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Rx
AGICLOVIR 400

Thuéc nay chi ding theo don thube
gzc k¥ hwéng dan sir dyng trweére khi dung
xa tam tay tré em

Thanh phén céng thire cho 1 vién:

Thanh ph&n hoatchét:
""MB&ivién AGICLOVIR 400 chira 400 mg Aciclovir.
Thanh phan ta dugc: s
Lactose, Tinh bdt ngd, Povidon K30, Microcrystallin cellulose 101, Natri starch
glycolat, Magnesi stearat. '
Dang bao ché: Vién nén dai, mau trdng, mdt mét tron, mét mét cé vach ngang bé
déi dwoc, kich thwéc 8 mmx 17,5 mm.
Chidjnh: .
Diéu trj nhiém Herpes simplex & da va niém mac, bao gdm herpes sinh dyc khéi
phétva tai phat (khéng baogdm nhiém HSV néng & tré suy gidm mién dich).
Ngan chan (phong nglra tai phat) nhidm Herpes simplex tai phat & cac bénh
nhéan c6 kha nang mién dich binh thudng. :
Dw phong nhiém Herpes simplex & cac bénh nhan suy gidm mién dich.
Dieu trjbénh thiy dau va Herpes zoster(bénhzona), ...
Cach dung, liéu dung:
Cach dung: Ubng thubc sau bira an véi nhidu neérc.
Liéuding:
Ngwei lon:
Diéu trj nhiém Herpes simplex: Ubng 200 mg/lan x 5 lan/ngay, mdi 14n cach
nhau 4 gib bé qua lidu ban dém. Dot didu trj thwéng 5 ngay, trong céc trrdng
hop nhiém khéi phét nding, thei gian diéu trj ¢6 thé kéo daihon.
O nhirng bénh nhan bj suy gidm mién dich nang (nhw sau ghép tiy) hodc
nhirng b&nh nhan bj gidm hép thu & rudt, liéu co thé tang gap ddi thanh 400 mg
hodc c6thé can nhic dung lidu tiém tinh mach.
Nén bat du diéu tri cang sé'm cang tét ngay khi nhiém bénh; déi vdi cac dot tai
phét, t6t nhét nén bét dau didu trj trong giai doan tién triéu hodc khi bt dau xuét
hién cac sang thurong. -
Phong ngira nhiém Herpes simplex tai phat & cac bénh nhan c6 khé ndng mién
dich binh thuong: Uéng 200 mg/lan x 4 1&n/ngay, m&i 14n cach nhau 6 gid.
Dé thuan tién cho nhiéu bénh nhéan c6 thd dung lidu 400 mg/1An x 2 1An/ngay,
m&i1&n cach nhau 12 gid. '
Trong mét sb truéng hop, diéu chinh lidu xubng 200 mg/lan x 3 1an/ngay, mbi
l&n cach nhau 8 gid, hodc 200 mg x 2 IAn/ngay cach nhau méi 12 gi¢r, clng co
thé dat dwoc hiéu qua. .
Mt s6 bénh nhan c6 thé bj nhiém ddt phat khi dung lidu tdng cong hang ngay
800 mg.
M&i 6 - 12 thang, nén nguwng didu trj theo dinh ky dé theo d&i nhirng chuyén bién
tw nhién cha bénh.
‘D phong nhiém Herpes simplex & céc bénh nhan suy giém mién djch:
Udng 200 mg/1an x 4 1An/ngay, m&il&n cach nhau 6 gid.
O nhitng bénh nhan bj suy gidm mién dich nang (nhwr sau ghép tly) hoic
nhirng bénh nhan bj gidm hép thu & ruét, cé thé tang gép d6i liéu dén 400 mg
hoac c6 thé can nhéc dung lidu tiém tinh mach.
Thei gian duing thuée dy phdng tlly thudc vao théi ky co nguy co dai hay ngén.
Diéu trj bénh thiy déu va Herpes zoster:
Uéng 800 mg/1an x 5 I&n/ngay, m&i I&n cach nhau 4 gi¢y, khéng dung thube vao
budi téi. Thoi gian didu tri nén kéo dai 7 ngay.
O nhirng bénh nhan bj suy gidm mién dich nang (nhw sau ghép tly) hodc nhirng
bénh nhén bj giam hap thu & rudt c6 thé can nhac diing lidu tiém tinh mach.

_Nén bat dau diu trji cang sém cang tét sau khi bat dau nhiém bénh. Didu tri
'Herpes zoster mang lai kgét qua t6t hon néu dwoc bat d3u cang sém cang tét
sau khi bat dau phat ban. Diéu tri thily dau & bénh nhan c6 kha nang mién dich
binh thudng nén bat dAu trong vong 24 gidr sau khi phat ban.
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Diéu tri nhiém Herpes simplex va dw phong nhiém Herpes simplex & céc bénh

nhén suy giam mién djch:

Tré 2 2 tudi: Dung béng liéu nguoilon.

Tré < 2 tudi: Dung nira lidu nguwéilon®.

Diéu trj bénh thiy déu:

Tré <2 tudi: Ubng 200 mg/l&n x 4 1an/ngay.

Tré 2-5tudi: Ubng 400 mg/lan x 4 1an/ngay.

Tré 2 6 tudi: Ung 800 ma/l&n x 4 1An/ngay.
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Lidu duing c6 thd dwoc tinh chinh xac hon 14 20 mg/kg thé trong (khéng vurot

qué 800 mg) bén 1An mbi ngay.

Chuwa c6 thng tin vé& ngdn chan nhidm Herpes simplex hoac diéu tri nhiém

Hegaes zoster & cac tré cé kha nang mién dich binh thudng.

* Néu lidu str dung khac véi ham lwgng 400 mg hodic 200 mg hodc tré khé ubng

thudc vién, cAn hdi y kién bac s§ hodc duoc sy dé dwgc hudng dén sir dung

ché pham c6 ham lgong hodc dang bao ché phit hop.

Nguwdi cao tudi:

Nén xem xét tinh trang suy gidm chirc ndng than & ngudi cao tudi va lidu lugng

phai dugc didu chinh cho phu hop (theo lidu lugng trong suy than dudi day).

Bénh nhan cao tudi dung liéu cao aciclovir phai duwgc udng ad nuéce.

Nguwoi suy than:

n than trong khi dung aciclovir & bénh nhan suy chirc nang than, liéu dung
phai diéu chinh theo d¢ thanh thai creatinin, nén cho bénh nhan ubng di nuérc.
Diéu trj do nhiém Herpes simplex:

Duing liéu nhu ngudi binh thudng, @6i véi nhirng bénh nhan suy thén néing (36
thanh thai creatinin dudi 10 mi/phit) nén didu chinh lidu 200 mg/ian x 2 1An/ngay,
cach nhau méi 12 giov.
Diéu tri nhiém Herpes zoster, nén didu chinh liéu theo mirc 46 suy than nhu
sau:
Suy than h‘un% binh, d4 thanh thai creatinin 10 - 25 mi/phat: Liéu 800 mg x 3
I&n/ngay, méilan cach nhau 8 gio.
Suy than nang, d thanh thai creatinin < 10 mi/phit: Liéu 800 mg x 2 lan/ngay
cach nhaumoi 12 gid.
Mot so leu ygcwﬂwwm&my&uu khi str dung thubc:
Khdng cb yéu cau dac biét v& xir ly thube sau khi str dung.

Chéng chidjnh:
Bénh nhan qua mén v&i aciclovir hodic batky thanh phan nao clia thuée.

Canh bao va than trong khi diing thuéc:
C&n cung cAp dt nwdc, dac biét dbi vai ngudi sir dyng liéu cao aciclovir.
Bénh nhén suy thén néng va bénh nhan cao tudi: Aciclovir dugc dao thai qua than,
do @6 phai gidm lidu & bénh nhan suy than (xem phan lidu diing). Bénh nhan cao
tudi c6 thé bj gidm chirc nang than va do d6 vimiém lidu can dugre can nhéc dbi
v&i nhém bénh nhan ndy. Ca bénh nhan cao tudi va bénh nhan suy than déu c6
nguy co cao phét trién cac tac dyng phy vé than kinh va déu hiéu clia cactac dung
phuy ndy c&n dugc theo ddi chét ché. Trong cac trudng hgp dugc bao céo, cac
phan (rng nay ndi chung thurdng hét khingwng str dyng thude.
Bénh nhén suy gidm mién dich néng: Khi didu tri véi aciclovir kéo dai hoac 1ap di
1ap lai c6 thé d&n dén viéc chon loc cac chiing virus gidm d6 nhay cam, dén dén
khéng thé tiép tuc didu tri véi aciclovir.
Cha y nén duy tri d lwgng nwdc hp thu cho nhiing bénh nhan dung lidu cao
aciclovirdé tranh nhi@m doc than.
Nguy co suy than ting 18n néu dung ddng thei véi cac thube khac gay ddc véithan.
D liu hién cb tir cac nghién clru 1am sang khéng dl dé két luén réing didu trj bing
aciclovir lam gidm ty 1& bién ching lién quan dén thaly dau & bgnh nhan c6 kha nang
mi&n dich binhthudng.
Tré em:
Aciclovir ding duéng ubng duge sl dyng & tré em chii yéu dé didu trj nhiém tring
HSV khéng nghiém trong & da va niém mac. D& didu trj HSV so sinh va nhiém HSV
nang & tré em bj suy gidam mién dich dung aciclovir tiém tinh mach (IV).
Thubc nay chira lactose: Bénh nhan cé van dé di truyén hiém gap vé khong
dung nap galactose, thiéu enzym Lapp lactase ho&c kém hép thu glucose-
galactose khdng nén dung thuée nay.

Tén, dja chi cia co s& san xuét thuée:
g Céng ty CP Dwgc phdm Agimexpharm

27 Nguyén Thai Hoc, P. M§ Binh, TP. Long Xuyén, An Giang
Sén xuét tai: Chi nhanh Céng ty CP Dwec pham _

Am BU‘&I’IQ Vi Trong Phung. Khém Thanh An, P. M§ Théi, TP. Lo
Tel: 0296.3857300 Fax: 0296.3857301
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WHO-GMP

Sirdyng thudc cho phy ni¥ cé thai va cho con bu:
Thai ky c6 thai:
Céc s0 liéu hién co vé sir dyng aciclovir trén phy nir 6 thai van con han ché, va
chua c6 cac thir nghiém aEy dau va c6 abi ching tét. Do d6 nén cin cén
nhéc, chi nén dung aciclovir cho ngudi mang thai khi lgi ich didu tri hon han rui
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Phu ni¥ c6 kha nang mag thai hodc dang s(r dung cac bién phap tranh thai nén
tham khdo y kién bac s§ can than trudc khi diéu trj voi thude nay.
Khéng cé thong tin v& ddc tinh trén thai nhi.
Thoi ky cho con bu:
Thubc dugre bai tiét qua sira me khi dung dudng ubng. Sau khi ubng 200 mg
aciclovir, 5 1an mét r;gay, da phat hién aciclovir trong stra me véi nbng dé dao
ddng tir 0,6 dén 4,1 1an so véi ndng do twong (rng trong huyét twong. Néng do
ndy c6 thé dura vao tré bi me véi lidu aciclovir Ién téi 0,3 mg/kg/ngay.
Do d6, nén than trong khi dung aciclovir & phy ni¥ cho con bd, nxu can dung
thuéc cho me thi nén ngwng cho con ba.

Anh hwéng clia thudc 1én kha naing 14i xe, van hanh may méc:
Chura ¢6 nghién clru ndo cho thdy anh hudng clia aciclovir 18n kha nang 14i xe
va van hanh may méc. Hon nira, kh&liiﬂ\&dudoénénhh:éngbéthﬂéneéc
hoat dgng nay tir dwgre tinh clia hoat chat.
Tuy nhién nén than trong vi thubc co thé gay mot sé tac dung khéng mong muén
trén than kinh nhu dau dau, chéng mét, do giac, ngli ga (thudng xay ra & bénh
nhan dung liéu cao hodc suy chirc ndng than), bénh nhan nén chic chan khéng
bj anh huwéng béi thube trrdre khi lai xe hay str dung may méc.

Twong tac, trong ky clia thudc:
Twong tac cua thudce véi cac thude khéc va céc loai twong tac khac:
Probenecid: Lam tang nira d&i trong huyét trong va AUC ctia aciclovir, giam
thai trir qua nwréc tiéu va a6 thanh thai cia aciclovir.
Zidovudin: Dung ddng th&i zidovudin va aciclovir co thé gay trang thai ngti lim
valomo.
Amphotericin B va ketoconazol: Lam tang hiéu lyc chéng virus clia aciclovir.
Interferon: Lam tang tac dung chdng virus HSV-1 in vifro clia aciclovir, tuy nhién
twong tac trén lam sang van chua rd.
Theophyllin: ©a c6 nghién clru cho thdy diéu tri ddng thei hyllin vé&i
aciclovir lam tang AUC cla tbng liéu str dung khodng 50%, vi vay can theo dbi
ndng dd theophyllin huyét twong théi gian didu trj ddng théri véi aciclovir.
Nguy co ting ddc tinh than khiding thei véi cac thube gay ddc véi than.
Tuwong ky cta thube: -
Do khéng c6 cac nghién ciru vé tinh trong ky ciia thubc, khong tron 1&n thube
ndy v&i cac thube khac.

Téac dung khéng mong muén:
Céc phan (g c6 hai dugc phan nhém theo tan suét: R4t thudng gap (ADR 2

1/10 m_qgnug gap_(uj_op <ADR < 1/10), it 1/1.000 < ADR < 1/100), hiém
o8p (1110.000 mcmzow;.rnmﬁ;ﬁ%wm. o
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Khi ugng aciclovir c6 thé gap cac tac dyng khéng mong muén nhur sau:
Thuong gap:

Réi loan tam than va hé than kinh: Nhirc du, chéng mat.

Réiloan tiéu hda: Bubn ndn, ndn, tiéu chay, dau bung.

?a vamd duwéida: Ngira, phat ban (bao QXm nhay cdm anh sang).

tgap:

Da va mé dudi da: May day, tang tan suét rung toc lan téa. Tang rung toc lan toa
¢6 lién quan dén mét sb bénh va thube, khdng chac do lién quan dén viéc sir
dung aciclovir.

Hiém gap: R A
Hé thdng mién dich: Sé¢ phan vé.

H6 hép, I6ng ngre va trung thét: Kho th.
‘Gan-mét: Tang bilirubin va men gan c6 lién quan.

Than va tiét niéu: Tang uré méu va creatinin.

Dava méd dwdi da: Phumach.

Rét hiém gép:

Mau va hé bach huyét: Thiéu méu, giam bach cAu, giam tiéu cu.

Réiloan tam than va hé than kinh: Kich ddng, run, matdiéu hoa, loan van ngén, 4o
gidc, cac tridu chirng loan than kinh, co gidt, ngl ga, bénh n&o, hdn mé. Cac biéu
hién nay thudong hdi phuc va thuréng nhén thdy & bénh nhan suy than hodc co yéu
t6 dnh huéng khéc.

Gan-mét: Viém gan, vang da.

Thén va tiét niéu: Suy than cip, dauthan.

Toan than: Mét moi, sét.
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Quéliéu:
C6 két tiia trong 6ng than khi ndng do trong éng than vt qua do hoa tan
2,5 mg/ml, hodc khi creatinin huyét thanh cao, suy than, trang thai kich
thich, bdn chén, run, co giat, danh tréng ngwc, cao huyét ap, kha tidu tién.
Xeetri:
Tha&m tach mau ngudi bénh cho dén khi chirc ndng than phuc hdi, ngirng thuébe,
cho truy&n nudrc va dién giai.

Péc tinh dwee e hoc!
Nhém dwoc ly: Thude khang virus.
MAATC: JOSABO1.
Aciclovir la chat twong ty nucleosid (acycloguanosin) cé tAc dung chon loc trén té
bao nhiém virus Herpes. Dé c6 tac dyung aciclovir phai dugc phosphoryl héa thanh
dang cb hoat tinh |a aciclovir triphesphat. & chaing d4u, aciclovir dwgc chuyén thanh
aciclovir monophosphat nhér enzym ctia virus la thymidinkinase, sau 6 chuyén tiép
thanh aciclovir diphosphat va triphosphat bdi mdt s6 enzym khéc cta té bao.
Aciclovir triphosphat (rc ché hop DNA cda virus va sy nhan Ién clia virus ma
khéng anh hudng gi dén chuyén héa clia cac té bao binh thudng.
Téc dung cla aciclovir manh nhét trén virus Herpes simplex typ 1 (HSV-1) va
kém hon & virus Herpes simplex typ 2 (HSV-2), virus Varicella zoster (VZV), tac
dung yéu nhét trén cyfomegalovirus (CMV). Trén 1am sang khéng théy aciclovir
c6 hiéu qua trén ngwdi bénh nhidm CMV. Tac dung chéng virus Epstein Barr
van con chwa rd. Trong qua trinh didu tri d& xuét hién mot s6 chling khang thubc
va virus Herpes simplextiém an trong cac hach khong bitiéu diét. .
Aciclovir c6 tac dung tét trong didu tri viém ndo thé nang do virus HSV-1, ty 18 tir
vong c6 thé gidm tir 70% xubng 20%. Trong mét s6 nguwrdi bénh dugc chira khai,
cac bién chirng nghiém trong cing giam di. Aciclovir diing liéu cao t&i 10 mg/kg
thé trong, c(r 8 gi mét 1an, ding trong 10 - 14 ngay. Thé viém n&o - mang ndo nhe
hon do HSV-2 cling c6 thé diéu trj tét véi aciclovir.

Péctinh dwege déng hoc:
Hép thu: Kha dung sinh hoc theo dwéng udng clia aciclovir khoang 20% (15 -
30%). Thire &n khéng lam anh hwdng dén hap thu cla thube.
Phén phdi: Aciclovir phan bd rong rai trong dich co thé va cac co quan nhu:
N&o, than, phdi, ruét, gan, lach, co, ti cung, niém mac va dich &m dao, nuéc
mét, thay dich, tinh dich, dichndotay, .. .. .. .
Lién két véi protein thép (9 - 33%). Thoi gian dat ndng d8 dinh trong huyét
twong sau khiudngtlr 1,5-2gid.
Chuyén héa, théi tri: O ngwdi bénh chirc ndng thén binh thudng, nira déi thai
trir khodng 2 - 3 gi®, & nguwdi bénh suy than man trj s6 nay ting va cé thé dat téi
19,6 gi& & bénh nhan vo nidu. Trong thoi gian thAm phan mau, niva ddi thai trir
giam xubng con 5,7 gidr va khoang 60% I?éu aciclovir dwgc dao thai trong qua
trinh thAm phan.
Mét lrgng nhd thude duge chuyén hda & gan, con phan Ién (30 - 90% lidu)
duoc dao thai qua than dwdi dang khéng bién ddi.

Qui cach déng goéi:
Hop 2 vi x 10 vién nén.
Hop 3 vi x 10 vién nén.

Piéu kién bao quan, han dung, tiéu chuan chéat Iuvng cuathuéc:
Piéu kién bao quan: D& & nhiét do dwdi 30°C, tranh 4m va anh séng.
Han diing ctia thudc: 36 thang ké tiv ngay sén xuét.

Tiéu chuan chitlwgng: DDVN YV,
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