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B
TEMIVIR

Dé xatdm tay tré em
Boc ky hudng diin sirdyung trude khi ding
Thudc nay chi diing theo don thudc

Thanh phdn eéng thic thude:
- Thanh phdn dugc chat:
Tenaotovir disoproxil fumarat 300 mg
Lamivudin 100 mg

- Thanh phén ta duge: Lactose, Microcrystallin cellulose 101,
PVP K30, Polyplasdon XL10, Aerosil, Magnesi stearat, HPMC
606, HPMC 615, PEG 6000, Talfn Titan dioxyd, Tartrazin yellow,
Brown vita di 1 vién.

Dang béo ché: Vien nén dai thudn hai déu, hai mét tron 18], bao
phim méau vang, bén trong mau ll'ing hodc gén nhutréng.
Chi djnh:

Vidn TEMIVIR (lenofovir dhcpruxlr fumarat va lamivudin)
duge chi dinh trong diéu trj cho b&nh nhin nhidm HBV da thét bai
didu tri vditenofovir disoproxil fumarat hodc lamivudin don tri liu.

Vién két hgp liéu cf dinh Tenofovir disoproxil fumarat
300mg/Lamivudin 100mg dugc ¢hi dinh trong didu tri nhidm Virus

HIV-1 géy suy gidm midn dich & ngudi Ion va thanh thigu nidn (10

12 tudi trd 18n v cdn ndng > 35kg)

Cdch dung, liéu dung: L

*Céehding: : |
Trong cac trudng hdp ngoai lé & nhiing bénh nhan nudt dac

 biét khé khdn, cod thé ding sau khi cho rd vidn thudc

Tenofovir/Lamivudin trong it nhiit 100ml nude, nude cam hodc
nudc nho.
*Liéudung:

- Ngudi 16n: Liéu khuyén cdo cla vién két hop lidu 8 dinh
Tenofovir disoproxil fumarat 300mg/Lamivudin 100mg (1 vién) Ia
11dn mdi ngay, duge ding duting ubng vdi thire &n. DE hap thu t5t
nhét tenofovir, vién k&t hop lidu ¢8 dinh Tenofovir disoproxil
fumarat 300mg/Lamivudin 101)!19 duge khuyén cdo nén dugc
dung vai thuc &n.

Khi ¢6 chi dinh nging diéu trj vl mét trang céc thanh phén
cla vién két hgp lidu cd dinh Tenofovir disoproxil fumarat
300mg/Lamivudin 100mg hodc cn thay ddi liéu thi cé thé ding
céc thude cé thanh phén tenofovir disoproxil fumarat va lamivudin
daon chél. |

Néu bénh nhén quén mdt lidu vign kEt hop 8u of dinh
Tenofovir disoproxil fumarat 300mg/Lamivudin 100mg trong vong
12 git, bénh nhén nén udng vién két hop lidu ¢8 dinh Tenofovir
disoproxil fumarat 300mg/Lamivudin 100mg vai thic 4n cang
sdm cang ot va lai tiép tyc din thudc theo thai gian bidu binh
thuding cia ho. N8u bénh nhan quén mét lidu vién k&t hop lidu cé
dinh Tenofovir disoproxil I'umaraf 300mg/Lamivudin 100mg sau

han 12 gié va gan dén gids eho lu ke tidp, nén bd Hdu da guén va
Iai tiép tyc dung thudc theo thdi gian bidu binh thudng ¢ia ho.

Néu bénh nhan ndn trong vang 1 gid sau khi udng vién két
| hop liéu cb dinh Tenofovir disoproxil fumarat 300mg/Lamivudin
100mg, nén udng lai mot vién két hop. NEu bénh nhan ndn sau 1
gidf sau khi ufng vién kél hop lidu of dinh Tenolovir disoproxil
fumarat 300mg/Lamivudin 100mg thi khéng cdn udng lai vién ket
hap.

- Bénh nhan nhi: Vién chia Tenofovir disoproxil fumarat
khéng dugc khuyén cdo ding cho tré em.

D liéu lam sang s&n cd & nhilng thanh thidu nién bi nhiém
HIV-1 khong dii dé hb trg cho vidc ding tenofovir disoproxil
fumarat & bénh nhén nhi va hién nay khéng cd sdn diliéu & tré em
nhé han.

- Ngui I6n tudi: Khing cé sdn dir liéu o8 dua ra lidu khuyén
cdo cho nhing bénh nhén trén 65 twéi,

= Suy than: Vién két hgp lidu ¢ dinh Tenofovir disoproxil
fumarat 300mg/Lamivudin 100mg khang khuyén cdo cho bénh
nhan suy than mdc dd trung binh hofic ndng (4§ thanh thal
creatinin < S50mliphat). Nhiing bnh nhén suy than mic d trung
binh hodic ning mé khong thé dat duge két qua vdi lidu thing
thudng ciia vién thude két hop, yéu cdu phai didu chinh khodng
céch liéu ding.

- Suy gan: Viéc diéu chinh lidu cda vién két hgp liéu 8 dinh

["Tenofovir disoproxil fumarat 300mg/Lamivudin 100mg la khéng

\cfin thiét d6i vdi nhilng b&nh nhan suy gan mie 84 trung binh hodic
nang trif khico kém theo suy than.
“Chéng chi dinh:

= M&n cam vdi tenofovir disoproxil fumarat, lamivudin hodc vdi |
bét ky thanh phén nao clia thude,

Cénh bdo va thin trgng khidung thude:
* Lién quan dén tenofovir:

- Phéi ngiing tenofovir disoproxil fumarat khi thdy ning dd
aminotransferase tang nhanh, gan 1o ddn hodc gan nhidm ma,
hodic bj nhiém toan chuydn héa hodic do acid lactic khéng
nguyén nhan. Phéi rét than trong khi dung tenofovir cho ngudi cé
bénh gan to, hodic ¢o cdc nguy cd khic vé& gan. DEc biét phai hét
stc th&n trong ddi vai ngudi bénh €6 kém thém viém gan C dang
dung interferon alpha va ribavirin, N&u ngudi bénh cb thém viém
gan B, khingiing tenofovir, cé thé €6 nguy ca bénh viém gan niing

| 18n. Phai theo ddi sét chiic néing gan it nhat vai thang & ngudi bénh

nay.

- Phdi diing tenofovir than Irong & ngudi ¢d tén thuong than va
phéi gidm liéu. Chic nang than va phosphat huyét thanh phai
duge giam sat trude khi bat ddu didu tri, cach 4 tudn 1 14n 1Am xét
nghigm trong ném déu diu trj, v sau d6 o 3 thang 1 1&n d&i vai
ngudi co bénh séi cd tdn thuong théan. N&u néng dé phosphat
huyét thanh gidm nhiéu hoéic thanh théi creatinin dudi 50 mbphat,
chiic nang thén phai ddnh gid trong vong 1 tuén, va phai diéu
chinh khodng cach cho cac lidu, hodic phdi nging thude.

e —




https://vn

‘aS.COmLar H&}(ﬁt thuling vé xudng, vi tenofovir c6 thé

lam giam mét dd xuang, phai theo ddi xuong & ngudi ¢d bénh
i bj gay xudng, hodc ¢ nguy ¢o loding xudng (gidm khéi
xuang).

*Lién quan dén lamivudin:

- Phai ngiing thuic d bénh nhén bi dau byng, bufén ndn hodc
ndn hodc cé két qua hda sinh bt thudng khién nghi ngd bi viém
tuy. Chi ding thudc khi da loai trifvigm tyy.

- Phai ngiing thubde & bénh nhéin cé ndng dd aminotransferase
téng nhanh, gan to dén hodc bj nhidm toan acid lactic khing rd
cén nguyén.

- Thidn trgng khi ding cho ngudi c6 gan to hodic cb nguy cd
méc bénh gan.

- Bénh nhén déng thdi cé HIV v viém gan B hoiic C man tinh
dugc diu tri bing két hgp thude khéng retrovirus cd nguy co cao
bi ADR n&ng lén gan.

- Viém gan B dé bi trd lai n@ing hon & ngudi mdc viém gan B
man tinh nglng dang lamivudin. Phai theo di chit chie néing gan
& nhing ngui ndy. Trude khi ding lamivudin dé didu tri viém gan
B phdi chic chin bénh nhan khéng déng thai cé HIV vi ding
lamivudin i8u thap dé difu trj vidm gan s& din dén cdc chiing HIV
khang lamivudin.

- Phaigidm liéu cho b&nh nhéin bj suy than,

- Phéi theo déi chit chié khi diing thudic, nhal I3 lamivudin h!'tuu_
hgp vdi zidovudin cho tré em co tién sd viém tyy hodc ¢ nguy co
viém tyy. Phdi nging thubc ngay khi cb diu hidu 1am sang holic
két qué xét nghiém ggi y viém tyy. Phai chi din cho ngudi than
hodic ngudi chdm nom tré em nhidm HIV vé nhilng du hidu va
tridu chiing cha viém tyy.

- Bdo cho ngudi bénh biét 12 lamivudin khdng chiia khdi nhidm
HIV, ho van ti€p tyc mang virus HIV, k& cd nhiim khudn co hoi.
Ngudi bénh vén phdi duge theo dbi va udng thudc lign tye. Néi rd
cho ngudi bénh bidt 14 lamivudin khéng lam gidm nguy co Iy
truyén HIV va ho phéi diing bao cao su dé bao vé ban tinh,
Surdyng thude cho phy ni ¢6 thai va cho con bu:

= Phy ni o thai:

+ Tenofovir khdng ding cho phy nd mang thai.

+ Than trong khi diing lamivudin cho phu nil mang thai, phai
¢éin nhic gilta Igi feh cho me va nguy co cho thai. Khéng ding
lamivudin trong 3 thang ddu va 3thang gita cda thai ky vicd nguy
cd gay di tat bdm sinh cho thai nhi. Ding lamivudin cho tré so sinh
trong 1 tuéin cé thé cé hidu qua nhu ding zidovudin kéo dai trong
vigc phong ngiia lay truyén HIV il me sang con (50 dung lau dai
zidovudin cho me va cho tré la bién phép cé hiéu qui nhat dé
phéng ngifa truyén tif me sang ¢on nhung ciing la bién phép 18n
kKém nhat).

- Phy nif che con bii:

+ Chua rd tencfovir ¢b vao slla khing. Tuy nhidn, ngudi me
dung tenofovir d& didu tri HIV khong dugc cho con ba dé phong |3y
nhiém sang con,

+ Lamivudin dugc bai tiét trong sla. Phy nil cé HIV khbng che

con hﬂ Ngudi me bj nhiém HIV dang ding lamivudin khdng nudi
con bing sdlame,
Anh hudng cta thudc Ién kha ndng I4i xe, vin hanh may méc:

Ngudi lai xe vé van hanh may méc cén than trong khi sl dung
thudic vithudc cd thé gay chéng mat, budn ngd.

Tuong tde, tuong ky cia thudc:
* Lién quan dén tenofovir:

Tenofovir khéing duge ding cing vai adefovir dipivoxil,

Tenafovir lam giam ndng dé atazanavir sulfat frong huyéi
wong.

Tenofovir lam tng nding &8 didanosin trong huyst tudng, Méu
ding déng thdi vdi didanosin thi phai uSng tenofovir trudc khi
ubng didanosin 2 gid hodic sau khiudng didanosin 1 gid,

Tenofovir lam gidm ndng dj lamivudin trong huyét tuong.

Indinavir ding déng thai vai tenofovir: LAm tang ndng dd
tenafavirva lam gidgm nbng dd indinavir trong huyst ucng.

Tenofovir ding ddng thdi vdi lopinavir va ritonavir: TAng néng
| di tencfovir trong huyét tudng, gidm néng dd lopinavir va ndng dd
dinh ritonavir trong huy &t tudng,

Tenofovir ding déng théi vdi thudc duge thai chi yéu qua than
(aciclovir, cidolovir, ganciclovir, valacyclovir, valganciclovir); Cé
thé lam tang ndng dd trong huyst thanh clia tenofovir hodc clia
thudc kia do tranh chip dudng dae thai.

Céc thudc lam gidm chdc ndng thin ¢6 thé 1am ting néng 48
tenofovir trong huyétthanh.

* Lién quan dén lamivudin: .

Cac thude chiing sy xam nhap vao 16 bao vé ching hda mang
cla virus HIV (enfuvirtid, maravioc): Co tac dung hidp déng vdi |
lamivudin khang HIV-1,

| Céc thudc tic ché integrase cia HIV (raltenavir): Khong anh
| hudng co  nghia lam sang lén duge ddng hoe cia lamivudin.

Céc thudc Uc ché protease HIV (amprenavirficsamprenavir,
nelfinavir, ritonavir, saquinavir, tipranavir): C6 tac dyng hiép déng
(in vitre) wdi lamivudin. Khéng cé bang chiing cd sy déi khdng giiia
lamivudin va atazanavir hodc darunavir. Khong rd cd tuong tac vé
mét duge dong hoc gitla darunavir duge tng cuiding bling ritonavir
va lamivudin. Khang rd c6 tuong tac vé mat duge ddng hoc gilla
ché phim k&t hep ¢6 lopinavir va ritonavir vdi lamivudin khi dudc
ding déng thai. Nong db dinh huyét tuong va AUC cla lamivudin
tamg khi ding déng thdi vai nellinavir; tuy nhidn didu nay khéng cé
¥ nghia lam sang va khéng cén phai chinh lidu. Ding déng thai
tipanavir dugc tang cudng bing ritonavir khdng &nh hudng 1én
dugeddng hoe cla lamivudin.

Cac thudc Uc ché enzym phién mi nguge khdng phdi
nucleosid (delavirdin, efavirenz, nevirapin): Cé téc dyng higp
déng vdi lamivudin 1&n HIV-1. Kh8ng céin phdi didu chinh lidu khi
ddng dbng thdi efavirenz va lamivudin. Khéng c6 tuong tde duge
ddng hoe khi ding déng thai lamivdin v rilpivirin,

Céc nucleosid va nucleotid de ché enzym phién ma nguge
(abacavir, emiricitabin, stavudin, tenofovir, zidovudin): Néng db
zidovudin trong huyét tuang tang l&n khodng 13%) khi ding két
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Abacavir, satavudin lm gidm AUC ¢la lamivudin nhung khing co y nghia
l4m sang. Tenofovir lam gidm 24% ndng df dinh huyét tuang cia
lamivudin, Khang ding adng thai lamivudin va emiricitabin (emtricitabin fa
chét tuong ty lamivudin, ding déing thaikhdng o6 lgi kch i 2 thube bi khing
a nhau va khdng c6 tac dyng téng cudng &n nhau), Khing ding déng
thai lamivudin va zalcitabin vi lamivudin Uc ché manh sy phosphoryl hoa
zalcitabin & bén trong t& bao.

Interferon vé peginterferon; Ding déng thdi thubc khdng
refrovirus (c6 holic khéng ¢ ribavirin) va interleron alpha (hodc
pegintarfaron alpha) cho ngudi ddng thai cd HIV va HCV 6 thé gay
suy gan gdy 1l vong. Phaitheo ddichiit ch ngudi bénh ding déng thai
lamivudin vé interferon alpha (hofic peginterferon alpha) co hode
khtwng ¢6 ribavirin vé doc tinh, nhat1a suy gan va phdi ngung thutc néu
cén, N&u tinh trang bi doc xdu thém (vidy suy gan trén d4 6 theo thang
Child-Pugh) thi cé thé phdi ngimg hodc gidm lidu interferon alpha
(hodc pagintarferon) vahodc ribavirin,

Bibavirin: Ribavirin cd thé lam gidm pheephoryl hoa lamivudin.

Bénh nhan ddng théi co HIV va HCV cd nguy ¢d bi suy gan khi
diing ddng thai thufic khang retrovirus va interferon alpha (hodc
peginterleron alpha) cd ho@c khdng cé ribavirin.

Methadon: Khang &nh huding ¢6 § nghla lén duge déng hoc cla
lamivudin; khong c4n phdichinh iéu khi diing ddng thai.

Trimethoprim/sultamathoxazol lam tang AUC clia lamivudin 43% ),
| nhung khéng cén phai chinh liu.

Buprenorphin: Khéng ¢6 tuong tdc duge ddng hoc c6 y nghia lam
sang; khéng eén chinh iU néu ding ding thai.
* Tuong ky cta thude: Do khong 6 céc nghién cliu vé tinh tudng ky

| chathudc, khdng trin 1n thudc ndy vdi cde thudc khac,

Tée dyng khdng mong muén cua thude:
* Lién quan dén lencfovir:
- Thuldng gédp, 1/100 < ADR < 1/10:
+ Toan than: Mdi cg, nhiic déu.
+ Tidu héa: Tigu chiy, chudng hoi, m&t cim gide thém &n, bubn

| ndn, ndn, dau byng, khé tidu.

+ Huy&t hoc: Giam bach cdu trung tinh, gidm phosphat huyét.

+ Héa sinh: Lam téng k&t qua xét nghiém ALT, AST, glucose nidu.

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

+ Bau byng, gan bj nhiém ddc, théin bi nhim ddc(nhél 1a khi ding
liéu cao).

. Hidm gdp, 1/10000 < ADR < 1/1000:

+Gan bi nhilm d6¢, nhifm toan lactic (dau bung, chén &n, fa chay,
th@ nhanh y&u, kho chiu toan thin, dau cd hode chudt rit, budn ndn,
budn ngll). Suy than cip, protein nidu, hii ching Fanconi, hogi tu &ng

' than,

+ Vidm tuy
* Lién quan dén lamivudin:

Ty 18 cdc tac dung phuy dudi day I1a trén ngudi lon, duge diu tri
nhibm HIV hodc HBV bling lamivudin két hgp wdi cdc thude khac
khang retrovirus.

- Rét thudng gép, ADR = 1/10:

+ Thén kinh trung vdng: Dau déu, m&t ngl, khé chiu, mét moi.

+ Tiéu hoa; Bubnndn, nbn, la chay, viém tyy, dau bung.

+ Huy&t hoe: Giam bach cdu trung tinh.

+Gan: Téng cdctransaminase AST. ALT.

+ Thén kinh - ¢o va xudng: Dau co, bénh day théin kinh ngoai bién,
dau od - xuong.

+ Ho hép: D&u higu va trigu chiing & mii, ho, dauhong.

+ Khéc: Nhiim khudin (gém cd nhidm khuén tai, mdi, hong).

- Thugng gdp, 1/100<ADR < 1/10;

+ Thén kinh trung vong: Ghong mét, trdm cam, s&t, rét run,

+ Da: Ndimén.

+ Tidu héa: Chan &n, ting lipase, dau quan bung, kho Béu, tang
amylase, cam gidc bdng rat dg day.

+ Huyét hoe: Gidm tidu cdu, cd hemoglobin trong huyét fudng.

+Thén kinh cava xuong: Tang creatin phosphokinase, dau khdp.

it gdp, 1/1.000= ADR < 1/100:

+ Thén kinh - ¢¢: Di cim, nhuige cd, tan ca van, bénh thin kinh
ngoai bién, co gidt, hanh vi bt thudng.

+ Huyét hpc: Thidu méu, thiéu sin hing cdu, sung hach bach
huyét.

+ Toan than: Phén va, hdi ching phyc hdi mién dich, nbi loan phan
b mi, tich ma.

+ Gan - lach: Gan to, tang bilirubin huy&t vidm gan virus B nang
thém, lchto.

+ Chuyén héa: Tang triglicerid huyét, tang cholesterol huyét,
khdng insulin, tAng glucose huyét, ting lactal huy&t,

+Da: Ngua, ryng t6c, ndi ban.

« Khéc: Viém ming, thd rit, hoai 1 xugng.

| Théng bdo ngay cho béc s hodc duge sTnhing phdn dng c6 hai gap

phdi khi 80 ayng thude
Qud lféu vé céch xirirl:

- Lin quan dén tenofovir:

Chua c6 56 idu ddy a0 vé qué liéu. Néu nghi ngd qud lidu cén dén
trung tam chéng ddc. Xét theo tinh chét duge dng hoe ca thudic thi
thdm phén mang byng hoic thém phin méu c the Lam ting tdc df
diio thi tenofovir. Ghua 16 phudng phdp nay 6 lam thay d8i bénh
cénh |3m sang cba qué Béu thube hay khéng,

Bidu tri ngb dée, qua lidu tenafovir & diéu tri idu ching vé diéu tri
h& trg. Cha ¥ trg gitip vé tm Iy cho bénh nhén toan ty sdt bing thudc.

- Lign quan ddn lamivudin:

Cé ril it thing tin vé qud lidu. Khing cb thude gidi dbe dac hiéu.

' Thém tach méau hodic thdm phén phic mac sau 4 gib chi 18y di dude

mét Igng khong dang ké. Ngd dbc ning (viém tyy, bénh thén kinh
ngoai bién, gan nhikm ma, suy thén cip, nhiém toan) xdy ra sau diéu
tr ma khéing x&y ra ngay sau khi ubng qud lidu. Ding 1y dai c6 thé gay
déc cho ty thé din dén nhiém toan lactic cé hodc khéng kém theo
nhiém ma vi thé & gan. Difu tri ngd dbc ndng bao gbm: ngling thudc,
dibu trj b8 trg, dling benzodiazepin dé an thén va chéng co gidt, thude
chéng ndn, didu chinh toan mau (truyén natri bicarbonat 1 - 2 mEg/kg,
ubng hodc truyén finh mach riboflavin 50 mg/ngay; truyén L-camitin




https://vnras.com/drug/

50 mo/kg/ngay chia lam 3 14n, m&i l4n truyén 2 gid cho bénh nhan
khéing thdm phén hodc truyén lién tyc 100 mg/kg/ngay cho bgnh
| nhan dang thdm phan); ding thudic kich thich tao bach cu hat
| (néu bj nhim khudn c6 gidm bach cdu hat); ding thudc gay co
mach néu bi suy nhidu phil tang; theo d&i chit céc diu hidu lam
sang, dién gidi, enzym gan, tim & nhiém khuén & bénh nhan nhél
14 nu co gidm bach ciu trung tinh.

Béc tinh duge lye hge:

* Lién quan dén tenofovir:

Mhém duge Iy tri lidu: Thude khang retrovirus.

Ma ATC: JOSAFOT.

Tenofovir 14 mdt nucleotid Uc ch& enzym phién ma ngugc,
duge ding phdi hgp vdi cdc thufc khéng retrovirus khac trong
diéu tri nhiém HIV typ 1 & ngudi trudng thanh. Thude dung theo
dudng ufng dudi dang disoproxil fumaral ester. Tenolovir
disopronil fumarat |a mdt mudicla tidn duge tenclovir disoproxil

duge hép thu nhanh va chuyén thanh tenofovir réi thanh tenafovir |

diphosphat hoa trong t& bao. Chét nay dc ché enzym phién ma
nguge clia virus HIV-1, do tranh chip vdi cd chél iy nhién la
deoxyadenosin 5-triphosphat va sau khi gén vao AND s& cham
dit kéo dai thésm chuli AND.

D&ivdi HIV in vitro, néng d8 tenofovir cdn thigt d& dc ché 50%
(CES0) cédc chiing hoang da trong phong thi nghiém HIV-1 &t 1 -
& micromol/it trong dong té bio lympho. Tenofovir cling co fae.
dyng d@8i véi HIV-2 in vitro, vdi néng df Uc ché 50% la 4,9
micromol/it trong céc 18 bao MT4. Cac chiing HIV-1 nhay cam
gidm a8l véi tenofovir disoproxil fumarat co thé tao ra in vitro, va
ciing da tim thély trong lam séng khi diéu tr bang thudc ndy.

Céc chiing ndy déu cé mdt dot bign KB5R. Co thé cd khéng
¢héo tenofovir vi cac thudic U ché enzym phién ma nguge khae
* Lién quan dén lamivudin:

Nham duge Iy trilidu: Thude khéng retrovirus va virus.

MaATC: JOSAFOS.

Lamivudin (2,3 dideoxythiacytidin) thudc nhem nucleosid
e ch& enzym phién ma nguge. Lamivudin ¢é cdu trac tudng ty
zalcitabin. Lamivudin duge ca¢ enzym trong té bao chuyén thanh
dén xuét co hoat tinh 1a Iamhuhin-5'~triphu-sﬁhal (3TC-TP). Docd
e&u triic 1Weng W deoxycylidin triphosphat 12 ¢d ¢hat iy nhién cho
enzym phién mi nguge nén 3TC-TP canh tranh vdi deoxycytidin
triphosphat ty nhién va lam su’idng hop DNA clia virus bi kél thiic
sdm. Lamivudin co déc tinh rétthip ddi vdi 1 bao.

Lamivudin c6 hogt tinh lénvirus HIV typ 1 va 2 (HIV-1, HIV-2)
va ciing ¢6 tdc dyng dc ché virus viém gan B & ngudi bénh man
tinh. Tuy lamivudin dugc dung nap 81, nhung khéng duge ding
lamivudin don dc vi d& sinh khéng thude. Sy khang thudc nay do
 d&t bign vé enzym phién ma nguge, lam gidm tinh nhay cdm hon
100 |&n va lam mdt tdc dyng khéng virus trén ngudi bénh. Cdc
chiing HIV khéng lamivudin 1& chiing M184I (isoleucin thay thé
methionin & codon 184) va M184V (valin thay thé methionin &
codon 184) ciia enzym phién ma nguge. Didu tri vidm gan B man

tinh bing lamivudin mdt théi gian thi 58 xudt hign cdc ching dot
bign khang thudic trén enzym polymerase. Cdc ching HBY 4ot
bién khéang lamivudin I M552V (valin thay thé methionin & codon
552) va M5521 (iscleucin thay methionin). Méc di xulithign khang
thé anti-HBe nhung AND-HBV Igi tang cao sau khi_nging
lamivudin v& ALT lai tng, bénh tdi phat. Ty & khang lamivudin
sau 1 ndm didu ir] 12 24%, sau 2 ndm 14 38%, sau 3 ndm |4 50%.

Liéu phép phéi hgp lamivudin va zidovudin & ngui bénh chua
duge didu trj trudc day, lam gidm khodng 10 ln mat dd virus trong
huyét tugng, tdc dung kéo dai hon 1 ndm, méc di c6 sy dot bién
clia enzym phién mé ngugc.

Béc tinh duge dgng hgc:
*Lién quan dén tenofovir:

Sau khi cho ngudi bl HIV ufing tenofovir disoproxil fumarat,
thuéc duge hap thu nhanh chéng va chuyén thanh tenofovir. Néng
@6 dinh tencfovir trong huygt tudng |& 296 + 80 nanogam/mi sau
khi ufing 300 mg duge 1 — 2 gid. Sinh kha dung d ngudi déi la
khoang 25%, nhung tang cao néu udng tenofovir disoproxil
fumaratcing véi bija &n nhidu md. Tenofovirduge phan b & khép
cae md, nhit1a & gan va & than. Ty 18 thude gin vao protein huyél
tudng 1a dudi 1%, gén véi protein huyét thanh la khodng 7%. Thai
gian ban thai [ 12 - 18 gid. Tenotovir dugc dao thai chi yéu qua
nudc tifu nhds qué trinh loc & cdu thén va bai tét tich cye & Sng

| than. Thadm phan mau logi bd thubc ra khéi méu dugc.

* Lién quan dén lamivudin:

Sau khi uing, lamivudin hap thu nhanh va ndng dé dinh huyét
thanh dat sau khodng 1 gid (udng lGc A6i), 14 3,2 gid (ubng Iuc no),
Thiic &n lam chém nhung khéng lam gidm hép thu thude. Sinh kha
dung & ngudi Ian nhigm HIV 12 khodng 80 - 87%; & tré em b 5
thang dén 12 wdi nhiém HIV 12 66%. Ty 1& gén vdi protein huyét
tuong thép (<36%). Thé tich phén b 1a 1,3 litkg, khdng phy thudc
vao lifu va khong ¢6 tuong quan vdi can nang. Chi khoang 10%
lamivudin qua hang rdo méu — ndo; ty 16 néng d$ trong dung dich
néo ~ tiy/néng d& huyét thanh la 0,12, Lamivudin duge chuyén
héa trong té bao thanh dang triphosphat ¢d hoat tinh. Thudc bj
chuyén héa it & gan va dugc dao thai chi yéu qua than dudi dang
khiing thay ddi. Théi gian bén thai trong té bao lympo & mau ngoai
vi 4 10 - 19 gidr. Thai gian ban thai sau khi udng li8u mét1dn 14 5 -
7 gids & ngudi 16n; 14 2 gid & tré em 1 4 thang dén 14 wai.

Qui cdch ddng goi:

-Hop 03 vix 10 vién nén baophim.

- Hp 10 vix 10 vién nén baophim.

Diéu kign bdo quan cda thudc: Bao quan thudc noi khd, nhigt d
khéng qué 30°C, tranh dnh sang.

Han ding cia thudc: 36 théng ké 1 ngay sén xudt.

Tiéu chudn chét lugng ciathuée: TCCS

Tén, dja chictia co s6 sén xudt thude:

CONG TY LIEN DOANH MEYER-BPC
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