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B |
TEMIVIR

Déxatdmtaytréem
Boc ky hudng din sif dyng trude khidiing
Thudcnay chi ding theo ddn thude

Thanh phdn eéng thic thude:
- Thinh phidn dude chat:
Tenofovir disoproxil fumarat 300 mg
Lamivudin 100 mig

- Thanh phén 14 duge: Lactoge, Microcrystaliin cellutose 101,
PVP K30, Polyplasdon XL10, Asrosil, Magnesi stearat, HPMC
806, HPMC 615, PEG 6000, Ta!e Titan dioxyd, Tartrazin yellow,
Biraiwn wita d0°1 vién,
Dgng bdo eh&: Vign nén dil thubn hal déu, hal mat trdn 181, bao
phim mau vang, bén trong mau irang hode gdn nhutrdng.
Chidjnh:

Vign TEMIVIR (tenofovir disoproxil fumarat va lamivuding
duge chi dinh trong difiu tr| cho b&nh nhan nhidm HBY da thitbai
didu tri vaitenolovir disoproxil fumarat hede iamivudin dentri gy,

Vién két hop liéu cf dinh Tenolovir disoproxil fumarat
300mg/Lamivudin 100mg dugcehl dinh trong dibu tri nhidm Virus

HIV-1 gay suy giam milin dich &ngudi idn va thanh thisl nisn (ti

12 tudiind 18n v& cn nng > 35kg)
Céch ding, lidu dung:
*Cdehding: '

Trong cdc trusng hop ngoaiié & nhing bEnh nhan nudt dac
biél khe khiin, c6 thé ding sau khl cho A vign thudc
TenolovirLamivudin trong it nhit 100ml nude, nuds cam hodc
nude nho.

‘Ligu ding: »

- Ngudi 1an: Ligu khuydn cde cia vién k8t hop liu of dinh
Tenofavir disoproxil fumarat 300mg/Lamivudin 100mg (1 vidn) &
11dn mdi ngay, duge ding duting Usng val thite 3n. DE hap thu 15t
nhal tencfovir, vién k&l hop il e dinh Tencfovir disoproxil

fumarat 300mg/Lamivisdin 100Mg ditge: khuyn cdo nén duge

diing vdi thitc B

Khi cd chl dinh ngling didu trf vai mat treng c4c thiinh phén
cda vién két hop li8u cf dinh Tenofovie disoproxil fumarat
300mg/Lamivudin 100mg hodc ein thay A8i €u thi cd thé dina
cac thusic cé thanh phén lenufuui:nﬁsnpmﬂl fumarat va lamivudin
dan ¢hal,

Néu bénh nhan quén mét WU vien K&t hap 8u 68 dinh
Tenolovir disoproxil !um&rat:%ﬁﬂlr@l.amwudm 100mmg rong vong
12 gis, bgnh nhan ndn udng viel k8t hop iéu o8 dinh Tanofavir
disoproxil fumaral Eﬂrﬂmg-'Lamriru:IIn 100mg vai thilc &n cang
s6m- cang 6t va lal iép e ding thudc thiao thai glan bidu binh
thuding c0a ho. MEu bénh nhan gién mét Ny vidn két hap Béu o
dinh' Tenofavir disoproxil fumarat 300mg/Lamivudin 100mg sau

hon 12 gid v gén dén gies cho i k& tiép, nén b BSu 08 quén vé
81 4iéip tyc duing thudic theo thei gian bigu binh thuding chahg.

Néu bdnh nhdn nén trong véng 1 gid sau khi ubng vién ket
hgp Iiu b dinh Tenofovir disoproxil fumarat 300mg/Lamivudin
100mg, nén ubng tai motvién kit hop. Néu bénh nhdn nén sau 1
it sau khi udng vién két hgp lidu ¢d dinh Tenofovir disoproxil
fumarat 300mg/Lamivudin 100mg thi khéng cdn wding lai vién ket
hgp.

- Bénh nhan nhi: Vign chia Tenclovir disoproxil fumarat
khiing duge khuyén cdo ding chotré em,

D ligu iam séng sin cd & nhiing thanh thigu nién bi nhidm
HIV-1 khong db dé hi trg cho viéc ding tenofovir disoproxil
fumarat & bénh rihén nhiva hign nay khang oo sin di ibu & tré em
nhé han. '

- Nguisi 1én tudl; Khong c6 sdn il libu dé dua ra i8u khuyén
cdochonhiing bénh nhan irén 85 udi,

- Suy than: Vién két hop liu cd dinh Tenofovir disoproxil
fumarat 300mg/Lamivudin 100mg khing khuy#n cdo cho bénh
nhdn suy thgn mdc dé trung binh hodc ndng (46 thanh thai
creatinin < S0mbiphat). Nhing bnh nhin suy than mic b frung
binh hofc ning ma khéng the dat duge &8t qui voi iy thing
thuang.cia vién thude ket hop, yéu-cdu phéi digu chinh khodng
céch téu diing.

- Suy gan: Vigc diéu chinh 8 cla vién K&t hgp idu cd dinh
\Tanctovir disoproxil fumarat Enﬂm;;-'Lumwudm 100mg & khong

&8 thiét d8i véi nhdng bénh nhin suy gan mic d8 frung binh hodic

nangirl khict kém theo sty than,
‘Chding chi dinh:
* =MEmncam véi tenofovir disoproxil furarat, lamiviadin hodc vsi

sbiitky thanh phén ndo cla thudc.

Cénh bao va thgn trong khidung thudc:
* Lign guan dén tenofovir:

- Phal ngdng tenoiovir disoproxil fumarat khi thay néng dé
aminotransierase ting nhanh, gan to ddn holic gan nhifm ma,
hodic bf nhigm tean chuygn héa hodic do acid jactic khéng 6
nguyén nhan. Phai rdt than trong khi ding tenelovir cho ngudi co
bénh gan 1o, hodic ¢o.cdc nguy ca khdc vé gan, Dac bigt phai hét
sie than trong ddi vai ngudi BAnhics kem thém viém gan G dang
ding interferon alpha va ribavirn. NEu ngudi benh cb thém viem
gan B, khi ngiing tenatovir, 66 thé £6 nguy oo bénh vidm gan néng
|&n, Phil theio déi sét chic ning gan it nhat vai théng & nguoi bénh
nay.

- Phai airng tenofovir than (rong & ngudi ¢6 18n thivong thén va
phai giém lidu, Chic ning thin ya phosphat huydt fhanh phal
dUge giam sat rude khi bat adu diBu tr, cach 4 tudn 150 1am xét
nghigm trong nam déu diéu i, v sau dé o 3 thang 1/n ddi vai
ngudi c6 bénh sbi ¢d 16n thudng than. Néu ndng dd phosphat
huyét thanh gidm nhiéu hodc thanh thai creatinin dusi 50 miphut,
chide ndng thén phai danh gia trong veng 1 tudn, va phai didu
chinh khodng céch cho cac lidu, hodic phil ngiing thudc.
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- Phai theo dbi cac bal thuding vé xuong, vi tenctovir ¢ thé
lam gigm mét ad xudng, phai theo dol xuong & ngudi eé bénh
50i bi gy xudng, hodc cd nguy colodng xuong (gidm khéi
Xudng).

*Lién quan dén lamivudin:

- Phéi ngting thudc & bénh nhan bi dau Bung, budn ndn hoac
rbn hodic oo két qua hoa sinh blt thugng khign nghi ngd bj viem
tuy, Chidung thubc khida loai trd vigm tuy.

- Phai ngling thude & bénh nhén cé ndng dd aminatranstarase
1&ng nhanh, gan to dan hodc bj nhim loan acid lactic khdng 6
CAn ngLyén,

- Thatn lrgng khi ding cho ngm:n @b gan to hodic o nguy cd
méc bénh gan.

- Bénh nhén déng thal c6 HIV va viém gan B hoge © man tinh
dugc di€u trj béng két hop Ihuds khang retrovinus ¢b nguy oo cao
bi ADR nénglén gan.

- Vigm gan B dé bi trd lai ndng hon & ngudi méc viem gan B
mign tinh ngung ding lamivudin, Phai theo d& chit chic ning gan
@ nhing ngudi ndy, Trudc khi dung famivudin dé digu trj viém gan

B phai chdc chdn bgnh nhan khbing déng thai c6 HIV i ding
lamivudin iéu thap ¢ difu trj vidm gan 58 din dén cdc ching HIV
khang lamivudin.

- Phaigiam Héu cho bénh nhiin bi suy than.

- Phii theo doi chat ché khi ddng thude, nhit i lamivudin kel
hop vol zidovudin cho iré em ¢ Hén sd vidm tuy hodc cé nguy oo
vigm yy. Phai ngling thudc npay kbl ¢ déu higu 13m sang hobic
ket qu xét nghigm ggi ¥ vidm tyy. Phii chi dén cho ngudi than
hode ngudl chidm nom tré em nhiém HIV vé nhilng diu hidu va
trifu chiing cda viem tuy.

- Ban eho ngudi bénh bidl l lamivudin khdng chila khaéd nhidm
HIV, ho van tifp tuc mang vieus HIV, ké cd nhidm khudn ca ki,
Ngudi bénh vin phai duge theo déi va ubng thubc lign tyc. Nél b
cho ngudi bénh bist 1A lamivedin khang lam gidm nguy co iy
Iruyén HIV v& ho phdiding bao cao su dé bio vé ban finh,
Sudyng thude cho phu nif ¢d thal va cho con bii:

~Phy i ed thai:

+ Tﬁnﬂfﬂ-ﬂrhhﬁnﬂ dung chophy nirmang thai.

+ Than trong khi dung lamiviidin cho phu nlil mang thai, phai
cén nhic gilia gl fch cha me vanguy cd cho thai. Kndng ding
tamivudin trong 3 thdng dduw va 3thang gila cda thaiky vi ¢d nguy
ca géy ditdt bém sinh cho thai nhi: Diing lamivudin eho iré sg sinh
trang 1 tufn eb thé ¢6 higu qua nhi ding 2idovudin kéo dai treng
vigc phdng nada kay truyén HIV i me sang con (s&r dyng |au dai
zidovudin' chio mg wa cho tré 1 bitin phép o6 hiéu qua nhat gé
phéng ngia truyén ti me sang ¢on nhiing cong 1 bign phap 1&n
kém nhal),

- Phi nif cho corvbid!

+ Chuia 18 tanotovir ob vao sila khdng. Tuy nhién, ngudi me
dding tenofovir 48 didu tri HIV khing dugc cho con bi 8é phing 4y
nhigm sang con,

+ Lamivudin dugc bai tiét trong sba. Phy nlie6 HIV khidng cho

r 28

con bi. Ngudi me b nhiém HIV dang ding lambvudin khéng nudi
con bang siiamg,
Anh huding cia thue lén khi ndng 14i xe, vin hanh méy moc:

MNgui 14i xe va vAn hanh méy mée ¢dn than trong khi sl dung
thudic vi thudic co thé gy chang mat, budn ngd.

Tuwng tée, tuong ky cua thude:
* Lién quan dén tenofovir:

Tenofovir khing duge ding cing val adefovir dipivoxil.

Tenofovir m giam ndng db atazanavir sulfat frong huydt
\ucing..

Tenofovir 1am tng ndng d didanesin trong huyét Wang, Néu
ding déng théi val didanosin thi phai udng tencfovir trudc khi
ubing didanosin 2 gig hogc saukhiudng didanasin 1 gid.

Tenofovir lam gidm néng 44 lamivudin trong huyét tuong.

Indinavir ding déng thiol véi tencfovic; Lam tang ndng 48
tencdovir va lam giam néng ddindinavir trong huyét ucng.

Tanofavir ding ddng thai vatlopinavir va ritonavir; Téng ndng
a6 tenofovir trong huyst tuong, giém ndng 46 lopinavir va ning dd
dinh ritonavir trong huyét tudng.

Tenofovir ding ddng mb‘wﬁ'ill':uﬁﬁ dugic thél chi yéu qua than
{aciclovir, cidafovir, ganciclovir, valacyelovir, valganeiciovirl; Ga
thé Lam tEng nding di trong huyll thanh cia tenofavir hodc cla
thude kia do tranh chéip duting dao thai.

Cac thudc [am glam chdc nang thiin co thé I2m ting ndng db
tenafovirirang huyétihanh,

* Lién quan dén lamivudin: .

Cac thubc ching sy xam nhap vao 18 bao va ching hda mang
clia virus HIV (enfuvirtid, maravioc): a6 tae dung hiép déng voi
lamivudin khdng HiW-1,

Céc thudc de ché integrase dda HIV {raltlenavir): Khing anh
hudng eo ¥ nghia i2m sang len dugc ddng hocela famivedin,

Céc thubc Uc ché protease HIV (amprenavinfosampranavir,
nelfinavir, nitenavir, saquinavir, ipranavin); Cd 1dc dyng hidp déng
(in vitro) vdi lamivudin. Khong e biing chiing cé sy diiikhéng gita
lamivudin v atazanavic hodc dananavir. Khdng 18 cotudng téc vé
maét duge ddng hoc gitia darunavir dude Eng cudng bang ritonavir
vé famivodin, Khéng 16 co ludng tic v8 mat dilde dng hoc gita
ché phﬁ'm k&t hoip c6 lopinavir v ritonavir véi lamivudin khi duge
ding déng thdi. Ndng 46 dinh huwét tidng va AUC clia lamivudin
1&ng khi ding ddng thai vai nelfinavir; luy nhidn didunay khong co
¥ nghia [m sang va khdng cén phdi chinh liéu. Ding ddng thal
lipanavir duge tang cudng biing ritonavir khing &nh hudng lén
disge ddng hocctra lamivudin,

Cac thuBe dc ché enzym phién m& nguoc khéng phii
nucleosid (delavirdin, efavirenz, nevirapin) G& ta¢ dyng higp
déng vdi lamivudin 18n HIV-1. Kh@ng cin phai difu chinh lidu khi
ding dbng thai efavirenz va lamivudin. Khing o6 tuong 14c duge
ding hoe khi ding dong thal lamivedin va rilpivirin,

‘Cé¢ nucleosid va nucleolld de ché enzym phign mé ngugc
(abacavir, emincitabin, stavudin, tencfovir, zidoveding: Ning db
zidovudin trong huyét tuidng tang 18n khodng 13%) khi ding két
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higp vii lamivudin nhing khisng c&n phal chinh By khi diing 0éng thi
Abacavir, satavudin lam gim AUG gl lamividin nhung khing oo ¥ nghia
\am: sdng. Tenofovir tam gidm 24% nfng 96 dinh huydl wong cla
lamvusdin. Khbing dling ding thé lamivudin va emiricitabin {emiricitabin i
chét fugng by lamivedin, diing dng il khdng o6 ki ich i 2 thudic bi khng
ninif nha v khdng ob tac dung tang cudng 13n nhau). Khong ding dng
itk lamivudin & zalcilabin vi lamivudin te ché manh sy phosphonyt hioa
#alcitabin & bntrong 18 bdo.

Interferon vA  peginterleron: Dong dong thid thuc khang
relrovirus (oo hodic khing co ribavirn) va interferdn alpha (Rogc
peginfarferan alpha) ohio ngudi ding thai ed HIV va HCV cd thé gay
suy gan gy i veng. Phiitheo daichitche noudi bénh ding déng thil
lamivudin va interferan alpha (hodc paginterferan alpha) ot hodic
khéng oo riavirin vé a@ic tinh, nhatla suy gan va phai ngiing thulis ndu
can. Néu tinh trang bi dd¢ xdu thém [vi dy suy gan irdn 09 & theo thang
Child-Pugh) thi co thé phai ngﬂ]jg ho@c gidm lidu Interferon aipha
{hoac pegintereron) vahoac ribatinin,

Ribavirie; Ribavirn ¢61hé lam giam phosphoryl hoalamivudin,

Bénh nhan d8ng thal ¢ HIV.va HCV ¢d nguy ¢4 bi suy gan khi
ding déng thai thube khing retrovirus vé interferon alpha (hodc
peginterleron alpha) cd ho#c khdngcd ribavirin,

Methadon: Khéing dnh hifingcd § nghfa ién dude ting hoc tha
lamivudin; khing cdn phai chinh U kehi dting déng thif

nhuing khéng cn phi chinh lifu.

Bupranarphin: Khéng cé tugag tac dugc dbng hot o0  righia iAm
séng; khbng cdn chinh li8u néu diing ddng thii,
* Tuing ky ca thude: Do khong o6 cic nhién cliu vE tinh tuang &y
ehathube, khdng irén n thude ndy vai cée thubc khéc,
Tde dyng khdng meng mudn cua thude:
* Lign quan d&n lenafovir:

- Thudng gdp, 111005 ADR < 1/10:

+ Toan thin: M& ¢4, ahic ddu,

+ Tidu hoa: Tidu chdy, chudng hoi, m&tcim gide tham &n, bubn
ndn, non, daw bung, kha tidu.

+ Huy&thoc: Gidm bach cdu trung tnh, giém phosphiat huy&t

+ Héa sinh: Lam thng X&t quaxét nghigm ALT, AST, glucose nigu.

- Itgap, 1/1.000 < ADR < 1/100;

+ Bau byng; gan b| nhidm dic, than bi nhibm déc(nhil i khi ding
i can).

- Higmgap, 1/10000 < ADR < 1/1000:

+ Gan bi nhifm dée, nhilim toan lactc (daubyng, chandn, fachay,
i nhanh yéu, kho chiu todn thin, dau cd hodc chudt ril, budn nén,
budn ngl).- Suy thén cip, protein nidy, 1o chiing Fanconi, hogi 1é Sng
tadn,

+ '\ by
“ Lién quan dén lamivudin:

T4 18 céc tdc dung phu dudi ddy 1 1rén nguai Idn, duge didu tri
nhibm HIV ho&c HBV béng lamivudin. két hgp vai cac thufic khac
khang ratroviris.

Trl'memﬂpﬁnb:aulrama-!humzn:l kam tang AUC clia lamividin 43%),

- Rt sheding géip, ADR = 1710;

+Thén kinh trung udng: Baudiu, mit ngl, khé chiu, métmai.

+ Tidu hia: Budn ndn, ndn, lachiy, viém tyy, daubung.

+ Hiy8t hoe: Gidm bach cdu trung tinh,

+ Gan: TAng cdc ransaminase AST,ALT.

+ Thidn kinh - co va xuang: Bawco, bénh diy thin kinh ngoai bign,
daucg-xuong.

+ Ho hdp; Du higuva trigu ching & mOi, he, dau hong,

+ Khac: Mhifim khusn (gém cd ahim khudn tal, mil. hong).

- Thung gép, 11100 ADR < 1A10:

+ Theén kinti frung ugng: Ghongmat, trdm cam, s8t, rét run,

+ Da: Noimén.

+ Tiéu hba: Chan &n, lEing lipase, dau quan byng, khd Héu, tang
amylase, chm gide béng rét da day.

+ Huy &t hoo: Gim tidu cdu, ed hemoglobin trong huy&t Lung,

+Thén kinh cova sudng: Tang craatin phosphokinase, dau khdp.

- frgdp, 1/1.000= ADR < 1/160¢

+ Thiin kinh - co: Dj cém; nhuve cd, tan oo van, bénh than kinh
ngoai bibn, cogisl, hanh vi bt thudng.

+ Huyét hec: Thifu may, thidy sdn hbng cdu, sung hach bach
huyél.

+ Toan than: Phdn v, héi chiing phyc hii mién dich, réiiean phin
biima, tich ma. '

+ Gan - lach; Gan to, Hng billrubin huyst vibm gan viris B ndng
thiém, kiehto,

+ Chuyén hoa; Tang tiglcerid huyél, tang cholesterol huydl,

‘khanginsulin, 1Eng glucose huydt, ting lactat huyét.

+Da: Ngia, ryng toe, nbi ban,

+ Khiag: Viém midng, thd rit, hogi il xugng,
Thdng béo ngay ¢ho bic 5T hodc duge sT nhifng phan dng 6 g g3p

phéi khi'si ding thude

Qud liéu vé cach xiriri:

- Lign quan ddn benofovir:

 Chuia c6 56 B diy d0 v qué liéu. N&u nghi ngd qud li8u cén d&n

trung tm ching déc. Xet theo tinh chidt dudc ding hoe cla thudc thi
thim phin mang bung holc thim phin mdu cd the m tang t9e &6
ddo thil tenokavir. Chua 16 phudng phdp nay cd 1am thay ddi bénh
ednh 14m sang ota qud R thubc ey khing.

Bidi tr| nigh dibe, qua (8u tenalovirla didu rinéu ching va didu tri
h tres. Chid i trig gitip w& tam Iy chobanh nhan toan i satbing thudc.

- Lig uain déin famivudin

Cé rat it thisng tin vé qua iy Khong cb thule gidl dc dac hidu.
Triém tch méau hodic thdm phitn phiic mac sau 4 gid chi Iy di dude
mét lugng khong déng ké. Ngb dbc nding (viem Wy, bénh thén kinh
nigosi bign, gan nbibm ma, suy thn cdp, nhiém toan) xay ra sau diu
trimi KnBng xdy ra ngay sau khi wing qua fidu. Ding |3u dalco thé gy
ddc cho ty thé diin dén nhigm toan lactic o6 hodc khéng kém theo
nhidim mo vi thé &'gan, Bigu trj ngd dbc ndng bada gom: raimy thudc,
i Iri s e, diimg benzodiazapin 48 an thén va chiing oo gidt, thudc
ehfing nén, déu chinh toan mdu (fruyén nairi bicarbonat 1= 2mEafka,
uding hodc truyén finh mach riboflavin 50 moingay. 1ruyén L-camitin
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50 mg/kg/ngay chia lam 3 i&n, ma&i [dn truyén 2 gid cho bénh nhan
khéng thim phan hode truyén lign tyc 100 mglkgingay cho bénh
nhén dang thdm phan); ding thudc kich thich tao bach cau hal
fnéu bj nhilm khufn ca gidm bach cdu hat); ding thubc gay co
mach néu bi'suy nhidu phil tang; theo doi chat céc dau hidu fam
sing, dién gidi, enzym gan, tim & nhiém khudn & bdnh nhan nhl
& néu cogidm bach clu trung tinh.

Déc tinh duge lye hoc:

*Lién quan déntenofovir:

Mhém duge iy tri igu; Thudckhéng retrovirus.

MaATE: JOSAFDT,

Tenofovir |4 mot nuclectid ¢ chd anzym phién ma nguge,
dude ding phii hop v6i cdc thude khang retrovirus Khae ireng
diéu tri nhigm HIV typ 1 & ngudi truding thanh. Thude diing theo
dufing ubng dudi dang disoproxi fumarat ester. Tenofavir
disoproxil fumaral la mot mudil eda tiér duge tenolovir disoproxil
dugc hilp thu nhanh va chuyén thanh tenofovir réi thanh tenofovir
diphosphat hoa trong 18 bao, Chal nay de ché enzym phién ma
ngugc cba virus HIV-1, do tranh chép vdi co chil ty nhién
deoxyadenosin 5-riphosphat vé sau khi gln vio AND s& cham
it kéo dai thém chudi AND.

£l vist HIV i vilro, néing 48 tenaofovir cin thigt dé de ché 50%
(CERD) cac chiing hoang dd trong phdng thi nghiém HIV-1 lati 1 -

& micromollit trang déng t& bAo lymphio. Tendfovir cling co e,

dung dai vdi HIV-2 i witro; i néng dd o che S0% 1a 4.9
micromaliiit irang céc 18 bao MT4. Cdc ching HIV-1 nhay cim

gidm d8i véi tenclovir disoproxdl fumarat o6 thé tao ra in vitro, v

ciing da tim thay trang 1m séng khi didu tribling thudc nay.

C4c chiing ndy déu co mat ddt bidn KE5R. Co the cd khdng
chéo tamofovir véi cac thude Goché enzym phidn ma nguge khac
* Lign quan dén lamivudin:

Nhom duge Iy trilidu: Thudc khéng retrovisus va virus.

Ma ATCJOSAFDE.

Lamivudin (2',3"= dideoxythiacylidin) thude nhém nucleosid
e ¢hé enzym phién ma nouge, Lamivudin cd cdu tric tudng i
zalcitabin. Lamividin duge cd¢ enzym trong 18 bae ahuyén thanh
din xust et Hoat inh 1a lamivugdin-5'-triphosphat (3TC-TP). Do cd
eéiu trile ludng by deoxycytidintriphosphal & cd chll i nhign cho
enzym phién ma ngugc nén 3TC-TP canh tranh vdi deoxycytidin
triphicsphat tu nhién va lam sy i8ng hgp DNA clia vinus bi két thikc
séim. Lamividin ¢ 3¢ tinh ritih8p a8i voité bio.

Lamivudin ¢cé hoat tinh nairus HIV typ 1 va 2 (HIV-1, HIV-2)
vil chng &6 tdo dyng dc ché vinus vidm gan B & ngudi binh man
tinh, Tuy lamividin duge dung nap 1dt, nhung khong duge ding
iamivudin don dbc vi d& sinh khang thudc. Sy khdng thudc nay do
dot-bidn v& enzym phign ma ngugc, 1am gidm tinh nhay cam han
100 1dn v lam mat tac dung khang virus trén ngudi bénh. Cae
chiing HIV khang lamivudin 18 chiing M184| (isofeucin thay the
methionin & codon 184) va MAB4Y (valin thay thé methionin &
codon 184) cdia enzym phién ma nguye. Bidu tr vidm gan B man

tinh bling lamivedin mot thi gian thisé xudt hign cac chiing 80t
bidn khang thudc trén enzym polymerase. Cdc ching HBV dit
bign khang lamivudin [3 M552V (valin thay thé methionin & codon
552)va M5521 (isoleucin thay methioning. Mac du xuBl hidn khang
thé anti-HBe nhung AND:-HMBV lai tAng cao sau khi nging
lamivudin va ALT lai ting, bénh tdi phial, T} i khidng tamivudin
sau 1 nam didutr 12 24%, sau 2 ndm i 38%, sau 3 nim i 50%.

Ligu phép phéi hgip lamivudin vé zidovudin & ngudi bénh chua
duge didu trj trude day, Bim gidm khoéng 10 En mél dj virus trong
huyét tudng, tic dyng kéo dai hon 1 nam, méc di c6 sy dot bign
claienzym phigén ma ngugce.

Bdc tinh duge déng hoc:
* Lién quan dén lenofovir:

Sau khi cho ngudi bl HIV uBng tenofovir disoproxil fumaral,
thudic dige hap thu nhanh chéng vé chuyén thanh tanofovir. Nong
a6 dinh tenofovir trong huyé! twang 12 296 + 90 nancgam/m| sau
kii uBng 300 mg duge 1 = 2 gio. Sinh khd dyng & ngudi dol la
khoang: 25%, nhung tng cap néu udng tenofovir disoproxi
fumarat ciing vdi ba &n nhidu mé. Tenalovir dugc phin bd & khdp
céc md, nhit la & ganva & than., T{ 16 thufe gén vao protein huyét
1Wiging 1 dudi 1%, gin voi protein huyét thanh & khodng 72e. Thai
qian ban théi & 12 - 18 gid. Tenolovir duge dao thai ehil y&u qua
nudc lifu nk qud trinh loc & cdu thin va bai idl tich oy & éng
than, Thiim phan mau logi b thudic ra khoi mau duge.

* Lién quan dén lamivudin:

Sau khi ubing, lamivudin hap thu nhanh va néng dé dinh huyét
thanh dat 5au khodng 1 gid (ung e doi), 12 3,2 gid (udng luc na),
Thilc &n lam cham nhung khong lam gidm hip thu thude. Sinh kha
dung & ngui n nhidm HIV 12 khodng 80 — 87%; & 1ré em 10 5
ihéang dén 12 bl nhiém HIV 13 66%. Ty 18 gin voi protein huyét
wiong thap (<36%). Thé tich phiin b 13 1,3 livka, khibng phy thude
vao 184 va khong ¢6 tugng quan voi can ndng. Chi khoéng 10%
lamividin gua hang rao mau = nao; 7 1§ ndng 44 treng dung dich
ndo — tyindng db huyét thanh 12 0,12: Lamivudin duge chuyén
héa trong t& bao thinh dang iriphosphat cé hoat tinh. Thude bi
chuyén hda it d ganva duge dao thai chi yéu qua thin dudi dang
khinig thay ddi. Thii gian ban thai treng t& baolympo & mau ngogi
vi 14 10 = 19 gié. Thoi gian ban thai sau khi udng liBu mtiEnla s -
7 qid & gLt 18n: b 2 giir & tré em 14 thang d6n 14 wai.

Qui cdch dong goi:

- Hop 03 vix 10 vién nén bag phim.

= Hip 10 v x 10 vign nidn bag phim.

Pidu kign bio gudn cha thude: Bao guan thude noi khd, nhigt 4
kindngqua 20°C, trdnh anh sang.

Han diing cua thudc: 36 thang ke tingay sén xudl.

Tléu chugn chétlvgng cla thuge: TCCS

Tén, diachictia o sd san xudtthuse:

_ MEYER-BPC
ﬁ gfme TY LIEN DOANH MEYER-BPC
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