Rx Thudc nay chi ding théo don thubc

8.

10.

Lamone 100

Tén thude
Lamone 100

- Gée déu hiéu luu ¥ va khuyén cao khi ding thudc

DE xa tAm tay tré em

Boc ki huréng dén st dung trwée khi ding

Thanh phén cong thirc thubc

Théanh phan hoat chét:

Lamivuding .dcnani. gk b R Sk b g tien 100 Mg
Thanh phén ta dugc:

Microcrystallin cellulose, povidon K30, croscarmellose natri, acid stearic,
colloidal silica khan, hypromellose, maerogol 6000, talc, titan dioxyd,
oxyd st dd, oxyd st vang.

Dang bao ché

Vién nén bao phim.

Vién nén dai, bao phim mau vang nau, hai mét kmm mot mit mc loga
"&F", mft mét trom.

Chi alnh

Lamivudine durgre chi dinh trong diéu tri viém gan siéu vi B man tinh voi:
Bénh gan con bl ¢6 bing chitng v& hoat dong sao chép cla virus, mic
alanin aminotransferase (ALT) trong huyét thanh tang cao lién tuc va co
béng chirng md hoe clia viém gan hoat llbng va/hode chirmg xo hda gan.
Bé&nh gan mat ba.

Céch ding, liéu ding

Céch ding '

Lamone 100 duoc ding béng dwrdng udng, khdng phu thudic vao bira &n.
Liéu diung

Viém gan siéu vi B mén tinh: Ligu udng cta ngudi 1&n 1a 100 mg x
1 lan/ngay. Ligu ding cho tré trén 2 tufi 1a 3 mg/kg x 1 1an/ngay, lidu t6i
da la 100 mg/ngay.

: Diing ché df lidu

thich hcrp diu trj HIV.,

Nén giam liBu lamivudine & nhirng bénh nhan suy than vira dén ning

< )\aé thanh q_:,ﬁa creatinin (CC) durai 50 mi/phat).

Loi Ion viém gan siéu vi B man tinh:
= CC 30 - 48 ml/phit: Ligu d&u tién 100 mg, sau d6 50 mg x 1 l&n/ngay.
= CC 15 - 29 mi/phuit: Lieu dau tién 100 mg, sau d6 25 mg x 1 [&n/ngay.
= CC 5 - 14 mifphut: Liu d&u tién 35 mg, sau dé 15 mg x 1 lan/ngay.
« CC nho hon 5 mifphdt; LiBu dau tién 35 myg, sau do 10 mg x 1 [@n/ngay.
Bénh nhan tham phan mau: Khong co sir digu chinh lidu ndo khac hon
la dyra vao d thanh thai creatinin.
Bénh nhan thdm phan mang bung: Khong khuyén céo.
Tré em: Nén giam ligu dya vao dj thanh thai creatinin theo ty 1& gidng
nhu. & ngudd lon.
chéng chi dinh
Nhay cam vii hoat chét hay véi b&tkyménh phan ta dmn&ocuaﬁuﬁc
Canh béo va than trong khi ding thufic
Nén ngung viéc diéu tri v&i lamivudine & bénh nhan bi dau bung tién
trién, budn ndn, ndn hodc kém theo két qua kiém tra sinh héa bét thuréng
cho dén khi viém tyy da dugc loai trir.
Bidu tri véi lamivudine cé thé lién quan dén viéc nhidm acid lactic va nén
ngurng digu tri néu ndng dd enzym aminotransferase tang nhanh, gan to
tién trién, nhiém acid chuyén héa hodc nhiém acid lactic khdng rd
nguyén nhéan. Nén sir dung lamivudine than trgng & nhitng bgnh nhan bi
chirng gan to hodc cé nhiing yéu t6 nguy co khac cia bénh gan. &
nhirng bénh nhén viém gan B man tinh, c¢6 nguy co viém gan trd lai khi
ngung dung lamivudine, c@n theo dbi chirc ndng gan & nhirng bénh
nhan nay. Nén Ioai trir kha néing nhidm HIV truéc khi bat dau ding
lamivudine diBu trj viém gan B, vi d& tirng diu trj v&i liBu thip hon thi vé
sau cd thé gay téng kha nang khéng lamivudine clia virus HIV.
C6 thé can gidm lidu & b&nh nhén suy chirc ndng than.
Sir dung thudc cho phu nir cé thai va cho con bu
Phy nik cd thai
Cho dén nay chua c6 nghién ciru dﬁy dai va co kiém soat vé viéc dung
lamivudine trén phy nir c6 thai, do vy thudc chi dwee diing trong thori ky
mang thai khi lgri ich diu tri cao hon nguy co cé hai.cho thai nhi.
Phu nir cho con ba
Lamivudine dugc phan bd qua sita me. Vi co kha nang xay ra tac dung
khéng mong muBn nghiém trong do lamivudine trén tré bl slra me,
ngudi me nén ngung cho con hu‘khi diing Tamivudine dé dn‘}um nhiém
HBV man tinh.
Anh hirdmg ciia thuGe 18n kha nang 14i xe, vdn hanh may méc
Khdng co.

https://vnras.com/drug/

11. Twong tac, twong ky cia thube
Twong tdc cua thue

ﬁuéunﬁun&ngdbénhnh&ﬁdﬁnghﬂiwdlnevﬁmuﬂn

thé nén trénh ding.
Twong ky cia thuéc

Do khéng c6 c&e nghién ciru v tinh twong ky clia thude, khong tron 1&n

thudc nay wéi cac thudc khac.
12, Tac dung khéng mong mun ciia thudc

- Téc dyng khéng mong mubn thurémg 'gép lién quan t61 lamivudine bao
gbm dau bung, budn ndn, nén, tiéu chay, dau dau, sét, ndi man, rung toc,
khé &, mét ngl, ho, cac triéu chimg & mdi, dau khép va dau co xuong.
Tang nbng do huyét thanh cia enzym creatinin phosphokinase va
enzym alanin aminotransferase thuding gap & bénh nhan dang ding

lamivudine dé digu tri viém gan siéu vi B mén tinh.

- Hiém gap trwdmg hop ly gidi cor van. Hiém thdy trerdng hop viém tuy.
Giadm bach cAu trung tinh va thi€u mau (thuéng khi ding chung voi
zidovudin), giam tiéu cAu, ting cAc enzym gan va hiém cé truang hop
viém gan xay ra. Nhim acid lactic, thirong kém theo gan to ning va gan
nhiém mé& ning, dd dugc béo céo trong qué trinh trj liéu vdi céc thube

(rc ché enzym sao chép ngurgc nucleosid.
13. Qué liéu va cach xir tri

Nghién clru déc tinh cdp & li8u rdt cao cla lamivudine trén dong vat
khéing gay ra ddc tinh trén bét ky co quan nao, Dir liéu v& hau qua ngd
ddc cép trén ngudi con giti han. Khang, cd sir nguy hai nao va bénh
nhén déu hdi phyc. Khang ct ddu hiéu hay triéu chirng chuyén biét dugc

biéu hién khi diing qua ligu,

Néu xay ra qua lidu, bénh nhan nén dugc thea ddi va digu tri hd tro thich
hop. Do lamivudine thdm tach dwee, co thé dang thdm tach mau lién tuc

trong diu trj qua ligu, mac di digu nay chura dwoe nghién ciru,
14. Déc tinh dwoc lye hoc

Nhém duge ly: Thubic chéng virus truc tiép, céc chét (e ché enzym

phién méa ngugc nucleosid va nucleotid.
Ma ATC: JOSAFO5.

Lamivudine dwgc chuyén héa ndi bao tao thanh dang triphosphat.
Triphosphat nay trc ché sir tBng hop DNA clia retrovirus, bao gbm virus
HIV, théing qua su irc ché canh tranh véi enzym sao chép nguoc va s
gén két vao DNA cla virus. Lamwudlne clng c6 huat tinh khang virus

géy viém gan'B. p—
15. Déc tinh dwoc dong hoc

Lamivudine dwoc hip thu nl'lanh sau khi udng va nbng 4o dlnh trong
huyét twong dat dugc sau khoang 1 giv. Thubc dugc hip thu cham,
nhung khéng gidm khi diing chung véi thire &n. Sinh kha dung khoéng

80 - 87%. Thufic gin két dén 36% vdi protein huyét twong.

Lamivudine qua hang rao mau néo vdi ty 1& ndng dd trong dich néo thy
s0v&i ndng do trong huyét thanh 1 khoéng 0,12. Thudc qua dugc nhau

thai va duwrore phén b vao stra me.

Lamivudine duge chuyén héa ndi bao thanh dang triphosphat c6 hoat
tinh khang virus. Thubic chuyén héa & gan thap va duoce thai trir chi yéu
& dang khong d6i b&ng cAch bai tiét chi déng qua than. Thivi gian ban

" théi tir 5 - 7 gitr da duge béo céo khi dung ligu don tri.

16. Quy cach déng géi

Vi 10 vién. Hop 3 vi.

Chai 30 vién. Hop 1 chai

Chai 100 vién, Hep 1 chai,
17. Diéu kién bao quan, han diing, tiéu chudn chét Il.l'qug cua thubc
17.1. Didu kién bao quan

Bao quan trong bao bi kin, noi kha. Nhiét dé khdng qua 30°C.
17.2. Han ding o

36 thang keu}ngaysan?chat.
17.3. Tiéu chuén chét lwgng

TCCS
18. Tén, dia chi clia co s¢& san xuét thubc

Sy thai trir qua than ciia lamivudine c6 thé bj trc ché béi céc thudc duoc
thai trir chi y&u qua sir bai tiét chi ddng & than khac, nhur 1a trimethoprim.
Vi ligu phéng ngira thudmg ding cla trimethoprim khong céin phai giam
liBu clia lamivudine trir khi bénh nhéan bj suy thén, nhumg trénh ding déng
thiri lamivudine véi trimethoprim ligu cao (nhw co-trimoxazol) trong bénh
viém phéi do pneumocystis va nhi8m toxoplasma. Méc di khéng cé
mmmmmmﬁmmlnmmmhmmym

Lamivudine c6 thé ddi khang tac ding khang virus cia zalcitabin, hai
thudic nay khéng nén dung chung vé&i nhau. DOng ngay 1 1&n phéac dd
gbm 3 nucleosid nhur lamivudine va tenofovir véi abacavir hodc
didanosin gay mirc dd diBu trj that bai cao va xuét hién khang thudc, vi
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