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Rx thudc bdn theo don

Dé xa tim tay tré em

Doc ki huéng din siv dung truée khi diing
Néu cin thém thong tin xin héi y kién bdc si

. . TENFUDIN

DANG BAO CHE: Vién nén bao phim

TRINH BAY: Hop 03 vi x 10 vién nén bao phim

CONG THUC:

M&i vién nén bao phim c¢6 chira:
Tenofovir disoproxil fumarat...........cccoveveivriivriieiecr e 300 mg
Ta dugc (Microcrystallin cellulose, Natri croscarmellose, Silica colloidal anhydrous, Natri lauryl
sulfat, PEG 6000, HPMC, Titan dioxyd, Talc, Opadry blue, Ethanol 96%, Nudc tinh khiét), via du
1 vién.

~ DUQC LUC HQC:

Tenofovir disoproxil fumarat 1a mot nucleotid ester khong vong tuong tu adenosin monophosphat
va ¢6 cdu tric phén tir gin véi adefovir dipivoxil, tenofovir disoproxil fumarat can trai qua su thay
phén diester ban dau dé chuyén thanh tenofovir va tiép theo la qua trinh phosphoryl héa nho cac
enzym trong té bio tao thanh chét c6 hoat tinh tenofovir diphosphat.
Tenofovir diphosphat (rc ché hoat tinh ctia enzym phién ma nguoc HIV1 bin

canh tranh vai
co chit thién nhién deoxyadenosin — 5° triphosphat va sau khi gin két vad ADN, gy két thic
chudi ADN. ]
Ngoai ra, tenofovir disoproxil fumarat ciing @rc ché ADN polymerase ciia virus gdy viém gan B
(HBV), mot enzym can thiét cho virus dé sao chép trong té bao gan.

-~

Tenofovir 1a chét tc ché yéu enzym a & p — ADN polymerase cta dong vat cé vi va enzym T- :5

ADN polymerase ¢ dong vit c6 xuong song. N

DUQC PONG HOC:

Thubc duge hip thu nhanh sau khi uéng va chuyén thanh tenofovir. Nong do dinh trong huyét Vi‘

- tuong dat dugc sau 1-2 gid. 2
Sinh kha dung khoang 25% nhung ting 1én khi diing v&i bita dn giau chét béo. -

Tenofovir phan b rong rii trong cic md, dic biét & than va gan, su gén két protein huyét tuong
thdp hon 1% va véi protein huyét thanh khoang 7%.
Thoi gian ban thai tir 12 - 18 gio.
Bai tiét chi yéu qua nudc tidu bing ca 2 cach, bai tiét qua dng than va loc qua ciu than.
Tenofovir c6 thé duoc loai bing thdm phan mau.

CHI PINH:
Tenofovir disoproxil fumarat duge ding két hop véi cac thudc khang retrovirus khac (nhung
khong sir dung riéng 18) trong diéu tri nhiém HIV-tuyp 1 (HIV-1) & ngudi I6n.
Tenofovir disoproxil fumarat dugc dung két hop véi cac thube khang retrovirus khac trong phong
ngira nhiém HIV sau khi duoc tiép xtic v6i bénh (do nghé nghiép hay khéng do nghé nghiép) &
nhiing cé thé c¢6 nguy co iy nhiém virus.



https://trungtamthuoc.com/

Tenofovir disoproxil fumarat ciing duge dung trong diéu tri viém gan siéu vi B man tinh & nguoi
I6n. Ciing nhu adefovir, tenofovir ciing ¢6 hoat tinh chdng lai virus HBV ddt bién d& khang véi
lamivudin.

CHONG CHI PINH:
Bénh nhan min cam véi bit cir thanh phan nao cua thude.

LIEU DUNG:
Tenofovir 300 mg dugc ding bing duong uéng mot 1dn mdi ngay, khéng bi anh huong boi bita an.
Nguoi [6n:

Diéu tri nhiém HIV:
I vién x 1 1an/ ngay, két hop véi cac thube khang retrovirus khac.

Dur phong:
Du phong nén bét ddu cang sém cang tt sau khi tiép xtc do nguyén nhén nghé nghiép (tot nhét la
trong vong vai gid hon 12 vai ngay) va tiép tuc trong 4 tudn tiép theo néu dung nap.
Dy phong nhiém HIV sau tiép xtic do nguyén nhan nghé nghiép:

=~ 1 vién x 1 1an/ ngay két hop véi cac thudc khang retrovirus khac (thuong két hop véi lamivudin
hay emtricitabin).
Dy phong nhiém HIV khéong do nguyén nhan nghé nghiép: 1 vién x 1 1dn/ ngay két hop véi it nhét
2 thude khang retrovirus khac.
Du phong nén bit diu cang sém cang tdt sau khi tiép xtic khéng do nguyén nhan nghé nghiép (tdt
nht |4 trong vong 72 gid) va tiép tuc trong 28 ngay.
Diéu tri viém gan siéu vi B man tinh:
Liéu khuyén cdo la 1 vién x 1 lan/ ngay trong 48 tuan.
Bénh nhdn suy thdn:
Nén giam liéu tenofovir disoproxil fumarat bing cach diéu chinh khoang cach thoi gian ding thude
& bénh nhén suy thin dua trén d¢ thanh thai creatinin (CC) ctia bénh nhén:
CC 50 ml/ phit hogc 16n hon: diing liéu théng thudng 1 1an/ ngay.
CC 30 dén 49 ml/ phit: ding cach nhau mdi 48 gid.
CC 10 dén 29 ml/ phit: ding cach nhau mdi 72 dén 96 gio.
S

Bénh nhén thAm phan mau: ding mdi liéu cach nhau 7 ngay hodc sau khi tham phan 12
Do tinh an toan va hiéu qua cta nhiing liéu ding trén chua dugc dénh gia trén 14m sang, dép (mg
[am sang cua tri liéu va chirc nang than nén theo doi chit ché.

Bénh nhdn suy gan:
Déi v6i bénh nhan suy giam chire ning gan khong cin thiét phai diéu chinh liéu.

Hoic theo sy huéng dan ciia bac si.

TUONG TAC THUOC:
Céc thudc chiu anh hudng hodc chuyén héa bai men gan:
Tuong tac duge dong hoc cuia tenofovir véi cac thudc trc ché hodc co chét clia cac men gan 1a chua
chéc chén. Tenofovir va c4c tién chat khong phai co chit CYP, khong trc ché cac CYP dong phan
3A4, 2D6, 2C9 hoic 2E1 nhung hoi trc ché nhe trén 1A,
Céc thube chiu anh huong hodc thai trir qua than:
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Tenofovir tuong tac véi cac thude 1am giam chic ning thin hodc canh tranh déo thai qua éng than
(nhu: acyclovir, cidofovir, ganciclovir, valacydovir, valganciclovir), lam ting nong do tenofovir
huyét tuong hoic céc thude ding chung.

Thude trc ché protease HIV:

C6 su tic dung hiép luc giita tenofovir va cic chit Gc ché protease HIV nhu: amprenavir,
atazanavir, indinavir, ritonavir, saquinavir.

Thube trc ché enzym phién ma nguoc khong nucleotid:

C6 su tac dung hiép luc giita tenofovir va cac chit trc ché men sao chép nguoc khong nucleotid
nhu: delavirdin, efavirenz, nevirapin.

Thude trc ché enzym phién ma nguoc nucleotid:

C6 sy tac dung hiép lyc giita tenofovir va cac chat e ché enzym phién ma ngugc nucletid nhu:
abacavir, didanosin, emtricitabin, lamivudin, stavudin, zalcitabin, zidovudin.

——

Céac thudc tranh thai duong udng: 1554

- Su tuong tadc duogc dong hoc vdi cac thude tranh thai duong uéng chira ethinyl estradiol va ING 1
norgestimat con chua rd. 5 pHl

THAN TRONG: 3‘13);:

Tdang sinh mé md: sy phan bd lai hay su tich tu md& trong co thé, bao gém su béo phi trung uong,
phi dai mt trude-sau cd (g trdu), tan pha than kinh ngoai vi, mat, phi dai tuyén va, xuat hién hoi ‘477
chimg cushing c6 thé gip khi dung céc thudc khang retrovirus. S—
Téc dung trén xwong: khi ding dong thoi tenofovir véi lamivudin va efavirenz & bénh nhan nhim
HIV cho thdy ¢6 su giam mat do khodng cia xuong séng thit lung, su ting ndng do cta 4 yéu to
sinh héa trong chuyén héa xuong, su ting ndng do hormon tuyén can giap trong huyét thanh. Cén
theo ddi xwong chit ch& & nhitng bénh nhan nhiém HIV c¢6 tién sir gdy xuong, hodc cé nguy co
lofing xuong. Mic dii hiéu qua cia viée bd sung calci va vitamin D chua duogc chimg minh nhung
viée bd sung c6 thé c6 ich cho nhitng bénh nhéan nay. Khi cé nhiing bt thudng vé xuong cén hoi y
kién cta thay thude.

Bénh nhan da bj r6i loan chirc ning gan trude do g(;)m viém gan tién trién man tinh c6 su gia ting  “w.
thudng xuyén cac bat thudng chirc ning gan trong qua trinh diéu tri phdi hop véi cac thude khang
retrovirus va nén dugc theo ddi bing céc phuong phip chudn. Néu c6 biang ching vé bénh gan tré
nén xdu hon & nhitng bénh nhan nay, phai cin nhic ngung tam thdi hodc ngung hin diéu tri.
Dot bing phéat nhiém HBV ning di dugc bdo cdo & nhitng bénh nhan nhiém HIV sau khi

didu tri tenofovir. Nén theo ddi chit ché& chirc ning gan trén 1dm sing va thuc nghiém trgng ¥ nhét
vai thang sau khi ngung diing tenofovir & bénh nhan nhiém ddng thoi HBV va HIV. Néu thich hop,
nén bt ddu diéu tri nhiém HBV.
Chua xédc dinh dugc hoat tinh 1dm sang cua tenofovir disoproxil fumarat chong lai viém gan B
(HBV) & ngudi. Chua biét viéc diéu tri & bénh nhan nhiém dong thoi HIV-1 va HBV ¢6 dan dén
tién trién dé khang cia HBV dbi véi tenofovir disoproxil fumarat va cic thubc khac hay khong.

Hgi chimg hoat héa mién dich: O bénh nhan nhiém HIV bi suy giam mién dich ning & thoi diém
bit dau didu tri phéi hop céc thude khang retrovirus (CART), ¢ thé phat sinh phan (mg viém
khéng cé biéu hién triéu chimg bénh hodc bénh ly nhiém triing co hdi va gy cac bénh canh lam
sang nghiém trong hodc lam trdm trong céc tri¢u chimg. Cac phan (mg dugc thdy trong vong vai
tudn ddu khi bat dau didu tri phdi hop cac thudc khang retrovirus. Vi du nhu viém vong mac do
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cytomegalovirus, nhiém mycobacterium toan than va/hodc cuc bd va viém phdi do preumocystis
carinii. Bét ky triéu chimg viém nhiém nao cling nén dugc danh gia va nén bat dau diéu tri khi cin
thiét.
PHU NU CO THAI VA CHO CON BU:
Thoi ky mang thai:
Chi diing thudc cho phy nit mang thai khi loi ich diéu tri vuot trdi cac nguy co c6 thé xay ra déi voi
thai nhi.
Phu nit trong d9 tudi sinh dé nén kém theo céc bién phap tranh thai hiéu qua do kha ndng lam tang
thu thai cia thudc chua duoc biét rd.
Thoi kp cho con bu:
Khéng diing thude cho phu nir trong thoi ky cho con bu. Theo khuyén céo chung, phu nir nhiém
HIV khéng nén cho con b dé tranh ldy nhiém HIV cho tré. 2
TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE: %
S~ Thudc khong anh hudng dén kha ning l4i xe va van hanh may moc. \
QUA LIEU VA XU'LY:
Triéu chiing qua lidu khi diing liéu cao chua duge ghi nhén.
Néu xay ra qué lidu cin theo ddi cac ddu higu ngd doc, néu cin nén ap dung céc bién phép didu tri_-4
nang d& co ban. W
Tenofovir dugc loai trir hiéu qua qua thdm phan mau véi hé théng tich khodng 54%. Véi lidu don
300 mg, mét lan thdm phan kéo dai 4 gid, 6 thé loai trir duoc khoang 10% liéu dung.
TAC DUNG KHONG MONG MUON:
Céc tac dung khong mong mubdn thudng gip nhét 1a ri loan nhe dudng tiéu hoa, nhit 1a tiéu chay,

budn ndn, ndn, dau bung, dﬁy hoi, kho tiéu, chan an.

Tang amylase huyét, viém tuy.

Giam phosphate huyét ciing c6 thé xay ra.

Phat ban ngoai da

Bénh thén kinh ngoai bién, dau dau, chong mit, mat ngu, tram cam, suy nhuoc, ra oG X
- Ting men gan, ting triglycerid huyét, ting dudng huyét va thiéu bach cau trung tin LS

-

Suy thén, suy than cip va cic tic dung trén Ong lugn gén, bao gdm hdi chirng fanconi
Nhiém acid lactic, thuong két hop véi chimg gan to ning va gan nhiém m&

NG 52

Théng bdo véi bdc st cdc tdc dung khéng mudn gdp phdi ciia thuéc
BAO QUAN: Noi khd thoang, tranh anh sang, nhiét d¢ dudi 30°C
HAN DUNG: 36 thang ké tir ngay san xuat.

Khong sir dung qua han ghi trén bao bi

TIEU CHUAN: TCCS sb 0650-001-2013

Logo cong ty:  MEDICUT



https://trungtamthuoc.com/

Nha sin xuét: Céng ty Cé Phan Dugc Phdm ME DI SUN
Dia chi nha san xuat: S6 521, Khu ph6 An Loi, Phuong Hoa Loi, TX. Bén Cét, Tinh Bin
Dién thoai: 0650 3589036 — Fax: 0650 3589297

Binh Duong, ngay 05 thang 08 nam 2015
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