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Rx ACYCLOVIR 800
Bé xa thm tay tré em
Poc ki hwdmg dén sir dyng trwde khi ding
Thube ndy chi ding theo dom thube
THANH PHAN CONG TH(PC THUOC: M3i vidn nén bao phim chira:
+ Thanh phanhoatchat:  ACYCIOViL.....ce.ccoesrreeeeserenen...800Mg
+ Thanh phéin td dwge:  Microcrystalline celluloss, povidone K90, sadium starch

glycolate, croscarmellese sedium, magnesium stearate, aerosil, hydroxypropyl
methylcellulose, tale, titanium dioxide, propylene glycol 6000.
DANG BAO CHE: vi&n nén dai, bao phim mau tring, mét mét tron, mdt mit cd gach ngang &
gita, canh va thainh vién lanh Iéin (khdng dutre bé ddi vién thudc).
CHIPINH:
+ Bidu frinhidm Vericella (b&nh thiy d4u) va Herpes zoster (bénh zona).
CACHDUNG, LIEU DUNG:

Cach diing: Duing theo urérng uéng.

Liduding:

+ Ngweérl 16m -Bléu tr] nhidm Herpes zoster:

- Udng 800mg x 5 1An mbi ngay, 4 gie* mot 13n, bé qua lidu ban ddm. N8n didu tr lién tyc
trong 7 ngay.

~ & nhtrng b&nh nhan suy giam mi&n dich néng (vi dy sau khi cly ghép tily) hodc & nhirng
b&nh nhin hép thu kém e rudt, xem xét thay thé bing lidu tiém tTnh mach.

- Sau khi bét dAu nhi&m tring nén bét dAu ubng thudc cang sém cang tbt; Didu trj Herpes
zostercho kétqué tbthon ndu durge bt dAu cang som cang tbt sau khi phat ban.

¢ Tré em -BDidu trj bdnh thuy dhu:

- Tréemilr6 tudi trdr 1&n: udng 800mg x4 1An mdi ngay. Néndidu tri li&n tyc trong 5 ngay.

- Cb th)é diing lidu chinh xéc hon 1a 20mg/kg thé treng (khong virgt qué 800mg x 4 1Ain mdi
ngay).

— Khéing ¢6 sén dir ligu oy thé vé vide (rc ché nhidm Herpes simplex hgc didu trj nhidm
Herpes zoster & tré em mién dich. Nén dung lidu tiém tinh mach khi cn didu trj nhidm
Herpes zostord tré em suy gidm mién dich.

+ LIdu cho nguwir gla:

— Phai xem xét kha naing suy than & nguei gia va nén didu chinh lidu Iong phi hp (xem
Lidu diing & ngudi suy thén dudi day).

- & ngweni gia, thng thanh thai acyclovir co thé gidm cling véi A9 thanh thai creatinin. Nén
duy tri d0 nuére cho bénh nhan cao tudi udng acyclovir lidu cao. Béc biét cha y dén vige
gidm lidu & banh nhan cao tudi suy gidm chirc nang than.

+ Lidu cho nguéisuy than:

- Tgir;trqng khi diing acyclovir cho banh nhén ¢6 chire néing thén suy gidm, Can duy tri 6
nuére.

- Trong viéc quén Iy bénh nhidm Herpes simplex & nhng bénh nhan suy thén nidng (40
thanh thai creatinin diréi 10mi/phat) nén didu chinh lidu acyclovir #&n 200mg x 2 1an mai
ngay, 12 giéy mt ln.

- Trong didu trj nhidm Herpes zoster, nén diu chinh idu acyclovir dén 800mg x 2 1an mdi
ngay, 12 giév mét 13n cho bgnh nhén suy thén niing (A4 thanh thai creatinin dudi 10 ml/
phiit) va 800mg acyclovir x 3 I3n hang ngay, B gi» mdt 1An cho bénh nhan suy than vira
phai (&6 thanh thai creatinin trong khoang 10 - 25 ml/phuit).

CHONG CHIB|NH:
¢ Quamén v&iacyclovirhoic valaciclovir, hogic bt ky thanh phdn nao cia thubc
CANHBAO VA THAN TRONG KHI DUNG THUOC:

Strdyng thubc cho b@nh nhén suy thin va ngwdi gia:

¢ Acyclovir duge dao thai b&i thanh thai than, do d6 phai didu chinh libu & bénh nhan suy
than (xem Lidu liyng va céch diing).

+ Ngui gia suy gim chire néing than do 86 cin phai can nhéc didu chinh liu cho nhém
bénh nhén naly. Ngui gia va bgnh nhéin suy than d&u cb nguy oo cao gia ting céc tac
dyng khang mong mudn trén than kinh va can dugc theo doi chat chaé bang ching va
nh(ng tac dyng khong mong muén nay. Trong céc treérng herp drgre béo céo, cac phan
(rng ndy thureyng ¢ thé hai phyckhi ngizng didu tri (xem Téc dyng khéing mong mudn).

+ Kéo dai ho#ic 1&p lai céc dot didu tr bng acyclovir & nhng ngurdi bi suy gidm mién dich
nghiém trong 6 thé d#in dén vigc chon loc cac chiing virus, vi ¢ nhay gidm nén cé
tha khéng dap irng vai vigc tidp tyc diu tr bing acyclovir (xem Dugrc e hgc).

+ Tinh trang hydrat hoa; cén than trong dé duy tri di nwére che bénh nhan ding acyclovir
lidu cao.

¢ Nguy co suythan tang 18n khi st dung v&i cacthubc gay 8¢ than khéc.

¢ Céc div ligu hign cb sin tir cac nghidn ctru 1am sang khong da d8 két luan réing didu tr]
bégg acyclovir lam giam tf 1& bién chieng lién quan dén thily d3u & b&nh nhén suy giam
mién djch.

SIPDUNG THUOC CHO PHU NFMANG THAI VA CHO CONBU:

Sirdyng thuéc cho phy nipcé thal:

+ Viéc st dung acyclovir chi nén dwgc xem xét khi g ich tim niing 1én hon kha néing rili ro
chwa biét. Sir dung acyclovir todn than trong céc thir nghigém tidu chuéin duwec qube té
chéip nhan d& khong gay ra tac dung gay quai thai hodc gay quai thai & thd, chudt cbng
ho@cchuft.

+ Tuy nhign cAn thantrong biing cach can biing lgi ich tiém nang ciia vigc didu trj chng lai
bét ky nguy co o6 thé xéy ra nao.

Sir dyng thubc cho phy nir cho con bi:

Sau khi udng 200mg acyclovir x 5 13n mdt ngay, acyclovir @4 dugc phat hign frong sira
me & ndng 48 dao ddng tir 0,6 A&n 4,1 14n so vé&inbng dd h turong trong tng. CAc
ndng a4 ndy c6 khd néing & phoi nhidm vdi tré bii me vdi lidu Iwgng acyclovir 18n dén
0,3mg/kg/ngay. Do do, nén than trong néu diing acyclovir cho phy n cho con bu
ANHHUPONG CUATHUOC LEN KHANANG LAI XE, VAN HANHMAY MOC:
Chura ¢6 nghién ctru nae dé nghién ciru anh hurdng clia acyclovir 18n kha nang lai xe
ho¥c van hanh may méc. Anh hudng bét Igi 66i vé&ri cAc hoat ddng nhv vy khong thé dy
doén durge tlr d¥c tinh duge Iy clia hoat chét, nhieng nén Ivu ¥ Gén hd so clia cée dnh
hudng bét lginay.
TUONGTAC, TU'ONG KY COATHUOC:

Twong tac cta thube:

+ Acyclovir dugce théi trir chi yéu & dang khbngihay @8 trong nwrére tidu théng qua hoat
adng bai tiét & éng thin. Sir dyng ddng thdri bt ky loai thubc ndo canh tranh vii co ché
nay, c6thé 1am tang ndng d acyclovir rong huyéttwong.

+ Probenecid va cimetidin lam ting AUG cila acyclovir béng co ché nay, va giam 46 thanh
thai than acyclovir. Twong t nhie vy IAm ting AUCs huyét tuong clia acyclovir va clia
chét chuy&n héa khitng hoat ddng cia mycophenolate mofetil, mjttac nhan e ché mign
dich dugre sir dyng & bdnh nhan céﬂ;ghé §& duwere hidn thi khi céc logi thude durgre st
dyng ddng thvi. Tuy nhién khéng cAn didu chinh lidu Irgng vi chi s8 didu trj rong cla
acyclovir.

+ M8t nghién ctru thye nghidm v& nam @8i frgng nam chi ra réing ligu phap ddng théi véi
acydlovir lam ting AUC ciia 18ng lwgng theophyllin dugce sir dyng khodng 50%. D6 12
khuyén céo dé do ndng dd trong huyét firong trong khi Gidu trj dng then véi acyclovir,

Twong ky ciia thuéc: (khdng &p dyng).

TAC DUNG KHONG MONG MUON CUATHUGC:

¢ Bang tom tét cac phan (g c6 hai: dugc phan nhom theo tAn suét; rit thuréng g3p ADR >
1/10), thudng gap (11100 < ADR <1/10), it géip (111000 < ADR < 1/100), hiém géip
(1/10000 <ADR <1/1000) va rAt hiém g&p (ADR < 1/10000).

Cé4c rél logn méu va hé bach huyét:
+ Rathidm gap: thiu mau, gidm bach cau, gidm tidu ciu.
Rélloan hg miEn djch:
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¢ Hiém gdip: sb¢ phén v&.

Réllogn hé than kinh va tim than:

¢ Thuwérng géip: nhirc dAu, chéng mét.

+ RAt hiém g#p: kich d6ng, 1 1n, run, mét didu hoa, loan thi, do gidc, tridu chirng loan thén
kinh, co giét, budn ngl, bénh nac, hdn mé.

+ Céac téc dyng trén thirdng thudin nghjch va thirrng durgre béo céo & nhimg bénh nhan suy
théin hotic véicéc yéu 1 dnh hirdng khéc (xem Thén trong).

Réilogn hé héip, ngye va trung thiit:

¢ Hiémgaip: khé thé.

Réllogn tidu héa:

¢ Thuérng géip: budn ndn, ndn mira, tigu chiy, dau bung.

Réllogn gan mjt:

+ Hiém gap: téing thulin nghich bilirubin va chc enzym lién quan gan.

« RAthiém géip: viém gan, vangda.

Rél loan da va mé durérl da:

+ Thuw&ng gép: ngiva, phatban (bao gdm ca nhay cdm &nh sang).

+ Itgap: md day. Rung téc lan tba nhanh. Rung téc lan téa nhanh c6é lisn quan dén nhidu
qué trinh bénh va thuéc khac nhau, khdng chéc c6 lién quan gilra c4c thc dyng nay véi
ligu phép acyclovir.

+ Hiém giip: phii mgch.

Ré! logn than vatiét nigu:

+ Hiém gip: tAng lgng uré trong méu va creatinin.

+ tl:éét h_iém g&p: suy than cAp tinh, dau than. Bau than cb thé lién quan dén suy thanvatinh

niéu.

Rél loan chung:

+ Thurng géip: mét moi, sét.

QUALIEUVA CACHXIFTRI:

Quaé lldu;

Acyclovir ch dugre hép thu mét phin trong dwérng tiéu héa. Bénh nhan ubng qua lidu 18n
@én 20g acydlovir trong mét 1An duy nhéit, thiwéyng khéng o6 the dyng dgc. Mt cach finh
¢, 1&p di lEp lai vide udng qué lidu acyclovir trong vai ngay ¢b thé lién quan dén céc tac

durﬁlg trén duérng tiéu héa (nhwr budn nén vandn) va tac dung trén thin kinh (nhée dau va
16 1An).

Céach xirtrikhl dang thubc qua l3u:

Bénh nhan cin dwgc theo déi chit ché vé cac dAu higu clia dgc tinh. Chay than nhantao
lam téng déng k& viéclogi bd acyclovir khdi méu, de 86 cod thé duge coi la mdt Iea chon
trong trudyng horp didu tri tridu chimg qua lidu.

PACTINH DUQ'C LIPC HOC:

+ Nhém dwrgre Iy va ma ATC: thude khang virus tac dyung trpc tidp, céic chit i ché men
sao chép nguge nucleosides va nucleotide ngoai bao. JOSABO1.

+ Cochétacdyng:

— Acyclovir [A mét chét tuwong tw nucleoside purine thng hep trong in vitro va in vivo ¢6 tac
dyng trc ché chéing lai virus Herpes & nguedi, bao gbm virus Herpes simpiex (HSV) loai |
va |l va virus Varicella zoster (VZV).

— Té&c dung trcché clia acyclovir d8i véi HSV |, HSV 1l va VZV cé tinh chon loc. Céc enzym
thymidine kinase (TK) clia c4c t& bao binh thudng, khéng bj nhi&m virus khéng sif dyng
acyclovir nhw mét chét ndn mdt cach higu qud, do do ddc tinh trén céc té bao cha cia
ddng vat cb vi thip; tuy nhisn, TK dwec mé héa béi HSV va VZV chuyén ddi acyclovir
thanh acyclovir monophosphate, |4 mt ch At twong tp nucleoside, sé duwge tibp tyc
chuyén thanh diphosphate va cudi cling la triphosphate bdi céac enzyme & bao. acyclovir
triphosphate can thiép vac pelymerase DNA cila virus va (rc ché sy sao chép ADN ciia
virus bang vigc chAm dtrt chudi tdng hgp sau khi két hg'p véri DNA clia virus.

— Kéodai hoic 13p lai c4c dot didu trj bing acyclovir & nhing ngui bj suy gidm mién dich

nghiém trong c§ thé dén dén‘ vigc chon loc céc chang virus, vi d§ nhay giam nén c6
thé khdng dap (rng v&i vigc tiép tyc diéu trj bang acyclovir. Hau hét cac chling phan lap
1am sang o6 3% nhay gidm thwéng lién quan véi vige thidu TK, tuy nhién, cting 44 c6 bao
céo Vi cac chilng co TK virus bign abi hofic DNA polymerase virus. Viéc phoi nhiém in
vitro céic chiing HSV 46i véi acyclovir ¢ling ¢6 thé déin dén s\ xudt hign clia céc chiing 1t
nhay cadm hon. M8i li8n quan gitra % nhay cam dwgc xac dinh in vitro clia céc chling
HSV va d4p (ng 1am sang a6i véi ligu phap acyclovir khong rd rang.
PAC TINH DUQ/C PONGHQC:

¢ Acyclovir chi dwgc hip thu mot phin tir rudt. Ndng dd dinh trong huyét teong trung binh
&n dinh (C™mex) sau bén giér udng lidu 200mg 14 3,1 microeMel (6,7 micregam/ml) va
ndng d¢ day trong durong (C"min) 13 1,8 microMol (0,4 microgam/ml). Mérc C*max
feong (rng sau bon gio 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 trrong dirong C*min
14 2,7 microMol (0,6 microgam/ml} vé 4 microMol {0,9 microgam/mil}).

4 Héu hét thude dwge bai tiét qua thgn dang khong thay ddi. Thanh thai than clia
acyclovir In hon @6 thanh thai creatinin, diéu nay ¢6 nghta 12 dwgc bai tiét bdi dng
than, ngoai lgc clu than, gép phAn vao visc thubic dwgc dac thdi bdi than.
g-carboxymethoxymethylguanine 12 chit chuy&n héa déng k& duy nhét clia acyclovir,
va chiém khodng 10 - 15% lidu diing dirers hXi phue tir neée tigu. Khi udng acyclovir

mdt gior sau khi sir dung 1 gram probenecid, thai gian ban hiy va dign tich dwdi
dwérng cong trong huyét twong tang 18% va 40%.
Tuong ti, & tré trén 1 tudi tweng ty nng dinh trung binh (C™max) va ndng d8 ddy
(C™min) g4 dwge quan sat théy khi thay lidu 5 mg/kg béng lidu 250mg /m2 va thay
lidu 10 mg/kg béing lidu 500 mg/m2. Thevi gian bén hily trong huyét tiong & nhing
bnh nhan nay Ia 3,8 gi. Mgt nhdm tré so sinh riéng bigt dwgc didu tr{ vori lidu 15
mg/kg m&i 8 gi¢r cho théy s gia tang lidu twong ng, véi Cmax 1a 83,5 micromolar
(18,8 microgram/ml) v& Cmin |4 14,1 micromolar (3,2 microgram/ml).
¢ & ngui cao tudi, khi tudi ting tng thanh thai co thé gidm s& lign quan aén gidm Ao
thanh thai creatinin méc di ¢6 mdt chut thay di trong chu ky ban hily trong huyét tirong.
& bé&nh nhén suy thén man tinh, thevi gian ban hily trung binh ciia b&nh nhén |4 19,5 gié.
Thoi gian bén hdy aczclovir trung binh trong qué trinh chay théin nhén tac 1a 5,7 gid.
N&ng d acyclovir huyét twong giam khodng 60% trong quatrinh loc mau,
NBng d3 trong dich néo tlly khedng 50% ndng dd huyét tiong twong (ing. Gén két véi
protein huyét twong trong aéi thAp (9 d8n 33%) va tong tac thudc lidn quan dén thay
i vj tri géin két khdng dy doéin dwge.
QuUICACHBONG GOI:

+ H@p 1vix10vi&n nén bao phim.
Hdp 2 vix 10 vién né&n bao phim.
Hdp 5vIx 10 vién nén bao phim.
Hdp 10 vix 10 vié&n nén bao phim.
Hdp 20 v x 10 vién nén bao phim.
Chai 100 vién nén bao phim.

+ Chai 200 vién nén bao phim.
BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUATHUOC:

Béo quan: Noi khd, nhigtdd khdéng qué 30°C, trénh 4nh séng.

Han duing: 36 théing k& tir ngdy sn xuét.

Tiéu chuéin: USP

TEN, BIA CHI CUA CO'SO SANXUAT THUOC:

CONG TY ¢6 PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Vin Sy, Phudng 10, Quan Phi Nhuan, TP.HCM
T: (84-26)-38440106 Fax: {84-26)-38440446
Ca s sdn xubt-

CHI NHANH CONG TY CPDP T.U VIDIPHA BiNH DUQONG
Khu phd Tan Binh, Phudng Tan Higp, Thj xa& Tan Uyén, Tinh Binh Dugdng
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