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Méau vi: Emtricitabine STADA 200 mg
Kich thudc: 82x145 mm
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Composition: | acl capsali: contalng
Emaricuabine ) - N
Enchptents 4.5 1 capsabe
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anal wibeer e stion:

Beail the bealle sich

Saoen it a well-chovod contines, i a dry phace
Do e st b 30°C

Maimi s spectication

KEEP OUT OF REACH OF CHILDREN

WEAD THE PACKAGE INSERT CAREFULLY
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30 capsules

Composition: Each capsule contains:
Emtriciabine ..
Cxcipients g.s...
Indications, Admini

and other precautions:

Resaad thae loaflet inside.

Store in a well-closed container, in a dry place.

o nol store above H°C.
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TUONG TAC THUOC
Than trong khi ding ddng thoi emtricitabin véi cac thubc khac duge dao
thai theo cor ché bai tiét chi ddng qua éng than vi sy canh tranh dao thai
c6 thé 1am tang ndng db trong huyét thanh ctia mét trong cac thubc nay.

Emtricitabine STADA 200 mg

THANH PHAN :
H.'::af vién nang chira: PHY NO* CO THAI VA CHO CON BU
EINUACHBI. .. i Phy nir c6 thai
T4 dugc V8 do...... Chua c6 nhirng nghién ciru ddy du va dw;;é kidm soat tét & phy nir c6 thai.
(Microcrystaliin cellulose, povidon K30, crospovidon, magnesi stearat) Chi dung emtricitabin trong thai ky khi that can thiét.
MO TA Phy ni cho con bu

Chua rd emtricitabin ¢c6 duwgc tiét vao stra me hay khong. Do kha néng lay
truyén HIV va cac phan (rng phy trm trong & tré bi me, ngudi me khong
nén cho con bl khi dang dung emtricitabin.

ANH HUO'NG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura 6 nghién ciru v& anh hwédng clia emtricitabin trén kha néng lai xe va
van hanh may moéc. Tuy nhién, bénh nhan cAn duoc biét vé kha nang gay
choang vang khi diéu tr véi emtricitabin.

TAC DUNG PHUY

~ Téc dyng phy thudng gap nhét khi sir dyng emtricitabin 14 dau dau, tiéu
chay va budn ndn; dbi mau da do tang séc t6 rét thuong gap & tré em va
thuwémg gip & ngudi Ion. Cac tac dung phy thudng gap khac gbm dau
bung, nén, kho tiéu, gidc mo bét thudng, suy nhuoe, hoa méat, mét ngd,
dau, dij (rng da, ngira, phat ban va mé day. Céc két qua thiec nghiém bét

Vién nang cirng sé 1, nép mau xanh dwong - than mau trdng du in ch
“STADA", chira bt thubc mau tring dén tréng nga.

DUQ'C LY'C HQC
Emtricitabin 1a mét chét tdng hep twong tw nucleosid cila cytosin cé hoat
tinh @&c hiéu aéi véi virus gy suy gidm mién dich & ngudi (HIV-1 va HIV-
2) va virus viém gan B. Emtricitabin duwgc phosphoryl héa béi enzym t&
bao thanh emtricitabin 5'-triphosphat, (rc ché canh tranh véi men sao chép
ngwoc HIV-1 din dén két thic chudi DNA. Emtricitabin 1a mdt thube e ché
yeu DéNA polymerase a, B, € & ddng vat co vii va DNA polymerase y & ty
lap thé.

DUQC BONG HOC
Emtricitabin dwgc h4p thu nhanh va nhidu qua dwong tiéu héa sau khi

uébng, ndng do dinh trong huyét twong dat dwge sau 1-2 gio. Sinh kha
dung da duoc bao cao cla thubc dang vién nang la 93%. Dwéi 4% thube
gén két voi protein huyét twong. Thei gian ban thai trong huyét twong
khodng 10 gi¢. Emtricitabin dwgc chuyén héa véi mire A6 gidi han, nhwng
thai trir phdn Ién & dang khéng ddi qua nuwéc tidu va mét lwgng it hon qua

thuéng lién quan dén viéc didu trj véi emtricitabin gbm téng bilirubin huyét,
tang men lipase huyét thanh v& men amylase & tuy, tdng men gan. Cling
c6 bao c4o vé gidm bach cu trung tinh va thiéu mau. Nhiém acid lactic,
thuéng kém theo chirng gan to va nhiém m& néing co lién quan dén viéc

didu trj vé&i cée thube (e ché sao chép ngwec nucleosid.
Héi chirng phuc hdi mi&n dich (mét dap (ng mi&n dich gay viém din dén
tinh trang suy sup 1am sang) da dwgc bao cao trong giai doan d4u cla diéu
tri voi lidu phap khang retrovirus két hop, bao gém emtricitabin, & bénh
nhan nhidm HIV bj suy gidam mién dich nang. Tich I0y va phan phdi lai m&
trong co' thé (loan dwing lipid) bao gdm béo ving bung,  dong m& &
phan c va leng (“gl trau™), tay chan gy mét I6p m&, mét gy xdp, phi dai
ngwe, hdi ching gid Cushing da dugc bao cao & bénh nhan dang dung
liéu phap khéng retrovirus, bao gdm ca emtricitabin. Céc bét thudmng v
chuyén héa nhu ting triglycen’d huyét, tang cholesterol huyét, d& khang
insulin, ting glucose huyét va tang lactat huyét ciing dwgc bao cdo. Céc
thuéc tre ché sao chép nguoc nucleosid ciing lién quan dén rdi loan chire
naing ty lap thé dwec biéu hién nhw hanh vi bat thwéng, thiéu mau, co giat,
tang lipase huyét, ting trwong lwc va gidm bach cau trung tinh. Tang
creatin phosphokinase, dau co, viém co va ly gidi co van hiém gap da
dwoc bao cao, dic biét khi cac thude twong ty nucleosid dwgc ding cung
véi cac thubc (rc ché HIV-protease. Hoai tlr xwong da dwoc béo cdo, dic
biét & bénh nhan nhiém HIV tién trién hodc & dung 1au dai liéu phap
khang retrovirus két hop.
QUA LIEU
— Chwa cé thudc gidi ddc cho emtricitabin. Khong c6 phan (ng phy tr
trong dwoc ghi nhan. Tac ddng cla lidu cao hon chua rd. Néu qua lidgu
ra, bénh nhan nén dwgc theo ddi cac dau hiéu ngd ddc, &p dung dié
nang d& théng thudng khi cén thiét.
— Didu trj bng thAm phan mau loai trlr khodng 30% liéu emiricitabin qua gy
doan thdm phan 3 gi&r dwoc bét dAu trong vong 1,5 gid dung emtricitabi

phan. Thubc dwoc loai trir mdt phan béng thdm phan mau.
CHI BINH B
Emtricitabin dwoc chi dinh két hop véi cac thube khang retrovirus khac
trong didu tri nhidm HIV-1,
LIEU LUQNG VA CACH DUNG
Cach ding
Emtricitabine STADA 200 mg dwoc ding bing duéng udng, khéng lién
quan dén bira &n.
Liéu lwgng
- Nguoi lon: li&u khuyén cao la 200 mg/lan/ngay.
— Tré em: ¢6 thé ding lidu 200 mg/iAn/ngay dbi véi tré can néng trén 33 kg
¢c6 kha nang udng tron médt vién nang.
Nén gidm liéu & bénh nhén suy than tdy vdo dd thanh thai creatinin (CC):
+ CC 2 50 ml/phit: nhw liéu khuyén céo (200 mg/1 1An/ngay).
+ CC tir 30 - 49 ml/phut: 200 mg méi 48 gidr.
+ CC tir 15 - 20 ml/phit: 200 mg mbi 72 gié:.
+ CC < 15 ml/iphiit: 200 mg méi 96 gid.
CHONG CHI BINH
Mé&n cam vé&i emtricitabin hodc bét ky thanh phan nao cla thube.
THAN TRQNG
| - Nén ngung viéc didu tri véi emtricitabin néu ndng @9 aminotransferase
] tang nhanh, gan to tién trién hay gan nhi#m m&, nhiém acid chuyén héa
hodc nhi@m acid lactic khéng rd nguyén nhan.

i B . . (tbc @6 Iwu lwong méu 400 ml/phdt, tdc @6 Iy Irgng chét tham phan 600 h0 s
| - Emtricitabin nén diing than trong & nhi*ng bénh nhan c6 chirng gan to hay : Mt i RNS)
o6 cAc y&u t nguy cor khéc d8i véi bénh gan. Bénh nhan nhidm ddng tho ey e e e e Bim phin ming bung: [NtV ]
viém gan B hodc C man tinh va dwoc diu trj véi lidu phap khéang retrovirus BAO QU. AN.
két hop co sy gia tang nguy co vé cac tac dung khéng mong muén nghiém ; : i
trong & gan va c6 kha ning gay tir vong; viéc didu tri nén ngirng tam thoi Trong bao bi kin, noi kho. Nhiét d6 khéng qué 30°C.
hodc ngirng han néu cé bang ching vé& sy trAm trong clia bénh gan. HAN DUNG
Khuyén céo tAt ca cac bénh nhan nén dwoc kiém tra xem cb bj nhidm viém 24 thang ké tir ngay san xuét. .
gan B hay khéng trudc khi bAt dAu didu tri va cac bénh nhin nhiérz ddng PONG GOI *y
théri HIV va viém gan B nén dugrc theo dbi trong vai thang ve cac dau hiéu Y
trAm trong clia viém gan sau khi nglrng didu trj véi emtricitabin. \élhl? ;éé‘zé:éﬂ ; pv} chai 13‘5 \ %
~ Nhiém tring co hdi: Bénh nhan dang diung emtricitabin hodc bét ky liéu ' e o s
phap khang retrovirus nao cé thé tiép tuc tién trién nhidm tring co héi va TIEU CHUAN AP DYNG: Tiéu chuén nha san xuét ; i | s

| cac bién chirng khac clia viéc nhi&m HIV, do @6 nén tiép tuc theo doi lam
| sang chat ché bdi bac si cb kinh nghiém trong didu trj cho bénh nhan bj
| cac bénh do nhi&m HIV.
Lay truyén HIV: Bénh nhan cén phai biét rdng cac liéu phap khéng
retrovirus, k& ca emtricitabin, khéng ngan nglra dugc nguy co lay truyén
HIV cho ngudi khdc thdng qua quan hé tinh duc hodc lay nhiém qua
dwdng mau. Nén tiép tuc sir dyng cac bién phdp phéng ngira thich hep.
Bénh nhan cng nén biét rng emtricitabin khéng chiva khéi nhiém HIV.
Ngudi cao tudi
Kinh nghiém diing thubc & nguéi gia 65 tudi trér 1én chwa dly du dé xac
dinh mirc 6 dap wng thube cb khac biét so véi ngudi tré tudi hay khéng,
- Suy thén T T
Emtricitabin chi yéu dwgce dao thai qua than,-dwgc dohg hoc cla thube
thay d6i & bénh nhan suy than. N&G chie.nang than syy'gidm, lidu ding
emfricitabin phai duec diéu chinh dwa trén 46 thanh‘ﬂﬁ‘ghgre inin,
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Dé xa tAm tay tré em W
Khéng ding thube qué thoi han st dung
Doc ky hwéng dan ste dung trude khi ding
Néu cén thém théng tin, xin hol y kién béc sT
Théng béo cho béc s nhimg téc dung khéng mong muén gip phai khi
st dyng thube
Ngay duyét ndi dung toa: 14/03/2013
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