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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.

Manufactured by

KOREA UNITED PHARM.INT'L JS€
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S8 CZJ Tenofovir disoproxil fumarat 300mg .. Young Sam
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[THANH PHAN] M3i vién nén bao phim chifa: én qudc t&
\ En':tric.:.‘..,:.. B Ig(‘)ocml:]a {;:\E(;j :&ualu%rgggcbg:) ?)lqkmc; n‘:net do duti 30°C.
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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Nhan tdi nhom vién nén bao phim EMTRITENO
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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.coceeveveeviireeereeeeeene, 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 déng 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 gia 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. \/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 g6m 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

16n 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 Iom trén 18 tuéi: Lidu khuyén cdo 1a 1 vién, udng ngay 1 1an. Khi can phai ngimg diéu trj
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.
Nguoi gia:
Khong ¢6 du dir liéu dua ra dé khuyén céo vé liéu ding 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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Khong nén ding vién két hop cho bénh nhén suy than rét ning (c6 do thanh thai creatinin < 30
ml/phut) va & nhimg bénh nhan phai tham tich méu vi khong thé giam liéu vién két hop cho ph
hop véi yéu cau diéu tri.

Suy gan:

Duogc dong hoc cua vién két hop ciing nhu cta emtricitabin chua dugc nghién ctru & bénh nhan
suy gan. Dugc df@ng hoc cua :[enofovir (‘iisoproxil fumarat da dugc nghién ctru & bénh nhéan suy
gan va khong thay can phai dieu chinh liéu cho nhitng bénh nhén nay.

Cach dung:

Thube duoe ding dudng udng. Nén udng Emtriteno ciing véi thire an.

Néu bénl} nhan qu’én uépg Emtriteno trong vong 12 gid, nén udng ngay 1 liéu cang sém cang tot,
sau do tiep tuc che df lieu binh thudng. Néu quén sau 12 giv va gan licu ké tiép, bénh nhan khong
dugc udng lieu da quén va ti€p tuc ché do liéu binh thuong.

Néu bénh nhan bi nén trong vong 1 gi(‘) sau khi u‘(“')ng Emtriteno thi udng lai vién khac. Néu nén
sau 1 gio uong Emtriteno thi khong can uong lai lieu khac.

Néu bénh nhéq khé nudt, c6 thé phén tan vién két hop trong khoang 100 ml nude, nudc cam, hoac
nude nho va udng ngay sau khi pha.

CHONG CHI PINH

Qué4 min véi emtricitabin, tenofovir disoproxil fumarat hodc bat ctr thanh phan nao cta thudc.

CANH BAO VA THAN TRONG
Tong qudt
Sie ldy truyén HIV: Mic du tc ché virus hidu qua cta liéu phap khang retrovirus da duoc chimg
minh 1am giam dang ké nguy co lay truyén qua dudng tinh duc, nhung khong thé loai trlr nguy co
con sot lai. Can ap dung céc bién phap phong tranh dé ngin ngira 1y nhiém theo céc huéng dan
qudc gia.
Bénh nhén nhiém HIV-1 cé mang dpt bién
Nén tranh ding Emtriteno cho bénh nhan nhiém HIV-1 c¢6 mang dot bién K65R da diéu trj voi
thudc khang retrovirus trudc do.
Chién lwgc tong thé phong chong nhiém HIV-1
Khong phai luc nao Emtriteno ciing ¢6 hiéu qua trong viéc phong ngura sy nhiém HIV-1. Sau khi
udng thudc, thoi gian bit diu duge bao vé van chua dugc biét.
Chi nén dugce st dung Emtriteno dé du phong trude phoi nhiém nhu mot phén ctia chién lugc
tdng thé phong chéng nhiém HIV-1, bao gdm viéc stir dung cac bién phap dy phong HIV-1 khac
(nhu sir dung bao cao su phu hop va chinh xac, kién thic vé HIV-J, dinh ky kiém tra cdc bénh
khéc 14y truyén qua dudng tinh duc). V
Nguy co khdang thuéc véi nhiém HIV-1 khéng dwoc phat hién:
Chi nén str dung Emtriteno dé lam giam nguy co nhiém HIV-1 & nhitng ngudi duoc xac nhan 1a
HIV am tinh. Nén tai khing dinh HIV am tinh bing cac thir nghiém két hop khang nguyén/ khang
thé trong khoang thoi gian thuong xuyén (it nhét mdi 3 thang) trong khi dung Emtriteno dé du
phong trude phoi nhiém.
Trong diéu tri HIV-1, mot minh Emtriteno khong tao thanh mdt phac dd diéu tri hoan chinh va
cac HIV-1 dot bién khang thude di xudt hién & nhimg ngudi nhiém HIV-1 khong dugc phat hién
dang chi diéu tri bing Emtriteno.

Trang 4/13

J o= 23 OO \on

)
R

1/



“https:#nhathuochgocanh.com/

Néu nghi ngd céc triéu chimg 1am sang lién quan dén nhiém virus cdp tinh va nghi ngo bi phoi
nhiém HIV-1 gin diy (< 1 thang), nén hodn dung Emtriteno it nhit mot thang va cin x4c nhén lai
tinh trang HIV-1 trude khi bat ddu stz dung Emtriteno cho du phong trude phoi nhiém.

Tam quan trong cua viéc tuan thu:

Céc cé nhan khong bi nhiém HIV-1 nén dugc tu van d tuan thi nghiém ngit liéu dung Emtriteno
duogc khuyén cdo. Hiéu qua cia thudc trong viéc lam gidm nguy co nhiém HIV-1 ¢6 lién quan
chit ch€ véi su tuan tha vi da dugce ching minh béng nf‘mg d6 thude do duogc trong mau.

Bénh nhan bi nhiém virus viém gan B hoic C

Khi diéu tri bang liéu phap khang retrovirus, nhimg bénh nhan nhidm HIV-1 bi viém gan B hoic
C man tinh ¢6 nguy co cao gip phai cac tic dung khong mong mudn nghiém trong & gan va c6
thé gay tir vong.

Tinh an toan va hiéu qua cua Emtriteno trong viéc du phong truée phoi nhiém HIV ¢ bénh nhan
nhiém HBV hogc HCV chua dugc xéc dinh.

Tenofovir (disoproxil fumarat) duogc chi dinh trong diéu trj viém gan B va céc nghién ctru duge
dong hoc cho thay emtricitabin c6 tic dong chéng lai HBV nhung tinh an toan va hiéu qua cta
Emtriteno van chua dugc xéc lap ¢ nhitng bénh nhan nhiém HBV man tinh.

Ngung liéu phap Emtriteno & nhimg bénh nhén bi nhiém HBV c¢6 thé lién quan dén céc trudong
hop viém gan cip ning. Bénh nhan nhiém HBV cin dugc theo doi chit ché vé 1am sang va xét
nghiém trong it nhat vai thang sau khi ngimg str dung Emtriteno. Néu thich hop, nén dam bao
viéc tiép tuc diéu tri lai viém gan B. o} nhitng bénh nhan bi xo gan hodc bénh gan tién trién,
khong nén ngimg diéu tri vi sau dot diéu tri, bénh viém gan tram trong c6 thé dan dén suy gan.
Bénh gan

Tinh an toan va hiéu qua cua vién két hop lidu ¢ dinh emtricitabin va tenofovir disoproxil
fumarat chua dugc xac dinh ¢ nhitng bénh nhan cé rdi loan ndng ¢ gan. Dugc dong hoc cua
tenofovir di duoc nghién ciru & nhimg bénh nhén bi suy gan va khong can diéu chinh liéu.

Dugc dong hoc cua emtricitabin chua dugc nghién clru & nhitng bénh nhan bi suy gan. Duya trén
viéc emtricitabin chi chuyén héa phan nho & gan va duong thai trir chu yéu la qua than, dudng
nhu khong can phai diéu chinh liéu Emtriteno cho nhing bénh nhén suy gan.

Nhitng bénh nhén c¢6 réi loan chic nang gan tir trudc bao gdm ca viém gan man tinh thé hoat
dong c6 tan suat bi cac bat thuong chiic ning gan cao hon. O nhimg bénh nhan nay, néu nhimng
triéu chimg trén gan x4u di, can phai xem xét ngit quing hodc ngung diéu tri.

Anh hwong lén thin va xwong ¢ nguwoi lon

Anh heomg lén thdn

Emtricitabin va tenofovir chii yéu duoc thai trir qua than thong qua sy két hop gitra loc cau than
va bai tiét chu dong qua dng than. Suy than, ting creatinin, giam phosphat huyét va bénh 6ng than
gan (bao gdm hoi chimg Fanconi) da dugc béo céo khi sur dung Q@Z)vir disoproxil fumarat.

Theo doi chirc nang thgn

Trude khi bt dau dung Emtriteno dé diéu tri nhiém HIV-1 hoic du phong trude khi phoi nhiém,
khuyén c4o nén tinh toan do thanh thai creatinin & tat ca cac c4 nhan.

O nhitng bénh nhan khong cé cac yéu t6 nguy co cla bénh than, khuyén cio nén theo ddi chirc
nang than (d¢ thanh thai creatinin va phosphat huyét thanh) sau 2 - 4 tuan str dung, sau 3 thang st
dung va sau mdi 3 - 6 thang.

O nhimg ngudi ¢6 nguy co bi bénh than can phai theo ddi chiic ning than thudng xuyén hon.
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Quan Iy bénh thén & bénh nhan nhiém HIV-1

Néu phosphat huyét thanh <1,5 mg/dl (0,48 mmol/l) hogic d¢ thanh thai creatinin giam xudng < 50
ml/phut & bat ky bénh nhan nao ding Emtriteno, nén dénh gi lai chirc ning than trong vong 1
tudn, bao gdm ca do nong do glucose huyét, kali huyét va glucose nude tiéu. Ciing nén can nhic
ngimg diéu tri v6i nhimg bénh nhan c¢6 do thanh thai creatinin giam xudng < 50 ml/phut hoic
phosphat huyét thanh giam xudng < 1,0 mg/dl (0,32 mmol/l). Xem xét viéc ngung diéu tri bing
Emtriteno trong truong hop suy gidm chirc ndng than khong xac dinh dugc nguyén nhan.

Tinh an toan trén than ctia Emtriteno trén nhimg bénh nhan nhiém HIV-1 bi suy giam chiic ning
than (d6 thanh thai creatinin < 80 ml/phut) chi duoc nghién ciru & mirc d6 gi6i han. Can diéu
chinh khoang céch lidu & bénh nhan nhidm HIV-1 c6 d6 thanh thai creatinin tir 30 - 49 ml/phut.
Céc dir liéu nghién ctru 1am sang con han ché cho thay viéc kéo dai khoang cach liéu 1a khong tdi
uu va c6 thé gay tang doc tinh cling nhu dap tmg khong day du. Hon nita, trong mot nghién ctru
lam sang nho, mot nhém bénh nhan ¢6 do thanh thai creatinin tir 50 - 60 ml/phit udng tenofovir
disoproxil fumarat két hop véi emtricitabin mdi 24 gid c6 ty 1é phoi nhiém cao gip 2 - 4 lan so
véi tenofovir va chirc ndng than tré nén xdu di. Vi vay, can danh gia rui ro - loi ich can than khi
st dung Emtriteno ¢ bénh nhan cé d¢ thanh thai creatinin < 60 ml/phut va nén theo déi chét ché
chirc ning than. Ngoai ra, can theo ddi chat ché cac dép ung 1am sang véi didu tri & bénh nhan
kéo dai khoang cach liéu dung Emtriteno. Khong dung Emtriteno cho bénh nhan suy than ning
(40 thanh thai creatinin <30 ml/phit) hodc nhimg bénh nhan can phai thdm tich mau, vi khong
thé giam liéu vién két hgp cho phi hop véi diéu tri.

Quan 1y bénh than trong trieong hop dw phong trueée phoi nhiém

Emtriteno chua dugc nghién ciru & nhimg ngudi khong nhiém HIV-1 ¢6 do thanh thai creatinin <
60 ml/phut va do d6 khong nén str dung trong quan thé nay. Néu phosphat huyét thanh <1,5 mg/dl
(0,48 mmol/1) hodc do thanh thai creatinin giam xudng < 60 ml/phiit & bat ky bénh nhan nao ding
Emtriteno dé du phong trudc phoi nhiém, nén dénh gia lai chirc ning than trong vong 1 tuan, bao
gdm ca do nong do glucose huyét, kali huyét va glucose nude tiéu. Ciing nén can nhic ngimg diéu
tri véi nhitng bénh nhan c6 d¢ thanh thai creatinin giam xudng < 60 ml/phit hodc phosphat huyét
thanh giam xudng < 1,0 mg/dl (0,32 mmol/l). Xem xét viéc ngung diéu tri bang Emtriteno trong
truong hop suy giam chirc nang than khong xac dinh dugc nguyén nhén.

Anh heomg lén xweong & nguoi lém

Céc bat thuong ve xuong (it khi gay gay xuorng) c6 thé lién quan dén bénh dng than gan. Nén
tham vén bac sT néu c6 nghi ngd cac bat thuong vé xuong.

O bénh nhdn nhiém HIV-1 M

Trong mdt nghién ctru lam sang co6 ddi chimg kéo dai 144 tuan so sanh tenofovir disoproxil
fumarat vdi stavudin trong céng thirc két hop cung lamivudin va efevirenz trén cac bénh nhin
dung thudc khang retrovirus lan dau, cho thay c6 su giam mat d§ xuong (BMD) o xuong hong va
cot song trong ca 2 nhom diéu tri. O tudn 144, sy gidm mat do xuong & cot sdng va bién ddi cac
chi s6 sinh hoc & xuong so véi luc bat dau nghién ctru & nhém diéu tri bang tenofovir disoproxil
fumarat 16n hon dang ké so véi nhém con lai. Sy giam mat do xuong ¢ hong ¢ nhém nay ciing
16n hon déng k& cho téi tudn thir 96. Tuy nhién, sau 144 tudn diéu tri, khong c¢6 ting nguy co giy
xuong hodc du hiéu 1am sang vé bét thuong xwong.

Trong céc nghlen ctru khac (tién ciru va cét ngang), mat do xuong g giam rd rét nhat & nhung bénh
nhan diéu tri bang tenofovir dlsoproxﬂ fumarat nhu mot phdn ctia phac do chia chit e ché
protease dugc tang cuong. Cac phac d6 diéu tri thay thé can duge xem xét cho nhimg bénh nhan
lodng xuong c6 nguy co gdy Xxuong cao.
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Trwong hop duw phong trieée phoi nhiém

Trong cac nghién ctru 1m sang clia nhitng nguoi khong nhiém HIV-1, quan sat thiy su giam mat
do xuong nhe.

Cén ning va cdc thong sé chuyén héa

Su gia ting vé can ning va ndng do glucose va lipid huyét c6 thé xay ra trong liéu phép khang
retrovirus. Nhimg thay doi nay c6 thé lién quan dén viéc kiém soat bénh va 16i sbng. Trong mot
s truong hop c¢6 bang chimg vé viée anh hudng cua tri liéu ddi vai lipid, khong c6 bang chimg rd
rang vé su lién quan giir didu tri va ting can. Do d6 viéc theo ddi glucose va lipid huyét tham
khdo dugc thuc hién dé thiét 14p su huéng dan diéu trj HIV. Céc rdi loan lipid can dugc theo ddi
pht hop vé mit 1am sang.

Hpi chieng phuc hoi mién dich

o) nhimg bénh nhan nhiém HIV bi suy giam mién dich nidng vao thoi diém tri lidu khang
retrovirus két hop (CART), phan (mg viém d6i véi nhimg mim bénh khong c6 triéu chimg hodc
nhitng mam bénh co hoi con lai ¢6 thé nay sinh va giy nhimg tinh trang 1am sang nguy hiém,
hodc 1am trim trong thém triéu chimg bénh. Nhimng phan mg dic trung nhu thé d3 dugc quan sat
thdy trong vong vai tudn hodc vai thang dau cua tri liéu khang retrovirus két hop. Céac vi du lién
quan la viém vong mac virus cu bdo, nhiém tring toan than vd/hodc su nhiém tring do
mycobacterium, va viém phdi do Preumocystis jirovecii. Bat ky triéu chimg viém nao ciing nén
dugc danh gia va diéu tri khi can thiét. Céc rdi loan tu mién (nhu bénh Grave) cling da duoc ghi
nhan xuat hién & truong hop phuc hdi mién dich, tuy nhién thoi gian ghi nhan dén lic khoi bénh
thi thay d6i nhiéu hon va cac dau hién nay c6 thé xuét hién vai thang sau khi bat dau diéu tri.
Nhiém triing co hji

Nhitng bénh nhan dang diéu trj bing Emtriteno hoic bang bat ki thudc khang retrovirus nao khéac
van ¢ thé mic nhiém tring co hdi va cac bién ching khic ctia nhiém HIV. Vi vdy nhiing bénh
nhan nay phai dugc theo doi 1am sang chat ché bdi cac bac si ¢ kinh nghiém trong diéu tri bénh
nhan bi bénh c¢6 lién quan té1 HIV.

Hoai tir xwong

Mic du khoa nghién ciru nguyén nhan bénh da xem xét dén nhidu yéu t6 (ké ca viéc dung
corticosteroid, udng ruou, trc ché mién dich nang, chi s6 khéi co thé cap), cac truong hop hoai tir
xuong da dugc ghi nhéan dic biét & nhimg bénh nhan bi bénh HIV trugc d6 va/hodc tri li€u khang
retrovirus két hop thoi gian dai (CART). Nén khuyén bénh nhan ¥ip thdy thudc néu ho bi dau va
nhtrc khép, cing khép hodc khé khan trong viée di chuyén.

Liéu phdp két hop 3 nucleosid

Di ¢ bao c4o vé ti 1 thit bai cao trong diéu tri khang virus va xuét hién ching khang thude vao

giai doan sém khi tenofovir disoproxil fumarat dugc két hop véi lamivudin va abacavir cling nhu

v6i lamivudin va didanosin trong phéc dd ngay mét 1an. Lamivudin va emtricitabin c6 cAu trac rat

giéng nhau va 2 chat nay ciing c6 su gidng nhau vé dugc dong hoc va dugc luc hoc. Do do, ¢6 thé

xudt hién nhimg vadn dé gidng nhau khi dung Emtriteno dong thoi véi mot thubc tuong tu

nucleosid thir ba.

Nguwoi gia

Vién két hop chua duoc nghién clru & nhimg ngudi trén 65 tudi. Cac ¢4 nhan trén 65 tudi c6 nhicu

kha nang bi suy giam chirc nang than, do do can than trong khi dung thude cho ngudi cao tudi.
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Ta duwpc

Emtriteno c6 chura lactose mononydrat. Do d6, bénh nhan ¢6 céc van & di truyén hiém gdp nhu
khong dung nap galactose, thiéu hut lactase men Lapp-lactase, hodc rdi loan hép thu glucose-
galactose khong nén dung thude nay.

TAC DUNG KHONG MONG MUON

Céc tac dung khéng mong mudn di duoc bao cdo cho emtricitabin va/hodc tefonovir khi dung két
hop véi cac thudc khang retrovirus khac. Cac tac dung khong mong mudn thuong gip nhit &
bénh nhan bi nhiém HIV-1 trong mt nghién clru lam sang cua efavirenz, emtricitabin va
tenofovir bao gém tiéu chay, budn nén, mét moi, nhic dau, chéng mat, trim cam, mat ngu, giéc
mo bét thuong, va phat ban.

Tan s duogc dinh nghia nhu sau: rat thuong gap (>1/10), thuong gip (>1/100 dén <1/10), it gap
(>1/1.000 dén <1/100), hiém gap (>1/10.000 dén <1/1.000).

Réi loan vé chuyén héa

Rét thuong gép: Tang cholesterol (1én dén 22%).

Thuong gip: Ha phospho mau, tang triglycerid, glucose huyét thanh thay ddi, giam can, ting
dudng huyét, ting phosphatase kiém.

Réi loan ¢ gan mqt

Tang AST (1,25 dén duéi 2,5 1an gi6i han trén ctia muc binh thudng [1,25 dén dudi 2,5 x ULN]:
1én dén 14%, 16n hon 2,6 x ULN: 1én dén 5%), ALT (1,25 dén duéi 2,5 x ULN : lén d&n 14%, 16n
hon 2,6 x ULN: 1én dén 7%), va bilirubin (1én hon 2,5 x ULN: Ién dén 3%) d4 duoc bao céo.
Tang AST (> 180 don vi/L) va ALT (> 215 don vi/L) da dugc bdo cdo & 3% va 2% nam gidi,
tuong ung. Tang AST (> 170 don vi/L) va ALT (> 170 don vi/L) da dugc bdo cdo tuong img la
3% va 2% o nit gidi.

Tram trong hon, bénh viém gan d3 dugc bao cdo & nhiig bénh nhin viém gan B sau khi ngung
thudc nay va c6 lién quan véi suy gan va gan mat bu & mot sé bénh nhan dugc diéu tri bang
emtricitabin.

Toan lactic va gan nhiém md nang (bao gém ca truong hop tir vong) di dugc bao céo véi viée sir
dung céc chét tuong tu nucleosid.

R4t thuong gap: Tang AST (Ién dén 14%), tang ALT (Ién dén 14%)

Thuong gép: Tang bilirubin.

Réi loan vé huyét hoc M
Giam bach cdu trung tinh (1000-1300/mm’: lén dén 13%, it b 750/mm’: 1én dén 5%) va
hemoglobin (8,5-10 mg/dL: 4%, it hon 9,4 mg/dL: 1én dén 2%) da dugc bdo céo.
R4t thuomng gip: Giam bach cau trung tinh (1én dén 13%).
Thuong gap: Giam hemoglobin.
Réi loan vé hé hap
Rét thudong gip: Viém hong (Ién dén 13%).
Thuong gap: Viém xoang, nhiém trung dudng hd hap trén, viém miii hong
R6i logn vé duong tiéu héa
Tang amylase huyét thanh (> 175 don vi/L: 1én dén 8%), amylase tuy (> 2 x ULN: 1én dén 3%),
va lipase huyét thanh (> 2 x ULN: lén dén 3%) da duoc bao cdo.
Thuong gap: Tiéu chay, budn non, ting amylase huyét thanh, dau bung, ting amylase tuy, ting
lipase huyet thanh, nén mura.
Trang 8/13
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R6i loan vé tam than

Thuong gip: Tram cam, mat ngu, gidc mo bat thuong, lo ling.

Roi logn vé hé than kinh

Thuong gip: Chéng mat, nhirc dau.

Réi loan vé da liéu

thuc‘mg gap: Su phétﬂban (bao g@)m Phét ban, phat ban dat san, phat ban da bong vy, ndi mén
tong quat, phat ban diém vang, ndi man ngura, phat ban mun nudce).

Réi logn vé co xwwong khdp

Tang creatin kinase (nam: > 990 don vi/L; nir: > 845 don vi/L) dd dugc bdo céo trong 1én dén 9%
bénh nhan.

Tiéu co van, loing xuong, yéu co thé, va bénh co c6 thé xay ra nhu 1a két qua cua tubulopathy
than gan.

Thuong gép: Téang creatin kinase, gdy xuong, Pau co, dau khép, dau lung.

Hiém gdp: Giam mat do xuong.

R6i loan vé thdn

Tang creatinin (1,1-1,3 x ULN: 1én dén 2%, > 1,4 x ULN: it hon 1%) da dugc bao cao.

Tiéu co yén, loang xuong, ha kali m‘éu, yéu co, bénh co, va giam phosphat huyét c6 thé xay ra
nhu la két qua cua tubulopathy than gan.

Suy than, suy than cép,, hoi chL’mg’Fanconi, tubulopathy than gan, ting creatinin, nephrogenic dai
thdo nhat, va hoai tr ong than cap ciing di dugc bdo cdo trong qud trinh luu hanh thudc voi
tenofovir.

Thudng gdp: Tang creatinin.

Céc réi loan vé niéu-sinh duc

Thuong gip: Protein niéu, viém niéu dao, nhiém tring duong tiét niéu, tiéu mau, loét bd phén
sinh duc, mun céc anogenital.

it gip: Protein niéu, glucose niéu.

Réi logn 6 hé mién dich

Thuong gdp: Phan Umg di img.

Théng bdo cho bdc si nhitng tic dung khong mong muon gap phai khi s dung thubc.

TUONG TAC THUOC V

Dugc dong hoc ¢ trang thai on dinh cua emtricitabin va tendfovir khong bi anh hudng khi
emtricitabin va tenofovir disoproxil fumarat dugc ding két hop véi nhau so véi khi dung riéng
timg thudc.

Cac nghién ciu tuong tac duge dong hoc trén 1am sang va in vitro da cho thdy kha nang tuong tac
thudc qua trung gian CYP450 clia emtricitabin va tenofovir véi cac thudc khac 13 thap.

Cdc twong tdc lién quan dén emtricitabin:

In vitro, emtricitabin khong tc ché su chuyén héa qua bat kv dong dang CYP450 nao sau day &
ngudi: 1A2, 2A6, 2B6, 2C19, 2D6 va 3A4. Emtricitabin khong (rc ché enzym cla quéa trinh
glucoronid héa. Khong cé tuong tac dang ké nao vé 1am sang khi emtricitabin dugc dung clng
luc véi indinavir, zidovidin, stavudin hoac famciclovir.

Emtricitabin dugc dao thai chu yéu bfmg cach loc & cau than va bai tiét chu dong qua éng than.
Ngoai trir famciclovir va tefonovir, hiéu lyc cta viéc dung két hop emtricitabin vdi céc thude
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duoc bai tiét qua than, hodc cac thudc duoc biét 1a c6 anh hudng téi chuc nang than, con chua
duge danh gid. Viée ding két hop nay c6 thé din t6i ting ndng do cua ca emtricitabin va thube
két hop do su canh tranh duong thai trir.

Khong c6 kinh nghiém 1am sang vé viéc dung két hop emtricitabin véi cac ddng déng cua cac
chét tuong ty cytidin. Do d6, khong nén két hop Emtriteno v6i lamivudin hogc zalcitabin dé diéu
tri nhiém HIV.

Cdc twong tdc lién quan dén tenofovir:

Tuong tac dugc dong hoc véi didanosin: Dung dong thoi véi tenofovir disoproxil fumarat ¢ thé
lam tang nong do trong huyét tuong va doc tinh cua didanosin do lam tang Cpay va AUC. Co ché
clia sy twong tac chua duge x4c dinh nhung c¢6 thé lién quan dén su trc ché canh tranh cua bai tiét
chi ddng qua con dudng van chuyén anion hitu co 1 & ngudi (hOAT1) & cac 6ng than. Do d6
Emtriteno va véi didanosin khong nén sir dung dong thoi.

Tranh st dung tenofovir khi dang dung hodc méi ngimg dung cac thudc gy doc than (cac
aminoglycosid, amphotericin B, foscarnet, ganciclovir, pentamidin, vancomycin, cidofovir hoic
interleukin-2). Néu bat budc phai két hop, nén kiém tra chirc ning than hang tuan.

Dung dong thoi tenofovir disoproxil fumarat véi adefovir dipivoxil: AUC va Cmax cua adefovir
dipivoxil giam tuong Umg 1a 11% va 7%, cia tenofovir giam tuong tng 1a 2% va 1%. Do do
Emtriteno va adefovir dipovoxil khong nén str dung dong thoi.

Khi tenofovir disoproxil fumarat dung phéi hop v6i1 lamivudin: AUC va Cpyx clia lamivudin giam
tuong ung la 3% va 24%; cua tenofovir AUC giam 4% va Cpyx ting 102%. Do d6 Emtriteno va
lamivudin khong nén sir dung dong thoi.

Khi tenofovir disoproxil fumarat 300 mg mdi ngay duoc dung phdi hop véi atanazavir 300 mg
mdi ngay/ ritonavir 100 mg mdi ngay: AUC, Cpax va Cpin cua atanazavir giam tuong Umg 1a 25%,
28% va 26%; cua tenofovir tang tuong tmg 1a 37%, 34% va 29%. Khong can diéu chinh liéu. Tuy
nhién ndng do cua tenofovir tang c6 kha ning lam tang céc tac dung khong mong mudn cua
tenofovir bao gém rdi loan chire nang than. Do dé nén can than theo ddi chirc ndng than.

Khi tenofovir disoproxil fumarat 300 mg mdi ngay dugc dung phdi hop véi darunavir 300 mg
mdi ngay/ ritonavir 100 mg mdi ngay: AUC, Cpi, clia tenofovir ting twong (mg 1a 22% va 37%.
Khoéng can diéu chinh liu. Tuy nhién nong do cua tenofovir ting c6 kha ning lam ting cac tac
dung khong mong mudn ctia tenofovir bao gom rdi loan chitc ning than. Do d6 nén can than theo

doi chirc ndng than.

Khi tenofovir disoproxil fumarat 300 mg mdi ngay duoc dﬁng((%;éi/hqp véi lopinavir 400 mg hai
1an mdi ngay/ ritonavir 100 mg hai 1an mdi ngay: AUC, Cpi, ciaVtenofovir ting twong tmg 1a 32%
va 51%. Khong can diéu chinh liéu. Tuy nhién ndng d6 cua tenofovir ting ¢6 kha ning lam tang
cac tac dung khong mong mudn cta tenofovir bao gdm rdi loan chirc ning than. Do d6 nén can
than theo doi chirc nang than.

Viéc phdi hop tenofovir véi methadon, ribavirin, efavirenz, thudc chong thai ghép tacrolimus
hodc cac thudc tranh thai norgestimat/ethinyl oestradiol khong gay ra bat ky tuong tac duge dong
hoc nao.

Cdc twong tdc lién quan dén emtricitabin va tenofovir:

Céc thudc khang viém khong steroid (NSAID): DA ghi nhan mdt vai trudng hop suy thin cép sau
khi ding lidu cao hoc da lidu cac NSAID & bénh nhan nhiém HIV-1 diéu tri bing tenofovir
disoproxil fumarat va co yéu t6 nguy co rdi loan chiic nang than. Néu phai ding phdi hop
Emtriteno vdi mot NSAID, nén kiém tra chirc ndng than mot cach déy du.
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Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) dugc ding phdi hop
v6i ledipasvir/ sofosbuvir (90 mg/ 400 mg mdi ngdy) va atazanavir/ ritonavir (300 mg mdi ngay/
100 mg mdi ngay): Tang nong do trong huyét twong cua tenofovir do ding phéi hop tenofovir
disoproxil fumarat, ledipasvir/ sofosbuvir va atazanavir/ ritonavir c6 thé lam tang cac tac dung
khéng mong mudn ctia tenofovir disoproxil fumarat bao gdm rdi loan chirc ning than. Tinh an
toan cuia tenofovir disoproxil fumarat khi ding dong thoi véi ledipasvir/ sofosbuvir va thude lam
tang duogc dong hoc (nhu ritonavir hodc cobicistat) chua duoc thiét 1ap. Néu khong co lidu phép
diéu trj khac thay thé, phdi hop nay nén duoc sir dung mét cach than trong va thudng xuyén kiém
tra chirc nang than.

Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) dugc dung phdi hop
v6i ledipasvir/ sofosbuvir (90 mg/ 400 mg mdi ngay) va darunavir/ ritonavir (800 mg mdi ngay/
100 mg mdi ngay): Tang ndng do trong huyét tuong cua tenofovir do dfmg phdi hop tenofovir
disoproxil fumarat ledipasvir/ sofosbuvir va darunavir/ ntonav1r ¢6 thé lam tang cac tac dung
khong mong mudn cia tenofovir disoproxil fumarat bao gdm rdi loan chirc ning than. Tinh an
toan ctia tenofovir disoproxil fumarat khi ding dong thoi véi led1pasv1r/ sofosbuvir va thudc lam
tang duoc dong hoc (nhu ritonavir hodc cobicistat) chua duoc thiét 1ap. Néu khong co liéu phap
diéu tri khac thay thé, phdi hop nay nén duoc sir dung mot cach than trong va thudng xuyén kiém
tra chirc nang than.

Khi efavirenz/ emtricitabin/ tenofovir disoproxil fumarat (600 mg/ 200 mg/ 300 mg mdi ngay)
duoc ding phdi hop vdi ledipasvir/ sofosbuvir (90 mg/ 400 mg mdi ngay): Khoéng can diéu chinh
liéu. Tuy nhién ndng do cua tenofovir ting c6 kha ning lam ting céc tac dung khong mong muén
cua tenofovir bao gém ri loan chirc nang than. Do d6 nén can than theo ddi chirc nang than.

Khi emtricitabin/ rilpivirin/ tenofovir disoproxil fumarat (200 mg/ 60 mg/ 300 mg mdi ngay) dugc
ding phdi hop véi ledipasvir/ sofosbuvir (90 mg/ 400 mg mdi ngay): Khong can diéu chinh lidu.
Tuy nhién ndng do cta tenofovir ting cé kha ning lam ting céc tic dung khong mong mudn cia
tenofovir bao gém rbi loan chirc nang than. Do d6 nén can than theo ddi chirc ning than.

Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) dugc ding phdi hop
v6i ledipasvir/ sofosbuvir (90 mg/ 400 mg mdi ngay) va dolutegravir (50 mg mdi ngay): Khong
can diéu chinh liéu. Tuy nhién ndng do cua tenofovir ting c6 kha ning lam tang cac tac dung
khong mong mudn cta tenofovir bao gém rdi loan chirce nang than. Do, 46 nén can than theo doi
churc ndng than.
Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg moi ngay) dugc dung phdi hop
v6i sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngay) va atazanavir/ ritonavir (300 mg mdi
ngay/ 100 mg mdi ngdy): Tang nong do trong huyét tuong cua tenofovir do dung phdi hop
tenofovir disoproxil fumarat, sofosbuvir/ velpatasvir va atazanavir/ ritonavir co thé lam tang cac
tac dung khéng mong mudn cua tenofovir disoproxil fumarat bao gdm rdi loan chirc nang than.
Tinh an toan cua tenofovir disoproxil fumarat khi ding dong thoi véi sofosbuvir/ velpatasvir va
thuée 1am tang duoc dong hoc (nhu ritonavir hodc cobicistat) chua duge thiét 1ap. Phdi hop nay
nén duoc sir dung mét cach than trong va thuong xuyén kiém tra chirc nang than.

Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) dugc dung phdi hop
v6i sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngdy) va darunavir/ ritonavir (800 mg mdi ngay/
100 mg mdi ngay): Tang nong do trong huyét twong cta tenofovir do dung phdi hop tenofovir
disoproxil fumarat, sofosbuvir/ velpatasvir va darunavir/ ritonavir c6 thé lam ting cac tac dung
khong mong mudn cta tenofovir disoproxil fumarat bao gdm rdi loan chirc ning than. Tinh an
toan cua tenofovir disoproxil fumarat khi dung dong thoi véi sofosbuvir/ velpatasvir va thudc lam
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ting dugc dong hoc (nhu ritonavir hodc cobic}stat) chua duoc thiét lap. Phéi hop nay nén dugc su
dung mot cach than trong va thudong xuyén ki€ém tra chirc nang than.

Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) duoc dung phdi hop
v6i sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngay) va lopinavir/ ritonavir (800 mg mdi ngay/
100 mg mdi ngay): Tang nong do trong huyét tuong cta tenofovir do ding phdi hop tenofovir
disoproxil fumarat, sofosbuvir/ velpatasvir va lopinavir/ ritonavir c¢é thé lam ting céc tic dung
khong mong muén ctia tenofovir disoproxil fumarat bao gdm rdi loan chirc ning than. Tinh an
toan clia tenofovir disoproxil fumarat khi ding dong thoi véi sofosbuvir/ velpatasvir va thude 1am
tang dugce dong hoc (nhu ritonavir hodc cobicistat) chua dugc thiét lap. Phéi hop nay nén duogc su
dung mot cach than trong va thudng xuyén kiém tra chirc ning than.

Khi emtricitabin/ tenofovir disoproxil fumarat (200 mg/ 300 mg mdi ngay) duoc dung phdi hop
v6i sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngay) va raltegravir (400 mg hai 1an mdi ngay):
Khéng can didu chinh lidu. Tuy nhién ndng do cua tenofovir ting c6 kha ning lam ting céc tac
dung khong mong muén cuia tenofovir bao gdm rdi loan chirc ning than. Do d6 nén céan than theo
ddi chirc néng than.

Khi efavirenz/ emtricitabin/ tenofovir disoproxil fumarat (600 mg/ 200 mg/ 300 mg mdi ngay)
duoc ding phdi hop véi sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngay): Dung dong thoi véi
sofosbuvir/ velpatasvir va efavirenz c6 thé lam giam ndng do trong huyét tuong cua velpatasvir.
Do d6 khong dugc ding dong thoi sofosbuvir/ velpatasvir véi cac thude chira efavirenz.

Khi emtricitabin/ rilpivirin/ tenofovir disoproxil fumarat (200 mg/ 25 mg/ 300 mg mdi ngay) duoc
ding phdi hop véi véi sofosbuvir/ velpatasvir (400 mg/ 100 mg mdi ngay): Khong can diéu chinh
lidu. Tuy nhién ndng do ctia tenofovir tang c¢6 kha nang lam ting céc tac dung khong mong mudn
cua tenofovir bao g6m rdi loan chire ndng than. Do d6 nén can than theo dbi chirc nang than.

Khi efavirenz/ emtricitabin/ tenofovir disoproxil fumarat (600 mg/ 200 mg/ 300 mg mdi ngay)
duoc dung phdi hop véi sofosbuvir (400 mg mdi ngay): Khong can diéu chinh liéu.

ANH HUONG PHU NU CO THAI VA CHO CON BU

Phu nit co thai

Péi v6i emtricitabin va tenofovir disoproxil fumarat, tac hai cua thudc trén phu nit mang thai
khong day du. Cac nghién ctru trén dong vét khong cho thdy tac hai truc tiép hodc gian tiép ctia
emtricitabin hodc tenofovir disoproxil fumarat vé khia canh thai nghén, sy phat trién clia phoi/bao
thai, qua trinh sinh né hodc su phat trién sau khi ra doi. Tuy nhién, chi nén dung Emtriteno trong
qua trinh mang thai khi khong c6 su lua chon nao khac phu hop hory. Khi dung vién két hop phai
dong thoi str dung mot bién phép tranh thai hiéu qua.

Phu nit cho con bu

Céc nghién cru & nguoi chi ra rang ca tenofovir va emtricitabin co thé bai tiét qua duong sira me.
Bai vi cc rui ro phoi nhiém ¢ mirc do thdp cta emtricitabin va tenofovir d6i v6i tré so sinh la
chua biét, cac ba me nén duoc hudng dan khong cho con bu néu ho dang uéng Emtriteno, cho du
ho dang dung dé diéu tri hay dé 1am giam nguy co nhiém HIV-1.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong c6 nghién clru nao vé anh hudéng cua Emtriteno 1én kha nang 1ai xe va van hanh mdy moc.
Tuy nhién, bénh nhén can dugc thong béo ring di c6 bao céo vé tinh trang chéng mit trong qué
trinh diéu tri bang emtricitabin ciing nhu bang tenofovir disoproxil fumarat.
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QUA LIEU VA XU TRI
Néu qua liéu xay ra, bénh nhn phai duoc theo ddi dé xéc dinh céc ddu hiéu ngd doc va duge ép
dung céc bién phap dicu tri ho trg ti€u chuan khi can thiet.

Emtricitabin: Con it kinh nghiém 1am sang khi dung emtricitabin liéu cao hon liéu dieu tri. Theo
m’c}t nghién clu trén lam sang vé duoc 1y hoc, dung nhiing lieu don emtricitabin 1200 mg trén 11
doi tugng thi khong c¢6 phan ing phu nghiém trong nao dugc bao céo.

Tham tach mau loai bo khoang 30% liéu emtricitabin trong thdi gian thAm phan 3 gio bét dau
trong vong 1,5 gio sau khi dung emtricitabin (lgu luong méu 4OQ ml/pl}ﬁt va toc do tham phan
600 ml/phut). Hién chua rd emtricitabin cé thé dugc loai bo bang tham phan phuc mac hay
khong.

T ?nofovir diso;?roxil‘ fumarat: Con it kinh nghiém 1am sang khi dung tenofovir disoproxil fumarat
lieu cao hon lieu diéu tri 1a 309 mg. Theo mét nghién ciru, 600 mg tenofovir disoproxil fumarat
dugc dung cho 8 bénh nhan udng trong 28 ngay, khong gap phan img bat loi nao. Hién chua rd
cac tac dung cua thudc ¢ lieu cao hon.

Tenofqvir duoc loai bo hiéu qua bang thim tich mau véi hiél} qua tham tach khoang 54%. Sau
mot liéu don 300 mg tenofovir disoproxil fumarat, mdt dot tham tach mau kéo dai 4 gio loai bo
dugc khoang 10% liéu tenofovir da dung.

PONG GOI

10 Vién nén bao phim/ Vi x 3 Vi/ Tti nhém/ Hop.
HAN DUNG

36 thang ké tir ngay san xuat.

Khéng ding thuéc qud han diing ghi trén nhan.
BAO QUAN

Trong bao bi kin, ¢ nhiét dd dudi 30°C.

TIEU CHUAN

Cn 2 ALk TUQ C
Tiéu chuan qudc té 4 (IP 4™). YUC TRUSN,
PTRUONG PHONG
NG

Dé xa tam tay tré em. /Vga”%;z %Z{ %&t %:?

Doc kj hwéng dan sir dung truée khi ding.

Néu cin thém théng tin, xin héi y kién bdc si. M

San xuét tai

CONG TY CO PHAN KOREA UNITED PHARM. INT’L.
S4 2A, Pai 16 Tu Do, Khu cong nghiép Viét Nam-Singapore,
Thuin An, Binh Duong, Viét Nam.
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