproxil fumarate & nhitng phu nit 6 tudi sinh san can kém theo cac bién phap tranh thai higu
qua.

Chua ¢6 théng tin v& su bai tiét ctia Tenofovir disoproxil fumarate qua sita me. Vi thé, khéng
dung tenofovir & phu nir cho con ba.
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Twong tac thudc:

- Cdc thuéc chiu anh huong hodc chuyén héa béi men gan: Tuong tac dugc dong cua tenofovir
VOi céc thuoc trc ché hodc chit nén cia cac men gan chua rd. Tenofovir va cic tién chat khong
phai l4 chét nén ctia CYP450, khong (e ché cac CYP ddng phan 3A4, 2D6, 2C9, hodc 2E1 nhung
hoi trc ché nhe trén 1A.

- Cdc thube chiu anh hieong hodc thdi trir qua than Tenofovir twong tac véi cac thude lam giam
chirc nang thén hodc canh tranh dao thai qua ong than (vi du: acyclovir, cidofovir, ganciclovir,
valacyclovir, valganciclovir), lam tang nong d¢ tenofovir huyét tuong hodc cac thubc dung
chung.

- Thuéc e ché protease HIV: Tuong tic cdng hop hay dbng vén giira tenofovir va cac chét (rc
ché protease HIV nhu amprenavir, atazanavir, indinavir, ritonavir, saqumawr

- Thudc tkc ché men sao chep ngugc khong nucleosid: Tuong tac cong hop hay dong vén gita
tenofovir va cac thudc (rc ché men sao chép ngugc khong nucleosid nhu delavirdin, efavirenz,
nevirapin. .

- Thuée trc ché men sao chép ngieoc nucleoside: Tuong tac cong hgp hay dong vén giira tenofovir
va céc thubc trc ché men sao chép nguge nucleosid nhu abacavir, didanosin, emtricitabin,
lamivudin, stavudin, zalcitabin, zidovudin.

Sir dung qua liéu:

Triéu ching qué liéu khi ding Ileu cao chua c6 ghi nhan. Néu qua liéu xay ra, bénh nhan cin
dugc theo doi ddu hiéu ngd doc, can thit nén sir dung céc blen phép diéu tri ndng d& co ban.
Tenofovir dugc loai trir hi¢u qua béng thdm phan méau véi hé sb tach khoang 54%. Véi liéu don
300 mg, c¢6 khoang 10 % liéu dung tenofovir loai trir trong mot ky thdm phan mau kéo dai 4 gid.

Dong géi: Hop 2 vi x 10 vién

Han diing: 24 thang ké tir ngay san xuit.
Khéng diing thudc qud han sir dung.

Bido quan: Bao quan noi khdé mat & nhiét d6 dudi 30°C, tranh anh sang.

Thubc nay chi ding theo don ciia thdy thudc

ﬂpc ky huwéng din siv dung truée khi ding.

Néu can thém théng tin xin héi y kién cia thdy thudc
Dé xa tam véi cia tré em

Nha san xuit:
BHARAT PARENTERALS LTD

Dia chi: Survey No. 144 & 146, Jarod Samlaya, Road, Tal-Savli, City: Haripura, Dist: Vadodara,
An bo.
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