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Other information:

KEEP OUT OF THE REACH OF CHILDREN - READ THE LEAFLET CAREFULLY BEFORE USE
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<. HUGNG DAN SU DUNG THUOC
Vién nang cing Efava

Thanh phan: Cho moi vién nang ciing:
e uTe R 0, SRS | U SOt N RO NS 200 mg.
Ta duge: Cellulose vi tinh the, povidon K30, crospovidon, magnesi stearat.....vira di 1 vién.

Quy cach dong goi: Hop 3 vi x 10 vién, kém theo huéng dan sir dung thuéc.

Duoce luc hoc

Emtricitabin 1a chét t6ng hop tuong tu nucleosid ciia cytidin, duoc phosphoryl hod bgi enzym
t€ bao thanh emtricitabin 5° — triphosphat. Emtricitabin 5° — triphosphat ¢6 tic dung c ché
canh tranh VvGi enzym phién ma ngugc cia HIV - 1, dan dén tc ch€ su nhan lén ctia HIV — 1
trong co the.

Duoc dong hoc

Emtricitabin duoc hap thu nhanh qua dudng uéng, néng do dinh trong huyét tuong dat duoc
sau I dén 2 gid. Sinh kha dung tuyét d6i cia emtricitabin khodng 93%. Uéng thuéc cling véi
bira an giau chat béo khong anh hudng dén AUC cla emtricitabin, vi vay thude cé thé uéng
cung hay khéng cung véi thic an.

Emtricitabin lién két v6i protein huyét tuong véi ty 1¢ nhé hon 4% va khong phu thuoc vao
nong do (khoang 0,02 - 200ug/ml). Emtricitabin phan b6 rong khip trong co thé, ca trong noi
bao va dich ngoai bao.

Emtricitabin dugc chuyén hod rat it. Sinh chuyén hod clia emtricitabin gém su oxy hod nhém
thiol (khoang 9% liéu ding) va két hop véi acid glucuronic thanh 2° — O — glucuronide
(khoang 4% liéu dung)

Emtricitabin dugc bai ti€t chu yéu qua thin (khoang 86%) va mot phan qua phan (14%). Thoi
gian ban thai ctia emtricitabin khoang 10 gio.

Chi dinh
Emtricitabin duogc chi dinh ph6i hop véi céc thudc khdng retrovirus khic dé diéu tri nhiém
Human immunodeficiency virus typ 1 (HIV - 1) & ngudi 16n va tré em.

Liéu dung — Cach dung: Theo huéng dan cia béc si.

Liéu khuyén dung:

Nguoi lon: 200 mg/lan/ngay.

Tré em trén 4 thdang tuéi va thanh thiéu nién dudi 18 tudi (cé can ndng it nhdt 33 kg va cé khd

ndng nudt vién nang cung): 200 mg/lan/ngay.

Tré em dudi 4 thang tuéi: Khong nén dung thuéc do thiéu cic dit liéu vé do an toan va hiéu
ua.

?ngdi cao tudi: Chua c6 dit liéu vé do6 an toan va hiéu qua & ngudi bénh 16n hon 65 tudi. Tuy

nhién khong cin thiét diéu chinh liéu trir khi chifc nang than suy giam.

Suy gidm chitc ndng than: Nén giam liéu & bénh nhan c6 do thanh thai creatinin nho hon 50

ml/phuit.

D6 thanh thai creatinin (ml/phiit)
30 - 49 15 -29 <1 ?
Liéu khuyén dung | 200 mg méi 48 gio | 200 mg mbi 72 gi¢ | 200 mg mbi 96 giv

Chéng chi dinh \ , ]
Qué mén v6i emtricitabin hoac bat ky thanh phan nao cta thudc.

Than trong o= _1g —
Khong nén uong Efava v6i mét thude khac c6 chira emtricitabin hodc lamivudin.
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Dieu tri v6i emtricitabin hoac mot thuée khang retrovirus khidc van c6 thé tiép tuc khoi phd!
cdc nhiém trung co hoi va cic bién ching khac ctia nhiém HIV. Vi vay can giam sat lam sang
chat che viéc diéu tri ¢ nhitng bénh nhéan nhiém HIV ¢6 cdc bénh mac kem.

Thudc khong chira khoi nhiém HIV va khong ngan chan duge cdc nguy co lay truyén HIV ma
chi tc ché sy phat trién clia ching.

Cén theo doi dédp tng diéu tri trén 1am sang va chic nang than khi bénh nhan diéu tri kéo dai
vOi emtricitabin.

C6 thé nhiém acid lactic kém theo nhiém m& gan. Nhiém acid lactic c6 ty 1é tir vong cao va cé
thé kém theo viém tuy, suy gan hoac suy than. Nén dimg diéu tri néu xudt hién cdc triéu ching
tang acid lactic mau va nhiém acid chuyén hoé hodc acid lactic, phi dai gan tién trién hoac
lugng aminotransferase tang nhanh.

Than trong khi ding thuée & cdc bénh nhan (dac biét phu nit béo phi) phi dai gan, viém gan
hodc ¢6 cdc yéu té nguy co mac bénh gan va nhiém md gan (gé6m mét s6 loai thudc va ruou).
Bénh nhéan nhiém déng thoi viém gan C va diéu tri véi alpha interferon, ribavirin cé thé dic
biét nguy hiém.

Bénh nhan truéc diéu tri ¢6 r6i loan chiic nang gan nhu viém gan man tinh hoat dong sé
thuong xuyén tang cdc chific nang gan bat thuong trong suét thoi gian diéu tri phéi hop cic
thuée khang retrovirus. Can dimg diéu tri hoac diéu tri gidn doan néu cé nhimg béng ching
cho thay bénh gan nang hon.

Bénh nhan nhiém dong thoi HIV va virus viém gan B (HBV) khi dimg diéu tri véi
emtricitabin, viém gan B c6é nguy co bung phét. Can kiém tra viém gan B truéc khi bt dau
diéu tri v6i cdc thudc khang retrovirus va giam sat chat ché chiic nang gan ca trén 1am sang va
cdc chi tiéu hod sinh & cdc bénh nhan nay trong nhiéu thiang sau khi dimg diéu tri véi
emtricitabin.

Phoi hop cic thude khang retrovirus & bénh nhan nhiém HIV c6 thé dan t6i r6i loan phan bo
m& (dac biét ngudi gia hoac s dung thudc trong thoi gian dai): Giam md dudi da & ngoai vi va
mat, tang lugng md & bung va ndi tang, phinh truéng nguc, tich lu§ md & lung bung.

Bénh nhan nhiém HIV c6 suy giam mién dich nang khi bat dau diéu tri ph6i hop cic thudc
khang retrovirus, c6 thé khéi phat céc phan tng viém khong dac hiéu hoac cdc nhiém tring co
hoi. Cin theo ddi va diéu tri khi can thiét.

Hoai tir xuong c6 thé xay ra & nhitng bénh nhan c6 cc yéu t6 nguy co, bénh HIV tién trién,
hoac diéu tri kéo dai véi cac thuée khang retrovirus phéi hop. Nén héi y kién béc si néu thay
dau nhiic khép, ciing khép hoac khé van dong.

Sit dung cho phu nit cé thai va cho con bu:

Phu nit cé thai: M6t s6 nghién ciu trén phu nir mang thai cho thdy emtricitabin khong gay di
tat hay gay doc déi vdi bao thai. Nghién cttu trén dong vat ciing khong phat hién doc tinh trén
kha nang sinh san. C6 thé can nhéc viéc sir dung emtricitabin trong thdi ky mang thai khi cin
thiét.

Phy nit dang cho con bu: Emtr1c1tab1n dugc bai tiét qua sita me. Hién chua c6 thong tin vé anh
hudng ctia emtricitabin trén tré so sinh. Vi vay khong nén ding emtricitabin trong su6t thoi ky
cho con bu. e

Vé nguyén tic, phu nit nhiém HIV ciing khéng nén cho con bi dé tranh lay nhiém tir me sang
con.

Tdc déng cua thuoc khi ldi xe va van hanh may méc:

Chua c6 nghién cifu vé tac déng ctia thudc 1én kha nang 14i xe hoac van hanh may méc. Tuy
nhién cin luu ¥ chéng mat c6 thé xay ra trong sudt thdi gian diéu tri v6i emtricitabin.

Tdc dung khong mong muon

Thuong gap nhdt (ADR > 1/10):

Than kinh trung wong: Nhifc dau.

Tiéu hod: Buén non, tiéu chay.

Co - xuong va mo6 lién két: Tang creatine kinase.
Thuong gdp (1/100< ADR < 1/10):

Mau va hé bach huyét: Giam bach ciu trung tinh.
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Chuyén hoa va dinh dudng: Tang triglycerid m4u, tang dudng mau, nhiém acid lactic thuong
kem theo nhiem m& gan.
Tam than: Mat ngu.
Than kinh trung vong: Chéng mat.
Tiéu hod: Non, dau bung, kho tiéu, tang amylase tuyén tuy, tang lypase huyét thanh.
Gan: Tang bilirubin mau, tang AST va/hoac tang ALT.
Da va m6 duéi da: Phan ng di Gmg, may day, ban da, ban mun mu, ban dat san, ngia, déi
mau da (tang sac t6 da).
Ro1 loan toan than: Suy nhuoc, dau.
It gap (1/1000 < ADR < 1/100):
Maiu va hé bach huyét: Thi€u mau.
Thong bdo cho bac si cac tdc dung khong mong muon gdp phdi khi su dung thudéc.

Tuwong tdac thuéc

Khong ¢6 tuong tic ¢é v nghia lam sang khi st dung déng thoi emtricitabin véi indinavir,
zidovudin, stavudin, famciclovir hoac tenofovir disoproxil fumarat.

Phoi hop emtricitabin véi céc thuée duge bai tiét & dang con hoat tinh qua 6ng than c6 thé lam
tang nong do trong huyét tuong cta emtricitabin hoac thudc sir dung dong thoi do xay ra canh
tranh bai tiét.

Hién chua c6 thong bao 1am sang ve su phoi hop cac chat twong tu cytidin. Khuyén khéng nén
phoi hop emtricitabin vGi lamivudin hoac zalcitabin cho diéu tri nhiém HIV.

Qud liéu va xu tri:

Hién chua c6 cac thong tin vé qua liu emtricitabin.

Néu qua liéu, can theo doi cic dau hiéu doc tinh va diéu tri ho trg néu can thiét. Khoang 30%
emtricitabin c6 thé dugc loai bo bgi tham tich mau.

Bdo quan: Noi kho, duéi 30°C.
Han diing: 36 thang ké tir ngay san xuat.

Thuoce nay chi sir dung theo don cia bac si
Poc k¥ huéng déan sir dung trude khi dung.
Néu can thém thong tin, xin hoi y kién cta bac si.
Khong ding khi thuéc da hét han sir dung, vién thuoc bi vo, bién mau...

Sdn xudt tai: Cong ty c6 phan Dugc phdm Trung wong 1- Pharbaco
Thanh Xuén - S6c¢ Son - Ha Noi - Viét Nam
DT: (04)-35814688 - (04)-35814689. Fax: 84-4-35812044
Phan phéi béi: Cong ty TNHH Dugc pham Hién Vi
S6 25B - Ngo 123 - Ph6 Trung Kinh — Cau Gidy — Ha No1.
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