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Rx ACYCLOVIR 800
Pé xa thm tay tré em
Poc ky hwdmg dén s dyng trede khi ding
Thuée ndy chi ding theo dom thube
THANH PHAN CONG TH(*C THUOC: M3i vién nén bao phim chira:
+ Thanh phan hoatchat:  Acyclovir...........co...ceuneee......800Mg
+ Thanh phén td dwge:  Microcrystalline celluloss, povidone K90, sodium starch

glycolate, croscarmellose sodium, magnesium stearate, aerosil, hydroxypropyl
methyleellulose, talc, titanium dioxide, propylene glycol 6000.
DANG BAO CHE: vién nén dai, bao phim mau tring, mét mét tron, mdt mét cé gach ngang &
gitka, canh va thanh vién lanh I3in (khdng dupe bé ddivién thubc).
CHIBINH:
+ Didutrinhi&m Varicelia (bénh thily d4u) va Herpes zoster (bénh zona).
CACHDUNG, LIEU DUNG:

Céach diing: Duing theo durérng uéng.

Liduding:

+ Ngwérl 16m -Bléu tr| nhim Herpes zoster:

- Uébng 800mg x 5 1An m&i ngay, 4 gid mot 13n, bé qua lidu ban dém. N8n didu trj lién tyc
trong 7 ngay.

— & nhtrng b&nh nhan suy gidm mi&n djch n&ing (vi dy sau khi cly ghép tity) hodc & nhirng
bé&nh nhan hép thu kém tr rudt, xem xét thay thé béing lidu tiém tinh mach.

- Sau khi bét d3u nhi&m tring nén bét d3u uéng thudc cang sém cang tét; Didu trj Herpes
zostercho két qua téthon ndu dugre bét d4u cang som cang tdt sau khi phat ban.

¢ Tré em -Bidu tri bénh thuy ddu:

- Tréemtlr6 tudi tr&r 1&n: ubng 800mg x 4 1&n mdi ngay. Nén didu tr lién tyc trong 5 ngay.

- Cé th)é diing lidu chinh xéc hon 13 20mg/kg thé trong (khéng viret qué 800mg x 4 Ain mdi
ngay).

— Khéng ¢b sén dir liu cy thé v viée (rc ché nhidm Herpes simplex hgc didu tri nhidm
Herpes zoster & tré em mién dich. Nén dung lidu tiém tinh mach khi cn didu trj nhidm
Herpes zoster® trd em suy giém mi&n dich.

+ LI2u cho ngw gla:

- Phai xem xét kha n&ing suy than & ngui gia va nén didu chinh lidu Iwgng phit hgp (xem
Lidu dung & nguwdi suy thén dudi day).

- & nguei gia, tng thanh thai acyclovir co thé gidm cling véi 46 thanh thai creatinin. Nén
duy tri d0 nuére cho bénh nhéin cao tudi udng acyclovir liéu cao. Péc bigt cha y dén vige
gidm lidu & banh nhan cao tudi suy gidm chirc ndng than.

¢+ Lidu cho nguisuy than:

= Tlr;?’r::trong khi diing acyclovir cho bénh nhan ¢6 chire naing than suy gidm. Can duy tri 64
nuére.

- Trong vigc quan ly bénh nhidm Herpes simplex & nh(rng bénh nhan suy th&n niing (4
thanh thai creatinin duréi 10ml/phat) nén didu chinh lidu acyclovir #&n 200mg x 2 1an mai
ngay, 12 giey mot 1&n.

- Trong didu trj nhidm Herpes zoster, nén diéu chinh lidu acyclovir 4én 800mg x 2 1An mdi
ngay, 12 gi¢r mdt 13n cho bénh nhén suy thén niing (44 thanh thai creatinin duwdi 10 mi/
phiit) va 800mg acyclovir x 3 13n hang ngay, 8 gi* mét 1An cho bénh nhan suy than vira
phai (88 thanh thai creatinin trong khodng 10 - 25 ml/phuit).

CHONG CHID|NH:
+ Quéamn v&iacyclovir hodic valaciclovir, hogic bt ky thanh phin ndo clia thuéc
CANH BAO VA THAN TRONG KHI DUNG THUOC:

Sirdyng thubc cho b#nh nhan suy thgn va ngwdi gia:

¢ Acyclovir dugc dao thai b&i thanh thai than, do d6 phai didu chinh lidu & bénh nhén suy
than (xem Lidu lgng va cach ding).

+ Nguri gia suy giém chire néing than do &6 cAn phai can nhéc didu chinh li&u cho nhém
bénh nhén ndly. Ngui gia va bénh nhéin suy than d&u ¢6 nguy co cao gia tiing céc thc
dyng khéng mong mudn trén than kinh va can dugc theo doi chit ché bang chieng vé
nhirng tac dung khﬁng mong muén ndy. Trong c4c tneéng he'p dwge bao céo, cac phan
(rng nay thuréyng c6 thé hdi phyc khi ngirng didu tri (xem Téc dung khdng mong mudn).

* Kéo dai ho#ic I13p |ai céc dot didu tri bAng acyclovir & nhng nguedi bj suy gidm mi&n dich
nghiém trong ¢6 thé déin ¢én viéc chon loc céc chiing virus, vi 4§ nhay gidm nén ¢
thé khdng dap (xng vai vigc tiép tuc didu tr béing acyclovir (xem Dugrc Iyc hoc).

+ Tinh trang hydrat hoa: cén than trong dé duy tri di nwéc cho bénh nhan ding acyclovir
liéu cao.

¢ Nguy co suy than tang 18n khi st dyng vé&i cac thubc gay d6c than khéc.

¢ Cac dir ligu hign cb s3n tir cac nghién cteu 18m sang khdng da d8 két luan réing didu trj
bﬁgg acyclovir lam giam ty 1& bién chieng lién quan dén thily du & b&nh nhén suy giam
mién djch.

SUFDUNG THUOC CHO PHY N(F MANG THAI VA CHO CONBU:

8irdyng thubc cho phy nircé thal:

+ Viéc sir dung acyclovir chi nén dwgc xem xét khi gi ich ti8m niing 1&n hon kha ning rili ro
chua biét. Sir dung acyclovir todn than trong céc thir nghigm tiéu chudn duwec quéc té
chép nhan da khong gay ra tac dung gay quai thai hoéc gay quai thai & thd, chudt cdng
hogcchuft.

+ Tuy nhign cAn than trong biing céch can biing lgi ich tidm néng cia vigc didu tr| chéng lai
bét ky nguy co c6 thé xay ra nao.

Sir dyng thuéc cho phy n(r cho con bi:

Sau khi uéng 200mg acyclovir x 5 13n mdt ngdy, acyclovir @4 dugc phat hign trong stra
me & ndng 48 dao ddng tr 0,6 Aén 4,1 1An so véindng dd hi tuwong tirong (rng. Cc
ndng d4 ndy cb khd nding $& phoi nhiém v&i tré bl me véi lidu lwgng acyclovir 18n dén
0,3mg/kg/ngay. Do d6, nén than trong néu diing acyclovir cho phy nt cho con bl
ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANHMAY MOC:
Chua c6 nghién ciPu nao dé nghién ciru anh hurdng clia acyclovir 1én kha nang lai xe
hodic van hanh may méc. Anh hudng bét Igi d6i v cac hoat ddng nhw vay khong thé dy
doén duge tir dc tinh dwge Iy clia hoat chét, nhing nén Ivu ¥ @én hd so clia cdc dnh
hudng bét lginay.
TWONG TAC, TWONG KY CUATHUOC:

Twong tic clathuée:

+ Acyclovir dugc thai trir chil yéu & dang khbngihay @i trong nurére tidu théng qua hogt
adng bai tiét & éng thin. Sir dyng ddng thdri bt ky loai thube ndo canh tranh véi co ché
nay, c6 thé1am tang ndng d acyclovir rong huyét twong.

¢ Probenecid va cimetidin Iam ting AUC clia acyclovir béng co ché nay, va giam dg thanh
thai than acyclovir. Twong ty nhie vy 1am tiing AUCs huyét twong clia acyclovir va clia
chét chuy&n héa khing hoat ddng clia mycophenolate mofetil, mdttac nhan irc ché mi&n
dich dugre str dyng & bénh nhan cérzghé & duge hidn thi khi céc loai thubc dugc siv
dyng ddng thdi. Tuy nhién khéng can didu chinh lidu Iwgng vi chi 88 didu trj rong clia
acyclovir.

¢ Mdt nghién ctru thyre nghiém v& nam a8i trgng nam chi ra réing ligu phép ddng thdi véi
acyclovir lam téng AUC ciia t8ng lwgng theophyllin dwgc sir dyng khodng 50%. D6 1&
khuyén céo dé do ndng dd trong huyét tirong trong khi didu trj ddng ther véi acyclovir,

Twong ky ciia thuée: (khdng &p dung).

TAC DUNG KHONG MONG MUON CUATHUOC:

¢ Bang tom tét cac phan rng c6 hai: dwgc phan nhém theo tAn suét: rit thuréng g3p ADR >
1/10), thudng gap (1100 < ADR <1/10), it géip (1/1000 < ADR < 1/100), hiém géip
(1/10000 <ADR <1/1000) va rAt hiém g&p (ADR <1/10000).

Céc rél loan méu va hd bach huyét:
+ R&thidm gép: thiu méu, giam bach cau, gidm tiéu cu.
Rélloan hg mi&nd|ch:
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¢ Hiém g3ip: sbc phan vé.

Rélloan hé than kinh va tdm than:

¢ Thuwérng giip: nhirc dAu, chéng mit.

+ RAthiém g&p: kich ddng, I I1An, run, mét @idu hoa, loan thj, &o gi4c, tridu chieng loan thAn
kinh, co giét, budn ngti, bgnh néo, hén mé.

¢ Céc téic dyng trén thirdng thuéin nghjch va thurng durge béo céo & nhirng bénh nhan suy
théin hodic véi cac yéu t dnh hwdng khéc (xem Thén trong).

Réiloan hé héip, ngye va trung thit:

+ Hiém géip: kh thé.

Réllogn tidu héa:

¢ Thwéng gép: budn ndn, ndn mira, tigu chay, dau bung.

Rélloan gan mét:

+ Hiém g#p: ting thuan nghich bilirubin va c4c enzym lién quan gan.

¢ RAthiém géip: viém gan, vangda.

Rél1loan da va mé duél da:

¢ Thwéng gép: nglva, phat ban (bao gdm ca nhay cdm &nh sang).

¢ It gap: m8 day. Rung t6c lan tda nhanh. Rung téc lan téa nhanh c6 lién quan dén nhidu
qué trinh bénh va thubc khéc nhau, khdng chéc c6 lién quan gira chc tAc dung nay véi
ligu phép acyclovir.

¢ Hiém giip: phis mach.

R&l logn than va tiét nigu:

+ Hiém gip: tang lwgng uré trong méu va creatinin.

. E%,t h_igm g&p: suy than cép tinh, dau than. Dau than c6 thé lién quan dén suy than vatinh

nigu.
Rél loan chung:
¢ Thuéng géip: mét mdi, sbt.
QUALIEUVA CACHXUPTRI:

Qué lldu:
Acyclovir chi duge hdp thu mét phin trong dwérng tiéu héa. Bénh nhan ubng qua lidu 18n
@én 20g acyclovir trong mot 1An duy nhét, thwérng khéng c6 tc dyng dc. Mt cach finh
¢, 1&ip di 13p Igi vigc udng qué lidu acyclovir trong vai ngy ¢b thé lidn quan dén céc tac

dur§|g trén dwdrng tidu héa (nhw budn nén vandn) va tac dung trén thin kinh (nhirc dAu va
16 1An).

Céch xirtrikhl ding thubc qua li3u:

Bénh nhan cin dugc theo déi chit ché vé cac diu higu ctia dc tinh. Chay than nhantao
lam téng déng ké viéc logi bd acyclovir khdi méu, do 86 co thé duge coi la mdt Ivea chon
trong trudng herp didu tri tridu chimg qua lidu.

PAC TINH DUQ'C LPC HOC:

+ Nhém dwere ly va ma ATC: thude khang virus tac dung trye tiép, céc chét (rc ché men
sao chép ngwgre nucleosides va nucleotide ngoai bao. JOSABO1.

+ Cochéticdyng:

— Acyclovir [ mt chét twong ty nucleoside purine tdng hep trong in vitro va in vivo ¢6 tac
dyng trc ché chéng lai virus Herpes & ngudi, bao gdm virus Herpes simplex (HSV) loai |
va |l va virus Varicella zoster (VZV).

— Téacdyng trc ché clia acyclovir d8i véi HSV |, HSV Il va VZV c6 tinh chon lpc. Cac enzym
thymidine kinase (TK) ctia c4c t& baio binh thudng, khéng bj nhi&m virus khéng si? dung
acyclovir nhi mét chét ndn mét céch higu qua, do d6 ddc tinh trén céc té bao chu cia
ddng vat c6 va thip; tuy nhign, TK dwgc mé hba bdi HSV va VZV chuydn déi acyclovir
thanh acyclovir monophosphate, 1a mét ch At twong tr nucleoside, sé dugc tiép tyc
chuyén thanh diphosphate va cudi cling la triphosphate bdi céc enzyme té bao. acyclovir
triphosphate can thiép vac polymerase DNA ciia virus va (rc ché sy sao chép ADN clia
virus bang viéc chim dirt chudi tdng hop sau khi két hgp véri DNAclia virus.

— Kéo dai hoic 13p lai cac dot didu trj bing acyclovir & nhrng ngui bj suy gidm mién dich

nghiém trong c§ thé dén dén‘ vige cheon lgc cée chiing virus, vi ¢¢ nhay gidm nén c6
the khong dap (rng voi vige tiep tyc dieu trj bang acyclovir. Hau hét cac ching phan lap
1am sang c6 4% nhay gidm thwdng lién quan véi vigc thidu TK, tuy nhién, cing 34 c6 bao
céo vd&i cac chiing c6 TK virus bign abi hogic DNA polymerase virus. Viéc phoi nhi&m in
vitro céic chiing HSV d6i véi acyclovir cling ¢6 thé déin dén sy xuét hign clia céc chiing it
nhay cam hon. Méi lién quan gitra & nhay cam duwgc x4c dinh in vitro clia céc chling
HSV va d4p ng 1am sang d6i v&iligu phap acyclovir khong ré rang.
PAC TINH DUQ'C DPONG HQC:

¢ Acyclovir chi dwgc hAp thu mot phan tir rudt. Ndng dd dinh trong huyét twong trung binh
8n dinh (C*max) sau bén gi& udng lidu 200mg 13 3,1 microMol (0,7 microgam/ml) va
ndng d$ day trong duong (C"min) 12 1,8 microMol (0,4 microgam/ml). Mérc C*max
frong (rng sau bon gi> dung lidu 400mg va 800mg ding la 5,3 microMol (1,2
microgam/ml) va 8 microMol (1,8 microgam/ml) frong (rng va mirc trong dweong C*min
12.2,7 microMol (0,6 microgam/mi) va 4 microMol (0,9 microgam/ml).

+ Hau hét thube durge bai tiét qua thén dang khéng thay ddi. Thanh thai than cla
acyclovir In hon @ thanh thai creatinin, didu nay c6 nghia 12 dugc bai tiét bdi éng
than, ngoai lgc clu than, gép phin vao visc thubc dugc dao thdi bdi than.
9-carboxymethoxymethylguanine la chit chuy&n héa dang k& duy nhét clia acyclovir,
va chiém khodng 10 - 15% lidu diing dugc hXi phuc tir nwde tidu. Khi udng acyclovir
mot gio sau khi sir dung 1 gram probenecid, thdi gian ban hly va dign tich dwai
dwéng cong trong huyét twong tang 18% va 40%.
Twong ty, & tré trén 1 tudi twong ty ndng dinh trung binh (C*max) va ndng d¢ day
(C™min) d& dwgc quan sat thély khi thay lidu 5 mg/kg béng lidu 250mg /m2 va thay
lidu 10 mg/kg béng lidu 500 mg/m2. Thei gian bén hiy trong huyét twong & nhirng
bgnh nhan nay la 3,8 gio. Mgt nhom tré so sinh riéng bigt dwgc didu trj v&i lidu 15
mg/kg m8i 8 gi¢r cho thy s gia tang lidu twong (g, véi Cmax 1a 83,5 micromolar
(18,8 microgram/ml) v& Cmin |a 14,1 micromolar (3,2 microgram/ml).
¢ & nguei cao tudi, khi tudi tang tdng thanh thai co thé gidm sé& lién quan aén gidm dd
thanh thai creatinin méc di c6 mdt chit thay di trong chu ky ban hily trong huyét trong.
& bénh nhan suy théin man tinh, th&i gian béan hily trung binh cia bgnh nhan 12 19,5 gid.
Thi gian bén hly acyclovir trung binh trong qua frinh chay thén nhén tao 13 5,7 gidr.
N&ng d acyclovir huyét tvong giam khodng 60% trong qué trinh loc mau.
Ndng d@ trong dich néo tily khodng 50% ndng @9 huyét twong twong (eng. Gén két v&i
protein huyét twong twong aéi thAp (9 d8n 33%) va trong tac thuéc lién quan dén thay
&8i vj tri géin kétkhdng dyy doéin duge .
QUICACHBONG GOI:

+ Hp 1vix10vién nén bao phim.
H&p 2 vix 10 vién nén bao phim.
H&p 5 vix 10 vién nén bao phim.
Hdp 10 vix 10 vién nén bao phim.
H®p 20 v x 10 vién nén bao phim.
Chai 100 vién nén bao phim.

+ Chai 200 vién nén bao phim.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LU'QNG CUATHUOC:

Bé&o quan: Noi khd, nhigt dd khdng qua 30°C, trénh anh séng.

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

Tidu chudn: USP
TEN, DIA CHI CUA CO'SO' SANXUAT THUOC:

CONG TY ¢6 PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Vin Sy, Phudng 10, Quén Phd Nhuén, TP.HCM
PT: (84-28)-38440106 Fax: {84-28)-38440446
Cd s sdn xufit:

CHI NHANH CONG TY CPDP T.U VIDIPHA BiNH DUONG
Khu ph& Tan Binh, Phudng Tan Higp, Thj x& Tan Uyén, Tinh Binh Duong
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