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Thube nay chi ding theo su ké toa cia thiy thudc.
Doc ki hudng din sir dyng trude khi ding.
Thong bao cho bic si cic tic dyng phy gip phai khi ding thuéc.

Dé thudc xa tim vdi ctia tré em.
TENIFO
THANH PHAN:
MAi vign nén bao phim chia:
Tenofovir Disoproxi! Fumarate ... 300 mg

T4 duge: Microctystalline Cellulose, Dibasic calcium phasphate, Lactose, Povidone K30, Tale

tinh khiét, Magnesium Stearate, Aerosil, Sodium Starch Glycolate, Tinh bst, Hypromellose,

Titanium Dioxide, Mag; Brilliant Blye.

CAC DAC TINH DUGC LYC HOC:

Tenofovir Disoproxil Fumarate 18 mét acyclic nucleoside phosphonate diester wong A
adenosine monophosphate. Ban diu Tenofovir disoproxil fumarate clin difn qud trinh thily phin

a8 chuy@n thanh tenolovir vA <au dé phophory! héa bai enzyme thude 1 bao chuyén thinh

tenolovir diphosphate. Tenolovir diphosphate de ché hoat tinh enzyme sao chép nguoc Hiv-1

bang cdch thay the chit nén 1w nhién deoxyadenasine 5, va két thic chudi DNA sau khi hap

nhat vio DNA. Tenofovir diphosphate dc ch yéu DNA polymerases a, B & dong vat cb vii vi

DNA polymerase y ty thi. )
CAC PAC TINH DUGC BONG HOC: ’%
Hap thu: Tenifo tan trong nude tao thanh dang diester ada hdat chit tenofovir disoproxil
lumarate. Sinh khi dung dudng udng lie déi cla tenofovir disoproxil fumarate x3p xi 25%, Sau
khi ubng dan liéu Tenifo 300 mg @ bénh nhin bi HIV-1 lic bung déi, ndng db dinh cla thulc
trong huy@t thanh dat duge sau khodng 1 = 0,4 gig. Cmax va AUC 13 296 = 90 ng/ml. va 2287
= 665 ng/ml/gid, theo thir ns
Dac tinhy duoc ddng aia tenolovie disoproxil fumarate thé hién d lidu Tenifo khodng lén hon 1
75 dén 600 mg va khdng ¢ tac dung d lida 13p lai.
Phin phdi: Trong thi nghiém in vitro s gdn két cda tenofovir disoproxil fumarate véi huyé
thanh hode protein huyét wong ngudi nhé hon 0,7 va 7,2%, theo thit wy, ndng dd tenofovir
disoproxil fumarate thay d6i 1 0,01 160 25 pginl. Thé tich phan phéi & ndng do dinh 13 1,3 +
0,6 LAg v 1,2 = 0,4 Lkg, va dung duang tiégm tinh mach tenofovir disoproxil lumarate thi 1,0
mg/kg v 3.0 mg/kg.
Chuyén hoa va thii tri
Trong thit nghiém in vitro cho thiy cd tenolovir disoproxil hoic tenofovir khang la chit nén cda
enzyme CYPAS0.
Sau khi 1iém tinh mach lenofovir, khodng 70-80% lidu duoc tim thay trong mse tidu & dang
khang dbi tenolovir disoproxil fumarate trong vang 72 giér. Sau khi udng dan liéu Tenifo, thin
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glan bin thii cda tenofovir disoproxil (umarate khodng 17 gid. Sau khi ung da lidu Tenifo 300

mg mdi An/ngdy (trong didu kién an no), 32 = 10% lidu duge tim thiy trong nutc tiéu trén 24
£10,
Tenolovir duge thii 1nf biang viée k& hop loc qua cdu than va bai 1i€t qua dng than. Vi the c6
Ihé o s canh tranh vé dao thii vai nhimg chit cang bai 1 qua than.

CHI DINH DIEU TR):
Tenifo duge chi dinh k& hop vl cac thudic khing retcavirus khic dé didu trp nhidm HIV-1 @
hignh nhan nguin 1an 1 18 w8l 1ed lén,
Higu qud aia Tenifo dua irén nhing k& qud cda cic nghign ciu didu tr cho cic bénh nhin
chisa Wimg didu try 1nuée dé, bao gdm cic benh nhdn ¢6 s8 lung virus 1on (> 100.000 ban san/
ml) va cac nghidn ciu trong d6 Tenifo duoe ding bé sung vao ligu phiap didu try co ban (chad
yéu 14 Tigu phip k€ hop 3 thubc) cho bénh nhdn trude dé di wmg dibu 1 thube ching
retrovins nhung that bal (<10.000 bidn sao/ml, chil y&u 18 bénh nhin ¢ < 5,000 bin sao/ml)
Lita chon Tenifo d€ didu tri cho nhimg bénh nhin da timg diéu 1} thudc ching retrovirus trude
6 phadi chea tedn k&t quid thid nghiém tinh nhay cdm cda vins vahoac tién s didu iri ada bénh g
nhin.
Viém gan B: RICOVIR duac chi dinh cho diéu tri viém gan B & nguti Ion ma chie nang gan
dugie by 11, v bing ching hoat ding nhin bdn cda vi rit, ndng db alanine aminotrasferase \
(ALTY 1ang cao lién e va bang chimg md hoc cda viém dang hoat dong vithoac xo hda,
Chi dinby nay dua chi yéu teén dap dng md hoc, vi nit hoc, héa sinh & huy@t thanh hoc & bénh .
nhan nadng thanh chua didu trf bing nucleoside vai vietm gan B man tinh HBeAg duong tinh
& HBeAg dm tinh v chifc ning gan duge bi tn,

LIEU DUNG VA CACH DUNG:
Ligu phip nén duoe thigt ap badi 1 bic si c6 kinh nghiém trong diéu 10 cho nhin nhig¢m
HIV.
Véi chc ining hop bénh nhdn khong nudt duge thudc, Tenifo c6 thé duge sd dung dudi dang
haa tan vién nén trong it nhit 100 ml nudc, nude cam ép hodc nho ép.
Nguist lan:
Lidu & nghj 1a uding 300 mg (1 vién) 1 En/ngdy cling voi bia an.
Tré enx:
Tenifo khdng duoe & nghi cho bénh nhin ted em dudi 18 wdi do thigu cdc dir lidu vé db an
todn v hidu qud cho déi nng nay.
N gia:
Khéng 6 cie dit lidu vé lidu diing cho bénh nhan ngudi gia trén 65 tudi,
Bénh nhiin suy thin:
Tenofovie duge biai tiét qua than va tich Ky Tenofovir 1dng khi bénh nhan suy thin, Cin difu
chinh khodng cich lidu ding cho nhimg bénh nhan ¢ dé thanh thii creatinin < 50 mi/phdt,
chi it nhu sau:
Vide didu chinh lidu ding cho bénh nhin suy than dua trén cac dif ligu han ché va co thé L
chua phii 1 181 uu nhat D9 an 1ain vt hidu qua cda cic hudng din diéu chinh lidu dang nay
chua duge danh gid teén 1am sang. Do vy, cc dip ung trén 1am sang vai viee didu tr| va chie
nang thin nén duge theo dai char ché trén nhitng bénh nhan suy than;
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0§ thanh thii creatinin B¢nh nhin thim tich miu
- (ml/phat)*
10-49 10-29
Khoing cach libu | MBi 48 gis | MAI 7296 gi0 | MBI 7 ngdy sau khi két thie thim
ding { lidu 300 mg thch mau**
Tenilo)

* Tinh todn dita teén teong lkigng cor thé trung binh.
** Nhin chung, hiéu dimg 1 lintudn trong tnkmg hop thim tich miu 3 Kindudn, mdi lin
Lhodng 4 gir hode saw 10ng 12 gir thim thch miu. Khdng <6 lidu dé nghi cho bénh nhin
0 (k) thanh thii creatinin < 10 miphat.
Bénh nhin suy gan:
Khang yéu cAu didu chinh lidu ding cho bénh nhan suy gan
CHONG CHI DINH
Tenifo dupe chdng chi dinh cho bénh nhin min cdm voi hoat chit hoac bit af thanh phin
mtd‘M )
NHUNG LUU Y DAC BIET VA CANH BAO KHI SU DUNG THUBC
Tenifo khiing duoc st dung cing vii bt o thube ndo khic cé Tenolovit Disoproxil
Fumarate.
Tenolovie Disoproxil fumarate chita duoc nghide e trén bénh nhan dudi 18 wéi.
Tenofovir chd yiu duge didu 8 qua thin. Tich oy Tenolovir 06 the tang voi bitnh nhin suy
thin trung binh va nang | do thanh thii creatinin < 50 mUphit) s dung lidu Tenifo 100 mg (1
vitn) mdl ngdy. Do vdy cdn phii didu chinh lidu ding cho bénh nhan c6 do thanh thii
creatinin < 50mUphar. Cln theo doi cdn thin cic diu hidu ngd ddc, nhwr x&u thém tinh trang
sy thin, nhing ciing ¢ thé s dung 1 vién Tenifo vdi cac khodng cach lidu ding hop ly dé
didu 1y HIV cho bdnh nhin suy thin, D6 an 104n va hidu qud cia Tenilo trén bénh nhian suy
thiin chua duge kiém chung teén 1dm sing.
fiénh nhan suy than, co thé bao gbm gidm phosphat huy@, di duge bio cdo khi 0 dung
Tenolovir Disoproxil Fumarate,
CAn theo doi chic nang than (dd thanh thii creatinin vi phosphat huy#t thanh) truge khi udng
Tenifo, mdi 4 win trong 1 nam ddu didu tr, vi sau mdi 3 thing sau d6. Véi nhang bénh nhin
o6 nguy oo hay tidn st suy thin va bénh nhin suy thin, nén cin nhic theo doi chat ché hon,
Néu ndng do phosphat huyét thanh < 1.5 mg/dL (10.48 mmol/l hodc dd thanh thii creatinin <
50 mUphdt, chile nang thin nén duagc kiém tra lal trong vong 1 widn, bao gdm do nbng dd
ghicose, kali rong mau vA ndng 0 glucose trong nude 1ifu, v khodng cach lidu ding Tenifo
phii duge didu chinh, Can nhic vige ngimg didu 1) cho bénh nhin 6 d thanh thai creatinin
gidm thip han 50 miphit hodc ndog do phosphat huyét thanh < 1.0 mg/lL (0.32 mmolA),
Tenolovir Disoproil Fumarate chua duoe dinh gid trén bénh nhin ulng cic thubc clng gy
doc cho thin (nhy cde aminoglycoside, amphotericin B, foscanet, ganciclovir, pentamidine,
vancomycin, cidolovir hode interleukin-2), ST dung Tenolovir Disopraxil Fumarate nén trinh
kit hop voi cic thudc aing gdy doc cho than. Néu vide két hap Tenofovir Disoproxi! Fumarate
va cdc thude cing gdy dic cho than khdng thé wrinh khéi, chic nang thin nén duoc theo ddi
hang widn,
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Tenolovir Disoproxil fumarate chua duoc danh gid trén lim sing val bénh nhan dang s dung
thudc duoc bai i€ qua thin bai cing 1 yéu 18 van chuyén (hOTAT- y&u 18 vin chuyfn anion
hits <o 1) { nht adefovir dipivoxil, cidofovir A cic y&u 18 da biét gdy déc cho thin), Y&u 16 van
chuy®n ndy thOAT1) c6 thé chiu trdch nhidm bai tiét qua Sng thin va mdt phin, bai tiét qua
than ctia tenofovie, adefovir vi cidofovir. Do viy, duge dong hoc ala cie thade ndy c6 thé bi
thay d6i néu ching duge w dung dong thoi. O ngubi tinh nguydn khée manh, 1 lidu dan
adefavir dipivaxil cong voi Tenofovir Disoproxil Fumarate khiing gay tong tée diang ké vé duoc
dong hoc. Tuy nhién, dd an todn trén 1am sdng bao gdm khi nang dnh hudng dén thin khi két
hap didu 11y adefovir dipivaxil vd Tenofovir Disoproxil Fumarate vAn chua duge bist, Triz khi
that s cdn thidh, vide két hop cac thube ndy khong duoe khuyén cdo, nhung néu khong trinh
khot thi cin theo ddi chie nang than hang wdn.

Trong | nghién ciu 6 kifm sodt 144 wdn so sinh Tenofovir Disoproxil Fumarate vai stavudin
ong k&t hap lamivudin v enfavitenz trong didu tri cho bénh nhin khdng ding khing
netrovings, gidm nhe mat db khoang xuong & hong va cit sdng di duoc ghi nhin & 2 nhom didu
il Gidm mat dd khodng & xuong cdt sdng va thay ddi clu tnic sinh hoc cda xuong tang ding
ké 1rong nhém bénh nhin a dung Tenofovir Disoproxil Fumarate trong nghién cdu 144 wdn,
Gidm mdt dd khodng & xuong hdng tang ding ké & nhom bénh nhin ndy trong 96 win. Tuy
nhifn, khong tang nii ro gdy xuong hodc cd bing chdng bir thuding wieng (ng 1rén Lim sing sau
144 wsdn. Néu nghi ngd c6 cac bt thutmg vi xumg, cAn tham khio ¢ kién cia thiy thube c6
kinh nghidm.

Tenolovir Disoproxil Fumarate nén duoc tranh st dung trong nhdng bénh nhin di wing diéu tri
khing retrovitus vai ching tiém &n dot bidn K65R.

Tenofovir Disoproxil Fumarate chua duge nghién cdu trén bénh nhin nguli gid trén 65 wéi.
B&nh nhin ngudi gid thumg hay bi suy thin, do vy cn thin trong khi s dung Tenolovir
Disoproxil Fumarate cho 48 tuong ndy.

Bénh gan: Tenolovir vd Tenofovir Disoproxil Fumarate khong bi béi cdc enzym
gan. MOt nghidn ciu duge dong hoc da dugc thue hidn trén che bénh nhan khang nhidm HIV
vl cAc mie do suy gan khic nhau. Khong c6 sy thay d6i duoc dang hoc ding ki€ duge ghi
nhan g cdc bénh nhin nay.

D0 an 10dn va hitu qud cia Tenofovir Disoproxil Fumarate gidi han trén bénh nhin rdi loan
chi nang gan. Bénh nhin viém gan B hay € man tinh duoe didu tri lidu phip két hop cic
thudc khing retrovitus 1Ang nguy cd i ro viém gan v 41 vong do gan. Trong tnsmg hop két
hap cdc thudc khing vires d€ didu trf viem gan B hay C, cin tham khio ki cang thang tin vé
timg thudc,

Bé&nh nhin 181 loan chic nang gan e dé bao gdm ci viém gan man tinh tién rién b) 1ang
nguy <o bt thing chde nang gan trong qud trinh didu 11 k& hop vOi cée thude khing
retravius v nén dugc theo doi theo qui trinh chudn. N&u ¢6 bing chwimg cho thiy rdm ong
thiém binh gan & nhimg bénh nhan ndy, cdn cin nhic ngimg dida .

Nhidm acid lactic: Nhidm acid lactic, thudng k& hop vai bénh gan nhidm md, da duoe bio
cado khi st dung cac thube tuong o nucleosid. Cac dir igu tién 1am sdng vA lam sang cho thiy
nguy <0 nil ro xdy ra nhidm acid lactic, mdt loai tic dong clda cac thudc namg W nucleosid,
nguy <o nay thip vai Tenolovir Disoproxil Fumarate. Tuy nhién do Tenolovir €6 cdu tric lidn
quan dén cdc thude luang t nucleosid, nguy ca ndy khng the bi loai trir, Cic tridu ching som
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ttang lactat huy@t rida ching) bao ghim cic tridu chiing tidu héa (budn ndn, ndn va dau bung),
kho chiu khong dac hidu, mit cdm gidc ngon midng, gidm cin, cac tridu tning hd hip (thd
nhanh vi/hodc the saul hode cac tidu tring thin kinh (bao gdm kha nang kém diéu khifn may
méc). Nhidm acid lactic €6 thé gy W vong cao va c6 the lidn quan dén viém twy, suy gan hodc
sy than. Nhibm acid lactic thutmg xdy ra sau vai thang diby tri.

Didu try voi cac thudc tomg ty nucleosid nén nging khi ¢6 cac tn@u ching tang lactat mau va
nhidm lactic chuyfn hoa, tidn trién 10 gan, hodc 1ang nhanh ndng dd cic aminotransierase,
Can than trong khi didu 11 cac thudc img ty nucleosid cho bt o bénh nhin ndo (dic bidt
phu it béta phil voi ching gan 10, viem gan hodc cac yéu 18 nli ro khic da bidt vé béah gan v
chuing gan nhidm md (Lao gdm mdt s8 loal thudc va nuou). Bénh nhin nhidm déng viém gan C
o didu try v alpha interferon v ribavin cd thé gap cac nguy co nli ro dac bigt,

Cac bénh nhin 6 khi nang 1ang cAc nguy ca ndi ro nén duoc theo ddi chit ché.

Ligu phip két hop khing netrovirus lign quan dén sy t4i phan b8 chii béo (loan duting lipit
trong ca (hé binh nhan nhidm HIV. Cac két qud nghién ciu kéo dAi vé cac midng hop niy
hién nay chua duge bidt. Co ché cilia vide niy cing chua rd rang. DA o6 gid thuy vé mdt sy
lién hé gida s/ tich md trong ndi tang va s dc chif protease v sy ibu md va sy Oc chi sao
chép nguoc nucleoside. Nguy co loan duding lipit cao lidn quan dén mdt 8 yéu 18 dac bidt nh
Wi i, va che yiu 16 lidn quan dén thudc nhu didu tr kéo dai khang retrovirus vl lidn quan
déin 8 loan chuyén héa. Cac xét nghiém Lim shng nén bao gbm dinh gid cic diu hidu thuc
thé cda s tdi phin bd lai chit béo wong co thé. Can nhdc dén viee ki€m tra nhanh ndng do
nmamm&mnhvammuwgmmlowupnmmwm-qzmpmum
sing.

Tenofovir €6 clu trie lién quan dén cic thude tang W nucleoside do dé nguy £a7nl ro 18l loan
lipit khong thé loal tnil. Tuy nhidn, cic di ligu ca | nghién cu TAm sang 144 wdn vili bénh
nhan khdng diing khing retrovirus cho thiy nguy co i loan lipit vai Tenalovir Disoproxil
Fumarate thip hon vl stavudin khi kit hop didu tri v0i lamivudin va enfavirenz.

Cac thude wong W nucleoside v nucleotide da duge chdng minh in vitro va in vivo gdy ra 16n
thuang cac ty tap thé & nhidu mde dd khic nhau. DA ¢6 cic bio cio vi i loan ty lap thé &
dida tré khang bi nhidm HIV trong W cung vivhodc tré sa sinh do cic thulic iong 1y nucleoside.
Cide tdc dung o hai duoc biao cdo chi yéu 1A 16 loan mau (thidu mau, gidm bach cdu trung
tinh), 18i loan chuyfn héa fang lactat huy, tang lipase huyfl), Cac hién rgng nay thubng
thodng rua. MOt 58 18 loan thin kinh mudn di duoc bdo cio (1ang truang luc, co gidt, hanh vi
bt thumg). Hign chua bidt cac rbi loan niy s& thodng qua hay kéo di. Thai nhi trong ur cung
ngudi me sy dung cic thudic wong 1 nucleoside, tham chi ci thai nhi khong bi nhiém HIV,
nén duoc theo doi cd lam sing va xét ngiém, vA cing nén kifm tra khd nang bl loan nhidm
sd¢ thE khi 6 cdc tridu 1ning va diu hidu 6 lidgn quan. Cic kit qud ndy hién tai khang dnh
hudng dén cic khuyén cdo khi s dung lidu phip khing retrovius cho phu nd co thai d€ ngan
Tay truyén (1 me sang con,

Hji chimg phin img midn dich: VoI bénh nhan ahibm HIV suy gidm midn dich tai thai diém
1hi6t Lap liéu phap két hop khing retrovitus (CART), phan (ng viém khong c6 triéu chimg hodc
cac mAm bénh co hoi o6 the phit sinh vi gdy ra cic tinh trang nghidm trong trén lAm sing
hodc 1am iedm wong thém cic tridu chimg. Che phin (ng nhu vy thuing xdy ra trong vong
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mdt val tudn hay vai thing ddu thiét Lip CART. Bénh nhdn duac khuyén nén kifm tra y 1& néu
¢6 cic da higu dau nhic khép, cing khop hode khé di chuyén,
K& hop didu i Tenofovir Disoproxil Fumarate v didanosine gdy tang 40-60% tich lay
didanosine trong co the 1am 1ang nguy co cdc tic dung b hai lidn quan dén didanosine. Hifm
ki sy ra vidm tuy va nhidm acid lactic, doi khi gay 1 vong duge bio cdo,
Cidm lidu didanosine (xusing can 250 mg) da duge thd nghiém dé rinh tich oy qui mdc
didanosine trong trubing hop két hop véi Tenofovir Disoproxil Fumarate, tuy nhién didu nay lién
quan dén cac bao cdo trong val thit nghiém fiéu phip k& hop cho thily 17 18 that bai trong didu
irf virus vA khd nang dé khing @ pha diu cao hon, K& hap didu tri Tenofovir Disoproxil
Fumarate v didanosine do vay khang duge dé nghi, dac biét cho bénh nhin c6 58 lwong virus
ca0 va 58 lugng 1& bio CD4 thip, NEu ligu phip k& hap thit sy cin 1thiét, bénh nhin nén duoc
theo doi thdn trong do cac phin ing c6 hai cda didanosine.
Ligu phap két hop 1 thude nucleoside: C6 nhing bio cao vé 1y 18 cao didu 1ri vieus thit bai va
cé khang nhanh khi Tenofovir Disoproxil Fumarate duge k&t hop véi lamivudine va abacavir
cung nhu k& hop véi lamivadine vi didanosine vai lidu 1 Idn/ngdy.
liénh nhdn nén duge khuyén rdng cic ligu phdp khing retrovirus, bao gém cd Tenofovir
Disoproxil Fumarate , khang duge ching minh ngan ngua kha nang ldy tuyén HIV cho nguii
khic qua dutmg sinh duc e tiép hoac nhidm qua duting maw. Van cin cic bign phip bio vé
cdn thidt wong qud teinh s dung thudc,
Tenilo ¢6 chida lactase monohydrate, Bénh nhin nhi bl ching khang dung nap galactose di
truyén do thidu men Lapp lactase, hodc bat thutmg hidp thu galactose-glucose khing nén using
thube ndy.

TUONG TAC V(I CAC THUBC KHAC, CAC DANG TUONG TAC KHAC (Y/
Cae nghién cdu twong tac thubc chi duge thue hién 1rén ngudsi 1on.
Duta 1eén cife k&t qua nghién alu in vitro va con dutmg chuy@n héa da biét cia Tenofovir, khd
NANE Iung 1AC gidn tiép qua CYP 450 lidn quan gida Tenofovir va cdc thudc khic,
Tenolovir duge bai tiet qua thin, qua cd loc cdu thin va bai tiét tich cyc qua cac yéu 16 vin
chuyén anion hini co (ROAT1), K&t hap didu i Tenofovir Disoproxil Fumarate véi cic thubc
khic clng duge bai 1ié tich ce qua than nha y&u 1 hOATT (nby cidofovir) cd thé gdy tang
nong 4 Tenofovir hode ela thudc duoc didu tri két hop:
Két hygp vii cic thudc khang retrovirus khic:
Cmitricitabine, lamivudine, indinavir, enfavirenz, nelfinavie va saquinavir (ddn chat cia
ritonavir) két hop didu tri véi Tenofovir Disoproxil Fumarate khiing gdy tuong tac ¢6 gid tri trén
lim sang.
Khi Tenolovir Disoproxil Fumarate duge < dung kft hop v lopinavie/ritonavir, khiing c6 sy
thay dbi vé dudc dgng hoc cia lopinavir va ritonavir duge ghi nhin, AUC cta Tenofovir tang
wip xl 30% khi Tenofovir Disoproxil Fumarate dugc i dung kft hap v lopinavir/ritonavir,
Nbng do Tenofovir cao hon c6 lién quan dén tic dung ¢ hai cla Tenofovir, bao gdm ca rdi
loan thin,
Khi vien nang bao tan trong bt didanosine duge uvdng tniGe 2 gid hodc dong thesi cling
Tenofovir Disoproxil Fumarate, AUC cia didanosine tang trung binh 1in ket 1) 48% va 60%.
AUC trung binh cda didanosine tang 44% khi cing wude Tenofovie 1 gid, Trong i 2 1nsting
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hap cac thang s6 due dong hoc cia Tenofovir st dung déu c6 mdt su thay déi. Do vily khdng
nin k& hop Tenofovie Disoproxil Fumarate vit didanosine.
Khi Tenofovir Disoproxil Fumarate duge s dung cing atazanavie, gidm ndng dd atazanavie
cuoc ghi nhan (gidm Ln gt 25% va 40% AUC vA Cmin voi ham lugng atazanavir 13 400 my).
Khi ritonavir kit hap voi atazanavir, khong c6 dnh hudng cda Tenofovir 18n atazanavir, Cmin
gidm nhe, trong khi AUC gidm tiong ty nhu tnimg hop trén (gidm [An luot 25% va 26% ALC
v Cmin véi lidu 3007100 mg). K& hop atazanavivritonavie vai Tenofovir Disoproxil Fumarate
gAy tang tich Kiy Tenofovir. Néng do Tenofovir cao han cé litn quan dén 1dc dung <6 hai cia
Tenalovir, bao gdm cd Bi loan thin, Két hop difu trf sazanavie/rionavic v Tenofovir
Disoproxil Fumarate da duoc ching minh qua | nghién cdu lim sing.
Cic img tic khic:
Két hop Tenofovir Disoproxil Fumarate, methazone, tbavinn, afampicin, adefovie dipivoxil
hodc cac hoc mdn trdnh thai chita norgestimate/ ethinyl estradiol khing gdy tuong tiéc duoc
Jdng hoc.
Tenolovir Disoproxsl Fumarate duoc pdng cang thde an, do thic an 1ang sinh khi dung cda
Tenolovir,

SUDUNG CHO PHY NU €O THAI VA CHO CON BU:
Phas it c6 thai:
Khong co cic thong tin lam sang v vidc s dung Tenofavir Disoproxil Fumarate trén ngudi
mang thai.
Cac nghién ciu trén ddng vat khong chi ra true tifp hode gidn tifp cdc tic bai cla Tenofovir
Disoproxil Fumarate cho ngudi mang thai, su phdt trién cda thai nhi, qud trinh sinh dé hodc sy

phit tridn cda 1é so sinh.

Tenolovir Disoproxil Fumarate chi nén s dung trong thisi ky mang thal %‘h mang lai cao
hon nguy ca nli 1o cho thal nhi,
Tuy €dc nli ro cho thai nhi chua duge bid, vige sd dung Tenolovir Disoproxil Fumarate cho
npuli <6 khi nang mang thal phai duoc k&t hop vai cie bign phip tranh thai hidu qud,
Phy wif cho con ik
Che nghién i trén dong vt cho thily Tenofovir dugc bl 1t qua sda. Khong bift lidy
Tenolovir ¢ duge bai 1i# qua sda ngudi hay khdng. Do viy ngudi dang ding Tenolovir khang
nén cha con b,
MO nguy®n tac chung, nhimg ngudi phy m bi nhidm HIV khang nén cho con ba dé tranh Ly
teayén IV cho dida tré.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khdng o cac nghién ciu v dnh hudng cia thude dén khi nang 14i xe vA van hanh miy méc.
Tuy nhidn bénh nhin nén duge thdng bio ring hién tuong hoa mit di duge thong bio trong
o rinh s dung Tenolovir.

TAC DUNG KHONG MONG MUON CUA THUGC:
Ddnh gid céc phin (ng c6 hai dua trén cic nghidn ciu tién marketing vd 2 nghidn cdu trén
653 bénh nhan da wing didu tri trude dé I dung Tenolovir Disoproxil Fumarate (n=443) hodc
gid duoc (n= 210) trong 1iéu phip kit hop voi cic thudc khang retrovinus trong 24 tudn va ciing
trong mdt nghién el cd kiém sodt so sinh md ddl trén 600 bénh nhan chua timg didu tr) Inie
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d udng Tenofovir Disoproxil Fumarate 300 mg (n=299) hodc stavudine (n=301) trong két hap
lamivadine va enfavirenz trong 144 tudn,

Xap xi 1/3 bénh nhin 6 tdc dung phu trong khi didu tri v Tenofovir Disoproxil Fumarate kit
hep véi cde thude khing retrovinus. Cle phin nay thudng 13 cic phin (ng vé tigu héa nhe difn
trung binh,

Cac 1ac dung phy cdn nghi ngd (cd the) lidn quan dén vide didu 1) duoe gt ké bén dubi dua
vio nhém ca quan ty 18 wybt dbi. Vai mdi nhém, tac dung khong mong mudng duge trinh biy
theo thir (i gidm dan: ty 18 il thuting xuyén (21/10), thuiing xuyén (= 1/100, < 1/10), khéng
Ihuting xuyén (= 1/1000, < 1/100), hi€m (= 1/10.000, < 1/1000), hoac rat hiém (<1/10,000),
hao gdm cac bdo cdo c6 lign quan, hodc khong bt Ixdc dinh qua gidm sdt an toan tidn
marketing va ty 18 udc tinh tr cac dir ligu sdn cd).

Chuyén héa va dinh duing:

Kat thuting xuy®n; giam phosphat huyét.

Hidm khiz nhi#m acid lactic

11§ thin kinh trung vong:

R thucing xuyén: hoa mit

Hé hi hip, ngue, trung thit:

Rat higim: khi thé

LI tigu hoa:

RAT thuemg xuyén: tidu chdy, budn ndn, ndn

Ihuiing xuyén: didy hoi

Hidm khi: viém y.

Gan: /Y/
Hifm Khiz 1ang cAc transaminase
K1 hidm khi: viém gan,

Da v 18 e dudi da:

Higim khiz ban dé

Co xuemyg, khap:

Khang rd: bénh co, nhuyén xuang (cd 2 lign quan dén bénh dng than gin)

Thin va tiét nigu:

Hidm kha: suy (han, suy than ¢ip, bénh dng than gdn thao gdm cid hdi ching Fanconi), ting
crealinin,

R&t hiém: hoat wl 6ng than cip.

Khéng ro: viém thin (bao ghm viém than ké cap), dai thio nhat do 1han,

Cic roi loan chung:

Rt hi#m: suy nhuge.

XAp xi 1% bénh nhan didu tri Tenolovir Disoptoxil Fumarate phai ngiing didu tri do cic ric
tlung phu duding tidu hda.

Lidu phip két hup cic thube khing retrovirus cd lign quan dén bat thuimg chuy®n héa nhu tang
triglycend miu, 1ang cholesterol mau, khing insulin, tang glucose miu va tang lactat mau,

Ligu phip kit hop cde thubc khang retrovinus €6 lign quan t4i phan b6 chit béo rong co the
Hogn chding lipic trén Lanh nhan nhidm HIV bao gém cd nhiém mo dudl da mat va ngoai
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bign, tang ma ong & bung va ndi tang, phi dai tuyén vi va tich oy md & phin lung hong
(butns lung).
Trong 1 nghién cdu co ki#m sodt 144 win che bénh nhan chua ting difu tri thulc khing
retrovinus e dé so sinh Tenofovie Disoproxil Fumarate véi stavudine trong k&t hop véi
lamividline v enfavirenz, cdc bénh nhdn udng Tenofovir Disoproxil Fumarate ¢4 ty I¢ loan
dutmg lipid thap hon so vé@i nhdm bénh nhan s dung stavudine. Tenofovir Disoproxil Fumarate
cing gay 1ang iriglyceride nhanh v 18ng cholesterol trung binh it hon stavudine.
Vaii bénh nhan nhidm HIV suy gidm mién dich tai thri diém thiér 1ap ligu phap ké hgp thuse
khing retovirus (CART), phan dng vién khong cd tridu chimg hodc boi nhidm co hdi cé thé
phavsinh.
D0 €6 bdo cao vé cac trudng hop hoal 1 xuang khi thigt lap ligu phap k&€ hop khang retrovirus
(CART), clac bidt vdi bénh nhan da bigt e cic nguy co nli ro, gdy 1i#n tridn tinh trang HIV
hade tich Wiy thube kéo dai. Ty 18 vé tnuting hop ndy chua duoe biét,
Thang hiao cho bic sy cic tic dung khéng mong mudn gip phai khi ding thudc.

SU DUNG QUA LIEU:
NEu qua lidu xdy ra, bénh nhdn phiti duge theo ddi chat ché va cic bign phap h tro cin thiét.
Tenofovir ¢6 the loai bd qua thim tich mau, do thanh thii trung binh cda Tenofovir qua thim
tich mau khodng 134 mi/phir. Dao thii Tenofovir bing thim 1dch phic mac viin chua duge

nghién o,
HAN DUNG:
36 thiing k& 1 ngay sin xudt,

Khbny diny thude kii di hét han sit dung.

BAD QUAN:

580 quan & nail mat, kho dudi 30°C. Tranh dnh sing.
TRINH BAY:

Hop 1 v 10 vién, ‘
Nha sdn it : g
ATRA PHARMACEUTICALS Ltd,,

. s

H-19 MIDC Waluj Augagabiad 431133, An DO,

N we s

Nyuyin Vim Gohand
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