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. trimoxazol fLamls.v%rne .dang ke,

dan st ding thuoc £emx. finhan toan va nigu qua cua Zidovudine chua ouroc Xac lap o
bénh nhén cé rdl loan gan ti8m &n dang k&. Bénh nhan viém gan B hodc € man tinh va
digu ri béng CART c6 nguy co tang cac tediing khong manhy mudn nghiém trang irén
gan va c6 kha nang gay tir vong. Trong trudmng hop digu tri abing thed CART véi cac thude
viém gan B hodc C, tham khao thém théng tin lién quan & cac thudc nay. Neu naung
dung Lamzidivir & bénh nhan dbng nhidm virus viém gan B, khuyén cao'thee dbi dinh ky
xét nghiém chirc nAng gan va cac déu higu cla sir sao chép HBV trong 4 thang, vi ngung
dung lamivudine ¢ thé dan dén viém gan cép tinh. B&nh nhan ral loan ehlre nAng gan
trurdre d6, bao gdm ¢ viém gan man tinh hoat dng, co6 tan 6 chire nan lJgﬂan bat thufmg
tAng khi didu trj CART, va cén duoc theo dbi theo phuieong phap chi

chimng Ve sy %Al di cia bénh gan & nhirng bénh nhan nay, can xem xét gian dusn hoéc
natrng diu trj,

Bénf nhan déng nhiém virts viém gan €: Khang khwénnau sty dung dbnq thirl tibavirin
véi zidpvudine do tang nguy co thiu mau.

Hoai 1t xwong: Mac di nguyén nhan _diroe cho la da yeu 10 (bao gbm ca sir dung
corticosteroid, udng rueu; suy gidm mién dich nEng, chi s@ khéi cor thé cao hon), da co
bao cao cac uuc‘rng hop hoai tir xwrong déc biét & nhirng bénh nhan nhigm HIV tign trién
va/ho#c tiép xic |au dal véi CART. Bénh nhan nén dugc tir van y té néu dau va nhirc
khérp, etmg khip hodc kho khan trong viee di chuyén,

Lamzidivir khéng nén ding cing voi cac thufc khac co chira lamivudine hodc
emiricitabin.

Khang khuyén cao két hop lamivudine vai cladribin.

Lamzidivir chira lactose. Khéng nén ding thudc nay cho bénh nhan: 0 cac van d& va di
truyEn hiém gap khong dung nap galactose, thigu hyt enzym lactase toan phan hay kém
hép thu glucose-galactose.

Str dung thubc cho phu nik cé thai va cho con ba

Thoi ky mang thal

Viéc sir dung zidovudine & phu ntr mang thai sau do digu tri cho tré s sinh da cho thay
lam gidm ty 1@ lay truyBn HIV tir me sang con. Cac dir ligu trén phi nﬁkcﬂ thai diing
famiuud!ne hodc zidovudine cho thély khng cd' dbc tinh oay quai thai,

Cac thanh phan c6 hoat tinh clia Lamzidivir c6 thé trc ché sy sao chép DNA 1€ bao
va zidovudine da dum: chimg minh 1a chét gay ung thu qua nhau thal trong matinghién
ciru frén ding vaL

B6I voi benh nhan déng nhiém viém gan dang duoc digu trj vii cac ché phim chira
lamivudine nhir Lamzidiar va sau d6 mang thai, can xem xét dén kha nang tai phat bénh
viém gan khi ngung dung lamivudine.

R loan chirc nang cla ty Jap the: Cac chét wong tr nucleosl(l va nucleotid da diroc
chirng minh i vitro VA in vive gay ra mirc 00 bién ddi cla (dn thirang ty lap thé. P& c&
béo cAo vé 10i loan chiic nAng cla ty lap the & tré am tinh vai HIVﬁép ®ac chﬁl tromng tu
nucleosid trong tr cung va/hodce sau sinh.

Th&d ky cho con bu

Cé lamivudine va zidovudine duroc bal €1 vao sira me & nbng 4o wong Wy phir rong
huyst thanh. KhuyEn céo cac me nhiém HIV khéng cho con b trong bat kY trurdng hiop
néﬁ nham trénh lay nhiém HIV.

kha r@ng 1& xe, v&n hanh may méc
Rhongcd"ngm&rrm & anh hurdmg clia thubic 1én khénﬁngfé:xevavanh%nh may mdc
Tuy nhién, Lamzidivir ¢6 the gay ra cac tac dung khang mong mudn Irén he than kinh nhir
dau dau, chong mét. Bénh nhéan b[ cac thc dung nay khi dl)ng Larnzidm-r khang nén lai xe
va van'hanh may méc,

Twong tic, twong ky ciia thube

Twong tic 'cua thudc

Lamzidivir ea chira lamivudifie va zidovidine, do d6 bat ky tiromng tAE nds duoc xac dinh
cho tirng hoat chét riéng & dBu cd lién quan dé&n Lamzidivir. Cac nghién ciru 18m sang
cho'thdy khéng cd s trong tac €6 nghia v& tam sang gilra lamivudine va zidovudine.
Zidovidine durge chuyén hoa chir y&u bing céc enzym UGT; sit 'dung dbng thoi cac
thubic cam teng hodc (e ché enzym UGT cb thé lam thay déi mirc ti€p xGc wii zidovudine.
Lamivudine dirgc thanh thai & than, Sy bai tiét lamividine chi dgng & than qua nudc
tiu nh& trung gian céc chét van chuyén cation hiru 6& (OCTs); sir ung dong thoi
lamivudine voi chal irc ché OCT hodc cac thube pay doe than co Ihéiam tang mue tigp
X(c voi lamivudine,

Lamvudine v zidovudine khong dugc chuyén hoa dang ké béi cac enzym cymclwrr
P450 (nhu'CYP 3A4, CYP 2C9 hodc CYP 2D6) cling khong tre ché hoac ‘cam tmg hé
théng enzym nay. Do dd, 66 fat it tiBm ning Troro tAc vél ¢Ac chét ire ché protease
khéang retrovirus; cac chitkhang nucleosid va cac thude khae durge chuyén hta chil yéu
bai cacienzym P450.

Céc nghién ctru trong tac thude chi duoe thire én & nguwad 1on, Danh sach dudi day
khong dugre coi la day dit, nhung la dal dién cda cac nhém lhuﬁc duoe aghién edru.

f
Tuong 12
| Thube theo nhém | Th hinh hoc | | ki céo lién quan dén
| amam | T g o3 the xdy re) Viec dung dong thor
Céc thudc khdng retrovirus
Didanosin/Lamivudine | Chera nghién ciru.
Didanosin/Zidovudine | Chura nghién ciru.
StavudinLamivudine

Chura nghién clru.
l Stavudin/Zidovudine

khang can dieu chinh fig.

In vitro, sud&ld‘émwamwﬂrhldﬁng Khong khuyén edo két hop.
HIV gilta stavudin va
gﬁmrneunuécuacéhm thude.

Thubc chén, nhi!m Khudn 1
_Aluv@uon} udinelChira nghién ciru.

| Atovag uon.‘ﬂduvudine

| (750 mg x 2 Janingay | Zidevudine: AUC tang 33% Da dir ligu han £he nén
cung v§1 thire &n/ 200 | Atovaguon: AUC khﬁ?'lg thay ddi chira Ng.l? nghifa i&m sang.
| mg x 3 fanf ngay)
| Clarithromycin/ 1
| Lamivudine: | Chua nghlén airu. Ding rigng 1& Lamzidivir va
Clarilfromyein/ Ziovidine| !aﬂﬂwnmm finhat 2 gi.
(500 mg:x 2 &/ ngay/ ' Zidovudine: AUC giam 12%
100 mg moi 4 gio)
Trmethoprimy Khing can oy chinh [

Lamivudine:AUC Langw% |
CAUC khéng thay 06i t:nmdwrn'u Kkhi,bénh nhéan

;160 ol 800 g 1 | Sutamethoxazol: AUC khonig thay d6i KN vic ding déng hoi véi

Fimoazol f
nr:gah trong 5 g v/ 300 déng k)E (Urc ché van chuyén catlon s ﬁ:ﬁm
i sirg. Dy 190 ceo,
Tﬂrrpeﬂm rim/ 20 ﬁ,ﬁf,“b“ E"s“’g’n“e‘lm;'
!?&, mnmxa.ml)! Chura nghién clra. mm; ﬂmm
| Zidovudine ng'n&lcuu néin rénh cing:
;_‘muﬁc khéng ném 5

Fluconazol/Lamivudine| Chua nghién clru.
FluconazolZidovudine o 8
(400 mg x 1 Enfngay / | Zidovudine: AUC tang 74% (U'c ché
200 mg x 3 laningay) |UGT)

Thubc khang Mycob i A
Rifampicin/Lamivudine | Chura nghién ciru.

RifampiciniZidovudine - L . | Thigu dir ligw g8 khuyén eao
(600 mg x 1 Bnfngay/ | Zidovudine: AUC giam 48% (cam tnd | aiay chink (8w

200 mg x 3 lan/ngay) |YCT)

Do dir ligu han ché nén chu-a-
bi€ty ngha I&m san

ddi cac déu higu nhigm aoc
zidovudine.

Thube chéng co giat
Phenoharbitalf — : 0
Lanifvudine Chura nghién ciru. ;
] Chuanghién ciu. Thigu dix ligu d& khuyén céo!
Phenobarbital/ Cd kha pang gidm nhe ndng do |didu chinh .

Zidowdln? zidovudine trong huyét twong thing

quasy camimg UGT. ’ |

tj!-‘grll

15.

37.

Higém gap; Bénh Co tim.

Hé hap, nguc va trung that y
s NLLPSI/VNras.com/drug/
Tiéu héa

RAL thuong gap: Budn ndn.
Thurdmg gap: Non, dau bung va tiéu chay.
it gap: Ay hai
Hi&m gép: Nhidm sAe 16 nigm mac miéng, bat thudng v gidc va chirng kha tigu. Viem tuy.
Gan-mét
Thudmg gdp: Tahg ndng d6 cac enzym gan va bilirubin trang mau.
Hiém gap: CAc rdi loan & gan ohir gan o véi chung nhiém mé. nang
Da va mé dudida =
it gap: Phat ban va ngtra. :
Hiém gap; Nhigm sac (6 mang va da, may day va da md héi.
Co xwrong va mo lién két
Thudng gap: Bau co.
ftgép: Bénhco.
Thén vé tiét niéu
Higm géip: Tiéu thurémng xuyén,
Sinh san va vi
Hiém gap Chirng vii ta & nam giéi.
Toan than
Thirtmg gap: Khochiu.
fr g#p. S6t, dau toan than va suy nhugc.
Hiém gap: On lanh, dau ngure va hdi chimg gidng cim.
Qua liéu va cach xir trf '
udine v S

e P o P i, i\

nCa théng tin v& qua lidu. Khang co thufc gial dic dac higu. Tham tach mau hoac

th&m phic mac sau 4 gig chi &y di duoc mot luong khong dang K. Ngb ddc naing
(vigm tily, béah than kinh ngasi bién, gan nhifm m, suy than cap, nhidm toan) xay ra
sau diBu trj ma khdng xdy ra sau ki ung qui lIBu. DOng 13u dai cd thé gay ddc cho ty
‘thé dffin dén nhiEm toan £6 hodc khiing kem thea nhiém mé vi thé & gan. Bigu trj ngd doc
nang bao.gém: Noirng thufic, digu i hé i, dng benzodiazepin d& an than va ching co
giét, thudic ching nan, diéu chinh toan méu (uyEn natrf bicarbonat 1 - 32 mEq/kg, ung
ho&c truyen finh mach ribaflavin 50 mg/ngay: truyen L-camitin 50 ma/ka/ngay chia 1am 3
{&n, méi i&n truyén 2 gio' cho bénh nhan khéng tham phan hodc fruyén lién tuc 100
mafkg/ngay cho bénh nhan dang tham phén), ding thude kich thich tao bach cau hat
(néu bi nhiém khuén ¢a gidm bach cau hat); ding thudc gay co mach néu b suy nhigu
phtl tang; theo doi chét cac d&u higu 1am sang, dién gidi, enzym gan, tim & nhiém khuan
& bénh nhan nhat 1a néu co gidm bach cu trung tinh.

Zidovudine

Nhing triidmg ho'p qua IiEudp‘k!cEﬂtémlhnwm 1om, d& duge thang bao o mire
Eu i8n tGi 50 g.

Tréu chung'Buﬁn nén, nén. Thay d6i v& mau mwb'ng 1a nhél ther va khing nang. Mot s6
ngwdt bénh e nhirmg triéu chimg than kinh trung wong khang déc hiéu nhu dau dau,
chang mat, ngd ke mo, ngd lim va 10 [&n.

Xir 7 Rira da day trong vong 1 gitr hodic ding than hoal.

B4y tr] hd tror Truy&n méau, ding vitamin B12 gidp dur phong thigu méu, ¢6 thé digu trj co
gi&t bang diazepam hoac lorazepam,

Téng thal tr: DOng nhigu li8u than hoat 6 thé ca hiéu qué. Tham tach mau c6 thé loal
e cac chat chuyén hda nhing khang cd higu qua véi zidovudine v& ndl chung khang
phéi |a cach thuréng dung.

Bac tinh dwrge lue hoc

Nhom duor iy: Thude khang virus tac ddng trure tifip; Thubc khang virus digu trj HIV, dang

kL hap.

MaATC: JDSARUI. .

Lamivudine & mdt ehat trong tur nucleosid tng hop. Trong 1€ bao, lamivudine durgc
phosphoryl héa thanh chat chuyén hoa 5'- tr|phuspbat o hoal link, lamivudine
triphosphat [3TCTT-'] Co ché tac dong chinh:cda 3TC-TP 1a e ché men sao chép
nguec (RT) ciia HIV-1 théng qua vigc ket thic chudi DNA sau khi sw hop nhét cda chét
tireng tr nucleosid. 3TC-TP 1 chat (re ché yéu polymerase DNA (alpha, beta, gamma)
clia té bao,

Zidovudine 1& mot chat trong iy nucieosid tdng hop. Trong 1€ bao, zidovudine duge
phusphuy.l héa thanh chét choySn hoa 5° -mplwspnal cé hoat tinh, zidovudine
triphosphat (ZDV-TP), Cor ché tic 88ng chinh clia ZDV-TF |a bc ché RT thong qua viéc
két thile chudi DNA sau khi sy hgp nhit cia chat tromg turnucleosid, ZDV-TPa cht (rc
ché yéu polymerase DINA (alpha v& gamma) cﬁatéhanvaduvcgﬂ nhania co sat nhap
vao DNA clia ¢ac 1€ bao trong nuoi cay.

Béc tinh duge déng hec

Hép thu

Lamwudlne\ﬁ&ztdovudme duge hap thu qua dudng tigu hoa. (o] ngLrdrd 16m, sinh kha dung
duang ubng eda lamivudine tir 80 - 85% va cla zidovudine tir 60 - 70%.

Phén bo

T3 §& trung binhipgng a6 lamivudine va zidovudine trong dich ndo tiy (CSF)/huyét thanh
wromg g khodng 6.12 va 0,5 sau khi ubng 2 -4 gidr. 0

Chuyén hoa

Lamivudine ft bj chuy&n hoa. Lamivudine bj thai trir chi yéu gua than dudi dang khong
6. Kha nang lwong e chuyén hoa cla cac thudc vai lamivudine thap do mirc df
chuyen hoa & gan thap (5 - 109%) va gén két v6i huy8t trang thép.

5'-giucuronid Ia chat chuy&n héa chinh cia zidovudine trong huyt tirong va nirére tiéu,
chiém khodng 50 - B0% li2u ddng va thai tre qua than,

Thai trir

Tholgian ban thal ciia lamivudine la 5= 7.giaxDd thanh MM-WWEm clia
lamivugine khodng 0,32 lit/giovkg, chil yéu & than (> 70%) thong qua: hé theng van
chuyén eation hitu co. Cac nghién ctru & bénh nhan suy than cho thay sy thai i
lamivudine bi anh hirdng béi 18i loan chirc nang than,

Tir cac nghién ciru véi zidovudine dirdmg tiém finh mach, thoi gian ban thai cubi cung
trung binh trang huyét wong fa 1,1 gié va d thanh thai toan than trung binh la 1.8
Iit/gicrikg: B9 thanh thai than cla zidovudine wée tinh 0,34 |ivgitkg cha thay thuée dugc
lpe qua ¢au than va bai tiét chi ddng qua 6ng than. Nang do zidovudine tang & nhirng
bénh nhan suy than tién trén,

Quy cach déng g6i

\ii 6 vien. Hop 5 vi.

VI10 vién, Hop 6 vi.

Chai 60 vién. Hop 1 chal.

Diéu kién bio quan, han ding, tiéu chufn chat lweng cia thude

17.1. Biéu kién baa quan

Bao quan trong bao bl kin, nol kho, Nhigt b khang qua 30°C:

17.2. Man diing

17.3. Tiéu chuén chét lwong

48 thang K& tir ngay san xuat,

22

USP,
18. Tén, dia chi clia cor s& san xuét thudc
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