Doc ky hudng din sir dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo suw ké don ciia thay thudc.

TENOFOVIR

(Vién nén dai bao phim Tenofovir disoproxil fumarat 300 mg)

THANH PHAN

Mbi vién nén dai bao phim chua:

Tenofovir disoproxil fumarat .......................oeaee. 300 mg

Ta duoc: Cellulose vi tinh thé, lactose monohydrat, povidon, magnesi stearat, croscarmellose
natri, silicon dioxyd, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol 6000,
mau black PN, mau brilliant blue ... vira du 1 vién.

PAC TINH DUQC LUC HQC

Tenofovir disoproxil fumarat ¢ céu trac mot nucleotid diester vong xoan twong tu adenosin
monophosphat. Tenofovir disoproxil fumarat trai qua su thuy phan diester ban dau chuyén thanh
tenofovir va tiép theo 13 qua trinh phosphoryl hoa nh¢ cac men trong té bao tao thanh tenofovir
diphosphat. Tenofovir diphosphat trc ché hoat tinh cia men sao chép ngugc HIV-1 bang cach
canh tranh v6i chat nén tu nhién deoxyadenosin-5' triphosphat va sau khi gin két vao DNA, két
thic chudi DNA.

Tenofovir diphosphat 1a chat trc ché yéu men a va B-DNA polymerase ctia dong vat c6 va va
men y-DNA polymerase & ddng vét c6 xuong sdng.

PAC TiNH DUQC PONG HQC

Sau khi udng, tenofovir disoproxil fumarat dugc hap thu nhanh va chuyén thanh tenofovir, véi
nong d6 dinh trong huyét twong dat sau 1 dén 2 gio. Sinh kha dung thuc khoang 25 % nhung
tang khi dung tenofovir disoproxil fumarat voi bita dn giau chét béo.

Tenofovir phan bd rong rii trong cac mo, dic biét ¢ than va gan. Sy gin két v6i protein huyét
tuong thap hon 1% va véi protein huyét thanh khoang 7%.

Thoi gian ban thai két thuc cua tenofovir tur 12 dén 18 gio. Tenofovir bai tiét chu yéu qua nuge
tiéu bang ca hai cach bai tiet qua ong than va loc qua cau than. Tenofovir dugc loai bang tham
phan mau.

CHI PINH

- Tenofovir dlsoproxﬂ fumarat dugc chi dinh két hop véi cac thude khang retro-virus khac
(khong str dung riéng 18) trong diéu tri nhiém HIV-typ 1 (HIV-1) ¢ ngu’orl 16n. Két hop thude
khang retrovirus khac trong phong ngira nhiém HIV sau khi da tiép xuc v6i bénh (do nghé
nghiép hay khéng do nghé nghiép) ¢ ca thé co nguy co lay nhiém virus.

- Piéu tri viém gan siéu vi B man tinh & ngudi 16n.

LIEU DUNG - CACH DUNG

Ngwoi I6n: Nhiém HIV: | viénx 1 1an/ ngay két hop thude khang retrovirus khac.

Dy phong nhiém HIV sau tlep xtic do nguyén nhan nghe nghiép (tSt nhét 13 trong vong vai
gio & tiép tuc trong 4 tuan tiép theo néu dung nap): 1 vién x 1 lan/ ngay két hop thudc khang
retrovirus khac (lamivudin hay emtr|C|tab|n)

Du phong nhiém HIV khong do nguyén nhén nghé nghiép (tét nhit 13 trong vong 72 gio &
tiép tuc trong 28 ngay): 1 vién x 1 lan/ ngay két hop it nhit 2 thudc khang retrovirus khac.

Viém gan si€u vi B man tinh: 1 vién x 1 lan/ ngay trong hon 43 tudn.

Nhirng truomg hop dic biét: Liéu dung nén dugc diéu chinh & ‘nhig bénh nhén suy than: Do
thanh thai creatinin > 50 mL/ phut: Dung liéu théng thuong 1 lan/ngay, do thanh thai creatinin
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30 - 49 mL/ phut: dung cach nhau moi 48 gid, dd thanh thai creatinin 10 - 29 mL/ phit: Dung
cach nhau moi 72 - 96 gio.

Bénh nhén thAm phan mau: Dung cach nhau 7 ngay hodc sau khi tham phén 12 gio.

D6i v6i bénh nhan suy giam chirc nang gan khong can thiét phai diéu chinh liéu.

CHONG CHI PINH , ‘ ,
Bénh nhan man cam véi tenofovir disoproxil fumarat hodc bat ky thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG

Tang sinh mo mé: Sy phan bd lai hay su tich tu m& trong co thé, bao gdm su béo phl trung wong,
phi dai mit trude - sau ¢o ("gu trau"), tan pha than kinh ngoai vi, mit, phi dai tuyén va, xuét hién
hoi ching cushing c6 thé gap khi dung céac thudc khang retrovirus.

Tac dung trén xuong: Khi dung dong thoi tenofovir véi lamivudin va efavirenz ¢ bénh nhan
nhlem HIV cho thiy c6 su giam mat d¢ khoang cua xuong song that lung su tang ndng do6 cia 4
yéu tb sinh hoa trong chuyén hoa xwong, sy ting ndong d6 hormon tuy€n cén giap trong huyét
thanh. Can theo ddi xwong chit ch& & nhung bénh nhan nhiém HIV c6 tién sir gdy xwong, hoic
cd nguy co loang xuong. Méc du hi€u qua cua viée b sung calci va vitamin D chua dugc chung
minh nhung viéc bd sung c¢6 thé c6 ich cho nhitng bénh nhan nay. Khi c6 nhitng bat thuong vé
xuong can hoi ¥ kién cua thay thude.

Dé xa tim tay tré em.

SU DUNG CHO PHY NU CO THAI VA CHO CON BU

Phu nir c6 thai:

- Chua c6 thong tin vé viéc sir dung tenofovir disoproxil fumarat trong thoi ky mang thai. Chi
nén dung tenofovir disoproxil fumarat khi loi ich dugc chimg minh nhiéu hon nguy co ddi véi
bao thai.

- Tuy nhién, do nguy co tang kha nang thuy thai chua biét, viéc sir dung tenofovir disoproxil
fumarat ¢ nhitng phu nit d6 tudi sinh san can kém theo cac bién phap tranh thai hiéu qua.

Phu nir dang cho con bu:

- Chua c6 thong tin vé su bai tiét ciia tenofovir disoproxil fumarat qua sira me.

- Vi thé, khong dung tenofovir & phu nit cho con bu. Theo khuyén céo chung, phu nir nhiém
HIV khéng nén cho con bu dé tranh 1ay truyén HIV cho tré.

TUONG TAC THUOC

- Cdc thuébc chiu dnh hiwéng hodc chuyén héa béi men gan: Tuong tac duge dong ciia tenofovir
vé6i cac thude trc ché hoic chat nén cua cic men gan chua rd. Tenofovir va céc tién chat khong
phai 1a chat nén ctia CYP450, khong trc ché cac CYP dong phan 3A4, 2D6, 2C9, hoic 2E1
nhung hoi e ché nhe trén 1A.

- Cdc thudc chiu anh hwéng hodc thdi triv qua thdn: Tenofovir twong tac voi cac thude 1am
giam chirc nang than hodc canh tranh dao thai qua 6ng thén (vi du: Acyclovir, cidofovir,
ganciclovir, valacyclovir, valganciclovir), lam tang nong d¢ tenofovir huyét twong hoidc cac
thudc dung chung.

- Thubc ke ché protease HIV: Tuong tac cong hop hay dong van gitra tenofovir va cac chét tc
ché protease HIV nhu amprenavir, atazanavir, indinavir, ritonavir, saquinavir.

- Thubc tkc ché men sao chép nguwoc khong nucleosid: Tuong tac cong hop hay dong van giira
tenofovir va cac thude trc ché men sao chép ngugc khong nucleosid nhu delavirdin, efavirenz,
nevirapin.

- Thubc ke ché men sao chép ngwoc nucleosid: Tuong tac cong hop hay dong van giira
tenofovir va cac thudc e ché men sao chép nguoc nucleosid nhu abacavir, didanosin,
emtricitabin, lamivudin, stavudin, zalcitabin, zidovudin.

- Cdc thuéc tranh thai dwong uong: Tuong tac dugc dong khong rd véi cac thude tranh thai
duong ubng chira ethinyl estradiol va norgestimat.

TAC DUNG KHONG MONG MUON
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- Téac dung thudng gip nhit khi sir dung tenofovir disoproxil fumarat 1a cac tac dung nhe trén
duong tiéu hoa, dac biét ti€u chay, non va budn non, dau bung, dﬁy hoi, kho tiéu, chan an.

- Nong d6 amylase huyét thanh co thé ting cao va viém tuy.

- Giam phosphat huyét ciing thudng xay ra.

- Phat ban da cling co thé gip.

- Mot s tac dung phu thuong gap khéc bao gom bénh than kinh ngoai vi, dau dau, chong mit,
mat ngil, trAm cam, suy nhugc, ra md héi va dau co.

- Tang men gan, ting nong d¢ triglycerid mau, tang duong huyét va thiéu bach céu trung tinh.

- Suy thén, suy than cap va cac tac dung trén ong lwon gan, bao gdm hoi ching Fanconi.

- Nhiém acid lactic, thuong két hop v6i chung gan to nghiém trong va nhiém md, thuong gip
khi diéu tri véi cac thude trc ché men sao chép nguoc nucleosid.

Théng béo cho thdy thuéc cac tac dung khéng mong muén géap phdi khi si dung thuéc.

QUA LIEU VA XU TRI

Tri€u chimg qua liéu khi dung heu cao chua c6 ghi nhén. Néu qué licu xay ra, b¢nh nhan can
duogc theo ddi ddu hidu ngd doc, can thiét nén sir dung cac bién phap diéu tri nang d& co ban.
Tenofovir dugc loai trir hiéu qua bang thAm phan mau véi hé sb tach khoang 54%. Vi liéu don
300 mg, c6 khoang 10% liéu dung tenofovir loai trir trong mot ky thim phan mau kéo dai 4 gio.

PONG GOI: Hop 6 vi x 10 vién.

BAO QUAN: Noi khé rdo, tranh 4nh séng, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuit.

San xuit tai: ‘ )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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