Rx
AGICLOVIR 400

Thuébc nay chi ding theo don thuéc
DPoc ky hwéng dan sir dung trwére khi diing
Dé xa tdm tay tré em

Thanh phan céng thire cho 1 vién:
Thanh phan hoat chét:
M@i vien AGICLOVIR 400 chira 400 mg Aciclovir.
Thanh phan ta duoc:
Lactose, Tinh bt ngd, Povidon K30, Microcrystallin cellulose 101, Natri starch
glycolat, Magnesi stearat.

Dang bao ché: Vién nén dai, mau tring, mot mét tron, mét mat c6 vach ngang bé
déi dwore, kich thwéc8 mmx 17,5 mm.

Chidinh:
Diéu tri nhi8m Herpes simplex & da va niém mac, bao gdm herpes sinh duc khéi
phatva tai phat (khong bao gdm nhiém HSV néng & tré suy giam mién dich).
Ngan chan (phong ngtra tai phat) nhiem Herpes simplex tai phat & cac bénh
nhan c6 kha nang mién dich binh thuwong.
D phong nhiém Herpes simplex & cac bénh nhan suy gidm mién dich.
Diéu tri bénh thiy dau va Herpes zoster (bénh zona).

Cach dung, ligu dung:
Cach duing: Udng thuéc sau bira &n véi nhiéu nwéc.
Liéudung:
Ngweéilon:
Diéu tri nhiém Herpes simplex: Udng 200 mg/lAn x 5 lan/ngay, mdi lan cach
nhau 4 gi® bd qua lidu ban dém. Dot diéu tri thudng 5 ngay, trong cac tréng
hop nhiém khéi phat ndng, thdi gian diéu tri c6 thé kéo dai hon.
O nhirng bénh nhan bj suy gidm mién dich néng (nhw sau ghép tiy) hoac
nhi#ng bénh nhan bj gidm hap thu & rudt, liéu c6 the tang gap ddi thanh 400 mg
ho&c co thé can nhac dung liéu tiém tinh mach.
Nén bét d4u diéu tri cang sém cang tt ngay khi nhiém bénh; doi véi cac dot tai
phat, tbt nh4t nén bat dAu didu trj trong giai doan tién triéu hoc khi bt dau xuat
hién cac sang thuong.
Phong ngira nhiém Herpes simplex téi phat & cac bénh nhan cé kha nang mién
dich binh thuong: Udng 200 mg/lan x 4 1an/ngay, mdi 1an cach nhau 6 gio.
Pé& thuan tién cho nhiéu bénh nhan cé thé dung liéu 400 mg/lan x 2 lan/ngay,
mdilan cach nhau 12 gid.
Trong mot sb treang hop, diéu chinh lidu xudng 200 mg/lan x 3 1an/ngay, méi
IAn cach nhau 8 gi®, hodc 200 mg x 2 1An/ngay cach nhau mi 12 gié, cling cd
thé dat dwoc hiéu qua. y
Mot s6 bénh nhan c6 thé bj nhiém dot phat khi dung liéu tdng cdng hang ngay
800 mg.
M&i 6 - 12 thang, nén ngung diéu tri theo dinh ky dé theo dai nhitng chuyén bién
tw nhién cia bénh.
Dw phong nhiém Herpes simplex & cac bénh nhan suy giam mién djch:
Ubng 200 mg/Ian x 4 lan/ngay, mbilan cach nhau 6 gior.
O nhirng bénh nhan bi suy giam mién dich nang (nhw sau qhép tay) hoac
nhi¥ng bénh nhan bj gidm hap thu & rudt, cé thé tang gap doi lieu dén 400 mg
hoac co thé can nhac ding liéu tiém tinh mach.
Thoi gian dung thude dy phong tily thudc vao thoi ky cé nguy co dai hay ngan.
Diéu trj bénh thily du va Herpes zoster:
Udng 800 mg/lan x 5 1an/ngay, mbi lan cach nhau 4 giér, khdng diing thubc vao
budi tdi. Thai gian diéu trinén kéodai7 ngay.
O nhi¥ng bénh nhan bj suy giam mién dich nang (nhu sau ghép tly) hodc nhiing
bénh nhan bigidm hap thu & rut c thé can nhic dung liéu tiém tinh mach,
Nén bat dau diéu tri cang sém cang tdt sau khi bat dau nhiém bénh. Diéu tri
Herpes zoster mang lai két qua tét hon néu dugc bat ddu cang sém cang tét
sau khi bat dau phat ban. Diéu tri thily dau & bénh nhan c6 kha nang mién dich
binh thudng nén bit dau trong vong 24 giersaukhiphatban. .
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Péi twong dic bigt:
Tréem:
Didu trj nhidm Herpes simplex va dy phong nhiém Herpes simplex & céc bénh
nhén suy giém mién djch:
Tré 2 2 tudi: Dung bang lidu ngudi lon.
Tré < 2 tudi: Dung nira lidu nguoi lon*,
Diéu trj bénh thiy ddu:
Tré < 2 tudi: Ubng 200 mg/lAn x 4 1An/ngay.
Trd 2 - 5 tudi: Udng 400 mg/1an x 4 1An/ngay.
Tre = 6 tudi: Ubng 800 mg/lan x 4 1An/ngay.
Didu tri nén tiép tuc trong 5 ngay.
Lidu dung oo thé duge tinh chinh xac hon 1a 20 mg/kg thé trong (khéng virgt
qué 800 mg) bén 1an mbi ngay.
Chua c6 thong tin v& ngan chan nhiém Herpes simplex hodc didu trj nhiém
Herpes zosterd céc tré ¢ khad ndng mién dich binh thudng.
* Néu lidu str dung khac véi ham lugng 400 mg hode 200 mg hodic tré khé uéng
thudc vién, can hoi y kién bac s§ hodc dugc s§ dé duoc huéng dan siv dung
ché pham c6 ham lvong hodic dang bao ché phui hop.
Ngwoi cao tudi:
Nén xem xét tinh trang suy gidm chirc ndng than & ngu'i cao tubi va lidu lvgng
phai dwoc diéu chinh cho phu hop (theo lidu lwgng trong suy than duwéi day).
Bénh nhan cao tudi dung lidu cao aciclovir phai dug'c ubng dt nuérc.
Ngwoi suy than:
Can than trong khi diing aciclovir & bénh nhan suy chirc nang than, lidu ding
phai diéu chinh theo 39 thanh thai creatinin, nén cho bénh nhan ubng @t nwée.
Diéu tri do nhiém Herpes simplex:
Duing liéu nhwe ngwdi binh thuwong, déi véi nhivng bénh nhan suy than nang (d6
thanh thai creatinin dwéi 10 mi/pht) nén didu chinh li&u 200 mg/lan x 2 1an/ngay,
cach nhau mdi 12 gio.
Diéu tri nhiém Herpes zoster, nén didu chinh lidu theo mrc dd suy than nhuw
sau:
Suy than trung binh, d6 thanh thai creatinin 10 - 25 mi/phut: Liéu 800 mg x 3
lan/ngay, méi lan cach nhau 8 gid. »
Suy than ndng, o thanh thai creatinin < 10 mi/phut: Liéu 800 mg x 2 lan/ngay
cach nhau mdi 12 gic.
Mdtsé lwu y diic biét vé xiz Iy thubce trieére va sau khi str dung thudc:
Khéng co yéu cau dac biét vé xtr ly thudc sau khi st dung.

Chéng chidinh:
Bé&nh nhan qua man véi aciclovir hodc bat ky thanh phan nao clia thude.

Canh bao va than trong khi ding thuéc:
Cén cung cap du nwdc, dac biét doi vaingudi st dung liéu cao aciclovir.
Bénh nhan suy than nang va bénh nhan cao tudi: Aciclovir dwo'c dao thai qua than,
do d6 phai gidm liéu & bénh nhan suy than (xem phéan liéu ding). B&nh nhan cao
tudi c6 thé bi gidm chirc ning than va do dé viéc gidm lidu can dwoc can nhac doi
véi nhém bénh nhan nay. Ca bénh nhan cao tudi va bénh nhan suy than déu cé
nguy co cao phattrién cac tac dung phuy vé thén kinh va diu hiéu clia cactac dyng
phu nay ean dugrc theo ddi chat ché. Trong cac trwdng hop dwgc bao céo, cac
phan (rng nay néi chung thuéng hét khi ngwng st dung thudce.
Bénh nhan suy giam mién dich ndng: Khi diéu tri véi aciclovir kéo dai hodc lap di
I&p lai c6 thé d&n @én viéc chon loc cac chiing virus gidm @6 nhay cam, dén dén
khong thé tiép tuc diéu trj v&i aciclovir.
Cha y nén duy tri dd lwgng nwée hép thu cho nhitng bénh nhan diing liéu cao
aciclovir dé tranh nhiém déc than.
Nguy co suy than ting 1én néu diing déng théi véi cac thude khac gay ddc vaithan.
D liéu hién co tir cac nghién ctru 1am sang khéng dt dé két luan rang didu tri bang
aciclovir lam giam ty 1& bién chiing lién quan dén thily dau & bénh nhan ¢ kha nang
mién dich binhthuong.
Tréem:
Aciclovir diing dwéng ubng dwoc str dung & tré em chi yéu dé didu trj nhiém triing
HSV khéng nghiém trong & da va niém mac. Dé diéu tri HSV so sinh va nhiém HSV
nang & tré em bj suy giam mién djch duing aciclovir tiém tinh mach (IV).
Thubc nay chira lactose: Bénh nhan cé van dé di truyén hiém gép vé khéng
dung nap galactose, thiéu enzym Lapp lactase hodc kém hép thu glucose-
galactose khéng nén diing thuée nay.

Tén, dia chi clia co’ s& san xuét thuéc:

E Cong ty CP Dwoc phdm Agimexpharm

27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang
Sén xuat tai: Chi nhanh Cong ty CP Dwoc phat_lr1 hAgimexlf)ha
AGIMEXD! Duwong Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long
HARM Tel: 0296.3857300 Fax: 0296.3857301
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WHO-GMP

St dung thudc cho phu ni¥ c6 thai va cho con bu:
Thoi ky cé thai:
Céac so liéu hién co vé sty dgng aciclovir trén phy ntr ¢6 thai van con han ché, va
chua c6 cac thir nghiém day du va c6 dbi chirng tét. Do d6 nén cAn trong can
nhac, chi nén duing aciclovir cho ngudi mang thai khi lgi ich didu trj hon han rai
ro c6 thé xay ra v&ibao thai.
Phu nir cé kha néng mang thai hogc dang s(r dung cac bign phap tranh thainén
tham khao ¥ kién bac s§ can than trwée khi didu trj véi thube nay.
Khdhg cé théng tin vé doc tinh trén thai nhi.
Thoi ky cho con bui:
Thubc dwoc bai tiét qua stra me khi diing dwdng udng. Sau khi uéng 200 mg
aciclovir, 5 1an mét ngéy, da phat hién aciclovir trong stra mz véi ndng do dao
dong tir 0,6 d&n 4,1 1an so voi ndng d6 tuong (rng trong huyét twong: Néng do
nay c6 thé dwa vao tré bi me véi liéu aciclovir 1én t&i 0,3 mg/kg/ngay.
Do d6, nén than trong khi diing aciclovir & phu ntr cho con bu; néu can ding
thudc cho me thi nén nguwng cho con bu.
Anh hwéng ciia thudce 1én kha nang lai xe, van hanh may méc:
Chuwra c6 nghién ctru nao cho thdy anh hwédng chia aciclovir 16n kha ning lai xe
va van hanh may méc. Hon nira, khéng thé dy doan anh hudng bét i lén cac
hoat Gong nay tir dwgc tinh ctia hoat chat.
Tuy nhién nén than trong vi thudc c6 thé gay mét sé tac dung khéng mong muédn
trén thin kinh nhw dau dau, chéng mét, 3o giac, ngt ga (thwdng xay ra & bénh
nhan dung liéu cao hodc suy chirc nang than), bénh nhan nén chac chén khéng
bi anh hurdng bdi thudc trwrdrc khi lai xe hay str dung may méc.
Twong tac, twong ky cua thuéc:
Twong tac clia thudc véi cac thude khac va cac loai twong tac khac:
Probenecid: Lam ting nira d&i trong huyét twvong va AUC clia aciclovir, giam
thai trir qua nwdre tidu va dd thanh thai clia aciclovir.
Zidovudin: Dung déng théi zidovudin va aciclovir c6 thé gay trang thai ngu lim
valomo.
Amphotericin B va ketoconazol; Lam tang hiéu lyc chdng virus ctia aciclovir.
Interferon: Lam ting tac dung chéng virus HSV-1 in vitro clia aciclovir, tuy nhién
twong tactrén lam sang van churaro.
Theophyllin: Da c6 nghién clru cho thay diéu tri ddng thoi theophyllin véi
aciclovir lam tang AUC clia tng liéu sir dung khodng 50%, vi vay can theo doi
ndng dé theophyllin huyét tiong trong thei gian diéu trj ddng thoi véi aciclovir.
Nguy co ting doc tinh than khi dung dong théi véi cac thube gay ddc vai than.
Twong ky ctia thudc:
Do khéng ¢6 c4c nghién ctru vé tinh trong ky cia thube, khong trdn 13n thube
nay véi cac thude khéc.
Tac dung khéng mong muén:
Céc phan trng c6 hai drgc phan nhém theo tAn suét: R4t thudng gap (ADR 2
1/10), thwedrng gap (1/100 < ADR < 1/10), it g&p (1/1.000 S ADR < 1/100), hiém
gap (1/10.000 <ADR < 1/1.000), rat hiém gap (ADR < 1/10.000); khdng thé woc
Irgng tAn suatdugcliétké "Chura ro tAn suat”.
Khi udng aciclovir cd thé gap cac tac dung khéng mong muén nhu sau:
Thuong gap:
Réi loan tam than va hé than kinh: Nhirc d4u, chéng mét.
Réiloan tiéu héa: Budn ndn, nén, tiéu chay, dau bung.
?a vamod dwéida: Ngira, phat ban (bao gom nhay cam anh sang).
tgap:
Dava mbd duéida: May day, ting tan suét rung toc lan téa. Tang ryng téclan téa
co lien quan dén mot sd bénh va thude, khdng chéc do lién quan dén viéc st
dung aciclovir.
Hiém gap:
Hé thdng mién dich: Séc phan vé.
H6 hap, 16ng ngye va trung thit: Khé thé.
Gan-mét: Tang bilirubin va men gan cé lién quan.
Than va tiét nidu: Tang uré mau va creatinin.
Da va ma dwéida: Phiimach
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RAt hiém gép:
Mau va hé bach huyét: Thidu mau, gidm bach cau, gidm tidu cAu.
Réiloan tam than va hé than kinh: Kich dong, run, mat didu hoa, loan van ngén, 3o
giac, cAc triéu chirng loan than kinh, co giat, ngtl ga, bénh ndo, hén mé. CAc bidu
hién nay thuong hdi phyc va thudng nhan thay & bénh nhan suy than hosc cé yéu
té anh hudng khéac.
Gan-mat: Viém gan, vang da.
Than va tiét nigu: Suy than cAp, dau thn,
Toan than: Mét mal, sbt.

Qua lidu va cach xir tri:
Quéa lidu:
Co két tua trong dng than khi néng dé trong 6ng than vugt qué do hoa tan
2,5 mg/ml, hodc khi creatinin huyét thanh cao, suy than, trang thai kich
thich, bdn chdn, run, co giat, danh trébng nguwe, cao huyét ap, khé tidu tién.
Xtrtri:
Tham tach mau ngudi bénh cho dén khi chire ndng than phuc hdi, ngirng thuéc,
chotruyén nudc va dién giai.

Pactinh dwege lwe hoc:
Nhom dwoc ly: Thube khang virus.
MaATC: JOSABO1.
Aciclovir la chét twong tw nucleosid (acycloguanosin) cé tac dung chon loc trén té
bao nhiém virus Herpes. Bé c6 tac dung aciclovir phai dwgc phosphoryl héa thanh
dang c6 hoattinh Ia aciclovir triphosphat. & chdng dau, aciclovir dwgre chuyén thanh
aciclovir monophosphat nhér enzym cia virus 1 thymidinkinase, sau d6 chuyén tiép
thanh aciclovir diphosphat va triphosphat bdi mét s& enzym khéc clia té bao.
Aciclovir triphosphat trc ché tng hop DNA clia virus va sy nhan [én ca virus ma
khéng anh hwéng gi dén chuyén héa clia cac té bao binh thuéng.
Tac 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 nhit trén cytomegalovirus (CMV). Trén Iam sang khéng thay aciclovir
co higu qua trén nguwdi bénh nhiém CMV. Tac dung chéng virus Epstein Barr
van con chua rd. Trong qua trinh diéu trj da xuat hién mdt so chiing khang thudce
va virus Herpes simplex tiém &n trong cac hach khong bi tiéu diét.
Aciclovir cé tac dung tét trong diéu trj viém n&o thé nang do virus HSV-1, ty 1 t&
vong ¢4 thé giam tir 70% xudng 20%. Trong mdt s ngwoi bénh dwgc chiva khéi,
cac bién chirng nghiém trong ciing giam di. Aciclovir duing liéu cao t6i 10 mglkg
thé trong, cir 8 giy mdt 14n, dung trong 10 - 14 ngay. Thé viém ndo - mang n&o nhe
hon do HSV-2 cing ¢ thé diéu trj tot vai aciclovir.

Péctinh dworc dong hoc: , i ,
Hép thu: Kha dung sinh hoc theo dwéng udng cua aciclovir khoang 20% (15 -
30%). Thrc an khong lam anh hurdng dén hap thu clia thzuéc.
Phan phéi; Aciclovir phan b6.rong rai trong dich co thé va cac co quan nhu:
Nao, than, phéi, rudt, gan, lach, co, ttr cung, niém mac va dich am dao, nwéc
mét, thay dich, tinh dich, dich nao tay.
Lién két véi protein thap (9 - 33%). Théi gian dat ndng @3 dinh trong huyét
twong sau khiudng tir 1,5 -2 gié, Li
Chuyén hoa, thai trir; O ngudi bénh chirc nang than binh thudng, ntra doi thai
trir khoang 2 - 3 gi®y, & ngurdi bénh suy than man trj s6 ndy téing va c thé dat téi
19,5 gi®r & bénh nhan va niéu. Trong thoi gjan tham phan mau, ntra doi thai trir
giam xudng con 5,7 gi®» va khodng 60% lieu aciclovir duec dao thai trong qua
trinh tham phan.
Mbt lwgng nho thudc duge chuyén héa & gan, con phan 16 (30 - 90% liéu)
dwoc dao thai qua than dwéi dang khdng bién ddi.

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

Didu kién bio quan, han diing, tiéu chuan chét lwong cla thuoc:
Pidu kién bao quan: D& & nhiét dd duwéi 30°C, tranh am va anh séng.
Han diing ctia thudc: 36 thang ké tir ngay san xuét.
Tiéu chuan chét lwgng: DBVNV.
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