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MINOVIR 300 mg
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MINOVIR 300 mg
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Tenofovir disoproxil fumarat 300 mg
Hép 01 vi x 07 vién nén bao phim
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MINOVIR 300 mg

CONG TY TNHH HASAN - DERMAPHARM
Budng s8 2, KCN Béng An, Binh Dudng, Viét Nam
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Thanh phén Composition
Tenofovir disoproxil fumarat ... 300mg Tenoftovir disoproxil fumarate ...
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Chi djnh, Chéing chi dinh, Liéu lugng, Céch Indications, Contraindications, Dosage and
dung, Tudng téc, Tac dyng khéng mong Administration, Interactions, Undesirable effects, 2

mudn, Thén trong va céc théong tin khéc: Precautions and other information: Read caretully the 6 1 ar
Xin doc huéng din s dung. enclosed leaflet, T NG G IAM BOC

Béo quén noi khd, dudi 30°C. Tranh dnh sédng Store ina dry, below 30°C. Protect from light. DSo

Tiguchudnco sd. Manufacturer's specification.
SBK - Reg. No. KEEP OUT OF REACH OF CHILDREN
DE XATAM TAY TRE EM READ CAREFULLY THE DIRECTIONS BEFORE USE !
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MINOVIR 300 At HASAN - DERMAPHARM CO., LTD.

Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam
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Théng tin thude danh cho cén bj y té

bgnh nhén tham phan, vi viy chi sir dung thudce khi led ich virgt hon
hannguy co. Khuyén céo khang nén ding thuéc & bénh nhén suy
than nang (Cl.. < 30 ml/phiit) va bénh nhan thim phin mau, néu bat
budc phai sir dung, cin diéu chinh thi gian ding thube va theo dai
chirc nang thén chiit ché.

- Nghién ciru & nhimg bénh nhén bi nhiém HIV, tenofovir disoproxil
fumarat lam ting nguy co giam mét d chat khoang xwong & héng
va ¢t sbng. Cén phéc db diéu tri thay thé & nhimg bénh nhén loang
xwong ¢ nguy cocao giy xuong.

- Khéng chéc chin vé nhimg dc tinh 1du dai cia tenofovir disoproxil
fumarat 1én xwong/ thiin va kha nang phuc hdi ciia céc doe tinh trén
thén khi sir dung & tré em. Vi vily, cin cin nhic nguy co v lgi ich
khi diéu tri va chon lyra phwrong phap theo dai phit hop, ké ca n__._v..mﬁ
dinh ngimg thudc va sir dung phuong phap diéu tri thay thé. Can
theo ddi chirc nang thin (d6 thanh thai creatinin, phosphat huyét
thanh) trude va trong qué trinh diéu trj twong t nhw & ngudi lén.
Néu phosphat huyét thanh < 3,0 :._mmn: (0,96 mmol/1), cin danh gia
lai chirc niing thin trong vong 1 tuan bao gbm glucose huyét, kali
huyét, glucose niéu. Khéng khuyén céo sir dung thudc & tré em suy
thin. Cén nhic diéu tri gian doan néu phat hién bét thudmg chire
nang thin hodic suy thin tién trién khong rd nguyén nhin. Céc
khuyén céo tranh phéi hop voi cac thudc giy dic thin twomg ty nhu
& ngudi 1ém, thude ciing ¢6 thé gay gidm mat dd xuong v ting nguy
co giy xuong, Néu phat hién bat thuomg vé xuong, cn théng bao
ngay cho bac si.

- Dir liéu an toén va hiéu qua vé viée sit dung tenofovir disoproxil
fumarat con han ché & bénh nhin ghép gan, bénh nhin nhiém HBV
kém gan mét bii, nhimg bénh nhén nay tAng nguy co gap phai cic tac

ung khong mong mudn nghiém trong trén gan va thin. Trong khi
%_? tri, céc dot bing phat trdm trong ctia bénh viém gan B man tinh
Oxiy ra kha phé bién va dic tnmg b ting ALT huyét thanh. ALT
C..Eu.& thanh ciing ¢6 thé tang khi diéu trj véi thube khang virus & mt
¢_p6 bénh nhan. O ngudi suy giam chirc nang gan con bi, ting ALT
Chuyét thanh thuimg khéng di kém véi tang bilirubin huyét thanh
Thoiic bénh gan mat bi. Bénh nhin xo gan ¢ nguy co cao din dén gan
~indit b va viém gan cfp, ein dwge theo dbi chit ché trong qué trinh
mﬂ? tri.. Trong mt s truomg hop, khi ngimg diéu trj viém gan B, ¢6
& xiy ra dot viém gan cép tinh dn dén tir vong, cin theo ddi chirc
Shang gan it nhét 6 thang sau khi ngimg diéu trj viem gan B. O nhimg
©Ménh nhin c6 bénh gan tién trién hojic xo gan, khang nén ngimg diéu
Slri vi c6 thé gdy viém gan cdp tinh din dén bénh gan mét ba. )

-PKhéng c6 dit liéu an toan vé viée sir dung thudc & bénh nhin dong

~—nhiém viém gan B va viém gan C hojic viém gan D.

- Do nguy co d& khang HIV, tenofovir disoproxil fumarat chi nén
diing phéi hop véi thude khang virus khac & bénh nhin ddng nhiém
HIV-1 v viém gan B. C6 thé tang nguy co bt thuomg chirc ning
gan & bénh nhén néu c6 rdi logn chirc ning gan tir trwde, bao gom
viém gan man tinh tién trién. Néu c6 bat thuimg chirc nang gan, cin
xem xét diéu tri gian doan hodic ngimg diéu tri.

- Phéi hop tenofovir disoproxil fumarat va ledipasvir/ sofosbuvir cd
thé gay ting ndng 9 tenofovir trong huyét twong, dic biét khi sir
dung trong phéc db diéu trj HIV c6 chira thudc lam gia tang duge
ddng hoc (ritonavir hodc cobicistat). An toan cia viéc phoi hop
tenofovir disoproxil fumarat va céc thudc trén chua duge chimg
minh. Cén nhic nguy co valgi ich khi phoi _“_am. tenofovir disoproxil
fumarat, ledipasvir/ sofosbuvir vd mdt thuoc khéc irc ché HIV
protease (atazanavir hodc darunavir), dic biét & bénh nhén roi loan
chire néng thén.

- Tangcin, ting lipid huyét va glucose huyét ¢6 thé xay ra khi diéu tri
véi tenofovir disoproxil fumarat, nhimg thay ddi nay mét phén co
thé lién quan dén 16i séng va qué trinh kiém soat bénh. M6i quan hé
nhén qua giira thude va céc tic dong nay vin chua drge xac dinh.

- Nhom thude nucleotid/ nucleosid tong hop c6 thé anh hwomg dén
chirc nding ty thé. Da ¢ céc bio céo vé ri loan chirc nang ty the & tré
so sinh am tinh HIV khi tiép xiic véi cac thude nucleotid/ nucleosid
tdng hop trong tir cung hodic sau khi sinh. Céc phan img ¢6 hai chinh
duge bao céo & tré wmo.mm_.: r6i loan huyét hoc (thiéu mdu, giam
bach ciu), rdi loan chuyén hoa (tang lactat huyét, ting lipase huyét),
cic tic dong nay thuomg thodng qua. Réi loan than kinh hiém khi
xdy ra (ting truong lye co, co gidt, hanh vi bit thuéng) va chira ré

céc tac ddng nay thodng qua hay kéo dai vinh vién, -
- Trong giai doan khéi dau sir dung phac d6 phdi hop cac thube khing
retrovirus, ¢ thé xdy ra cac phan img viém gy ra béi cac yéu td gay
bénh co hdi din dén cac bénh nghiém trong hodc 1am ning cac tridu -
chimg & bénh nhén nhiém HIV suy giam mién dich nang (vi du viém
ving mac do cytomegalovirus, nhiém mycobacteria, viém phéi do
Pneumocystis jirovecii). Thong thwomg, cac M—“._.__%,__ img nay xay ra
trong vong vai tudn hodc vai thang diu tién diéu tri. Céc tridu chimg
viém nén dugc danh gia va diéu trj khi cin thié Réi loan ty mién -
(bénh Graves) ciing duge béo céo, tuy nhién thoi gian khai phat co
thé 14u hon va xay ranhiéu thang sau khi diéu trj.
- Céc trudmg :c%._..__oE nr xqc_._w_&%cog.o cdo, dic bift & nhim, -
bénh nhan nhiém HIV tién trién hodc sir dung phac do diéu trj phoi
_EH céc thude khang retrovirus méc dii nguyén nhin bénh sinh c6 -
thé do nhiéu yéu té (dung corticosteroid, udng rirgu, trc ché mién
dich nghiém trong, chi sb cin nang cao). Bénh nhan cén théng bio -
voi bac si néu cé cac triéu chimg dau nhire, dau khdép, cimg khép -
hoic gip kho khin trong viée di chuyén. +
- Tenofovir disoproxil fumarat chura dugc nghién ciru & bénh nhan
trén 65 tudi, ngudi cao tudi thudmg 6 nguy co cao bj suy thin, cin
than trong khi diéu trj.
- Ché phim Minovir 300 mg cé chira lactose, khéng sir dung & bénh
nhin méc cic réi loan di truyén hiém gap vé dung nap galactose,
thiéu hut Lapp lactase hodic kém hip thu glucose - galactose. +

SU'DUNG CHO PHY NU'MANG THAI VA CHO CON BU

Phy nir mang thai
Két qua tir cic nghién ciru trén 300 - 1000 phy nir mang thai sir dung
tenofovir disoproxil fumarat cho thiy khéng xuét hién dj tit hay déc
tinh l€n thai nhi hay tré so sinh. Nghién ciru trén dong vét cho thiy
khéng co dije tinh 1én sinh sén. Minovir 300 mg c6 thé dugc sir nEbhl»\
trong qué trinh mang thai néu cén thiét. \\\

Phy nircho con bi

+

Tenofovir disoproxil fumarat bai tiét dige qua sirame. Khéng cé di
théng tin vé nhimg téc dong cia tenofovir disoproxil fumarat 1én tré
so sinh. Vi vy, khong nén sir dung Minovir 300 mg & phu nir cho
con bit. Tuy nhién, theo quy dinh ew_Eum. phynirnhiém HIV vaHBV
khuyén cdo khdng nén cho con bil dé tranh bi liy nhiém HIV va -
HBV chotré.

ANHHUGNG CUA THUOC DO1 VO1 CONG VIEC
Chua ¢6 nghién ciru ndo vé tic djng cia tenofovir disoproxil
fumarat 1&n kha nang 1am viéc. Tuy nhién, bac si cn théng bao cho
bénh nhin vé nguy co chéng mit co thé xay ra khi didu trj bing
tenofovir disoproxil fumarat, trong truémg hop nay thin trong khi
ldi xe, viin hanh may méc, lam vigce trén cao hodic cic cong viée co
thé giy nguy hiém khac.

TUONG TAC CUATHUOC VOI CACTHUOC KHACVACAC -

LOAITUONG TACKHAC
Dyra theo cdc nghién ciru in vitro va con diimg dao thai cua
tenofovir disoproxil fumarat, céc twong tac thude lién quan dén
CYP450 thép.

Cic phéi hgp khéng dwge khuyén cdo:

- Minovir 300 mg khdng nén sir dung ddng thér véi cac thude khéc co
chira tenofovir disoproxil fumarat, tenofovir alafenamid va
adefovir dipivoxil.

- Didanosin: Phéi hop véi tenofovir 1am ting dang ké giatr C, va
AUC ciia didanosin, gy tang djc tinh (viém tuy, bénh than kinh,
doi khi co thé giy tir vong). Phéi hop véi lidu 400 mg
didanosin/ngay gdy giam sb luong té bao CD4+ Giam liéu
didanosin xubng 250 mg két hop vén tenofovir ¢6 thé din dén thit
bai trong diéu trj nhiém virus HIV-1.

- Cadc thudc dwge dio thai qua thdn: Phéi hop tenofovir disoproxil -
fumarat véi cac thube gy suy giam chire ning thin hogc canh tranh
bai tiét chii déng & ong than thong qua cac protein van chuyén
hOAT 1, hOAT 3 hodic MRP 4 (cidofovir) co thé lam tang ndng dé
trong huyét thanh ciiatenofovir va/ hodc cac thude dimg chung.

- Aminoglycosid, amphotericin B, foscarnet, ganciclovir,
pentamidin, vancomycin, cidofovir hode interleukin-2: Tranh sir
dung tenofovir disoproxil fumarat khi dang hodc vira sir dung thude
gdy doc than,

Tacrolimus: Co thé gay anh hudng dén chirc nang thin, cin theo doi
chit ché khi sir dung dong thén v tenofovir disoproxil fumarat.
Cic twong tdc khdc:

Atazanavir: Atazanavir lam ting néng d tenofovir va c6 thé giy ra
cic tic dung khéng mong muon ciia tenofovir lién quan dén lidu
lugng, bao gém réi loan chirc nang thin, cén theo doi chat ché chirc
néing than khi phéi hop. Tenofovir lam giam ndng d6 ciia atazanavir
trong huyét trong.

Lopinavir/ ritonavir hodc darunavir! ritonavir: Tenofovir khéng
1am thay déi déng ké duge dong hoc cia lopinavir/ ritonavir hodc
darunavir/ ritonavir, nguge lai nong do tenofovir tang khi phdi hop.
Entecavir: Khéng c6 twong tic ¢o ¥ nghia vé mat 1am sang nao khi
phéi hop tenofovir va entecavir.

Indinavir: Lam tang ndng dj tenofovir va giam nm‘:m 4§ indinavir
trong huyet trong,

Lamivudin: Tenofovir lam giam ndng d6 lamivudin trong huyét rong.
Thube khdng virus viem gan siéuvi C:

Phéi hop ledipasvir/ sofosbuvir véi atazanavir/ ritonavir (hodc
darunavir/ ritonavir) va emtricitabin/ tenofovir disoproxil fumarat
1am tang nong d3 tenofovir trong huyét twong, c6 thé ting tac dung
khéng mong muédn ciia tenofovir disoproxil fumarat nhur rdi loan
chirc nang than. Vi viy, nén thin trong va thwémg xuyén theo doi
chirc néing thin.

Phoi hop ledipasvir/ sofosbuvir vai efavirenz/ emtricitabin/
tenofovir disoproxil fumarat lim ting nong dé tenofovir trong
huyét twong, c6 thé ting tac dung phy khi phdi hop véi tenofovir
bao gbm rédi loan chirc ning than. Vi viiy, nén thiin trong va thuémg
xuyén theo ddi chire ning thin.

Phéi hop sofosbuvir véi efavirenz/ emtricitabin/ tenofovir
disoproxil fumarat: Khéng cén higu chinh lidu.

Emiricitabin, efavirenz, nelfinavir, saquinavir, methadon,
ribavirin, rifampicin, tacrolimus, hodc cdc hormon norgestimat
ethinyl estradiol: Khong co tuong téc c6 ¥ nghia lim sang khi phdi
hop tenofovir véi cic thude trén,

Thirc din: Lam tang sinh kha dung ciia tenofovir disoproxil fumarat.

TAC DUNG KHONG MONG MUON

Nhiém HIV-1 va viém gan B: Di c6 bao céo vé cac bién cb suy thin
va bénh dng luom gin, ké ca hoi chimg Fanconi, thinh thodng 6 thé
déin dén bit thuémg xurong (mét vai treémg hop 6 gay xwrong). Cin
theo doi chirc nang thin & bénh nhén ding Minovir 300 mg. Bénh
ong hron gén thuémg c6 thé phuc héi hodc cdi thién sau khi ngimg
thudc, tuy nhién d thanh thai creatinin giam c6 thé khong dugc
phuc héi hoan toan __3:%-50_ s0 tnrimg hgp. Nhimg bénh nhin c6
nguy co suy thiin (c6 yéu té nguy co, bénh HIV tién trién hosc sir
mM_._m déng thoi cic thude giy doc thin) ting :.Wﬁ. co khéng phuc
hoi hoan toan chirc nang thin sau khi ngimg thuoe.

Nhiém HIV-1: Khoang 1/3 s6 bénh nhin ¢6 thé co nhimg téc dong
bit i khi diéu trj tenofovir disoproxil fumarat két hop véi cac
thude khang retrovirus khic. Cac phan {mg nay thuimg 1a nhimg
bién cb tiéu hoa tirnhe dén vira, trong d6 khoang 1% bénh nhan phai
ngimg thude. Phéi hop véi didanosin w:gm duge khuyén céo vi co
thé Jam téing céc tac dung khéng mong mudn, dic biét la viém tuy,
nhiém acid lactic va déi khi co thé dan dén tir vong. Sir dung céc
thude khang retrovirus ¢6 thé gdy téng cén, ting ndng d lipid huyét
va glucose huyét. Céc trudmg hop hoai tir xwong ciing d4 duge béo
cdo & nhimg bénh nhén sir dung phac &%.% hop thube khang
retrovirus,

- Viém gan B: Khoang 1/4 s6 bénh nhan gip phai cic tac dung khong

mong mudn cia thude, phin 1ém & mirc 4o nhe, thirdomg gap nhit 12
budn nén (5,4%). Céac dot cp tinh viém gan di dwge béo cdo &
nhimg bénh nhin dang hay ngimg diéu trj viém gan B.

Céc tac dung khong mong mubn di duge quan sét, bio céo trong
qua trinh diu trj bing tenofovir disoproxil fumarat va duge phan
nhém theo tén suat: rét thuémg gip (ADR > 1/10), thuémg gap
(1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10000 <ADR < 1/1000) va rat hiém gap (ADR < 1/10000),
Chuyén héa va dinh dwémg: ha phosphat huyet (rat thuong gip), ha
kali huyét (it gap); nhi&m acid lactic (hiém gip). Thdn kinh: chéng
mit (rat thuomg gép), dau diu (thwimg gap). Tiéu hda: tidu nw—m__w,
nén mira, budn nén (rat thuomg gip); dau bung, chudng bung, diy

hoi (thwémg gap); viém tuy (it gdp). Gan: ting transaminase
(thwémg gdp); gan nhiém md, viém gan (hiém gap). Da va mé dieci
da: ban da (rit thidmg gap); phit mach (hiém gap). Co xwomg vimo
lién két: tiéu co van, yéu co (it giip); mém xuong (biéu hién béi triéu
chimg dau xwong va cé thé din dén gay xwrong), bénh co (hiém
2ap). Thdn v tiét ni¢u: ting creatinin, bénh dng lwon gén (bao gbm
z.@.. chimg Fanconi) (it gap); suy thin cap, suy thin, hoai tir ng thin
cép, viém thin (bao gdm viém thin k&), déi thao nhat c6 ngudn gée
than (hiém gap). Khdc: suy nhuge (rét thutmg gap). Mét moi
(thwémg gép).

- Tréem:

HIV-1: Két qua danh gid tir cic nghién ciru sir dung tenofovir

disoproxil fumarat diéu trj HIV-1 & tré em cho thdy cac tic dung

khéng mong mubn twong tir nhir & ngurdi 16m. Giam ti trong xwong

v giam toc 4o loc cau thin phyc héi khi ngimg diéu trj ciing dwgce

béo c4o trong cac nghién ciru.

+

+ Viém gan B: Két qua danh gia tir cac nghién ciru sir dung tenofovir

disoproxil fumarat diéu trj HBV & tré em cho thiy cic tic dung
khéng mong mudn twong tyr nhu & ngudi 1ém. Giam ti trong xwong
ciing duge bdo cdo trong cdc nghién ciru.

- Cdcnhém ddi teemg khdc:
+ Ngudi cao tudi: Chura co nghién ciru véi nhém bénh nhén trén 65 tudi.
+ Bénh nhén suy thén: Do tenofovir disoproxil fumarat co thé gy déc

thin, cin theo dai chirc ning thin khi diéu trj & ngudi 16m. Khéng
khuyén céo sir dung tenofovir disoproxil fumarat & tré em suy thin.

- Thube c6 thé giy di img do c6 ti dugemau vang tartrazin.
QUA LIEU VA CACH XU Trf

Triéu chimg i
Co6 it dit liu trén 1im sang v& viéc sir dung liéu cao hom liéu didu trj
(300 mg tenofovir disoproxil fumarat). Trong cac nghién ciru sir
dung tenofovir disoproxil fumarat dwémg tiém tinh mach liéu 16,7
mg/kg/ngdy trong 7 ngay valiéu udng 600 mg/ngay trong 28 ngay,
khéng phat hi¢n thiy cc tac dung khng mong mudn, Liéu cao hon
chura duge nghién ciru.

Ciich xirtri

Trong trémg hop qua lidu, bénh nhin nén duge theo dbi céc diu

hiéu djc tinh ciia thudc va sir dung cic bién phap diéu trj tridu chim

va diéu trj hé tro néu can thiét, Tenofovir disoproxil fumarat c6 Em

logi bo béng cach thim phin mau, tbc o thai trir trung binh bing

thim phén mau la 134 ml/phit. Chwa rd tenofovir disoproxil

ﬁ:ﬁﬁn&_&m loai bé bing phwrong phap thiam phan phiic mac hay
g

LUUY

Khing diing thubc qui lidu chidjnh.

Khéng diing thude qué han ding ghi trén bao bi.
Dé xa tim tay tréem.

Doc k§ hudmg diin sir dung trrdre khi diing.

BAOQUAN

Noi khé, dudi 30°C. Tranh dnh sang.

HANDUNG

36 thang (ké tirngay san xudt).

TIEUCHUAN

Tiéu chuin co s,

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG
HUONG DAN SUDUNG THUOC

N T

(HASAN |

CONG TY TNHH HASAN - DERMAPHARM
Puimg s6 2, KCN _.u?ﬁ An, Binh Duong, Viét Nam
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