HUGNG DAN SU DUNG THUOC CHO NGU'(I BENH

™ AGICLOVIR 200
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Thanh phin: Mbi vién nén chira

. ...200mg
R S e RS e g Dl Avién.
(Lactose, Tinh bdt ng#, Povidon, Microcrystallin ceflulose 101, starch glycolat,
Magnesistearat).
M@ ta san pham: Vién nén mau tring, dudng kinh  mm.
Qui cach déng goi: Hop 2 vix 10 vién nén,
Thudc ding cho bgnh gi:
- Didu tri khéi GAu v4 dir phong 1ai nhidm virus Herpes simplex typ 1 va 2 & da va niém mac,
viém ndo Herpes simplex.
- Bidu tri nhim Herpes zoster (bénh zona) cAp tinh, Zona mét, viém phdi do Herpes zoster
& ngudr Iom.

- Didu tri nhibm khérl dAu va tal phat nhidm Herpes sinh dyc
- Thisy d8u xust huyét, thity d4u & ngudi suy gidm midn dich, thily 88u & tré sor sinh
Nén diing thubc nay nhur thé ndo va lidu Ivgng:

Cachdung:
Uéng thubc sau bira &n véi nhidu nuéc
Lidu d\'mf:
Didu trl bAng aciclovir phal duge bit dAu cang sém cang 18t khi 6 dhu hiéu va triéu chimg
clia bénh, Néu libu sir dung khac véi ham Irgng aciclovir 200 mg, bénh nhén céin hoi §
kién bac s§ hoac dugc sy dé duge huémng déin sirdung ché pham c6 ham lugng thich hop.

»Didu tri do nhiém Herpes simplex:

- Nguéi lgn: M8il4n 200 mg x 5 14n/ ngay (cach nhau 4 gi&r) x 5 - 10 ngay.

- Tré> 2 tubi: Bang lidu ngudilém.

- Tré <2 tubi: Nira lidu ngudilon,

»Phang tai phat Herpes simplex cho ngudi bénh suy giém mi&n dich, nguei ghép co quan
dung thudc gidm midn dich, ngud nhidm HIV, ngudd diing héa figu phap: M4 1An 200 -
400mg x 4 lAn/ngay.

- Tré > 2tudi: BAng lidu ngudi lon.

- Tré < 2 tudi: Niva lidu ngudi lom,

»Diéu tri thiy d8u (varicelia) va zona:

- Ngudri 1n: Mi1An 800 mg x 5 1An/ ngay x 7 ngay.

- Tré em: Bénh varicella, m&i 1n 20 mg/kg thé trong (i da 800 mg) x4 1An/ ngay x 5 ngay.

Hoac:
+Tré < 2 tudi; M8i 1An 200 mg x 4 IAn/ ngay x 5 ngay.
+Tré 2-5tubi: M3i14n 400 mg x 4 1An/ ngay x 5 ngay.
+Tré 26 tubi: M&i 12n 800 mg x 4 1An/ ngdy x 5 ngay.
»B6i tirgng déc biét
- Ngudi cao tubi
+Neén xem xét tinh trang suy glam chirc nang than & ngudni cao twéi va idu lugng phai
dugcdiéu chinh cho phi hgp (theo liu lrgng trong suy thén duéi day).
+Bénh nhan cao tudi dung liéu cao aciclovir phal dugec ang a0 nuérc.
- Bénh nhan suy than: Bénh nhiém HSV hodc Herpes zoster, libu nhu 86i véri ngudi binh
thudng, song cn luvuy:
+ D9 thanh thai creatinin 10 - 25 ml/ phat: Cach 8 gir ubng 114n.
+Dg thanh thal crealinin dwéi 10 mif phit: Cach 12 gier udng 114n.
Khinao khéng nén ding thube nay:
Mén cam v mét trong céc thanh phin ca thube.
Téc dyng khéng mong muén:
Khi ubng aciclovirco thé gap cact:
» Thuomg gdp, ADR > 1/100
Hg théng than kinh va thAn kinh: Nhirc du, chéng mat.
- Réiloan tiéu héa: Bubn ndn, ndn, tigdu chay, dau byng.
m nhay cam anh sang).

- Da vamé dudi da: Ngura, phatban (bao
»Hiém gép, ADR <1/1000

- He théng mién dich: Sbc phan vé.

- H héip, 1bng ngure va trung that: Khé thér.

- Gan-mat: Tang bilirubin va men gan c6 lién quan

- Than va tiét niéu: Tang uré mau va creatinin.

- Da va md dudida: Phu mach

»Réthiém ADR < 1/10.000

- Mauva h& bach huyét: Thiéu mau, gidm bach chu,glém tidu chu.

- Hé théng thAn kinh va than kinh: Kich dong, run, mAt didu hoa, loan véin ngdn, do gidc, cac
triéu chirng loan thin kinh, co gidt, ngl g&, bénh ndo, hon mé. Cac bidu hién ndy thuong
hai phyc va thuérng nhan thay & bénh nhan suy thén hodic 66 yéu td anh hurdng khac

- Gan-mat: Viém gan, vang da.

- Thén va tiét nigu: Viem suy than, dau than

- C4c phan ng khac: M@t méi, sét, dau, test gan tang, viém gan, vang da, dau co, phi
mach, rung téc.

Nén tranh diing nhimg thudc hoje thic phim gi khi dang sir dyng thubc nay:

- Probenecid: LAm tang nira 61 trong huydt luomg va AUC cia aciclovir, gidm thai trir qua
nudre lidu va o thanh thai clia aciclovir

- Zidovudin: DUng déng thei zi gaytrang 19

- Amphotericin B va ketoconazol: Lam téng higu lyc chéng virus cua aciclovir.

+ Interferon: Lam tang tAc dung chang virus HSV-1 in vitro clia aciclovir, ty nhién twong téc
trén1am sang vin chua ré.

Theophyllin: D& c6 nghién ciru cho thiy didu tri “"22 thoi meopnwin véri aciclovir lam tan
AUC cia tdng lidu sir dung khoding 50%. Vi vy can theo dbi ndng a3 theophyllin huyst
tuong frong théi gian didu tri dbng thérd v aciclovir.
- Nguy certéng ddc tinh than khi diing abng ther véi ca bc gy 8%
C4n 1am gi khi mt 1n quén khéng dung thuéc:
- Ubngtiép tuc nhu lidubinh thudng.
- Khéng nén ubng gAp aoi lidu.
CAn bio quan thudc nay nhurthé nao:
DA & nhigt 36 dudi 30°C, tranh dmva anh sang
Nhirng dAu higu v trigu chirng khi diing thube qus lidu:
Tridu ching: C6 két ta frong éng than khindng 86 trong dng thén vurgt qua dg hoa tan 2,6
img/ml, hoéc khi creatinin huyét thanh cao, suy than, trang thai kich thich, bbn chén, run,
cogidt, dénh trbng ngyc, cao huyét &p, khé Lidu tign.
Can phai Lam gi khi dung thudc qua lidu khuyén cdo:
Gol cho bac 5§ cia ban hay dén ngay co sé y té gan nhét.
Nhirng didu chn than trong khi ding thude nay:
Céc tinh trang cbn thin trong: ]
Can cung cAp AU nuréc, dac bidt bi véi nguei sir dung lidu cao aciclovir. Than trong khi
dung aciclavir trén cac dbi lugng sau:
Bénh nhan suy than nng va bénh nhan cao tudi: Aciclovir dugc dao thal qua than, do do
phal gidm lidu & bénh nhan suy than (xem phén lidu lugng). Bgnh nhan cao tudj o6 thé bj
giam chirc ndng thén va do 46 vige gidm lidu cAn duge cAn nhic dbi véi nhom bénh nhan
nay. Ca bénh nhan cao tuéi va bénh nhan suy than dbu cb nguy co cao phat trién cac tac
dyng phy v& thiin kinh va déu hibu ctia chc tdc dung phu ndy can dugc theo dai chét ché.
Trong céc tnrrng hop duge béo cdo, cac phan ing nay ndi chung thueng hét khi ngung
sir dung thubc. Nguy ca suy than tang 18n néu dung ddng th/ véi cac thubc de ver thin.
nh nhan suy giam mién dich ngng: Khi didu trj ve aciclovir kéo dai hofic lép di l&p lal co
dAn dén viéo chon lpc cac ching virus glam 40 nhay cam, dan dén khong thé tiép tyc
didu trj véri aciclovir. )
- Bénh nhan c6 bénh than kinh tim &n, suy gan nng, bét thuréng dign gial hodc déu hiu
glam oxy mau déng ke.
- Thubc nay chira laciose, bénh nhén cé vén db di truydn hiém gép vé khang dung nap
4 lapp lactase hosic kém hap thu gl Kkhong nén ding

hé gay

valome.

oy “.yr.h hy nir cé thal va cho con ba:
ir o n 2
. ‘?‘l‘:bl ‘I:;'rynlng rha‘ilz Chi nén dling aciclovir cho nguér mang thai khi lgi ich dibu tr hon hin
i ro c0 thé xay ra vori bac thal. )
- Thesi ky cho con bis; Thube dugre bai tiét qua stra me khi dung duting udng. Nen than trong
khi ding 881 vari ngu cho con bu.
Tac dung cia thubo khi 141 xe va vin hanh may méc:
Chira cé thong tin vé anh huréng ctia thubc khi 1] xe va van hanh méy moc.

Khinao cin tham vén bac s§, dwgc s§:

Bénh nhan cé bénh thin kinh tibm &n
Bénh nhan suy gan
MMnmmupm.mwmmmmmm

glucose-galaciose.
- Néu chn théém théng tin xin hoi § kién bac 57 hodc duge s§ .

Han diing ca thubc: 36 thang kb tir ngéay sén xult

HUONG DAN SIF DUNG THUOC CHO CANBQ Y TE

Cic gjc tinh duoc lyc hoc, duge dhng hoc:

Céc djc tinh dugce lyc hoe:

. Aciclovir 4 chit twong tiy nucleosid (acycloguanosin) cb tac dyng chon loc trén 16 bao
nhidm virus Herpes. D& cb tac "“’3 aciclovir :héu dugc phosphoryl hoa thanh dang co
hoat tinh 14 aciclovir triphosphat, O' chdng 88u, acidovir dugc chuydn thanh aciclovir
monophosphat nhér enzym cia virus | thymidin kinase, sau 46 chuyén tidp thanh aciclovir
diphosphat va triphosphat béri mt s4 enzym khac ciia 14 bao. Aciclovir triphosphat trc ché
t8ng horp DNA ciia virus va sy nhn 18n cda virus mé khang dnh hudmg gl aén chuyén hoa
clia cacté bao binh thuding.

» Téc dung cla aciclovir manh nhat trén virus Herpes simplex lyp 1 (HSV - 1) va kém hon &
virus Herpes simplex typ 2 (HSV - 2), virus Varicella zoster (YZV), tac dyng yéu nhit trén
Cytomegaiovirus (CMV), Trén 13m sang khong thay aciclovir o6 hiéu qué trén ngudi bénh
nhidm CMV. TAc dung chéng virus Epstain barrvlin con chira rs. Trong qué trinh diku ] 45
xudt hidn mdt 56 ching khang thudc va virus Herpes simplex tiém An trong cc hach khdng

bi tigu diét.

- Aciclovir cé tAc dung tét trong dibu trj viém néio thé niing do virus HSV - 1, tj I8 1 vong c6
thé gidm tir 70% xubng 20%. Trong mél s6 nguéri bénh dugc chira khdi, cac bién chirmg
nghiém trong ciing gidm di. Aciclovir ding idu caa t& 10 mg/kg thil trong, cir 8 gir métiAn
ding trong 10 - 14 ngay. Thé viém néo - mang ndo nhe hon do HSV - 2 cling cb thé didu tri
181 v aciclovir.

Cacdjctinh duwge dng hoc:

- Kha dyng sinh hoc theo dudmg ubng cua aciclovir khoang 20% (15 - 30%). Thirc an khong
lam anh hurdmg 8én hdp thu ctia thubc. Aciclovir phan bd réng rai trong dich oo thé va céc
co quan nhu: Nao, than, phdl, rudt, gan, lach, co tir cung, niém mac va dich &m dao, nudc
mét, thdy dich, tinh djch, dich nao tdy.

rnuben Két vari prolein thép (9 - 33%). Thtr glan dat néng 86 dinh trong huyét tromg sau khi

ngtir1,5-2gid.

- & nguéi bénh chirc nang thén binh thu-ung. nira d¢i héi trir khoang 2 - 3 gioy, & ngudri
bénh suy than man trj s& nay tang va c6 thé dat toi 19,5 gi¢ & bénh nhén vb niéu. Trong
théri gian thm phan méu, nira d&i théi Irir glam xubng con 5,7 gl va khodng 60% liéy
aciclovir dugcdao thai rong qué trinh thim phan.

- MOt lugng nhé thubc dugc chuyén héa & gan, con phidn 16m (30 - 80% libu) dugc 6ao thal
qua thén dudi dang khong bifin dbi.

Chi djnh, libu ding, céch ding, chéng chi djnh:
Chidjnh:

- Plbu trj khéri dAu va dy phong tai nhidm virus Herpes simplex typ 1 va 2 & da va niém mac,
viém nio Herpes simplex.

- Dibu iri nhiém Herpes zoster (bénh zona) chp tinh, Zona mét, vim phdi do Herpes zoster

& ngudilon,

- DIdu tr nhiBm khéi dAu v tai phét nhidm Herpes sinh duc.

. Thgjy d8u xult huydt, thiy d8u & ngudi suy gidm midn dich, thiy déu & tré so sinh.
Liéuding:
Bibutr bﬁung aciclovir phéi dugc bét dAu cang som cang 1dt khi cb dhu higu va tridu chimg
ciia bénh. Néu lidu 80 dyng khac vér hdm Juong aciciovir 200 mg, bénh nhan chn héi y
Kién bac s§ hodc duge s§ 46 dugc hudmg dAn sir dyng ché phém o6 ham lrgng thich hgp.

»Didu trj do nhidm Herpes simplex.

- Nguéri I6m: M&i 1An 200 mg x 5 An/ ngay (céch nhau 4 gitr) x 5 - 10 ngay.

- Tré > 2 udl: Bng libu nguer l6m.

- Trd < 2tubi: Nira libu ngui lon

~Phang tél phit Herpes simplex cho ngudi bénh suy giam mién dich, ngudi ghép co quan
diing thudc gidm midn dich, ngurér nhiém HIV, nguéi dung héa liu phap: M An 200 -
400mg x4 1An/ngay.

- Tré > 2 tudi: BAng lidu nguailén

- Tré < 2 tubi: Nira libu ngudi lon

»Didu tri thiy déu (varicelia) va zona

- Ngurdr 16n: M31 1dn BOO mg x 5 1An/ ngay x 7 ngay.

- Tré em: Bénh varicella, mi 1An 20 mg/kg thé trong (t4i da 80O mg) x4 Idn/ ngay x 5 ngay.

Hodc:

+Tré < 21ubi: MSi 1An 200 mg x 4 An/ ngay x 5 ngay.

+7Tré 2-5 tubi: M&i 1An 400 mg x4 18n/ ngay x 5 ngay.

+Tré 6 tubi: Mi14n BOO mg x 4 1An/ ngay x 5 ngay.

»D8irgng dic bigt:

- Ngudi cao tubi:

+ Nén xem xét tinh trang suy giam chirc nang thén & ngudri cao tudi va lidu lrgng phai

Auge didu chinh cho phi hap (theo iu lugng trong suy than dudi day)

+Bénhnha twdi ding lié i phéia éng di nudc.

Bénh nhan suy than: Bénh nhiém HSV holic Herpes zoster, libu nhu dbi véi ngudi binh

thuong, song cAn lruy:

+D0 thanh thai creatinin 10 - 25 ml/ phit: Géch 8 gi¢r ubng 1 1n.

+D3 thanh thai creatinin dugi 10 mi/ phut: Cach 12 gierubng 1 1An.

Céch diing: Uéng thubc sau bra &n v&inhibu nuoc.

Chéngchi dinh:

Mén cam véi mot trong cac thanh phin cua thube.

Cac truérng hep thiin trong khi ding thude:

- CAn cung clp du nudc, déc bigt bi val ngudi sir dyng lidu cao aciclovir. Thin trong khi
dung aciclovir trén cac ddi trgng sau:

+Bénh nhan suy than nang va bénh nhan cao 1udi: Aciclovir dugc ddo thai qua thén, do 46
phai gidm lidu & bénh nhan suy than (xem phan lidu lugng), Bénh nhan cao tudi cé thé bi
gidm chirc ndng than va do d6 viéc giam lidu cAn duge can nhac dbi véi nhém bénh nhan
nay. C4 bénh nhan cao tubi v4 bénh nhan suy thin déu cé nguy co cao phét trién cac tic
dyng phy vé thin kinh va d4u hi¢u cda cac tac dung phy nay can dugc theo doi chit ché.
Trong cAc truéng hop dugc bdo cao, cac phdn (mg nay néi chung thurémg hét khi ngung
sty dung thudc. Nguy co suy than tang Ién néu dang dbng thé véri cde thube Ao véri than

- Bénh nhan suy giam mi&n dich néng: Khi didu tr| véi aciclovir kéo dai hodc I8p di l8p lai c6
thé dn aén viéc chon loc cc ching virus gldm Ao nhay cam, diin dén khéng thé tidp tuc
dibu trj vor aciclovir,

- Bénh nhan cé bénh than kinh tiém An, suy gan néing, bt thuéng dién gidi hodc ddu higu
gldm axy mau dang ké.

-Thubc nay chira lactose, bénh nhan c6 vAn dé di truydn hidm gap vé khdng dung nap
g;!gduse. thiédu enzym lapp lactase hogic kém hip thu glucose-galactose khéng nén ding

ube ndy
Tuwong tac clia thube vél cac thube khac va cac loal twong tac khac:

- Probenecid: Lam tang nira a&ri trong huyét wwong va AUC clia aciclovir, gidm thai trir qua
nuére tidu va 66 thanh thai cia aciclovir.

- Zi - Dung dng thari vaaciclovir cdthé gay trang thi ngd fim va ko mor

2 Bva I: Lam tang hi héng vi o Jovi

- Interferon: Lam tang tac dung chéng virus HSV-1 /n vitro clia aciclovir, tuy nhién trong téc
trén lAm sang van chua ro.

- Theophyllin: Da cb nghién ciru cho théy aidu irj dA:g theri theophyllin véi aciclovir lam tan
AUC cua tdng libu sir dung khoang 50%, vi vy cn theo dai ndng d¢ theophyllin huyét
tuong trong théyi glan didu tri ddng therl vérl aciclovir.

- Nguy co tang ddc tinh than khi ding d8ng theri véri céc thube gay ddc vér than.

Téc dung khéng mong muén:
Khiubng aciclovir cd thé gap cAc tac dyng khéng mong mubn nhur sau

» Thudmg gdp, ADR > 1/100

. Hglhﬂng thén kinh vé thén kinh: Nhirc du, chong mat

- Réiloan tigu hda: Budn nén, nén, titu chay, dau byng.

Da vamé dudida: Ngira, phét ban (bao gém nhay cam énh sang)

»Hiém gap, ADR <1/1000

- Hé théng midn dich: Sbcphan vé.

H& héip, I8ng ngyrc va trung thit: Khé thiy.

+ Gan-mat: Tang bilirubin va men gan c6 lién quan

- Than va tiét niéu: Tang uré mau va creatinin.

- Davamé dudida: Phiumach.

»RAthiémADR < 1/10.000
- Mau va hé bach huydt: Thidu mau, gidm bach cAu, gidm tiéu cau,

- Hé théng than kinh va than kinh: Kich dong, béi rbi, run, mt didu hoa, loan van ngon, 4o
glac, cac trigu chung loan than kinh, co gidt, ngu g4, bdnh ndo, hdn mé. Cac bidu hign
nay thuong hdi phyc va thueng nhan thily & bgnh nhan suy than hode cé yéu té anh
hudng khac,

Gan-mat: Viém gan, vang da.

- Thin va lidt nigu: Viém suy than, dau than,

- Céc phan (ng khac: Mgt moi, sét, dau, test gan (éng, viém gan, vang da, dau ca, phi
mach, rung toc.

Qui l1du va cach xur tri:

- Trigu ci;‘zg;g ) Hc‘? két mnltml;wyéAlﬂl:ulh:n khi ndng do trong dng than vurgt qua 46 hoa tan 2,5
mg/mi, hodc khi creatinin hu: inh cao, suy thén, lrang théi kich thich,

A, 8inh éngngur, cao huydiap ko b lon. = e bog b ik, oo
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