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X THUGCBANTHEO PON

Dovirex°400 mg

» Bocky hudng din st dung truédce khi diing.

o Déxatémtaytréem.

o Théng b#o ngay cho béc si hodic dugc si nhiing tic dung khéng mong mudn
gép phiikhisidungthudc.

THANHPHAN;

Mbiviénnénchia:

- Acyclovir 400 mg
-Ta dugc: Cellulose vi tinh thé PH101, Starch 1500, Povidon K90, Natri croscarmellose,
Magnesi stearat,

DANGBAO CHE:Viénnén.

QUY CACHDONG GOI:

Hdp 1vix 10vién, hép 7 vix 10vién, hdp 10 vix 10vién.

DUQCLUCHOC:

Nhém duge ly:Thudc chdngvirus.

Ma ATC: DOSB BO3

- Acyclovir (acycloguanosin) 13 mt purin nucleosid téng hop, ¢6 tac dung chéng
virus Herpes simplex va Varicella zoster. D& cé tac dung, acyclovir phai dugc
phosphoryl héa thanh dang ¢6 hoat tinh 13 acyclovir triphosphat. B4u tién, acyclovir
duge chuyén thanh acyclovir monophosphat nhé men clia virus |a thymidin kinase,
sau d6 chuyén tiép thanh acyclovir diphosphat nh& men ciia t€ bao 13 guanylat
kinase va cudi cling thanh acyclovir triphosphat bdi mgt s6 men khéc clia té bao (nhu
phosphoglycerat kinase, pyruvat kinase, phosphoenolpyruvat carboxykinase).
Acyclovirtriphosphat e ché téng hap ADN va sy nhén lén clavirus biing cach te ché
men ADN polymerase ¢ing nhu sy gan k&t vao ADN clia virus, ma khéng dnh hudng
gi dén chuyén hoéa clia t€ bao binh thuéng. Trong t& bao khéng nhiém virus Herpes, in
vitro, acyclovir chi dugc cac men t€ bao (vat chil) phosphoryl héa véi lugng t&i thidu,
Acyclovir ciing dugc chuyén ddi thanh acyclovir triphosphat bdng mot 56 co ché
khéc vi thuéc ¢6 téc dung d6i véi mot s6 virus khdng cé thymidin kinase {nhu virus
Epstein-Barr, Cytomegalovirus). Cac nghién ciu in vitro cho th&y acyclovir triphosphat
dugc san xudt ra & néng d9 thip théng qua cac men phosphoryl héa chua dugc xdc
dinh clia t& bao bj nhiém Epstein-Barrva Cytomegalovirus.

- Hoat tinh khéng virus Epstein-Barr cla acyclovir céthé do ADN polymerase cila virus
tadng nhay cam bj tc ché véi néng dé thap acyclovir triphosphat (dugc tao ra do men
té bao phosphoryl héa). Hoat tinh khang Cytomegalovirus & ngudi cé thé do tic ché
téng hgp polypeptid dic hiéu clia virus; ic ché nay doi hdi ndng do cao acyclovir
hodcacyclovirtriphosphatinvitro.

- Co ché téc dung chéng lai cic virus nhay cAm khéc nhu Epstein-Barrva Cytomegalovirus
van chua dugc rd, cn nghién ciu thém.

- Tac dung ctia acyclovir manh nhdt trén virus Herpes simplex typ 1 (HSV - 1) va kém
haon & virus Herpes simplex typ 2 {HSV - 2), virus Varicella zoster (VZV), tac dung yéu
nhét trén Epstein-Barrva Cytomegalovirus {CMV). Acyclovir khéng c6 téc dung chéng
lai cacvirus tiém n, nhung cé mot vai bing chiing cho thily thude tic ché virus Herpes
simplextiém 8n & giai doan diu tai hoat déng.

- Khang thudc: in vitra va in vivo, virus Herpes simplex khang acyclovir ting Ién, do xudt
hién thé gt bién thigu hut thymidin kinase clia virus, la men cin thiét dé acyclovir
chuyén thanh dang c6 hoat tinh. Ciing c6 co ché khang thudc khic 1a do sy thay d6i dic
tinh clia thymidin kinase hay giam nhay cam v&i ADN polymerase cla virus. Khdng
acyclovir do thiéu hut thymidin kinase c6 thé gay khang chéo véi cic thubckhang virus
khac ciing dugc phosphoryl hda béi men nay, nhu brivudin, idoxuridin va ganciclovir.
-Virus khang thudc trd thanh mét van dé déi véi ngudi banh suy gidm mién dich. Dic
biét ngudi bénh AIDS hay bi nhiém virus Herpes simplexkhéng acyclovir &da, niém mac.
DUGCPONGHOC:

- Acyclovir hdp thu kém qua dudng udng. Sinh khd dung dudng udng khodng
10-20%. Thifc an khong |am &nh huéng dén hdp thu clia thudc. Acyclovir phan bé réng
trong dich co thé va cic co quan nhu: Nao, than, phéi, rut, gan, lich, ca, ti cung, niém
mac va dich am dao, nudc mét, thiy dich, tinh dich, dich néo tiy. Lién két vdi protein
thédp (9-33 %).Théi gian dat ndéng dé dinh trong huyét thanh sau khi ugng tir1,5 -2 gids.
- (3 tré em trén 1 tudi, néng dé dinh trung binh (Cmax) va néng da thap nhat ({Cmin)
tudng duong khi uéng liéu 250 mg/m’ thay thé cho liéu 5 mg/kg va liéu 500 mg/m’
thay thé cho liéu 10 mg/kg.

- &' ngudi banh chiic ndng thén binh thudng, thai  gian ban thai khodng 2 - 3 gi&; &
ngudi bénh suy than man trj s& nay ting va c6 thé dat t6i 19,5 gid & bénh nhén vd
niéu. Trong thdi gian tham phan mau, thai gian ban thai gidm xudng con 5,7 gig va
kho&ng 60 % liéu acyclovir dugc dao thai trong qua trinh tham phan.

- (J ngudi cao tudi, d¢ thanh thai toan phén ctia co thé gidm xudng theo tudi tic di
kém véi gidm thanh thai creatinin méic di c6 rét it thay ddi trong théi gian ban thai
cudi cling trong huyét tuong.

- Probenecid lam tang thai gian ban thai va AUC clia acyclovir.

- Acyclovir qua dugc hang rao nhau thai va phan bé dugc vao sita me véinéng dd gap
3 lan trong huyét thanh me. Thuéc cling dugc chuyén héa mot phin qua gan thanh 9
carboxymethoxymethylguanin (CMMG) va mot lugng nhd 8-hydroxy-9-(2
hydroxyethoxymethyl) guanin.

- Acyclovir dugc thai trir chi yéu qua nudc tiéu dudi dang khéng ddi qualec cdu than
va bai tiét & 8ng than. Khoang 2 % téng liéu thai trirqua phan. Acyclovir dugc thai khi
thdm phan mau.

CHIPINH:

-Biéu trj nhiém virus Herpes simplex {HSV) & da va niém mac, bao gém Herpes sinh duc
khdi phatvatai phat (trirtruding hgp nhiém HSV @ tré s sinhva nhi@m HSV ndng &tré
em bjsuy giammién djch).

-Ngan chan tai nhiém Herpes simplex & bénh nhan c¢6 mién djch binh thuéng.

- Du phéing Herpes simplex &bénh nhan suy giam mién dich.

-Biéu trjthiy d3u (trai ra) va nhiém Herpes zoster {bénh zona).

LIEUDUNGVA CACHDUNG:

Céch diing: Diing udng. Dovirex 400 mg dugc uéng ca vién thudc v6i mdt It nude.
B&nh nhén diing lidu cao acyclovir ¢in dugc b sung nue ddy da.

Liéuding:

-Nguéiidon:

= Diéu tri nhiém Herpes simpiex: 200 mg x 5 18n/ngay, cach nhau 4 gid, khéng cén phai
udng thudc vao ban dém. Diéu tri trong 5 ngay, nhung <6 thé kéo dai hdn ddi vai
nhié&m virus khdi phattrdm trong.

+& nhifng banh nhan suy gidm mi&n dich ndng (nhu sau khi ghép ty) hodc & nhiing
bénh nhan bj gidm hap thu & rudt, liéu diing ¢ thé ting gdp d6i thanh 400 mg hojc
céthéxem xét dung dudng tinh mach.

+ Nén bt diu diéu trj cang sém cang tSt ngay khi nhiém bénh: B3i vdi cac dgt tai
phat, diéu tri nén ap dung trong giai doan tién triéu hodc ngay IGc bt ddu xudt hién
sang thuong.

= Ngén chén nhiém Herpes & nhiing bénh nhan cé mién dich binh thuéng: 200 mg x4
lan/ngay, cich khoang 6 gid.

+ Nhiéu bénh nhan thdy tién Igi khi ding liéu 400 mg x 2 1dn/ngay, cach khodng 12
gid.

+ Gidm liéu xudng 200 mg x 3 l&n/ngéy cach khodng 8 gi& hodc thim chi 2 1dn/ngay
cich khoing 12 gid cling cé thé cho két qua hitu hidu.

+Métsé bénh nhan cé thé binhiém dét phat véi téng liéu haing ngay |4 800 mg.
+Biéu tri nén diing lai dinh ky trong khodng 6 - 12 thang dé quan sat nhiing thay déi
cothéxdy ratrong tién trinh tynhién cia bénh.

= Dy phong nhiém Herpes simplex & bénh nhén suy gidm mién dich: 200 mg x 4 l&n/
n%éy, cach khodng 6 gio.

+ & nhitng bénh nhan suy gidm mién dich ndng (nhu sau khi ghép tiy) hodc &nhing
bénh nhan bj gidm hap thu & rudt, liéu ding cé thé ting gap déi thanh 400 mg hoic
cothéxem xét dung duding tinh mach.

+Thdi gian diéu trj du phdng dugc xac dinh bdi khodng théi gian cé nguy co.

= Diéu trj thdy ddu va nhiém Herpes zoster: 800 mg x 5 18n/ngdy, cich khodng 4 gid,
khéng phéi uéng thudcban dém. Diutrilidén tuctrong 7ngay.

+ D48i v6i nhiing bénh nhén suy gidm mié&n dich ndng (nhu sau khi ghép tly) hoac &
nhitng b&nh nhén bi gidm h&p thu & rudt, nén xem xét diing duding tinh mach.

+ Né&n bat déu didu tri cAng s6m cang t6t ngay khi nhiém bénh: Diéu trj Herpes zoster
mang lai két qua t&t hon néu bit d4u ngay khi khai phét ndi ban. Didu trj thiy ddu &
nhirng b&nh nhan ¢ mién dich binh thuding nén bét d4u trong véng 24 gi®y sau khi
khdi phatndiban.

- Tréem:

=Diéu tri Herpes simplexva dy phong Herpes simpiextrong suy gidm mién dich:Tréem
ir2 tudi trérlén diing liéu nhu ngudilén va tré em dudi 2 tudi ding niraliéu ngudilén.
Diéu trj nhiém virus Herpes & tré sd sinh, khuyé&n cao dung acyclovir duting tinh mach.
=Diéu trithay dau: Diéu tri lién tuctrong 5 ngay.

Tudi Liéu diing

6 tuBitrd lén 800 mg x 4 l4n/ngay
2-5tudi 400 mg x 4 1an/ngay
Duéi 2 tudi 200 mg x 4 lan/ngay

+ Liéu lugng ¢ thé dugc tinh todn chinh xac hon [3: 20 mg/kg can ning (khéng qué
800 mg)x4 lan/ngay.

+ Khéng cé dit lidu cu thé vé ngin chan nhiém Herpes simpiex hoic diéu tri Herpes
zoster &tré em cé mién dich binh thudng.

- Ngudri cao tudi: Kha néng suy than & ngudi cao tudi phai dugc xem xétva liéu lugng
cdn dugc didu chinh cho phi hgp (xem liéudung cho ngudi suy than).

Nén duy tri b8 sung nudc ddy 4 cho bénh nhan cao tudidiing acyclovir liéu cao.

-Ngudisuythln:

+ Cén thén trong khi diing acyclovir cho bénh nhan suy thén. Nén duy tri bd sung
nudc diy du.

+ Trong diéu tri nhi&m Herpes simpiex & b&nh nhan suy thdn, liéu khuyé&n cdo dung
udng sé khdng din d&n sutich tu clia acyclovir trén mic dugc xac dinh 13 an toan khi
tiém tinh mach. Tuy nhién, 48i véi b&nh nhén suy than néng (d6 thanh théi creatinin
dudi 10 ml/phut) nén diéu chinh liu acyclovir thanh 200 mg x 2 |&n/ngay, cch
khodng 12 gid.

+ Trong diéu trj Herpes zoster, ddi v&i bénh nhén suy thdn ning (dd thanh thai
creatinin duéi 10 ml/phit) nén diing acyclovir 800 mg x 2 |8n/ngay, cAch khodng 12
gid va d8i v&i bénh nhan suy than trung binh (46 thanh thai creatinin trong khodng
10-25ml/phut) nén ding acyclovir 800 mgx 3 I&n/ngay, cich khoang 8 gid.

CHONG CHID|NH:

Man cam véi cic thanh phan cliathudc.

THANTRONG KHIDUNGTHUSC:

-Thén trong & bénh nhén suythan va bénh nhén cao tudi:

+ Acyclovir dugc thai trif qua than, do d6 liéu phai dugc diéu chinh & nhiing bénh
nhén suythan.

+ Bénh nhan cao tudi ¢6 thé suy gidm chiic ning than, do §6 cin xem xét diéu chinh
liéu&nhémbénhnhannay.

+ Bénh nhén cao tudi va bénh nhin suy thdn ting nguy cotién trién cactdcdung phu
trén thén kinh va cdn dugc theo déi chat cha ddu hidu vé cac tac dung nay. Trong cac
truding hgp dugc bao cao, cc tac dyung ndy néichung hdi phuc khi ngling diéu trj.

- Nguy ca xudt hién chiing virus khang thudc khi diing acyclovir kéo dai hodc lip di
Idp laitrén bénh nhan suy gidm mién dichning.

- Tinh trang bd sung nudc: Can duy tri bd sung nudc ddy di & bénh nhan uéng
acyclovirliéu cao.

-Nguy co suythan tanglén khi sttdung véi cac thudc khac doc trén than.

-Thén trong trén bénh nhan ¢6 bt thudng vé than kinh, gan, réiloan dién gidi, thidu
oxy; duy trithétich dichtrong cothé.

- Cac dit liéu hign c6 tif cdc nghién ctiu 1am sang khong di dé két luan: Biéu trj bing
acyclovir [am gidm ty 12 cac bién ching lién quan bénh thily dau & nhitng bénh nhan
cémiéndichbinh thudng.

Phunifcéthalvachoconbi:

- Théi kir mang thal: Chl nén diing acyclovir cho ngui mang thai khi lgi fch diéu tri
honhdn riiro c6 théxay ravéi bao thai.

- Théi ky cho con bii: Acyclovir dugc bai tiét qua slfa me khi diing dudng uéng, tuy
nhién chua c6 ghi nhan vé tic dung <6 hai cho tré b me khi ngudi me dang dung
acyclovir. Nén than trong khi dung thudc déi véi ngudi cho con bu.

Anh hudng ciia thudc &8i véi cong viéc (ngudi vén hanh may méc, dang lai tau
xe, ngudi lam vigc trén cao va cictrudnghgp khic):

Thudc c6thé cétéc dung phy dau déu, chéng mit. Can than trong khi l8i xe, vin hanh
mady moc, ngudi lam vidc trén cao va cac truding hgp khac.

TUONGTAC CUATHUSC VG CACTHUSCKHACVA CACLOAITUONGTAC KHAC:

- Acyclovir dugc théi trit chii y&u dudi dang khéng d6i trong nudic tiéu qua sy bai tiét
chi déng & 8ng than. Dung déng thdi vdi bat ky loai thudc ndo canh tranh véi co ché
ndy ¢é thé lam ting ndng dd acyclovir huyét tuong.

- Ciclosporin: Ba c6 mét s lugng nhd cic bénh nhan cly ghép bi ting néng do
ciclosporin va ¢6 diu higu &gc tinh trén thén khi diing déng thdi véi acyclovir, Cin
theo dbi chitchéchiicning than & bénh nhéan dung d6ng théi hai loai thudc,

- Cimetidin v probenecid: Cimetidin va probenecid |dm ting AUC clia acyclovir bang
céch canh tranh sy bai tiét chd dong & Sng than va 1am gidm thanh théi acyclovir &
thén. Thuding khéng cdn diéu chinh liéu vi chi sé didu trj rdng clia acyclovir.

- Mycophenolat mofetil: Ting AUC huyét tuong clia acyclovir va chit chuyén héa
khéng hoat tinh clia mycophenolat mofetil, mét thudc dc ch& mién dich dung cho
bénh nhén cdy ghép, khi cac loai thudc nay ding déng théi. Tuy nhién, khéng cin
diéu chinh liéu vi chisé diéu tri rdng cha acyclovir.

- Mt nghién cdu thyc nghiém trén 5 ngudi 12 nam giGi cho thdy didu trj déng thdi vdi
acyclovir [am tiing AUC clia theophyllin diing toan than khoang 50 %. Khuyén cdo do
ndng dé theophyllin trong huy&t tuong khi diéu trj déng théi véi acyclovir,
-Zidovudin:M3c di diing ddng théi zidovudin va acyclovir thudmg khéng géy déc, ¢6
mét truding hgp duy nhit duge ghi nhén bj mét mdi qué mdc khi ding déng thei hai
loai thu&c naly. Biéu ndy khéng xay ra khizidovudin vi acyclovir dugc dung riéng.
TAC DUNG KHONG MONG MUGN (ADR):

{*) T8n suft tac dung khéng mong muén dugce dinh nghia nhu sau: R4t thuéng gép
{ADR = 1/10), thudng g3p (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100}, hi&m
g3p(1/10000 < ADR < 1/1000), r4t hi€m gap (ADR < 1/10000).

Bangtém tét cic phdn (ng khéng mong musn:

Tén sust ()
R6i loan mau va hé | Rdthiém | Thidu mau, gidm bach cauva gidm tiéu ciu.
bach huyét gdp

R6i loan hé thdng | Hiémgdp | S8cphanvé.
miéndijch

Eldihloan hé& thdn | Thudng gdp | Chéng mitvadaudiu.
in

Céc co quan Céc phin iing khéng mong muén

Rdthiém | Phan (ing than kinh c6 hdi phuc bao gdmkich

qdp dong, run, mdt diéu hoa, chiing loan cin
ngédn, c&c tridu ching tam than, bénh nio,
budn ngU, trang théi Ii 13n, 3o gisc, budn ngl,
co gidt, hdn mé va khé chju. Cac tdc dung nay
thudng dugc bo céo & nhiing bénh nhan
diing acyclovir liéu cao {thudng la tiém tinh
mach), suy than hodc c6 yéu té dnh hudng
khéc (xem phén than trong). Acyclovir phai
dugc diing than trong & nhimg bénh nhén <6
b&tthuding than kinhtiém &n.

R&i loan hé hdp,| Hiémgdp |Khdthd.
ngucvatrung thit

Réiloantiéu hoa Thudnggdp | Budnndn,ndn, tidu chlyva daubyng.
R&iloan gan-mat Hiémgdp | Tang c6 héi phuc bilirubin va cc enzym lién
quangan.

Rdt hiém gdip | Viem ganvavangda.

RGi loan da va mé | Thudnggdp | Phat ban da, ngia (bao gédm nhay cdm anh
dudida sang).

frgap May day, rung toclan tda cap tinh.

Rung téc lan téa cdp tinh lién guan véi sy da
dang v& ti&n trién bénh va thudc, mdi lién hé
cla tac dung nay véi diéu tri acyclovir 12
khéng chdcchén.

Higmgdp | Phil mach, héng ban da dang, hoi chimg
Stevens Johnson, hoai tirbiéu bl nhiém doc.

Réiloan thanvatiét| Hiémgdp |Tang uré mau va creatinin; suy than, thudng
nigu xay ra khi didu tri bing dudng tinh mach va
thuding hdi phyc va d4p (ng vdi bé sung nudc
vi/hodc gidm liéu nhung 6 thé tién trién
thanh suy than cdp &nhiing bénh nhan c6 y&u
ténguyco.

Rdthiém gdp | Suythén cip, dauthan.
Pauthan cathéliénquan dénsuythan.

Thudnggdp | Métmdi,sét.

Théng bio ngay cho bac sThodc dugc sinhing tac dung khéng mong mudn gép phai
khi sirdung thudc.

Huéng dan cachxirtri ADR:

Cac ADRthudng hiém xay rava nhe, tuhét. Néu cac triéu chiing néang (10 lan, hén mé &
ngudisuy than), phai ngimng thuéc ngay. Dién bién thuing tét sau khi nging thuéc, it
khi phéithdm phan mau.

QUALIEUVACACHXU'TRI:

Trigu chimg va biéu hién khi sirdung thudc qua lidu:

Acyclovir chi duge hdp thu mét phén qua duding tiéu héa. Khéng cé tic dung géy doc
& nhimg bénh nhan dung qué lidu |&n dén 20 g acyclovirtrong mdt 13n dung. Qua liéu
13p di I3p lai khi udng acyclovir trong vai ngay ¢6 lién quan véi cac ticdung trén duding
tidu héa (nhu budn ndn v ndn) va cic tac dyng trén than kinh (nhidc ddu vanhdm 1n),
Céchxirtriqud liéu

Bé&nhnhan cin dugc theo ddi chitché cicddu hidungd déc.

Thim phin méau ting cudng dang ké viéc loai bd acyclovir tif mau va do d6, c6 thé
dugc coild mdtla chon diéutritrong truding hep qué liéu c triéu chitng.

DIEU KIEN BAO QUAN: Noi khé, nhiét dd duéi 30 °C, tranh &nh sing.

HAN DUNG CUATHUGC: 48 thang ké tif ngay sn xudt.

Ré&iloan chung

€O SO SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
&i Dia chi: 58 66, Qudc 16 30, Phuding My Pha, Thanh phé Cao Linh, Tinh
PéngThap

poMEsco  Diénthoai:0277.3851950

NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNGTHUGC:
19/9/2017.

T HUGNG DAN SU DUNG THUGC CHO BENH NHAN

RX THUGCBAN THEO DON

Dovirex°400 mg

© Dockyhudng dan siidung trudc khidiing.

o Déxatimtaytrdem.

® Thu8cndy chiding theo don ciia b&csi.

® Thang béo ngay cho bdcsi hodcdugc sinhiing ticdung khéng mong mudn gép
phai khi sitdung thudc.

o Hay giitlai t& hudng dén sitidung; ban cé thé cdn phaidoclai.

s Thudc nay chi dugc ké don cho ban. Khéng dua thuée cho ngudd khéc vithudc
nay c6 thé khéng t8t cho ho ngay ci khi ho cé trigu chiing gidng nhu ctia ban.

THANH PHAN, HAM LUQNG CUATHUC:

Méivién nén chira:

- Acyclovir 400 mg
-TA dugic: Cellulose vi tinh th& PH101, Starch 1500, Povidon K90, Natri croscarmellose,
Magnesi stearat,

MOTASANPHAM:

Dang bao ché&:Viénnén.

Hinh thic: Vién nén mautring, hinh trén, hai matl8i, trén mdt matvién c6khicvach,
hinh ngéisao va s64618, canhvathanh vién lanh lan.

QUY CACHBONG GOI:

Hop 1vix 10 vién, hdp 7 vix 10vién, hp 10vix 10 vién.

THUGCDUNG CHO BENH GI?

- Diéu tri nhiém virus Herpes simplex (HSV) & da v niém mac, bao gém Herpessinh duc
khdi phét v tai phét (trir truding hop nhidm HSV &tré so sinh va nhiém HSV n3ng &tré
em bj suy gidm mién dich).

- Ng#n chin ti nhim Herpes simplex & bénh nhan cé mién dich binh thuging.

- Dy phong Herpes simplex&bénh nhan suy gidm mién dich,

-Diéu trj thiy dgu (trdi ra) va nhidm Herpes zoster (bénh zona).

NENDUNGTHUGC NAY NHU THENAOVA LIEULUQNG?

Budng diing:Dudng uéng.

Céch diing: Dung udng. Dovirex 400 mg dugc udng ca vién thudc vdi mdt it nudc.
Bé&nh nhan diing liéu cao acyclovir cin dugc bd sung nudc diy di.

Liduding:

-Ngudiidn:

= Diéu trj nhiém Herpes simplex: 200 mg x5 18n/ngy, cdch nhau 4 gid, khdng cén phai
udng thudc vao ban dém. Bidu tri trong 5 ngay, nhung ¢é thé kéo dai hon déi vai
nhiém virus khdi phat trdmtrong.

+@ nhifng bénh nhan suy giam mién dich niing (nhu sau khi ghép tity) hodic & nhiing
bénh nhan bi gidm hip thu & ruét, liéu dung c6 thé ting gdp ddi thanh 400 mg hoéc
¢6théxem xét ding dudmg tinh mach.

+ Nén bit ddu diéu trj cang s6m cang t6t ngay khi nhigm bénh: D&i véi cac dot tai
phét, diéu tri nén dp dung trong giai doan tién tridu hodc ngay Iic bit ddu xudt hign
sangthuong,

= Ng&n chan nhiém Herpes &nhiing bénh nhén c6 mién dich binh thuéng: 200 mgx4
1&n/ngay, cichkhoang 6gid.

+ Nhiéu bénh nhan thay tién lgi khi dung lidu 400 mg x 2 [an/ngay, cach khodng 12
gid.

+ Gidm liéu xudng 200 mg x 3 lin/ngay cdch khodng 8 gir hodc tham chi 2 Iin/ngay
cédch khodng 12 gidrciing cé thé cho két qua hiru hidu,

+Mét 56 bénh nhin cé thé bj nhigém dot phat vdi téng lidu hing ngay 12 800 mg.
+Diéu trj nén dumg lai dinh ky trong khoang 6 - 12 théng d€ quan sat nhimg thay déi
¢6 théxay ratrong tién trinh ty nhién ciabénh.

= Dy phdng nhiém Herpes simplex & bénh nhan suy gidm mién dich: 200 mg x 4
l&n/ngay, céchkhoang 6 gid.

+@ nhiing bénh nhan suy gidm mién dich ning (nhu sau khi ghép tay) hodic & nhiing
bénh nhan bi gidm hap thu & rudt, liéu dung c6 thé tang gép doi thanh 400 mg hoic
€6 thé xem xét dung dudng tinh mach.

+Théi gian didu tri dy phong dugexdc dinh bdikhodng thai gian cénguy co.

= Didu trj thiy ddu va nhiém Herpes zoster: 800 mg x 5 1dn/ngay, cich khodng 4 gid,
khéng phéiudng thudc ban dém. Blidu tri lién tyctrong 7 ngay.

+83i véi nhiing bénh nhan suy gidm mién dich ndng (nhu sau khi ghép tay) hodc &
nhiing b&nh nhan bj gidm hdp thu & rudt, nénxem xét ding uding tinh mach.

+ Nén bat ddu didu tri cing som cang t6t ngay khi nhiém bénh: Diéu tri Herpes zoster
mang lai két qua t&t hon néu bit ddu ngay khi kh&i phét ndi ban. Diéu tr thiy ddu &
nhiing bé&nh nhén c6 mién dich binh thudng nén bat ddu trong vdng 24 gi¢s sau khi
khdiphatndiban.

-Tréem:

= Diéu tri Herpes simplexva dy phdng Herpes simplextrong suy gidm mién dich: Tréem
ti2 tuditrds 18n ding liéu nhungudi I6n va tré em dudi 2 tudi diing nira lidu ngudi 16n.
Biéu tri nhiém virus Herpes §tré sa sinh, khuyén ¢o diing acyclovir duding tinh mach.
= Pidu trjthdy diu:Biéu trilién tuctrong S ngy.

Tudi Liéu diing

6 tudi trdy [&n 800 mg x 4 ln/ngay

2-5tuéi 400 mg x 4 I4n/ngdy

Dudi 2 tudi 200 mg x 4 ln/ngay

+ Lidu lugng c6 thé dugc tinh toén chinh x4c hon 1a: 20 mg/kg can néng (khéng qué
800mg) x4ldn/ngay.

+ Khéng c6 di lidu cy thé vé ngan chin nhiém Herpes simplex hoiic diéu tri Herpes
zoster&tréem cd mién dich binh thudng,

- Ngudi cao tudi: Kha ning suy than & ngudi cao tudi phai dugc xem xét va liéu lugng
cén duge didu chinh cho phuhgp (xem liéu diing cho ngudi suy than).

Nén duy tri b8 sung nudc d8y a cho bénh nhan cao tui diing acyclovir liéu cao.
-Ngudisuythdn:

+ Cén thén trong khi diing acyclovir cho b&nh nhan suy than. Nén duy trl b sung
nudcdiy da.

+Trong diéu tri nhim Herpes simpiex & b&nh nhan suy than, liéu khuyén cdo ding
uing s& khng din d&n sutfch ty clia acyclovir trén myic dugc xdc dinh 12 an toan khi
tiém tinh mach. Tuy nhién, 48i véi b&nh nhan suy than ning (46 thanh thai creatinin
duéi 10 ml/phut) nén diéu chinh liu acyclovir thanh 200 mg x 2 |&n/ngay, céch
khodng 12 gid.

+ Trong didu trj Herpes zoster, d&i véi bénh nhén suy thdn ning (46 thanh thai
creatinin dudi 10 ml/phut) nén diing acyclovir 800 mg x 2 18n/ngay, cich khoing 12
gi& va d8i v&i bénh nhan suy than trung binh (49 thanh thai creatinin trong khodng
10-25 ml/pht) nén diing acyclovir 800 mg x 3 18n/ngay, céch khoang 8 gidi.

KHINAO KHONG NEN DUNGTHUGC NAY?

Néu ban man cadm vdi cicthanh phdn clathudc.

TACDUNG KHONG MONG MUON:

Ciing nhu cic thudc khéc, Dovirex 400 mg ¢6 thé gay ra cac téc dung phu, mic du
khong phéibénh nhan nao ciing gap phai.

Théng bao ngay cho bac sihodc dugc sinhiing tac dung khéng mong mudn gap phai
khi sttdung thuéc.

Néu tac dung khéng mong mudn nao tré nén nghiém trong hodc néu ban phéat hién
téc dung khéng mong muén chua dugc dé cap trong t&huéng dan nay, hy béo cao
chobacsicia banbiét.

(*) Tan sudt téc dung khéng mong mudn dugc dinh nghia nhu sau: Rét thudng gap
(ADR 2 1/10), thuting gdp (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém
gép(1/10000 < ADR < 1/1000), rét hiém g3p (ADR < 1/10000).

Béng tém tit ci< phdn dng khding meng mudn:

Céic co quan Tén sudt (*) Céc phén iing khéng mong muén

Réi loan méu vA hé | Rdthiém | Thigu mau, giam bach cAuva gidm tidu cdu.
bach huyét qdp

R6i loan hé thdng| Hiémgdp | S8cphanvé.
miéndich

E'dihloan hé thén | Thudng gdp | Chéng matvadaudiu,
in

Rdthiém | Phan ng thén kinh c6 héi phuc bao gém kich

gdp déng, run, mét diéu hda, ching loan can
ngén, cic tridu ching tdm thén, bénh nio,
buén ng(, trang théi I Ian, 3o gidc, bubn ngl,
co giat, hon mé va khé chju. Cac tic dung nay
thudng dugc bdo cdo & nhiing bénh nhan
diing acyclovir liéu cao (thudng |4 tiém tinh
mach), suy than hoéc c6 y&u t6 dnh hudng
khéc {xem phdn than trong). Acyclovir phai
dugc dung than trong & nhiing bénh nhan cé
bé&t thuding than kinhtiém &n.

R&i loan hé h&p,| Hiémgdp |Khéthd,
ngucvatrung thit

Réiloantiéuhéa Thugnggdp | Budnnén, ndn, tiéu chdy va daubung.

Réiloan gan-mat Hiémgdp | Tang c6 héi phuc bilirubin va cic enzym lién
quangan.

Rdt hi€m gép | Viem ganvavangda.

RGi loan da va mé | Thuonggdp | Phét ban da, ngida (bao gém nhay cdm anh
dudida séng).

fegép May day, rung toclantdacdptinh.

Rung téc lan téa cdp tinh lién guan vdi sy da
dang vé tién trién bénh va thuéc, m&i lién hé
cla tac dung ndy véi didu tri acyclovir 13
khéng chdcchin.

Hi#émgdp | Phu mach, héng ban da dang, hdi ching
Stevens Johnson, hoaitirbiéu bl nhiém déc.

Réi loanthanva tiét | Hiémgdp | Tang uré mau va creatinin; suy than, thudng
nidu xdy ra khi diéu tri bing duding tinh mach va
thuding héi phuc va dép fing véi b sung nudc
vi/hoic gidm liéu nhung 6 thé ti€n trién
thanh suythén cdp dnhing b&nhnhan cé y&u
t8nguy co.

Rét hiém gdp | Suythén cdp, dauthan.
Pauthan cothéliénquan dén suythan.

Réiloan chung Thudnggdp | Métmadi,sét.

Huéng din cAchxirtri ADR:

C&c ADRthuding higm xay rava nhe, tr hét. Néu cc tridu chimg nang (i 15n, hén mé &
ngudi suy thin), phai ngiing thudc ngay. Dién bign thugng tét sau khi ngting thudc, It
khi phai th&m phan mau.

NEN TRANH DUNG NHUNG THUGC HOAC THU'C PHAM Gl KHI PANG SU DUNG
THUGCNAY?

Thuc phédm: Thic dn va 46 udng khong cé anh hudng dén tac dung cha thuée.

Ding cAc thudckhéc:

-Théng tinvéi bic sidanh sach t4t cd cActhuSc ma ban dang sitdung.

- Acyclovir dugc thai trir chi y&u dudi dang khéng d6i trong nuée tidu qua subai tidt
chl déng & 8ng thén. Dung déng thei véi bt ky loai thudc ndo canh tranh véi co ch&
nay c6 thé lam ting néng d6 acyclovir huyét tuong.

- Ciclosporin: Da ¢6 mdt s& lugng nhd cc bénh nhan ¢Sy ghép bj ting néng dd
ciclosporin va cé d8u hiéu ddc tinh trén than khi dung d8ng thei véi acyclovir. Cn
theo ddi chit ché chife ndng thin & bénh nhdn diing d6ng thei hailoai thudc.
-Cimetidin va probenecid: Cimetidin va probenecid lam ting AUC clia acyclovirbiing
céch canh tranh su bi tiét cha d6ng & 8ng than va Iam gidm thanh thai acyclovir &
thén. Thugng khdng cén diéu chinh liéu i chi s& diéu tri rdng cla acyclovir.

- Mycophenolat mofetil: Ting AUC huyét tuong ciia acyclovir va chit chuyén héa
khéng hoat tinh cda mycophenolat mofetil , mét thuéc dc ch& mién dich ding cho
bénh nhén cdy ghép, khi cac loai thudc nay diing d6ng thai. Tuy nhién, khdng cén
diéu chinh li&uwi chi sé diéu tri rdng clia acyclovir.

-Mét nghién cliu thite nghiém trén 5 ngudi 13 nam gidi cho thiy diéu trj ddng thei vdi
acyclovir [am ting AUC chia theophyllin diing toan thin khoing 50 %. Khuyén cdo do
ndng €6 theophyllin trong huyét tuong khi diéu tri @6ng thai véi acyclovir,

- Zidovudin: Mic dil diing d8ng thei zidovudin va acyclovir thuding khéng géy déc,
c6 mét truding hop duy nhit duge ghi nhan bi mét mdi qué mikc khi diing déng thevi
hai loai thudc ndy. Biéu nay khdng xay ra khi zidovudin va acyclovir duge diing rigng.
CANLAM Gl KHIMOTLAN QUENKHONG DUNGTHUSC?

Diéuquantrong | ban phaiudng thuéc ddng liéu diing nhubéc si dachidinh.

Né&u ban quén u8ng mét liéu dung, hay uéng ngay khi nhé ra. N&u thai gian gén véi
1&n dung thudc tiép theo, bd qualiéu 43 quénva hay diing liéu tiép theo vao thdi gian
thuding l&. Khéng diing liéu gép ddi dé bt vio ifu 43 quén.

CANBAO QUANTHUGC NAY NHUTHENAO?

Bao quanthudcnoikhd, nhiét dé dudi 30°C, trinh énhséng.

NHONG DAU HIEUVA TRIEU CHUNG KHIDUNGTHUGC QUA LIEU?

Acyclovir chi dugc hdp thu mdt phan qua dudng tiéu héa. Khéng c6 tac dung gay doc
dnhitng b&nh nhan diing qué liéulén dén 20 g acyclovirtrong mot lan diing. Qua lidu
1ap di lap lai khi udng acyclovir trong vai ngay c6 lién quan véi céc tac dung trén
duéng tidu hda (nhu budn ndn va ndn) va cac tdc dung trén than kinh {nhic ddu va
nham lan).

CANPHAILAMGIKHI DUNG THUGC QUALIEU KHUYEN CAO?

Cachxirtriquéliéu

- Né&u ban hay bt ky ai khic (nhu tré em) udng qué nhiéu vién thudc, hay gap ngay
bacsThodctdi khoa Hi sdc-Cp citu clia bénh vién gén nhit.

- XUt tri qué lidu céin xem xét dén kha ning qua liéu clia nhiéu logi thudc, twong téc
thudcva duge déng hoc bt thusng &ngudibénh.

-Bénh nhén cin dugctheo dbi chit ché cAcddu hidu ngd déc.

-Thém phan méu ting cuding déng ké viéc loai bd acyclovir tir miu va do d6, ¢ thé
dugccoi 12 métIya chon diéu trj trong truding hgp qué liéu co triduching.
NHUNGPIEU CANTHANTRONG KHI DUNGTHUGC NAY:

-Thantrong & bénh nhan suythén va bénh nhin caotudi:

+ Acyclovir dugic thai trir qua thén, do &6 liu phai dugc diéu chinh & nhing bénh

nhénsuythan.
+ Bé&nh nhan cao tudi c6 thé suy gidm chifc nang than, do 86 cn xem xét diéu chinh
liéu &nhém bénh nhannay.

+ Bénh nhan cao tudi va bénh nhan suythin ting nguy cotién trién cic tdc dung phu
trén thén kinh va cin dugc theo doi chit ché d4u higu vé cac tdc dung ndy. Trong cAc
trudng hgp duge bdo cie, cic tic dung ndy néichung héi phuckhingling diéu tri.

- Nguy cd xuft hién chiing virus khang thudc khi ding acyclovir kéo dai hodc 13p di
13p ai trén bénh nhan suy gidm mi&n dich ndng.

-'Ié‘lnh trang b sung nuéc: Cin duy trl b8 sung nudc ddy di & bénh nhan uéng acyclovir
liéu cao.

-Nguy co suythintinglén khisirdung véi cAc thuc khic ddctrén than.

-Thén trong trén bénh nhan c6 bt thuding vé than kinh, gan, réi loan dién giai, thigu
oxy; duy trl thétichdichtrong cathé.

- C4c dirliéu hién c6 tir cic nghién ctiu 1am sang khéng di dé két ludn: Diéu trj bing
acyclovir 1am gidm ty 1& cac bién ching lién quan bé&nh thiy d4u & nhing bénh nhan
c6 miéndich binh thuding.

Phuniicéthaivachoconbi:

Théng béo véi bécsinéuban dang mang thaihay cho con bi.

- Théi ky mang thai: Chi nén duing acyclovir cho ngudi mang thai khi Igi ich diéu tri
hon hiin rii ro ¢6 thé xdy ra véi bao thai,

- Théi ky cho con bu: Acyclovir dugc bai tiét qua sita me khi ding dudmg udng, tuy
nhién chua <6 ghi nhin vé tic dung ¢é hai cho tré bl me khi ngudi me dang ding
acyclovir. Nén thin trong khi dung thuéc d6i véi ngudi cho con bu.

Anh huéng ciia thubc @5i v&i cdng viéc (ngudi van hanh méy méc, dang léi tiu
xe, ngudi lam viéctrén cao va cictrudng hop khéac):

Thudc c6 thé c6 tac dung phuy dau dau, chéng mit. Can than trong khi lai xe, van hanh
may moéc, ngudi lam viéc trén caova cac trudng hdp khac.
KHINAOCANTHAMVANBACSIHOACDUGCSI?

T hudng dén si dung néu tém tit cac théng tin quan trong cla thude. N&u cin
thémthéng tin, xin hél y ki€n bicsThodcdugesi,

HANDUNG CUATHUGC: 48 thang k& tir ngay san xudt.

€0 $G SAN XUAT:
CONGTY €6 PHAN XUATNHAP KHAU Y TE DOMESCO
&t Dia chi: $6 66, Qudc |6 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
PéngThip

DOMESco  Diénthoai:0277.3851950

NGAY XEM XET SUA DGI, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUGC:
19/9/2017.




