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Rx ACYCLOVIR 400
i xa tAm tay tré em
Boc ki hwdmg diin sir dyng truére khi diing
Thuéc ndy chi ding theo dom thuéc
THANH PHAN CONG THU'C THUOC: M3i vién nén bao phim chira:
« Thanh phdnhoatchét:  Acyclovir...... reerreennerenee 400MG
« Thanh phdn ta dwge:  Microcrystalline csllulose, povidons K90, sodium starch
glycolate, crescarmellose sodium, magnesium stearate, aerosil, hydroxypropyl
methylcellulose, tale, titanium dioxide, propylene glycol 6000.
DANG BAO CHE: vi&n nén dai, bao phim mau tring, mdt mit ren, mdt mét cb gach ngang &
gitra, canh va thanh vién [anh Ian (khdng duge bé 66i vién thudc).
CHIDINH:
+ Didu frj nhim virus Herpes simplex (HSV) da va mang nh3y bao gdm Herpes sinh dyc
1&n GAu va tai phat (ngoai trir HSV o sinh va nhidm HSV naing & tré suy gidm mién dich).
+ Fcché (phang ngira téi phét) nhiém Herpes simplextéi phatd b§nh nhan suy gidm midn
dich.

+ Dyphong nhiém virus Herpes simpiex & bénh nhan suy gidm midn dich.
+ Dibutribgnh thily dau.
CACHDUNG, LIEU DUNG:

Céch diing: Diing theo dudng uéng.

Lidu ding:

Ngwdtiom:

+ Bldutr| nhim Herpes simpilex

- 200mg x5 1An mbi ngay (thudng |12 4 gidr mét 1An khi thire), trong 5 ngay. Khi nhiém tring
néing, thévi gian didu trj o6 thé kéo dai. Acyclovir chi o hidu qua ndu bét dAu str dung vao
lac khéi phét tridu chieng.

- ¢ nhirng bénh nhén suy gidm mién dich néng évi diy sau khi cay ghep tly} hodc & nhitng
b&nh nhan hip thu kém tir rudt, co thé ting gAp dai lidu dén 400mg acyclovir hojic xem
xétthay th& béng lidu tim tTnh mach.

- Sau khi bét #4u nhiém tring nén bét dAu udng thudc cang sébm caing tét; khi bé&nh téi
phét, t5t nhét nén udng thudc khi ¢8 céc trigu chirng béo trudc hodic khi thn thuong déu
tién xudt hign.

. I:l'céché (phong ngira téi phat) nhidm Herpes simplex tai phat & bgnh nhén suy giam
mignd|ch:

- 200mgx4 [An mbingay, 6 gi®r mbt1an.

- DA&tign kidm soat, c6 thd ubng 400mg x 2 An mBi ngay, 12 gidrmot 1An.

- Lidu gidm con 200mg acyclovir x 3 1an m&i ngay, 8 gio' mét 1&n hodc tham chi 2 An mi
ngay 12 giy m&t1An, c6 thé c6 hidu qua.

- M&tsé bénh nhan datirng bjnhidm bénh, t8ng lidu acyclovir 800mg m@i ngay.

- Néndinh ky gi4n doan di#u trj m8i sdu dén mwi hai thang, 48 quan sat nhting thay dbi co
thé c6 trong lich st» ty nhién clia bgnh.

« Dyrphdng nhiém Herpes simplex & bgnh nhan suy glim miéndjch

- 200mg x4 1An m3i ngay, 6 gidrmdt An.

- & nhtrng bénh nhan suy giam mién dich nding (v dy sau khi ciy ghép tliy) hojic & nhiiny
bé&nh nhén hép thu kém tiF ruét, lidu co thé ting glp d6i 16n 400mg acyclovir hotic c6 thg
xem xét thay thé biing lidu diing tiém tinh mach.

- Theigian di phong dwge xéac dinh bdi khoang thdi gian co nguy co.

Tréem

. Dliau tr] nhim Herpes simplex, va dy phéng nhiém Herpes simplextrong suy gldm
mién dich:

- Tréemilr2 tuditré 1&n: diing lidu ngudilén

- Tréemdudi 2 tudi: dang nira lidu ngueei on.

+ Dldutr] bjnh thuy dju:

- Tré em duéi 2 tudi: ubng 200mg x4 1&n méi ngay.

- Tré emtlr 2-5tudi: ubng 400mg x 4 1An m&ingay.

- Tré em tir 6 tubitrér 18n: ubng 800mg x 4 1An mbi ngay.

- Néndiutrilidn tuc trong 5 ngay.

- C61hd diing liBu chinh x4c hon 13 20mg/kg thé trong (khdng virgt qua 800mg x 4 1An mdi
ngay). Dang bao ché Iéng ¢ thé phit hgp hon chotré nhé.

- Khbng c6 s&n d lidu cu thé v& visic (e ché nhim Herpes simplex hoéc didu tri nhidm
Herpes zoster & iré em mién dich. Nén diing lidu tiém finh mach khi clin didu trj nhifm

Herpes zosterd tré em suy gidm mi&n djch.

Lidu cho ngurdd gla:

+ Phai xem xét kha ning suy than & ngui gia va nén didu chinh lidu ligng phi hgp (xem
Lidu diing & ngueri suy thain dudi day).

+ O nguigia, tdng thanh thai acyclovir co th& gidm cling véi 86 thanh thai creatinin

+ Né&n duy trl dil nuére cho bénh nhéin cao tudi ubng acyclovir lidu cao. Bic bigt cha y dén
vige gidm lidu &bénh nhéin cao tudi suy gidm chire ning than.

Liéu cho ngwrdi suy thin:

+ Thén trgng khiding acyclovir cho bénh nhén 6 chire néing théin suy gidm. CAn duy il du
nuwée.

+ Trong vidc quan Iy bdnh nhi§m Herpes simplex & nhirng bénh nhan ¢b chirc néing than
suy giam, lidu ubng khuyén c&o s6 khéng dan dén tich Iy acyclovir trén mirc 44 dugc
thiét 1&p bing cach truydn tTnh mach. Tuy nhién, déi vé&i nhirng bénh nhan suy than néng
(49 thanh thai creatinin duwei 10ml/phiit) nén didu chinh liu acyclovir 8n 200mg x 2 lAn
moi ngay, 12 gio matlan,

¢+ Trong didu tri nhidm Herpes zoster, nén didu chinh lidu acyclovir dén 800mg x 2 1an mdi
ngay, 12 giér mHt 14n cho bénh nhan suy than nédng (d9 thanh thai creatinin dwéi 10 ml/
phiif) va 800mg acyclovir x 3 [An hang ngay, 8 gier mét 14n cho bénh nhan suy than vira
phéi {d% thanh thai creatinin trong khoding 10 - 25 mljphuit).

CHONG CHIB|NH:

+ Quéamén véi acyclovir ho#ic valaciclovir, hodc bét ky thanh phan ndo cilia thubc
CANHBAO VATHAN TRONG KHI DUNG THUGC:

Strdyng thubc cho bénh nhén suy thin va ngwéd gla:

+ Acyclovir @rge d3o thai béi thanh thai than, do 86 phai didu chinh li8u & b&nh nhan suy
théin (xem Lidu lgng va céch ding).

+ Ngudi gia suy gidm chirc néing than do d6 cin phéi cAn nhéc didu chinh li&u cho nhém
b&nh nhan néy. Ngui gia va bénh nhain suy thén ddu ¢b nguy co cao gia tang céc tic
dung khéng mong muén trén than kinh va cin dwgc theo dbi chit ché biing chirng v&
nhifng tac dung khOng mong mudn nay. Trong céc tnrénng hep dwore béo cdo, cée phan
(g naly thwéng c6thé hdi phyc khi ngirng didu trj (xem Téc dyng khdng mong muén).

¢ Kéo dai hodc 1#p lai céc dot didu trj bAng acyclovir & nhrng ngurdi b suy gidm mién dich
ngéhiém trong 66 thd déin dén vidc chon log cac chilng virus, vi dé nhay giam nén ob
théd khdng d4p g véi vidc tiép tyc didu trj bing acyclovir {xem Dugc Iwc hgc).

. ;I."mh trang hydrat hoa: can than trong dé duy tri dli nwéc cho bénh nhan ding acyclovir

ibu cao.

» Nguy co suy than tng 18n khi sir dyng vé&i cac thubc gay doc than khac.

» Cdc dir li8u hién c6 s3n tir cAc nghisn clru 14m sang khdng da d8 két luan réng didu tri
béing acyclovir lam giam ty 18 bién chieng lién quan dén thily d§u & bgnh nhan suy gidm
mign dich.

B#§nh nhi:

+ Nén sir dyng acyclovir dang ubng tré em chii yéu & didu 1rj céc bénh nhidm triing da
khéng nghiém trong va nhidm HSV niém mac. Nén st dung acyclovir IV 68 didu tri HSV
so sinh va nhim HSV néing & tré em suy gidm midn djch.

S’ DYNG THUOC CHO PHY NI MANG THAI VA CHO CON BU:

Sir dung thuéc cho phy nir ¢ thai:

+ Vigesirdyng acyclovirchi ndn duwgrc xem xét khilgi ich tidm nang Ién hen khé nang riiro
chua biét. S&r dung acyclovir toan than trong c&c thir nghiém tidu chuln dugc quéc té
chép nhan &4 khéng gay ra tdc dung gy quai thai hodic gy quai thai & thé, chust céng
hotic chugt.

+ Tuynhién cin thén trong bling cach can bang |gi [ch tidém néing cUa viée didu trj chéng lai
bét ky nguy cor ¢6 thé xay ra ndo.

Sir dyng thube ¢ho phy nircho con bi:

Sau khi ubng 200mg acyclovir x 5 l3in mit ngay, acyclovir 44 diwge phét hign trong sira
me & ndng a0 dao djng tir 0,6 dén 4,1 14n so véi nbng a9 huyét treng twong tng. Cac
ndng &6 nay c6 kha nang & phoi nhidm véi tré ba me vé&i Iigu Iegng acyclovir 18n dén
0,3mg/kg/ngay. Do 85, nén than trong néu diing acyclovir cho phy n cho con bu
ANH HU'ONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chura ¢ nghién ctu nde d& nghién ctru &nh hudng cla acyclovir [&n kha néng l4i xe
ho#c van hanh méy méc. Anh hudng bét Igi g6i w61 céc hogt dgng nhur vy khdng thé dy
doan di tr déc tinh dugc ly clia hoat chat, nhwng nén Iru y den ho so cla cac anh
huwérng batlgi nay.
TU'ONG TAC, TWONG KY CUA THUGC:
Twong tic cliathudc:
+ Acyclovir dugc thai trir chil yu & dang khdng thay di trong nwére tidu théng qua hoat
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déng bai tist & 6ng théan. Sir dung dong thai bat ky loai thudc nao canh franh véi co ché

nay, co thd 1am tiing ndng 49 acyclovir trong huyét tirong.

+ Probenecid va cimetidin lam tiing AUC cla acyclovir bing cor ché nay, va gidm d6 thanh
théi than acyclovir. Twrong e nhue vay lam tiing AUCs huyét twong ciia acyclovir va clia
chéit chuyén héa khéng hoat ddng ciia mycophenolate mofetil, mét téc nhain (rc ché mi&n
dich dugc sir dung & bénh nhan cay ghép da duwgc hién thi khi cac loai thubc dugc sir
dung d3ng théi. Tuy nhién khang cAn didu chinh lidu Iwgng vi chi 8 didu trj réng ctia
acyclovir.

+ M@t nghién ctru thire nghiém v& ném déi tugng nam chi ra réng ligu phép ddng thevi véi
acyclovir lam tiing AUC ciia tdng Irgng theophyllin dugc sir dung khodng 50%. D6 18
khuyén céo d& do ndng dd trong huyéttwong trong khi disu trj §ong théi véi acyclovir.

Twong ky ciia thude: (khong dp dung).

TAC DUNG KHONG MONG MUON CUATHUGC:

+ Bang toém tét c4c phan tpng 6 hai: dwgc phan nhém theo thn sult: it thudng gdp ADR >
1/10), thwding géip (11100 < ADR <1/10), it gdéip (1/1000 < ADR < 1/100), hiém g&p
{1/10000 <ADR <1/1000)va rét hiém g&ip (ADR <1/10000).

Céc rdl logn méu va hg bach huyét:

+ Ra&thidm géip: thi€u mau, giam bach cau, gidm tidu cau.

Réllogn h§ mién dich:

+ Hi&m gép: s8c phanvé.

Ré! loan h§ than Kinh va tim thin:

+ Thwdng géip: nhive dhu, chéng mit.

+ RAthiém gZp: kich d6ng, 16 1&n, run, mét didu hoa, loan thj, o gidc, trigu chirng loan thin
kinh, co giét, budn ngi, bénh n&o, hdn ma.

+ Cdc tac dyng trén thudng thuéin nghjch va thwdng durge blo cae & nhirng b&nh nhéin suy
thain hodc vdi a6 yéu t dnh hurding khic (xem Than treng).

Réi loan hd hdp, ngwe v trung thit:

+ Hiémgiip: khéthe.

Rélloan tléu héa:

+ Thuwing gép: budn ndn, ndn mira, tiu chay, dau byng.

Rélloan gan mat:

+ Hiém géip: tiing thuéin nghich bilirubin va c4cenzym lién quan gan.

¢ RAthiém g2p: viém gan, vang da.

Rélloan da va mé dwéd da:

+ Thwirng gap: ngtra, phat ban (bao gdm ca nhay cdm &nh sang).

+ [t gap: md day. Rung toc lan tda nhanh. Rung t6¢ lan tda nhanh c6 lién quan dén nhidu
qué trinh bénh va thudc khac nhau, khdng chic cb lién quan gilka céc tac dyng nay véi
ligu phép acyclovir.

« Hiém géip: phit mach.

Ré&l logn thin va tiét nlju:

« Hiém gaip: ting Ipong uré trong méu va creatinin.

. R%t hiém géip: suy thin cép tinh, dau than. Dau than cé thé lién quan 8én suy than va tinh
thé nigu.

Rélloan chung:

+ Thudmg géip: m&tméi, sbt.

QUALIEU VA CACH XUPTRI:
Qua ll2u:
Acyclovir chi dwgc hip thu mdt phin trong dwémng tiéu hba. B8nh nhan uéng qué lidu 18n
#én 20g acyclovir tmng mét 1An duy nhét, thuéng khéng 6 tac dung ddc. Mét cach tinh
cl, I3p di I3p lai vidc udng qua lidu acyclovir trong vai ngy cb thé lién quan dén céc tic
ﬁulgg )trén dwéng tiéu héa (nhuwr budn nbn va n6n) va tac dung trén thin kinh (nhirc dAu va
(i 1&n).
Cach xir tri khi diing thudc qua lldu:
Bénh nhan cAn dwgc theo dai chit ché vé cac dAu higu clia d%ct[nh. Chay thén nhan tao
|&m téing dang k& vidc logi b acyclovir khdi mau, do d6 cb thé dugre coi I mdt Iwa chon
trong trudng hgrp didu fri trigu chirng qué lidu.
BAC TINH DIFQIC LIFC HOG:

¢ Nhém durgre Iy v ma ATC: thubc khéng virus téc dung trigc tiép, cdc chét e ché men
sa0 chép ngug'e nucleosides va nucleotide ngoai bao. JOSABO1,

¢+ Cochétécdyng:

—  Acydlovir I mot chét twrong ty nucleoside purine tdng hgp trong in vitro va in vivo ¢ téc

dyng trc ché chdng lai virus Herpes & ngui, bao gdm virus Herpes simplex (HSV) loai |
vall vavirus Varicelia zoster (VZV).

- Téac dung tre ché clia acyclovir déi voi HSV |, HSV Il va VZV o6 tinh chon loc. Cac enzym
thymidine kinase (TK) ctia céc t& bao binh thuéng, khdng bj nhidm virus khang st dung
acyclovir nhw mét chét ndn mét céch hidu qua, do d6 dc tinh trén céc té bao chi clia
ddng vat co vi thap; tuy nhién, TK dwgc mé hoa bdi HSV va VZV chuyén ddi acyclovir
thanh acyclovir monophosphate, 1A mét chét turong ty nucleoside, 88 dugc tiep tyc
chuy&n thanh diphosphate va cudi cling la triphosphate béi céc enzyme té bao. Acyclovir
triphosphate can thiép vao polymerase DNA cila virus va (rc ché sy sao chép ADN clia
virus bng vigc chAm drt chudi tdng hop sau khi két hep véri DNAclia virus.

— Kéo dai hodic [ap lai cac dgt didutri bﬁng acyclovir & nhirng ngwdi bj suy giam mién dich
ngéhiem trong c6 thd din dén viéc chon lpc céc chiing virus, vi d8 nhay gidm nén c6
thé khdng dap (rng véi vige tip tue didu frj biing acyclovir. HAu hét cac chiing phan lap
1a3m sang ¢b 9 nhay gidm thudng lidn quan veéi vige thidu TK, tuy nhién, cling 3 ¢6 bao
céo vori céc ching o6 TK virus bién déi hodic DNA polymerase virus. Viéc phoi nhiém in
vitro céic chiing HSV déi véi acyclovir cing e6 thé dén dén sy xulit hign cilia cac chiing it
nhay cam hon. Méi lién quan githa d6 nhay cdm dugre Xdc dinh in vitro clia cc ching
HSV va dap (rng lam séang ddi vai liéu phap acyclovir khong ré rang.

DAC TINH DUQ'C DQNG HQC:

+ Acyclovir chi duge hp thu mét phén tl rudt. Néng dé dinh trong huyét tirong trung binh
8n dinh (C"max) sau bén gi® uéing lidu 200mg Ia 3,1 microMol (0,7 microgam/ml) va
ndng 6 day tuan% duong {C”min) 14 1,8 microMol (0,4 microgam/ml). Mrc C*max
trong ng sau bén gid ding lidu 400mg va 800mg ding la 5,3 microMol (1,2
microgam/ml} va 8 microMol (1,8 microgam/ml) trong teng va mire tirng durong C*min
14 2,7 microMol (0,6 microgam/ml) va 4 microMol {C,9 microgam/ml).

+ HAau hét thubc dugc bai tiét qua than dang khéng thay ddi. Thanh thdi than cla

acyclovir I&n hen A6 thanh théi creatinin, didu nay cé nghfa la duge bai tiét béi dng
than, ngodi lgc cdu thdn, gép phdn vio vide thubc duge dio thdi bdi than.
9-carboxymethoxymethylguanine 13 chit chuyn héa déng ké duy nhéit ciia acyclovir,
va chibm khoang 10 - 15% lidu ding dwgc hdi phyc tir nudre tidu. Khi ubng acyclovir
mit gi&r sau khi sir dyng 1 gram probenecid, thdv gian bén hly va dién tich dui dudng
cong trong huyét twong téng 18% va 40%
Twong ty, & tré trén 1 tudi twong ty néng dinh trung binh (C*max) va ndng a9 ddy
(C*min) d3 dugc quan sét théy khi thay lidu 5 mg/kg blng lidu 250mg /m2 va thay lidu
10 mg/kg bang lidu 500 mg/m2. Theri gian ban hdy trong huyét twong & nhitng bnh
nhén nay 1a 3,8 gi&r. MOt nhém ré so sinh riéng bigt dwoc didu tri véi lidu 15 mgfkg mbi
8 gi&r cho thdy sip gia ting lidu trong (ng, v&i Cmax 4 83,5 micromolar (18,8
microgram/ml) va Cmin |4 14,1 micromolar (3,2 microgram/mi}.

+ O nguoi cao tudi, khi tudi ting tong thanh thai co thé giam sa lién quan dén giam do

thanh thai creatinin méc dii ¢4 mét chit thay dbi trong chu ky ban hily trong huyéttrong.

+ Obanh nhan suy thin man tinh, thei gian ban hiy trung binh ctia bénh nhén Ia 19,5 gidr.
Théi gian béan hily acyclovir trung binh trong qua trinh chay than nhén tao 12 5,7 giér.
Néng g6 acyclovir huyét tirong gidm khadng 60% trong qué trinh loe mau.

+ Néng d6 trong dich n&o tiy khodng 50% ndng dd huyét trong tirong (bng. Géin két véi
protein huyét twong twong déi thap (9 dén 33%) va twong tac thudc lién quan dén thay
@i vitrl gn kétkhsng dip dodan dugc .

QUI CACHBONG GOI:
+ Hop 1vix10vién nénbac phim.
Hp 2 vix 10 vién nén bae phim.
Hép 5vix 10vidn nén bao phim.
Hdp 10 vix 10 vién nén bao phim.
Hdp 20 vix 10 vién nén bao phim.
Chai 100 vién nén bao phim.
+ Chai 260 vién nén bao phim.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LIPONG CUATHUOC:

Bao qudn: Noi kh, nhiét 4 khdng qua 30°C, trénh &nh sang.

Han diing: 36 thang k& tir ngay san xuét.

Tiéuchudn: USP
TEN, BJACHI CUA CO S&'SAN XUAT THUGC:

cdNG TY ¢& PHAN pugc PHAM T.U VIDIPHA
184/2, L& Vin 8§, Phudng 10, Quén Phii Nhuan, TP.HCM
PT:(84-28)-38440106 Fax: (84-28)-38440446
Cd ad sén xullt:

CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG:
Khu ph8 Tan Binh, Phu&ng Tan Hidp, Thi x& Tan Uyén, Tinh Binh Dugng
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