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Mibeproxil

Rx Thufc ban theo don

Hép 05 vi x 0T vidn nén dai bao phim

Thanh phin Chi djnh, Chéng chi djnh, Lidu lugng, Cach
Tenalavir disoproxl tumarat........300 mg  ding, Tudng tée, Téc dyng phy, Thén treng: Xin
T&AUDC .o W 1 VBN e hudng din sO dung.

Bao quén nal khd, dudi 30°C, SPK - Reg. No.:

Trédnh dnh sédng. BE XATAM TAY TRE EM

Tiéu chuén co sd. BOC K¥ HUONG DAN SUDUNG TRUGC KHI DUNG!

RXx Prescription only

Tenofovir disoproxil fumarate 300 mg

05 blisters x 07 film-coated tablets
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Tenotovir disoproxil fumarat 300 mg

110.00 mm - 40.00 mm

Mig. Dale
- Exp. Dale :

S8 b SX - Batch Mo. ¢
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Composition Indications, Contraindications, Dosage | UNG GIAM BOC
Tenofovir disoproxil fumarate.... .. 300mg  and Administration, Interactions, Side
Excipients .............cocoono....q.5. 1 tablet  effects and other precautions: Head DSM%
carefully the enclosed leaflet.
Store in a dry piace, below 30°C. KEEP DUT OF REACH OF CHILDREN

Protect fram light. AREAD CAREFULLY THE DIRECTIONS
Manutacturer's specification. BEFORE USE!
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+ Co it dit ligu v& tinh an toan va hidu qua ki sic dung tenofovir
dizoproxil fumarat & ngwin dm e CL, < 50 ml/phit, bao gom ca
bérh nhdn tham phan, vi vy chi sir dung thude khi loi ich vinge hom
hiin nguy co. Khuyén cio khing nén ding thudc & bénh ahin suy
thin ndng (C1,, < 30 ml/'phit) v béah nhin thim phin mau, néu bt
budc phii sir dung, ciin didu chinh thii gian ding thude vi theo dbi
chirc ndng ihin chai che,

- Mghsén cinu & nhimg bénh nhén bi nhiém HI1V, tenofovir disoproxal

fumarat lam ting nguy _u_u.mh”! EEE_:_H:E;_"_F“ xiuromg & hing
wi oot séng. Clin phac 44 didu i thay thé & nhimg bénh nhin loing
XU CO NEUY o a0 gy xutmig,

- Khing chéic chén v nhimg ddc tinh Liu dai cia tenofovir disoproxal

fumarat lén xucmg! thin v khd ndng phue hii cia cac dd< tinh trén
théin khi sir dung & tré em. Vi vily, cin cin nhdc nguy co v i ich
ki i tri vib chon lyra phurong phip theo dai phis hop, ke ci quyét
dinh ngimg thudc va sir dung pheremg phap didu trj thay the. Cin
theo ddi chirc nang thin (33 thanh thai creatinin, phosphat huyd
thanh) trirsc vi trong qué trinh didu tri teomg ty nbar & nguin Iom,
Méu phosphat huyét thanh < 3.0 .ﬁu_ (0,96 mmol1), cdn danh gid
lai chirc ndng thin trong voag | bhao gom glucose huyé, kali
:5?.&5=E¢.E&=nrr@?ﬂ:ﬁmiﬁu§?&§ﬂﬂﬂw
thin. Cin nhde didu tri gtan dogn ndu phit hién bit theimg chire
mAng thin hodc suy thin tién tridn khdog rd nguyén nhin, Cic
khuyén cho tranh phii hip vai céc thude giy dic thin ieemg o whar
& meint bom, thistic ciing cé thé phy gidm mét 43 xwong vi ting nguy
e gy xuomg. Néu phit higén bt thuimg vé xuomg, cin thing bio
ngay cho bdée 51,

- Dir lifu an todan v hiéu qua vé vide sit dumg tenofovir disoproxil
fumarat con han ché & bénh nhiin ghép gan, bénh nhin nhiém HBV
kém gan mat ba, nhimg béah nhdn nay ting nguy co glp phan cic the
dung khing mong muon nghiém trong trén gan va thin. Trong khi
didu trj, ehe dot bing pht trim trong ciia bénh viém gan B man tink
xity ra khd phd bidn va 43¢ tnmg bai thng ALT huyét thanh. ALT
huryét thamh ciing co thé ting khi duéu tri wi thude khdng vinus & més
6 bénh nhdn. O nguin suy giam chirc ndng gan con ba, tag ALT
huyét thanh thiimg khing & kém vin ting bilrubm huyét thanh
hode bénh gan mit bit, Bénh nhdn xo gan o nguy cocao din dén gan
milit bt vl viem gan cip, cin duov theo dii chit chi trong qué trinh
didu tri. Trong mi sd ineimg hop, khi ngimg dséu tr) viém gan B, ob
thé xiy ra dot viém gan clip tink din dén i vong, ciin theo dii chine
ndingg gan it nhét 6 thing sau khi ngimg didu tri viém gan B nhimg
bénh whin ¢t béah gan tide trién hogc xo gan, khing nén ngimg diéu
tri vi o thé iy viém gan cdp tinh din dén bénh gan mi b,

- Khing cb dir lifu an todn vé viée sic dung & bénh nhin dng
nhi&m vitm gan B va vidm gan C hodc viém gan D,

- Do mguy co 48 khing HIV, tenofovir disoproxil fumarat chi nén
diing phdi hop voi thudc khang virus khac i bénh nhin ddag nhidm
HIV-1 vi viém gan B_ Co thé ting mguy co it thimyg chire ning
gam & bénh nhin néu o6 réi loan chire ndng gan tir inrde, bao gom
vidm gan man tinh tién trién zwarf_.;&m;ﬁ-ﬁm__ﬁhr
wem xét ditu tn gidn dogn hode ngimg diu trj.

- Phdi hop tenofovir disoproxil fumarst vi ledipasvin' sofosbuvir cd
thé gty ting ndag 40 tenofovir trong huyét heomg, e bid khi si
dung trong phéc 6 didu i HIV ob chira thude lam gia ting dwoc
déng hoc (ritonavir hodc cobicistat). An 1odn cia vige i hop
tenofover disoproxil fumarat vé cic thude trén chira durge chimg
minh. Ciin nhiic nguy oo va bed ich khi phdi hop tenofovir di il
fumarat, bedipasvir/ sofosbavir vi mdt thude khac e ché HIY
protease (atazanavir hode darunavir), dic bigt & bénh nhiin rii loan
charc ning tham

- Tang cin, tng lipid huyét v glucose huyét ob thé xéy ra khi didu tri
win tenofovir disoproxil fumarat, nhimg thay &4 nay mdt phan o6
thé lién quan dén 14 sbng va qué trinh kiém sodt bénh. Mix quan hé
nhdn qua gitra thude vi cac tac ddag nay vin chia duoc xic dinh.
- Nhdm thude nucleotid’ nucleosid tag hop oo the anh hudmg dén
chirc nding ty thé. D3 ob che bdo cho ve réd Togn chire ndng ty the & tré
sov sinh &m tinh HIV khi tidp xic vin che thude nucleotid’ nucleosid
téng hoptrong tir cung hode saw khi sinh, Cic phan img ¢6 hai chinh
dwrge bio cao & tré bao gom rdi loan huyét hoo (thicu mim, giam
bach cdu), rdi loan chuvén bia (ting Lactat huvés, ting lipase huvét),

FAELN IRIRALN Pl
xily ra {tAng treong lye oo, co giit, hanh v bat thimg) vi chiza rd

Ll Ll sDUHEE 1y TEIEUHE, LliakEe LRld. FRAA kil Liladl

cde the dong ndy thodng qua hay kéo dai vinh vién,

. Trong giai doan khid FM:E&E_EE&E____ by cite thude khang

retrovins, oo the xay ra céc phan img viém gy ra b cde yéu th gy
biénh co hii din dn céc bénh nghiém trong hode Lim nfing cic tridu
chimg ¢r bénh nhdn nhifm HIV suy giam midn dich nang (vi dy viém
viing mac do cytomegalovirus, nhidm myeobacteria, viém phdi do
Preumocysiis jirovecii), Thing thaimg, céc img niy xdy ra
trong vong vii tuiin hogc v thang ddu tién didu tn, Cic tnéu chimg
viém nén durge ddnh gid vi diéu tri khi cin thiét. R.di boan ty micn
{bénh Grraves) ciing duroe bao cao, tuy nhién thin gean kho phat o6
thie 14a hom va xay ranhigu thang sau kha digw tn,

- Céae trubmg hop boai tir xwong 48 duge bio clo, dic biét & nh
bénh nhan nhiém HIV tidn trién hode sir dung phac 35 dicu tri phoi
h Eniiﬁwsbahﬁndiﬂmaunannﬁmnggumﬂtim&
E.Hun__ut:._m:u.__.._._____. corticosteroid, wong regu, e ché midén

dich nghsém trong, chi sb ciin ndng cao). Bénh nhdn clin thing bao
vir bihe 51 ndu c6 chc tridu chimg dau nhirc, daw khip, cimg khop
hodc glip khd khin trong viée di chuveén,

- Tenofovir disopromil fumarat chara dirge nghién cina & bénh nhén

trén 65 tudi, ngarin cao tudi thudmg od nguy oo cao bj suy thin, cin
thén trgng khi diéu irj

- Ché pham Egt_gamangwiﬁn.ﬁﬁhﬂnﬁm&

bénh nhin mic cic rid loan i truyén hiém dung nap
galactose, thifu hyt Lapp lactase hodc kém hip thu glucose -

galactose

SU DUNG CHO PHY NOTTMANG THAI VA CHO CON BO
Phy nir mang thai

K- ét qui tir ciic nghién cir trén 300 - 1000 phu nit mang thai s dung
temofovir disopronil fumarat cho thiy khing xuit hién dj tit hay 3§
tinh lén thas nhi hay tré so sinh. Nghidn e trén ddag vl cho thay
khing cd 33« tinh 1én sinh sin, Mibeproxil 300 mg o6 thé dwpe i
duig trong qué trinh mang thai néu can thidt. .

FPhy nircho con ba

Tenofovir disoproxil fumarat bad Hét deoe qua sirame. Khing cb di
théng tin vé nhimg téc ddng cika tenofovir disoproxil fumarat [én ré
s sinh, Viviy, khong nén sar dung Mibeproxil 300 mg & phi nir cho
com b, Tay mhaén, theo quy dinh -&Eﬂ. phy ot alidm HIV vaA HBY
khuyén céio khing nén cho con bi 3¢ trinh bj liy nhiém HIV va
HBV choré.

ANH HUGNG CUA THUOC DO VOLOONG VIEC

Chira ob nghitn ciu ndo vé tic ddng cia tenofovir disoproxil
fumarat bén khi ndng 14m vide Tuy nhin, béc si cin théng bio cho
bénh nhin v& nguy co chdng mit ca thé xiy ra khi didu i bing
tenofovir disoproxil fumarat, trong tredmg hop nay thin trong khi
liii xe, viin hinh miy méc, lam vide irén cao hode cie cdag vife cd
thé gy mguy hidm khic.

TUONG TAC CUA THUOC VO CAC THUGC KHAC VA
LOAI TUONG TAC KHAC

Dhyra theo cie nghida el am wire v con dedmg dao tha ciaa
eﬂﬂ.a,__—._._ﬂﬁ_ﬂnﬁﬁn fumarat, cac twomg tac thude lién quan dén
CYP430 '

Cidc phii kgp khing dupe kiiyén cdo:

- Mibeproxil 300 mg khang nén sir dung ding thin v cie thude khae

¢t chira tenofovir disoproxi] fumarat, tenofovir alafenamid wi
adefovar depavoxil

- Didamosin: Phii hop vii tenofovir lam ting ding ké gidin C_, va

AUC eia didanosin, gy tang ddc tinh (viém tyy, bénh thin kinh,
@i khi et thé gy vr vong). Phdi hop véi lidu 400 mg
didancsn/mpiy gy E_E._.u.m_ heomg 18 bdo CD4+ Gram lidu
didamosin xudng 250 my két hop win tenafovar ob thé dan dén thi
hai tromg didu tri nhidm virus HIV-1.

- e thude dpe doo thai gua thder: Phdi hisp tenofovir disoproxil

fumarat vin cie thude giy suy gidm chire ning thin hodc canh tranh
bdi tidt chi ddng & omg thin théng qua cac proten vin chuyén
hOAT 1, hOAT 3 hodc MRP 4 (cidofovir) e the lim ting ning 44
trong huyét thanh cia tenafovir va' hode cic thuic ding chung,

- Aminoglveosid, amphotenicin B, foscarned, ganciclovir,

P RUITRIA T, FEAT-LAE] PRI, LRI DIRD AR AU TRURART-L. 1 RaiE D48

dung tenofovir disoproxil fumarat ki dang hodc vira sir dung thudc
ity dic thén

- Tacrolumus: Co thé giy anh heimg dén chire ndng thin, cin theo dbi

chit chi khi sir dyung
{dc fwomg dc khde:

2 thin wim temofovir disoproxil fumanst

- Atazanavir: Atazanavir lam tang ning 83 tenofovir v o thé piy ra

cde tie dung khdng mong mudn cia tenofovir lién quan dén lidu
hegmg, bao pden rdi loan chise ndng thin, cin theo &% chiit chi chirc
néing than khi phéi hop. Tensdosir Laim gam ning &3 cia atazanavir
tromg huryét twomg,

- Lapinavie’ mionavir hode darunavie’ rifenavie. Tenofovir khdng

Lim thay din Em.—n__.._”r._..un._ﬂ.nm hwpe cika bopamavir/ 1___...-._!._..."_. hodic
daranasin’ mtonavir, ngange la mong 36 tenofovir ting kha phii hop.

- Emecavir: Khing ob neomg the 6 ¢ nphia vé m Him sdng ndo khi

pheia hop tenofowir va entecavir,

- Indmavir: Lam ting nng 48 tenofovir va gidm ndng 43 indinavir

tromg hiyet eong.

- Lamividin: Tenofovir lm giam nong 40 kamivadin trong huyét tuong.
- Thudc khdmg virus vidm pan sdy v

-

Phai hop ledipasvie' sofosbuvir vén atazanavir/ ritonavir (bhodc
darumavir’ ritonavir) v emiricitabin/ tenefovir disoproxil fumarat
Lam ting ndng 46 tenofovir trong huveét omg, oo the ting tic dung
khing mong mudn cia tenofovir disoproxil fumarat nhar rdd loan
chire ming thin. Vi vy, nén ihin trong v thardmg xuyén theo dd
chirc nding thijn,

Phdi hop ledipasvir/ sofosbuvir woi efavirens' emtricitabin/
tencfovir disoproxil fumarat lam ting ning & tenofovir trong
huyét tromg, cd the tang tac dung phy khi phéi hop v tenofovir
bao gdm rdi logn chire nang thin. Vi viv, nén thin trong vi thudmg
xuyeén theo dii chire ning thin,

Phdi hop sofosbuvir wai efavirenz’ emtricitabin/ tenofovir
disoproxil fumarat: Khdmg cim hidu chinh lidu.

= Emitricitabin, efavirenz, nelfinavir, saoguinavir methadon,

ribrvirin, rifampicin, facrolimus, hodc cdc hormon norgesimm
ethind extradiol: Khing o6 teong the c6 v nghia Mim sing khi phi
hop tenofovir vl cac thudc trén,

There dn: Lam tdng sinh kha dung cia tenofovir disoproxil fumarat.

TAC DUNG KHONG MONG MUON

- Niudm HIV-1: Khodng 173

Nividm HIV-1 vé vidm gan B: DA b bio cio vé cic bidn cd suy thin
vii bénh fng lrom gén, ké ci hai chimg Fanconi, thinh thodng c6 thé
dde dén bt ihwomg xwrong (mid vl tieomg hop oo gy xeomg), Ciin
theo dia chirc ning thiin & bénh nhin dang Mibeproxl 200 mg
Bénh dng luom gin thrimg co thé phuc hii hode cai thidn sau khi
ngimg thede, tay nhién 3 thanh thai creatinin gidm cd the khdag
?ﬂ?iﬁiiﬁiaﬂ&ﬂ&:ﬁ&.zﬂﬁi;
nhéin cd nguy co suy thin (c6 y&u td nguy co, bénh HIV tidn rién
hodic sir dung dong thin cac thade giy dic thén) ting nguy co khdng
phige hii hodn todn chire néng thin sw khi ngimg thude
bénh nhdn c6 thé o6 nhimg tie &dag
bde ki khi didu tri tenofovir disoproxil fumarat két hop vin cac
thudc khing retrovirus khic. Céc phan img niy thumg 1 nhimg
b cd tséu b tir mhe dén vira, trong & khodng 1% bénk nhin phai
ngimg thudc. Phii hop vin didanosm khéng duoc khuyén cio vi o
bam ting céc tie dung khdng m

mwe, e bidt L vidm gy,
nhifm acid lactic va 34 khi co thé

dén tir vong, Sir dung cic
thudc khdng retrovirus oo thé gily ting ciin, tng ndng 83 lipid huyé
v plucose huvit. Cée traimg hop hoai o xucomg ciing A8 duoe bdo
cho o nhimg bénh nhin s dung phic &ihg.i&a khang
refmpvinis

- Viém gam B: Khodng 174 sé bénh nhin gip phii céc tic dung khong

miong mutn oia thude, phin lén & mire 4 nhe, thrtmg gip nhat 1a
budm nin (5,4%). Cac & cdp tinh viém gan &3 dwoc bdo céo &
nhimg bénh nhiin dang hay ngimg diéu trj viém gan B.

. ﬁﬁﬁanimrv?muﬁman?&nnﬁﬂcﬂuﬁ.gn&nﬁm

qua trinh &iéu n bing lenofovir disoproxil fumarat vi duge phan
nhom theo tin suat rit thuimg gip (ADR = 1/10), thwimg gdp
(17100 = ADR < 1/10), it gap (171000 < ADR < 1/100), hiém gip
(1710000 < ADR < 1/1000) va rit hidm gip(ADR < 1/10000)

Chaivén e wi el g hy phosphat huyét (ris thaimg gap); ha

LT -_.._._u_...n_. AR gl b, TENIRCTED LR LR Rl § AT ﬂmﬁ_._ I P K. n_.-__”lum
miit {ral thuwimg gip); dau diu (theimg pip) Tiéu hda: tiéu chiy,
nén mira, budn nén {rit thuimg gap); daw bung, chirimg bung, dity
hoi (thrimg glpl, viém tuy (it gip). Cham: ting transaminase
(thutmg gap). gan nhiém mi, viém gan (hidm gap). Do v md diei
da; ban da (rat thuimg gap); phi mach (hém gip), o oo wi mé
i i tiw cor i, yéu cor (it ghip), mém xuomg (bidw hign bén irigu
chimg dau xieomg vi cd the din dén gy xuomg), biab co (hiém
gip). Then v tidr nigu: tang creatinin, bénk dng lron gin (bao gdm
hi chimg Fanconi) (it gp); suy thin clip, suy thin, hoai tir dng thén
cdip, viém thin (bao glm viém thin k&), & thio nhat cd ngudn ghc
thiin (hiém gip). Khdc: suy nharge (rit thidmg pp). Mét mod
{thurimg ip).

+ HIV-I: Két qué dinh gid tir ciic nghién cin sit dung tenofovir
disoproxil fumarat diéu ri HIV-1 & iré em cho thdy cic tic dyng
khdag mong musdn neong tr nhue & nguin lém, Gidm ti trong xeong
vil gidm tic 43 loc cdu thiin phuc hdi khi ngimg dity i ciing dwoe
bio cdo tromg cbc mghién cin,

+  Vidm gam B Kt qua dinh gui tir cic nghién cin sir dung tenofovir
disoproxil fumarat didu tri HBV & tré em cho thiy cic tic dung
khding mong mudn tweng by nbar & ngwi lim. Gidm o trong xuomg
ciing dwrgee bivo cho tromg cde nghida el

- O mbsc i rarrg kohbe:

v Ngurin cao tude Chum oo nghién cing voi mhém bénh nhdn trén 65 tudi

+ Bénh nhén suy thin: Do tenofovir disopronil fumarat co thé giy dic
thin, ciin theo ddi chirc ndng théin khi didu tri & nguii lén, Khing
khuyéen cao sir dung tenofosir disoproxil fumarat & tré em suy thiin,

- Thubc e the ghy & img do o6 t diepe méu ving tartrazin.

QUA LIEUVACACH XU Tr

Trifu chimg .

Cih it diit idu trém |m sdng vé vige sir dyng litu cao how ligu didu ir
(MK} mg tenofovir disoproxil fumarai). Trong chc nghién ciu sir
dung tenofovir disoproxil fumarat duwémg tiém finh mach lidy 167
mgkgngiy trong T mgiy vi lidu wdng 600 mphg: 28 nghy,
khéing phit hién thiy cic tic dung khéng mong !gh:._ cao hwm
chara duoc nghiln e,

Cheh wirtri
Trang truimg hop qua lidgn, bénh nhin nén duge theo dii cac diu
hidu dxc tinh cika thude va sir dung cic bidn phip didu tri midu chim
v dieu trj hd trgy méu cin thié, Tenofovir disoproxil fumarat cd |
loga b biing cich thim phin méu, the 48 thad irie tneng binh bing
thim phin méu 13 134 mlphin. Chua rd tenofovir disaproxil
fumarat c6 thé logi b bing phucmg phap thém phiin philc mac hay
khing.

LUUY
Khing ding thuiic qui lifu chi djnh.

Khing diing thulic qua han ding ghi trén has bi.
¥ 1a thm tay tréem.
Dpc ki herimg dAn sir dyng trwde khi dimg.

BAOQUAN
N khi, dardi 30°C. Trénh dnh sing.

HANDUNG
36 thng (ké tir gy sdn xust).

TIEU CHUAN
Tidw chudin co s

NGAY XEM XET SITA BOL, CAP NHAT LAI NOI DUNG
:qn_znnrzm_._.ue_zm:_r&n@ e

s

CONG TY TNHH LIEN DOANH
HASAN - DERMAPHARM
Lé B, Buimg s6 2, KCN Bdng An, Binh Duong, Viét Nam
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