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* To hwong dan sir dung thudc (b sung lan 1):

croscarmellose, tinh bt bn!n tln es
DANG BAO CHE: Vién nén bao phim.
M3 ta sdn phdm: Vién nén bao phim hinh bau dyc, mau xanh, mgt mit tron, mot mit c6 vach
ngang, canh va thanh vién lanh I3n.

CHI DINH: K&t hop thuSc khang retrovirus khdc (khong sit dung riéng 18): Didu trj nhidm HIV -
typ 1 (HIV - 1) & ngudi 1n, phong ngifa nhiém HIV sau khi da tiép xic véi bénh (do hay khdng
do nghé nghigp) & c4 thé c6 nguy co ldy nhidm virus.

Viém gan B man tinh & ngudi I6n trén 18 tudi c6 chifc ning gan cdn bil, c6 chitng c virus tich
cyc nhén Ién, ting ALT kéo dai, viém gan hoat djng va/ hodc c6 md xd gan dugc chitng minh
béing t§ chifc hoc.

CACH DUNG, LIEU DUNG:

Céch diing: Tenofovir dugc dung bing duding udng, c6 thé udng tenofovir lic déi hoic lc no.
Liéu lugng:

Ngui I6n nhi&m HIV - 1: Ugng 1 vién x 1 1dn/ ngay két hgp thudc khang retrovirus khac.

Dy phdng nhiém HIV sau tiép xdc do nguy&n nhan nghé nghigp (t5t nhat trong vong vai git va
tiép tuc 4 tudn tiép theo n&u dung nap t6t): Usng 1 vién x 1 Ian/ ngay két hgp thudc khang
retrovirus khac (lamivudin/ emtricitabin).

Dy phang nhiém HIV khong do nguyén nhan nghé nghigp (t6t nhat trong vong 72 git v tiép
tuc 28 ngay): Udng 1 vién x 1 1dn/ ngay két hgp it nhat 2 thudc khdng retrovirus khc.

Viém gan B man tinh:

Liéu khuy&n céo: Udng 1 vién x 114n/ ngay. Thdi gian ngitng thudc ti wu hign nay chua rd rang.
6 thé ngimg:

@ ngudi bénh co AgHBe (+), khdng xd gan: Didutri it nhat 6 - 12 thang sau khi xAc dinh c6 huy&t
thanh chuyén déi HBe (AgHBe (-), khdng phét hign dugc ADN cfia virus viém gan B va c6 khang
- HBe) hoiic tdi khi ¢6 huy8t thanh chuyén ddi HBs ho¥ic khi thdy thusc mét tic dung. Ty 18 ALT
huyét thanh va ADN clia virus viém gan B phdi dugc kigm tra déu din sau khi ngiing didu trj dé
phét hign bat ct mot tai phat ndo mudn.

0 ngudii banh c6 AgHBe (-), khdng xd gan: Diéu tri phai kéo dai cho t6i khi ¢ huy8t thanh
chuyén déi HBs ho3c cho tdi khi thdy thuSc khong con téc dyng. Trong trudng hop didu trj kéo
dai trén 2 ndm nén dugc dénh gid lai déu din dé xéc dinh xem theo dudi diéu trj nhu vay c6 phit
hgp véi ngudi bénh khdng.

N&u ngimg tenofovir disoproxil fumarat & ngudi bénh bj viém gan B man tinh ddng thdi co
nhi&m HIV, phéi theo ddi ngudi bénh chiit ch& dé phat hign tat ca nhiing d4u higu ning 1&n cla
viém gan. Diéu trj phai do thdy thuc c6 kinh nghiém. N&n 1am mot test phét hign khang thé
khéng HIV cho cdc ngudi bgnh bj nhim virus viém gan B trudc khi bit ddu diéu tr bing
tenofovir disoproxil fumarat.

Suy thén: CICr 2 50 mL/ phit: Liéu théng thudng 1 14n/ ngay, CICr 30 - 49 mL/ phat: Cach mbi
48 gid. CICr 10 - 29 mL/ phdt: C4ch mdi 72 - 96 gid. ThAm phan mau: Cach nhau 7 ngay hoiic
sau khi thdm phan 12 gid.

Suy gan: Khdng c4n chinh ligu.

Thudc chua duge nghién cltu cho tré em duoi 18 tudi va ngudi cao tudi trén 65 tudi.

Hoic theo chi din clia Thdy thudc.

CHONG CHI BINH:

M3Zn cim vi tenofovir disoproxil fumarat ho3c véi bat ky thinh phin nao clia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Ngimg tenofovir disoproxil fumarat khi thdy néng dj aminotransferase ting nhanh, gan to din
hoic gan nhifm m@, hoc bj nhim toan chuyén héa hoiic do acid lactic khdng rd nguyén nhén.
Than trong khi dung tenofovir cho ngudi cé bénh gan to, hodc cd cac nguy cd khéc vé bénh gan.
Dic bigt phai hét sifc than trong ddi véi ngudi bénh cé kém thém viém gan C dang ding
interferon alpha va ribavirin. Néu ngudi bgnh c6 thém viém gan B, khi nging tenofovir, c6 thé
¢6 nguy cd b&nh viém gan ning I&n. Phai theo ddi sét chifc ndng gan it nh4t vai thang & ngudi
bénh nay.

Diing tenofovir than trong & nguti c6 tdn thuong than va phai gidm liéu. Chic ndng than va
phosphat huyét thanh phai dugc gidm sat trudc khi bit ddu diéu tri, cdch 4 tudn 1 I4n 1am xét
nghigm trong ndm d4u didu trj, va sau dé ct 3 thang 1 1dn ddi véi ngudi bénh sdi ¢6 tn thuong
than.

Theo ddi cic bt thuding vé xudng, vi tenofovir ¢6 thé lam gidm mat do xuong, phai theo ddi
xudng & ngudi c6 bénh sdi bj gdy xuong hodc cé nguy cd lodng xudng (gidm khdi xudng).

T4 dugc lactose monohydrat

Vién nén bao phim c6 chifa lactose monohydrat. B&nh nhén c6 cic v&n dé di truyén hiém gip
vé khdng dung nap galactose, thiéu lactase Lapp hodc kém h&p thu glucose - galactose khdng
nén dung thudc nay.

“Tenofovir 300

Il Tenofovir disoproxil fumarat 300 mg

sU DYNG THUGC CHO PHY NO GG THAI VA CHO CON BU:

Thoi ky mang thai: Khdng dung cho phy nit mang thai.

Thai ky cho con bu: Chua rd tenofovir c6 vao sifa khdng. Tuy nhién, ngudi me dung
tenofovir dé didu trj HIV khdng dugc cho con bii dé phong Iay nhi&m sang con.

ANH HUGNG CUA THUDGC LEN KHA NANG LAl XE, VAN HANH MAY MGC:

Chua cd nghién ciiu cho thdy tac dung clia thudc dnh hubng déi véi nhitng ngudi dang van
hanh médy méc, dang I4i tau xe, ngudii dang lam vigc trén cao va cdc truiing hgp khac. Tuy
nhién, bénh nhan cdn dugc thdng bao vé khi ning gdy nhirc du khi diéu tri biing
tenofovir disoproxil fumarat.

TUGNG TAC, TUGNG KY CUA THUDC:

Tenofovir khdng dugc dung cling véi adefovir dipivoxil.

Tenofovir lam gidm ndng dj atazanavir sulfat, lamivudin trong huyét tuong.

Tenofovir [am ting ndng do didanosin trong huyst tuong. N&u dung déng thoi véi
didanosin thl phai udng tenofovir truéc khi udng didanosin 2 gid hoic sau khi ugng
didanosin 1 gid.

Tenofovir diing ddng thdi véi indanavir, lopinavir, ritonavir: Lam ting ndng dd tenofovir va
lam gidm nBng d indanavir, lopinavir vi néng do dinh ritonavir trong huy&t tuong.
Tenofovir diing ddng thdi véi céc thudc duge thai trir qua than (aciclovir, cidofovir,
ganciclovir, valacyclovir, valganciclovir): C6 thé Iam ting ndng d trong huyét thanh cla
tenofovir hodc céc thudc trén do canh tranh dao thai.

Céc thudc lam gidm chifc ning than c6 thé 1am ting ndng do tenofovir trong huy&t thanh.
TAC DUNG KHONG MONG MUON CUA THUGC:

Thudng gidp, ADR > 1/100

Toan than: Moi co, nhitc ddu.

Tiéu héa: Tiéu chdy, chudng hoi, mat cdm gidc them n, budn ndn, nén, dau bung, khé
tigu.

Huyét hoc: Gidm bach c4u trung tinh, gidm phosphat huyét.

Héda sinh: Lam ting két qué xét nghigm ALT, AST, glucose niéu.

[t g%p, 1/1000 < ADR < 1/100

Dau byng, gan bj nhiém déc, than bj nhigm doc (nhét 12 khi dung liéu ca
Higm gip, ADR < 1/1000
hanh y&u, khé

Gan bj nhim ddc, nhiém toan lactic (dau byng, chan in, tiéu chiy,

chjutoan than, dau cd hogc chudt rit, budn ndn, budn ngd).

Suy than c&p, protein nigu, hoi chitng Fanconi, hoai tif 8ng than.

Viém tyy.

Théng béo cho bac sTnhiing tac dung khéng mong mudn gap phéi khi sit dung thudc.

QUA LIEU VA CACH XU TRI:

Qué ligu: Chua c6 s8 ligu ddy di vé qud lidu.

X trf: N&u nghi ngd qué liu cdn dén trung tim chdng dgc. Bidu tri ngd doc, qu&@u
tenofovir 1 diéu trj trigu chiing va didu trj hd trg. \
DAC TiNH DUGC LYC HoC: Aa\
Ma ATC: JO5AF07 SN
Tenofovir Ia mt nucleotid (c ch& enzym phién ma ngugc, dugc ding phéi hgp véi cﬂq
thudc khéng retrovirus khéc (ft nhat 12 1 thudc khéc) trong diéu trj nhifm HIV typ | & ngw *
trudng thanh.

Tenofovir disoproxil fumarat 12 mt mudi clia tién dugc tenofovir disoproxil dugc th thu O
nhanh va chuyén thanh tenofovir rdi thanh tenofovir diphosphat do dugc phosphoryl
trong t& bao. Chat nay (c ché enzym phién ma ngugc cia virus HIV - 1 va (fc ché engy
polymerase clia ADN virus viém gan B. Néng do tenofovir cn thiét dé tc ché.

0,14 -1,5 micromol/ Iit, ndng do gay ddc t& bao 50% 1A > 100 microgam/ lit. Chua thiy c6
virus viém gan B ndo khéng thudc tenofovir disoproxil fumarat.

DAC TiNH DUGC BONG HOC:

Sau khi cho ngui bj HIV ubng tenofovir disoproxil fumarat, thudc dugc hdp thu nhanh
chéng va chuyén thanh tenofovir. Néng dd dinh tenofovir trong huyét tuong 12 296 + 90
nanogam/ ml sau khi ugng 300 mg dugc 1 - 2 gid.

Sinh kh& dyng & ngui déi 1a khodng 25%, nhung ting cao néu udng tenofovir disoproxil
fumarat cling véi bita &n nhiéu ma. Tenofovir dugc phan bd & khdp céc md, nhat 13 & gan
va & than. Ty I8 thudc gin vao protein huy&t tuong 13 dudi 1%, gdn véi protein huyét thanh
1a khodng 7%. Nira ddi thi trir 12 12 - 18 gid.

Tenofovir dugc dao thai chil y&u qua nudc tigu nhd qua trinh loc & ciu than va bai tiét tich
cyc § 8ng than. ThAm phan m4u loai bd thudc ra khdi mau dugc.

QUY CACH BONG GOI: Hop 3vix 10 vién.

HAN DUNG: 24 théng ké tif ngay san xust.

DIEU KIEN BAO QUAN: Noi khd, nhigt g khdng qué 30°C, trénh dnh sang.

TIEU CHUAN: TCCS.

San xuit tai:
CONG TY ¢6 PHAN DUGC HAU GIANG - Chi nhénh nha méy dugc phdm
L6 B2 - B3, Khu cdng nghiép Tan Phi Thanh - giai doan 1, x@ Tén Phd Thanh, huyén Chéu
DT: (0293) 3953454 e Fax: (0293) 3953555

N
G tal Hgu Glang
anh A, finh’Hau Giang

A.‘l

N -, Moi théc méc v& san phAm,
xin vui long lién hé
| © 0292.3899000 '
E-mail: dhgpharma@dhgpharma.com.vn
* E www.dhgpharma.com.vn

_*.—,———LFBQVCUC TRUGRE® 0%
‘ PTRUGNG PHONG




