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[COMPOSmON] Each Film-coated tablet contains:
Emtricitabi 200mg
Tenofovir disoproxil fumarate------------------ 300mg
[DESCRIPTION] Light blue, oblong film-coated tablets,
engraved with "KUP" on one side and plain on the other side.
[INDICATIONS] Treatment of HIV-1. Combination with other
antiretroviral agents (such as non- nucleosnde reverse

iptase inhibitors or p ) for of
HIV-1infection in aduhs over 18years of age.
Pre pr (PrEP): Combination with safer sex

pracuces for pre-exposure prophylaxis to reduce the risk of
sexually acquired HIV-1infection in adults over 18 years of age.
[DOSAGE & ADMINISTRATION, CONTRAINDICAHONS
ADVERSE EFFECTS] Refer prescribing inf

[SPECIFICATION] International Pharmacopoeia 4 ™.
[STORAGE] In tight container, at temperature below 30°C.
[PACKAGE] 10Fim-coated Tabs/ Blisterx 3 Biisters/ A-foil bag/ Bax.

For full prescribing information,
please see enclosed leaflet.
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[THANH PHAN] M3i vién nén bao phim chifa: én qudc t&
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Tenofovir disoproxil fumarat------------- 300mg [DONG GOI] 10 Vién nén bao phim/Vix 3 VI/ Tt nhom/ Hop.

IMO TA]Vién nén bao phim hinh thuon dai, mau xanh
duong nhat, mot mat c6 khdc "KUP*, mat kia tron.

[CHI BINH] Pigu trj nhigm HIV-1: Két t hop véi céc thudc
khéng retrovirus khac (nhu chét (c ché enzym phién ma
nguge khong nucleosid hodc mdt chat ic chS protease) d&
diéu trj nhiém HIV-1 & ngudi Ion trén 18 tui.

Dy phong trude phai nhiém: K&t hgp véi céc hoat dong tinh dyc
an toan hon dé dyf phong truc phai nhiém (PrEP) nham lam giam
nguy co nhidm HIV-1 & ngudi lon trén 18 tudi co nguy cd cao.
[LIEU LUGNG & CACH DUNG, CHONG CHi DINH,

TAC DYNG PHY] Xin doc ky huéng dan st dyng.

Va cdc thdng tin khdc,
xin xem td huéng dén'sit dyng bén trong h{p.
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TO HUONG DAN SU DUNG THUOC

Thudc nay chi dwge dung theo suw ké don ciia thay thuéc.
EMTRITENO Vién nén bao phim

Emtricitabin 200 mg, Tenofovir disoproxil fumarat 300 mg

THANH PHAN

Moi vién nén bao phim chita:
Emtricitabin.........ccooviviiiiiionieeeecee 200 mg
Tenofovir disoproxil fumarat.............c..coeveeieeicveiiicen. 300 mg

Ta dwoc: Croscarmellose natri, Lactose monohydrat, Cellulose vi tinh thé, Tinh bot tién hod hoa,
Magnesi stearat, Opadry II Light blue.

MO TA

Vién nén bao phim hinh thuén dai, mau xanh duong nhat, mét mit ¢6 khic “KUP”, mat kia tron.
DUQC LUC HQC

Co ché tic dung va hiéu luc dwoc luc hoc: Emtricitabin 1a mot df‘mg déng nucleosid cuta cytidin.
Trong co thé, tenofovir disoproxil fumarat dugc chuyén thanh tenofovir, mot dong ding nucleosid
monophosphat (nucleotid) cua adenosin monophosphat. Ca emtricitabin va tenofovir déu c6 hoat
tinh ddc hidu d6i vdi virus gay suy giam mién dich & nguoi (HIV-1 va HIV-2) va virus viém gan
B. Emtricitabin va tenofovir dugc phosphoryl héa bdi cac enzym trong té bao dé tao thanh
emtricitabin triphosphat va tenofovir diphosphat, twong tmg. Cac nghién ctu in vitro chi ra ring
ca emtricitabin va tenofovir déu c6 thé bi phosphoryl héa hoan toan trong té bao khi ding két hop
v6i nhau. Emtricitabin triphosphat va tenofovir diphosphat (rc ché canh tranh men sao chép nguoc
HIV-1, lam két thic chudi ADN.

Ca emtricitabin triphosphat va tenofovir diphosphat déu 1a chat wc ché yéu déi véi ADN
polymerase ctia dong vat c6 vii va khong c6 ddu hidu doc tinh ddi véi ty thé ca in vitro va in vivo.
Hoat tinh khdng virus in vitro: Trong cac nghién ciru két hop danh gid hoat dong khang virus in
vitro clia tenofovir va emtricitabin, tac dung khéng virus hiép ddng da duoc ghi nhan. Pi thdy c6
hiéu luc cong hodc hiép dong trong cic nghién ciru phdi hop thudc véi cic thude wc ché
protenofovir disoproxil fumaratase va véi cac thude (rc ché men sao chép nguoc HIV nucleosid
va non-nucleosid. \l/ﬁ

Khdng thuée: Tinh khang thudc di duge quan sat thé;\'n vitro va trén mot sé bénh nhan nhiém
HIV-1 do ¢6 sy xuét hién dot bién M184V/I véi emtricitabin va K65R véi tenofovir. Khong xéc
dinh dugc nguyén nhan nao khac gay khang emtricitabin va tenofovir. Cac virus khang
emtricitabin c6 mang dot bién M184V/I ciing dé khéng chéo véi lamivudin, nhung van duy tri do
nhay cam véi didanosin, stavudin, tenofovir, zalcitabin va zidovudin. Dot bién K65R cling co thé
duoc chon loc vai abacavir, didanosin hodc zalcitabin va lam giam nhay cam vdi cac thude nhu
lamivudin, emtricitabin va tenofovir. Tranh dung tenofovir disoproxil fumarat cho nhitng bénh
nhéan nhim chung HIV-1 ¢6 mang dot bién K65R.

Nhitng bénh nhan bi nhim HIV-1 ¢6 ba dot bién hodc nhiéu hon lién quan dén céc dong ding
thymidin (TAMs) bao gém dot bién hodc M41L hodc L210W trén men sao chép nguoc thé hién
giam nhay cam vdi tenofovir disoproxil fumarat.
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DUQC PONG HQC
Hdp thu
Tuong duong sinh hoc ctia vién nén két hop liéu ¢ dinh emtricitabin va tenofovir disoproxil
fumarat so véi mot vién nang cimg emtricitabin 200 mg va mdt vién bao phim tenofovir
disoproxil fumarat 300 mg di dugc xac 1ap sau khi cho ngudi tinh nguyén khoe manh ding liéu
duy nht lic d6i. Sau khi udng, thudc dugc hdp thu nhanh chong va tenofovir disoproxil fumarat
duoc chuyén thanh tenofovir. N6ng d6 emtricitabin va tenofovir tbi da dat duoc trong huyét thanh
tir 0,5 dén 3 gio sau khi udng trong tinh trang d6i. Udng thudc ciing véi thirc an lam cham thoi
gian dat nong do dinh cta tenofovir khoang 45 phut va lam ting AUC va Cpay cla tenofovir
tuong mg khoang 35% va 15%, khi ding kém vdi bira an nhe hodc nhiéu béo so véi udng thude
lac déi.
Phén b6
Sau khi truyén tinh mach, thé tich phan b ctia emtricitabin va tenofovir tuong tng 1a khoang 1,4
I/kg va 800 ml/kg. Sau khi ung, emtricitabin va tenofovir dugc phén bd rong rai trén khép co thé.
In vitro, ty 1& emtricitabin gin két véi protein huyét tuong ngudi < 4% va doc 1ap véi ndng do
trong khoang 0,02 dén 200 pg/ml.
Chuyén héa
Céc bién ddi sinh hoc cua emtricitabin bao gdm qué trinh oxy héa nhém thiol thanh dong phan
lap thé 3’-sulphoxid (khoang 9% liéu) va lién két v&i glucuronid acid dé tao thanh 2’-O-
glucoronid (khoang 4% liéu). Khong cé chit chuyén héa khac dugc nhan dang. Céc nghién ctu
déu khang dinh emtricitabin va tenofovir déu khong chuyén héa qua CYP450 & ngudi. Pong thoi
emtricitabin cling khong tc ché uridin-5’-diphosphoglucuronyl trasferase, 1a enzym ctia qua trinh
glucuronid héa.
Thai trie
Emtricitabin duoc thai trir chil yéu qua than, 86% trog nudc tiéu, qua phan (khoang 14%). Do
thanh thai ctia emtricitabin trung binh 1a 307 ml/phut, thoi gian béan thai khoang 10 gio.
Tenofovir dugc thai trir chu yéu qua than bang ca con dudng loc & cdu than va qua hé thong
chuyén chu dong & 6ng than. Khoang 70-80% lidu truyén tinh mach dugc bai tiét qua nudc tidu
dudi dang khong doi. Thoi gian bén thai cua tenofovir khoang 12-18 gio.
Tudi téc, gidi tinh va ching toc
Duoc dong hoc cua emtricitabin va tenofovir la nhu nhau & ca nam va nit va khong phat hién
dugc su khac biét niao vé duge dong hoc do ching tdoc. N6i chung, duge dong hoc cua
emtricitabin & tré so sinh, tré nho va thiéu nién (4 thang téi 18 tudi) tuong duong véi & ngudi 16n.
Céc nghién ciru vé duoc dong hoc cua tenofovir chua dugce thuc Jién trén tré em dudi 18 tudi va
ngudi gia trén 65 tudi.
Suy than
Chua duge nghién clru trén bénh nhan suy thdn nhung ngudi ta khuyén rang nén diéu chinh
khoang céch giira cac liéu va gidm sét chit ché chic nang than ¢ nhing bénh nhén c6 d6 thanh
thai creatinin tir 30-49 ml/phit. Ché phdm khong thich hop S}ZI dung & nhitng bénh nhan c6 do
thanh thai creatinin < 30 ml/phtt hodc nhiing bénh nhan can tham tach mau.
Suy gan
Chua duoc nghién ctru nhung hau nhu khong can diéu chinh liéu & bénh nhan suy gan.
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CHI PINH

Diéu tri nhiém HIV-1

Emtriteno duoc chi dinh két hop véi cac thude khang retrovirus khac (nhu céc chét e ché enzym

phién ma ngugc khong nucleosid hodc mét chat tic ché protease) dé diéu tri nhidm HIV-1 & nguoi

16m trén 18 tudi.

Théng tin luu ¥ vé sir dung Emtriteno dé diéu tri nhidm HIV-1:

- Khong nén dung Emtriteno nhu mot thanh phan ctia phéac db diéu tri 3 thudc nucleosid.

- Emtriteno 1a thudc két hop lidu ¢ dinh emtricitabin va tenofovir disoproxil fumarat. Vi thé,
khong nén phdi hop Emtriteno véi cac thude chira tenofovir disoproxil fumarat, emtricitabin
hay lamivudin.

- O cic bénh nhan da timg diéu tri, viée st dung Emtriteno phai duoc huéng dén bng céc xét
nghiém va tién sur dung thudc.

Du phong trieée phoi nhiém

- Emtriteno dugc chi dinh két hop véi céc hoat dong tinh duc an toan hon dé du phong trudc
phoi nhiém (PrEP) nhiam lam giam nguy co nhiém HIV-1 & ngudi 16n trén 18 tudi cd nguy co
cao.

LIEU LUQNG VA CACH DUNG
Nén bat dau dung thudc theo chi dinh ctia bac si c¢6 kinh nghiém trong diéu tri nhiém HIV.
Liéu lrgng:
Ngueoi I6m trén 18 tuoi: Liéu khuyén céo 1 1 vién, udng ngay 1 lan. Khi can phai ngimg diéu tri
mot trong hai thanh phan cua vién két hop, hodc khi can didu chinh lidu, nén str dung ché phdm c6”
chira riéng timng timg thanh phan.
Tre em va vi thanh nién:
Tinh an toan va hi¢u qua cta vién két hop liéu ¢ dinh chua dugc khing dinh ¢ bénh nhan dudi
18 tudi. Do d6 khong nén ding vién két hop cho tré em va thiéu nién.
Ngueoi gia:
Khong c6 du dir liéu dua ra dé khuyén cdo vé lidu dung cho bénh nhan trén 65 tudi. Tuy nhién
khong can thiét phai didu chinh lidu khuyén cdo cho ngudi gia trir khi c6 bing ching vé tinh trang
suy than.
Suy than:
Cac thong sé hép thu c6 thé tang dang ké khi thudc dugc dung cho cic bénh nhan suy thin vira
dén nghiém trong do emtricitabin va tenofovir disoproxil fumarat dugc loai bo chu yéu qua su bai
tiét & than.
O céc bénh nhén bi suy than nhe (d6 thanh thai creatinin Wl/phm): Khong can diéu chinh
lidu.
O tAt ca cac bénh nhan bi suy than vira phai (46 thanh thai creatinin 30-49 ml/phut): Can diéu
chinh khoang céch giira cac liéu thanh 1 vién nén mdi 48 gid.
Céc chi dan vé diéu chinh khoang céch gitra cac liéu cho nhém nay duge dua vao mé hinh cta dir
liéu dugc dong hoc don lidu & nhimg déi tuong khong bi nhiém HIV véi cac mic do suy thin
khac nhau. Chua c6 dit liéu vé tinh an toan va hiéu qua & nhitng bénh nhin c¢6 do thanh thai
creatinin tir 30-49 ml/phit duoc diéu tri sir dung su diéu chinh khoang cach gitra liéu nay. Do dé,
dap ung lam sang véi viéc diéu tri va chirc nang than nén dugc gidm sat chit ché ¢ nhitng bénh
nhan nay.
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