Rx Thuéc nay chi ding theo don thuéc

Acyclovir STELLA 400 mg

1. Ténthudc
Acyclovir STELLA 400 mg

2. Céc ddu hiéu lwu y va khuyén céo khi dung thudc
DE xa tam tay tré em
Doc ky huéng dan sir dung trde khi dung

3., Thanh phén cdng thirc thudc
Thanh phan hoat chét:
ACYOIOVIT sasvmmnmnmnaamnaunmmmmanaiawslsmg 400 mg
Thanh phan ta duoc:
Microrystallin cellulose 102, copovidon, tinh bdt natrii glycolat,
magnesi stearat, colloidal silica khan.

4. Dang bao ché
Vién nén.
Vién nén tron, mau tréng, hai mét khum, mot mat khéc 'vS2",
mot mat tron. ]

5. Chidinh

—  Didu tri nhiém Herpes simplex trén da va mang nhay bao gdm
nhiém Herpes sinh dyc kh&i phat va téi phat. .~

- Ngan ngira tai phat Herpes simplex-& bénh nhan co khé néng

mién dich binh thuong. e
—  Phodng nglra nhiém Herpes stmplex & benh nhén'suy giam
mién dich. E9SURP

- Didu tri nhiém Varicella (benh thuy aau) va nhiém Herpes
zoster (bénh zona).

6. Céch dung, lidu dung RRL U
Acyclovir degc ding b&ng dudng ubng.

—  Diéu trj Herpes simplex khdi phét, bao gbm Herpes SInh duc:
200 mg x 5 @n/ngay (thudng mdi 4 gidr khi thirc gidc) trong
khoang 5 - 10 ngay. Nhirng bénh nhan'suy gidm mién djch
tram trong hay nhirng b&nh nhan kém hép thu: 400 mg X
5 lan/ngay trong khoang 5 ngay.

— * Ngé&n chén téi phat Herpes simplex & bénh nhén c6 khé néng
mién dich binh thurémg: 800 mg chia 1am 2 - 4 1&n/ngay. C6 thé
giam ligu xubng 400 - 600 mg/ngay. C6 thé ding Iléu cao hon
12 1 gam/ngay. Qua trinh trj ‘liéunén'ngung méi 6 - 12 thang dé

#" ganh gid lai. 5
“"" Phong bénh Herpes simplex'é b&nh nhan ‘suy gidm mién dich:
200 - 400 mg x 4 lan/ngay.

~  Biéu trj ngan ngira bénh mén tinh: Khong phi hop cho'nhigm
Herpes simplex nhe hay tai phét khéng thuéng xuyén Trong
CAc trrdmg hgp nay, didu trj tirng giai doan AT phét hidu qua
hon; Sir dyng ligu 200 mg x 5 1an/ngay trong 5 ngay, t6t nhét la
trong giai doan bat dau xudt hién triéu ching.
~ Bénh thay dau 800 mg x 4 hoac 5 lan/ngay trong khoang

. 5-7ngay.

= Herpes zoster 800 ,mq % 5 Ianlnqay c6 thé rong khoang
7 longay 10 1IN 6 ] o)k 5 wr o B

Ty, LiBUchotéem;, .

"4 pigu trj nhiém Herpes simplex va phong ngira nhiém
Herpes simplex & bénh nhan suy giam mién dich;
o Tré 2 2 tubi: Nhu liu ngui ién. ..
s iré du6i 2 tubi: Nt‘fa ligu cGia ngudi 16,
+ Ditu trj bénh thiy dau: Lién tyc trong 5 ngay
iy - Tré 2 6 twbi: 800 mg x 4 lan/ngay. |
L1 Tré tir 2 - 5 wi: 400 mg x 4 [An/ngay,,
* Tré du6i 2 tubi: 200 mg x 4 [An/ngay.
~  Ligu ding cho ngudi suy th@n; Nén giam lidu cia acyclovir.&
.<~.bénh nhén suy than tuy theo d§ thanh thai creatinin (CC).
., % CC<10ml/phGt ;
o # NhiBm Herpes simplex: 200 mg méi 12 nk‘:. it
 Nhiém Varicella-zoster: 800 mg mbi 12 gidy. ‘,
4 CC khoang 10 dén 25 ml/phat: .
* Nhiém Varicella-zoster: 800 mg x 3 Jan/ngay mbl 8 gidr.

7. - Chéng chi dinh

Acyclovir chéng chi dinh véi nh(tng bénh nhan mén cam voi
). acyclovir va valacyclovir,
8. Canh béo va thén trong khi ding thudc
Acyclovir dugc dao thai qua than, do d6 lidu phai didu chinh &
bénh nhan suy than. Bénh nhan I6n twéi thudng suy giam
chirc ndng than va do d6 can didu chinh lidu cho nhém bénh
nhan nay. Ca bénh nhan Ién tui va bénh nhan suy than déu
téng nguy co tac dyng khdng mong mudn gay dc than kinh va
néntheo doi cén thin cac biu hién clia tac dyng khéng mong
mubn nay. C4c phan (rng nay nhin'chung d@u phyc hdi khi
ngung didu trj.
9.  Sir dyng thudc cho phy ni¥ 6 thai va cho con bd
" Phy nlr c6 thai
= Khéng c6 nhlmg nghién ciru day di vaooldémsoamen phu nr
~  ¢6 thai. Acyclovir nén dugc dung cho phy nlr mang thai‘khi lgi
fch didu trj Ién hon sa véi ngy co' cha thai nhi. N

, PhynlPchoconbd é: 4
Acyclowrnendungmanuwmmunﬂd!ocon va chi
-ung khi duge chl dinh. i T PAYINE

]

10. Anh hwéng cua thudc 18n kha nang l4i xe, van hanh may
méc
Chuwa c6 nghién ctru tac dong clia acyclovir téi kha ndng lai xe
va van hanh méy méc.

11. Twong tac, twong ky cua thudc
Twong téc cua thubc

- Dung ddng thoi zidovudin va acyclovir c6 thé gay trang théi
ngt lim va lo mo.

—  Probenecid trc ché canh tranh dao thai acyclovir qua éng than,
nén tang thoi gian ban thai (téi 40%), giam thai trir qua nuéc
tiéu va d thanh thai qua than clia acyclovir,

- ~Amphotericin B va ketoconazol lam tang hiéu Iic chdng virus
clia acyclovir. ’

Twong ky cua thuéc
Do khéng c6 cdc nghién ciru vé tinh trong ky cla thudc,
khéng tron 1an thubc nay v6i cac thude khac.

12. Téac dung khéng mong mudn cla thudc

= - Suy than c6 thé lién quan t6i viéc sir. dung acyclovir dudng
toan than & mot s6 bénh nhan; tdc dung nay thudng dao
ngugc va dugc béo céo la do dap (eng véi qué trinh hydrat héa

| va/ho#c giam lidu hay ngung thudc,nhung c6 thé tién trién dén
suy than cép.

—  Téc dung khdng mong mudn thudng xay ra sau khi- dung

> duwdng todn than bao gdm tang bilirubin trong huyét thanh va
enzym gan, thay d8i huyét hoc, ban da (bao gdm hdng ban da

oI~ dang, hoi chirng Stevens-Johnson va hoai tir biéu bi dgc tinh),
s6t, dau dau, choang vang va anh hudng dén tiéu héa nhu
buBh 16N, ndn va tiéu chay. Qua mén da dugc béo céo Viém

gan va vang da hiém khi dugc bao céo i

13. Quaé lidu va céch xir tri D
Trigu chimg
C6 két tlia trong 6ng than khi ndng do trong 6ng than vurot qua
do hdatan 2,5 mg/ml. Céc triéu chirng bao gdm tang creatinin

"'huyét thanh, sy than, trang thai kich thich, bdn chan, run, co
giat, danh tréng nguc, ting huyét ap, khé tiéu tién.

X trf
Trong trubng hop suy than cép va vo niéu, thdm téch méu
ngubl bénh cho dén khi chirc ndng than phuc hdi. Ngirng
thudc. Cho truy®n nuéc va dién giai,

14. Dic tinh dwere Iwe hoc
Nhém dugc ly: Thubc khang virus tac d¢ng truc tiép; Céac

..nucleosid va nucleotid trir cac chét trc ché enzym, phlen méa
nguoc.

M4 ATC: JO5ABO1.

Acyclowr la mét dan chéat purin nucleosnd tdng hop véi hoat

~tinh . rc ché& .in vitro va.in vivo virus Herpes simplex_typ 1

1ot (HSV-1), typ 2 (HSV-2) va virus Varicella-zaster (VZV).

Hoat tinh (rc ché clia acyclovir chonrloc cao do &i lye ciia né déi
vé&i enzym thymidin kinase (TK) dwgc ma héa bdi HSV va VZV.
Enzym'nay bién d8i acyclovir thanh acyclovir monophosphat,
mot d&n chét nucleotid.'Monophosphat dugc bién d6i thanh
diphosphat b&i guanylat kinase t& bao va thanh triphosphat béi
mdt s6 enzym té& bao. In vitro, acyclovir triphosphat lam dirng
sy sao chép DNA clia virus Herpes Qua trinh'nay xay ra theo
3 dudng:

1) Uc ché canh tranh véi DNA polymerase cia virus.

_2) G&n két va két thic chudi DNA cla virus.

''3) B&t hoat DNA polymerase clia virus.

_Hoat tinh khang HSV clia acyclovir tt hon khang VZV do qua
trinh phosphory! h6¢qqa né hiéu qui hon béi enzym TK cla
virus. .

15, 'D¥c tinh dwge dong hee ‘

" Kha dung sinh hoc theo, dudng udng clia acyclovir khoang
20% (15 - 30%). Thirc &n khdng lam anh hudng dén hép thu
clia thudc. Acyclovir phan bd rdng trong dich co thé va cac co
quan nhu: ndo, than, phdi, rudt, gan, lach, co, tr cung, niém
mac va dich &m dao, nuéc mat, thiy dich, tinh djch, dich ndo
tdy. Lién két voi protein thép (9 - 33%). Thai gian dat ndng do
dinh trong huyét twong khoang 1,5.- 2 gi®. Thoi gian ban thai
clia thudc & ngudi I6n khoang 3 gioy, & tré em tir 2 - 3 gidy, &
tré so sinh 4 gid. Mot lwgng nhd thude dugc chuyén héa &
gan, con phan In (30 - 90% lidu), durge dao thai qua than dudi
dang khéng bién ddi.

16. Quy céch déng géi STRTAL IR TTOR
Vi 5 vién. Hop 7 vi. ‘

Vi 5 vién. Hop 10 vi.

17, Dll:c kién bao quan, han dOng, tiéu chuln chlt lwong cla
thu

17.1.PiBu kién bao quan

-~ B&o quan trong bao bl krn novrkho trénh énh séng. Nhi¢t do

"2 khéng qua 30°C.

17.2. Han ding
48 thang ké tir ngay san xuét,

17.3. Tiéu chudn chét lwgng
BP.

18, Tén, dja chi cla co' s& sdn Xudit thude S
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