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Acyclovir STADA

THANH PHAN
Méi vién nén Acyclovir STADA 200 mg chira:

ACYOIOVIT covovnimsvisismmmmmmmammis s g ) G
Méi vién nén Acyclovir STADA 400 mg chira;

ARCVCHONIE i e R T P R
Mbi vién nén Acyclovir STADA 800 mg chira:
ACYCIOVIE s sams s sy 800 mg
(Ta dugc: Microcrystallin cellulose, tinh bdt natri glycolat,
copovidon, colloidal silica khan, magnesi stearat)

MO TA )

- Acyclovir STADA 200 mg: Vién nén tron, mau trang, hai
mat khum, mét mat khac “VS1", mét mat tron. )

- Acyclovir STADA 400 mg: Vién nén tron, mau trang, hai
mat khum, mot mat khac “VS2", mdt méat tron. .

- Acyclovir STADA 800 mg: Vién nén thudn dai, mau trang,
hai mat khum va c6 khdc ranh & hai bén, trong dé mét mat
khic co khac "VS" va 3" & hai nira vién.

DU'QC LIFC HQC
Acyclovir & mét d&n chét purin nucleosid tdng hop voi hoat
tinh (ke ché in vitro va in vivo virus Herpes simplex typ 1
(HSV-1), typ 2 (HSV-2) va virus Varicella zoster (VZV).

Hoat tinh (rc ché cta acyclovir chon loc cao do &i lyc cla
no déi v&i enzym thymidin kinase (TK) dwoc ma héa bdi
HSV va VZV. Enzym nay bién @di acyclovir thanh acyclovir
monophosphat, mét dan chét nucleotid. Monophosphat
dwoc bién ddi thanh diphosphat bdi guanylat kinase cua té
bao va thanh triphosphat b&i mét s6 enzym cia té bao. /n
vitro, acyclovir triphosphat lam ngirng sy sao chép DNA
cla virus herpes. Qua trinh nay xay ra theo 3 dudng:
1) (e ché canh tranh v&i DNA polymerase cla virus.
2) Gén két va két thic chudi DNA cla virus.
3) B4t hoat DNA polymerase cla virus.
Hoat tinh khang HSV clia acyclovir tét hon khang VZV do
qua trinh phosphoryl héa cla né hiéu qua hon boi enzym
TK cua virus.
Tac dung cla acyclovir 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 Epstein Barr va Cytomegalovirus (CMV). Acyclovir
khéng c6 tac dung chéng lai cac virus tiém &n, nhung cé
mét vai bang chirng cho thay thubc (rc ché virus Herpes
simplex tiém &n & giai doan dau tai hoat dong.
Khang thuéc: In vitro va in vivo, virus Herpes simplex
khang acyclovir tang 1&n, do xuét hién thé dét bién thiéu hut
thymidin kinase cta virus, 1a enzym can thiét @& acyclovir
chugén thanh dang cé hoat tinh. Ciing cé co ché khang
thuoc khac la do sy thay ddi dic tinh cla thymidin kinase
hay gidm nhay cam v&i ADN polymerase cla virus. Khang
acyclovir do thiéu hut thymidin kinase c6 thé gay ra khang
chéo véi cac thube khang virus khac ciing duec phosphoryl
hoa b&i enzym nay, nhw brivudin, idoxuridin va ganciclovir,
Virus khang thuéc tré thanh mét van dé déi véi ngudi bénh
suy gidm mién dich. Dic biét nguei bénh AIDS hay bj
nhiém virus Herpes simplex khang acyclovir & da, niém
mac.

DU'QC BONG HQC
Sinh kha dung theo dweng udng clia acyclovir khodng 20%
(15 - 30%). Thirc &n khéng lam &nh hwéng d@én hép thu cla
thuéc. Acyclovir phan bé rong trong dich co thé va cac co
quan nhw: Nao, than, phdi, rudt, gan, lach, co, tlr cung,
niém mac va dich am dao, nwdc mat, thiy dich, tinh dich,
dich n&o tly. Lién két véi protein thap (9 - 33%). Thoi gian
dat néng @6 dinh trong huyét thanh khoang 1,5 - 2 gi&r. Thoi
gian ban thai cla thuoc & nguoi Ién khoang 3 gid, & tré em
tlr 2 - 3 gi®, & tré so sinh 4 gier. Mét lvgng nhé thude droc
chuyén héa & gan, con phan 16n (30 - 90% lidu) dwoc dao
thai qua than duwéi dang khéng bién dbi.
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CHi BINH

- Diéu trj nhidm virus Herpes simplex (typ 1 va 2) 1an dau va
tai phat & niém mac - da (viém miéng - lgi, viem bé phan
sinh duc), & mét (viém giac mac).

- Dy phéng nhiém HSV & niém mac — da bj tai phat it nhét 6
l&n/ndm, & mat (viém gidc mac tai phat sau 2 lan/nam)
hodc trwdrng hop phai phau thuat & mat.

- Nhiém virus Varicella Zoster. )

+ Zona, dy phong bién chirng mat do Zona mét.
+ Thiy dau & bénh nhan > 2 tudi.

LIEU LUQNG VA CACH DUNG

Acyclovir STADA dugc dung bang dwéng ubng.

Piéu tri bing acyclovir phai dwoc bit ddu cang sém cang

tét khi c6 dau hiéu va triéu chirng cla bénh.

Biéu tri nhiém Herpes simplex tién phét bao gém ca Herpes

sinh dyc: Lidu thong thwéng uéng 200 mg/lan ngay ubng 5

I&n, cach nhau 4 gi¢. Uéng trong 5 - 10 ngay.

Néu suy gidm mién djch nidng hodc hép thu kém: 400

mg/l&n ngay 5 |&n, dung trong 5 ngay.

- Loai b6 tai phat & ngudi cé kha ndng mién dich (it nhét c6 6
14n tai phat/nam): Ubng 800 mg/ngay chia lam 2 I&n hoic 4
Ian. Liéu phap diéu trj phai ngirng sau 6 - 12 thang @& danh
gia két qua.

Néu tai phat thua (< 6 1&n/ndm), chi nén diéu trj dot tai phat:
200 mg/lan, ngay ubng 5 I&n, ubng trong 5 ngay. Bt dau
ubng khi c6 triéu chieng tién trién.

- Dw phéng HSV & ngudi suy giam mién dich: 200 - 400
mg/lan, ubng 4 lan/ngay.

- Nhiém HSV & mat:

+ Didu tri viém gidc mac: 400 mg/lan, ngay uéng 5 lan,
ubng trong 10 ngay.

+ Dy phéng tai phat, viém gidc mac: (sau 3 lan tai phat
/n&m): 800 mg/ngay chia lam 2 |&n. Danh gi4 lai sau 6 -
12 thang diéu tri.

+ Trt.érdmg hop phai phdu thuat mat: 800 mg/ngay, chia lam
2 lan.

- Zona: Ngudi Ién: 800 mg/lan, 5 lAn/ngay, ubng trong 5 - 10
ngay. Tré em > 2 tudi: Lidu nhuw ngudi lén.

- Thay dau:

+ Nguwei Ién: 800 mg/lan, 4 hodc 5 l4n/ngay. Uébng trong 5
-7 ngay.

+ Tré em > 2 tudi: 20 mg/kg, téi da 800 mg/lan, uéng 4
lan/ngay. Uéng trong 5 ngay.

« Tré em = 6 tubi: 800 mg/lan, 4 lan/ngay.
o Tré em 2 - 5 tudi: 400 mg/lan, 4 1an/ngay.

- Diéu chinh liéu ubng & ngudi suy thén: Liéu va sb |1&n udng
phai thay ddi tuy theo mlrc d6 tén thwong than.

Thdm phén méu: Bb sung 1 lidu ngay sau médi lan thadm

phan méau. Liéu ubng v&i nguwdi bénh suy than kém nhiém

HIV nhw sau:

D4 thanh thai . .
creatinin (ml/phut) Cach ding
> 80 Khéng diéu chinh lieu
50-80 200 - 800 mg, cach nhau 6 - 8 gi®&
25-50 200 - 800 mg, cach nhau 8 - 12 gi¢?
10-25 200 - 800 mg, cach nhau 12 - 24 gi¢r
<10 200 - 400 mg, cach nhau 24 gi¢

CHONG CHI BINH
Acyclovir chéng chi dinh v&i nhirng bénh nhan man cam
v&i acyclovir va valacyclovir.

THAN TRONG
Acyclovir dwge dao thai qua than, do d6 liéu phai diéu chinh
& bénh nhan suy than. Bénh nhan 16n tudi thureng suy gidm
chirc nang than va do dé can diéu chinh lidu cho nhém
bénh nhan nay. Cd bénh nhan Ion tudi va bénh nhan suy
than déu téng nguy co tac dung khéng mong muén & than
kinh va nén theo déi cn than céc bidu hién cla tac dung
khéng mong muén nay. Cac phan trng nay nhin chung déu
phuc hdi khi ngung diéu tri.
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TUONG TAC THUOC
- Dung dbng thei zidovudin va acyclovir cé thé gay trang thai
lor mo va ngt lim.
Probenecid (¢ ché canh tranh dao thai acyclovir qua éng
than, nén tang thoi gian ban thai (t¢i 40%), giam thai trir
qua nwéc tidu va d thanh thai qua than clia acyclovir.
Amphotericin B va ketoconazol 1am tdng hiéu lwc chéng
virus cla acyclovir,
Ciclosporin: C6 1 sb bénh nhan cdy ghép cé ndng dd
ciclosporin trong huyét thanh ting va cé cac dau hiéu doc
tinh trén than khi diing déng thoi véi acyclovir. Can theo dbi
chét ché chirc ning than & bénh nhan dung ca hai thuéc.
Cimetidin: Cimetidin lam tang AUC cla acyclovir bang céch
canh tranh bai tiét chd déng qua cac éng than va lam giam
dd thanh thai cta acyclovir & than. Khéng cin diéu chinh
lidu acyclovir vi tri sé diéu tri rong.
Mycophenolat mofetil: Tang AUC trong huyét twong cla
acyclovir va clia chét chuyén héa khéng cé hoat tinh cla
mycophenolat mofetil, tdc nhan (¢ ché mién dich dwoc
dung cho bénh nhan ciy ghép, da dwgc chirng minh khi hai
thuéc dwoc diung ddng thei. Tuy nhién, khéng can didu
chinh liéu acyclovir vi trj s6 diéu trj rong.
Theophyllin: Didu tri ddng thoi véi acyclovir ting x&p xi 50%
AUC cua theophyllin. Khuyén céo do ndng db huyét twong
khi digu trj déng th&i véi acyclovir.
PHY N(* CO THAI VA CHO CON BU
Phy ni¥ ¢6 thai
Khéng cé nhitrng nghién ctru day G0 va c6 kiém soét trén
phy ni¥ co thai. Acyclovir nén dwec dung cho phu nir mang
thai khi lgi ich diéu trj Ién hon so véi nguy co' cho thai nhi.
Phy ni¥ cho con bu
Acyclovir nén dung than trong cho phy nir cho con bu va
chi diing khi dwoc chi dinh.
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC
Cé&n chi y tinh trang |1am sang clia bénh nhan va tac dung
khéng mong muén clia acyclovir khi xem xét kha nang lai
xe hay van hanh may moc cia bénh nhan. Do s dung
acyclovir d6i khi gay budn ngli va ngli lo mo (thuéng xay ra
& bénh nhan dung liéu cao hoic suy chirc ndng than), bénh
nhan nén chic chén khéng bj &nh hwéng bdi thudc trudc
khi lai xe hay str dung may méc.
Hién van chua c6 nhirng nghién ciru cho thdy anh hudng
cla acyclovir 1én kha nadng lai xe va van hanh may moéc.
Hon nira, khong thé dy doan anh hudng bét loi 1&n cac
hoat déng nay tir dwoc tinh clia hoat chét.
TAC DUNG KHONG MONG MUON
Thuéng gdp: 1/100 < ADR < 1/10, it gdp: 1/1000 < ADR <
1/100, hiém gap: 1/10.000 < ADR < 1/1000, rat hiém gap:
ADR < 1/10.000
Mé&u va hé bach huyét
Rét hiém gap: Thiéu mau, gidm bach ciu va tidu clu.
Hé mién dich
Hiém gdp: Soc phan vé.
Hé than kinh
Thuong g&p: Chong mat va dau dau.
Ré&t hiém gap: Cac phan (ng than kinh ¢ hdi phuc bao
gbm kich déng, run, mét diéu hoa, réi loan ngén nglr, cac
triéu chieng tdm than, bénh n&o, ngl lo mo, trang thai IU
I&n, do giac, budn ngd, co giat, hén mé va khé chiu. Cac tac
dung khéng mong muén nay thuéng dwoc bao cao &

nhi*ng bénh nhéan dung lidu cao acyclovir (thuwéng la tiém
tinh mach), suy than, hodc cé yéu té6 anh hudng khac.
Dung than trong acyclovir @ nhing bénh nhan cé bét
thwéng vé than kinh.

Hé6 hdp, ngye va trung that

Hiém g&p: Khé thd.

Tiéu hoa

Thuong gédp: Bubn nén, nén, tiéu chay va dau bung.
Gan-mat

- Hiém gé&p: Tang bilirubin hdi phuc va cac enzym cd lién
quan dén gan.

- R4t hiém g&p: Viém gan va vang da.

Da va mé dwéi da

- Thudng gdp: Phéat ban, ngra (k& cd nhay cam v&i anh
sang).

- It gdp: May day, tang t&n suét rung téc lan tda. Tang rung
téc lan téa cd lién quan dén mot s bénh va thude, khéng
chéc cho lién quan dén viéc st dung acyclovir.

- Hiém gdp: Phu mach, héng ban da dang, héi ching

Stevens Johnson, hoai t& biéu bi nhiém ddc.

Thén va tiét niéu

Hiém g&p: Tang uré huyét va creatinin; suy than, thuéng 1a

trong khi diéu trj tinh mach, thwéng hdi phuc va dap tng

hydrat héa va / hodc giam liéu nhung c6 thé tién trién dén
suy than cdp & nhirng bénh nhan cé yéu té anh huwéng.

R4t hiém g&p: Suy than cép, dau than. Dau than cé thé lién

quan dén suy than.

Toan than

Thudng gép: Mét mai, sét.

QUA LIEU VA XU TRi

Triéu chikng: Acyclovir dwgc hap thu mét phan qua dwéng
tiéu hoa. Bénh nhan udng liéu duy nhat dén 20 g acyclovir
thueng khong co tac dung doc hai. Qua lidu I3p lai acyclovir
dwéng udng hon vai ngay cé lién quan dén cac tac dung
trén dwéng tiéu hda (nhw budn ndn va nén) va cac tac dung
trén than kinh (nhw dau dAu va 10 I1&n).
Xt tri: Bénh nhan can duoc theo déi chit ché cac déu hiéu
doc tinh. Thdm phan mau lam tang dang ké viéc loai bd
acyclovir trong méu va do d6 dwoc coi 12 bién phap kiém
soat trong trwdng hop qua lidu cé triéu ching.

BAO QUAN
Trong bao bi kin, noi khd, tranh anh sang. Nhiét do khéng
quéa 30°C.

HAN DUNG
36 thang ké tir ngay san xuét.

DONG GOI
Acyclovir STADA 200 mg: Vi 5 vién. Hop 5 vi; Hop 10 vi.
Acyclovir STADA 400 mg: Vi 5 vién. Hop 7 vi; Hop 10 vi.
Acyclovir STADA 800 mg: Vi 5 vién. Hop 7 vi; Hop 10 vi.

TIEU CHUAN AP DUNG: Duoc dién Anh — BP 2013. %,

THUOC NAY CHi DUNG THEO DON CUA BAC ST |

Dé xa tam tay tré em
Khéng dung thuéc qué théi han sir dung
Doc ky huéng dén st dung trwée khi ding
Néu can thém théng tin, xin héi y kién béac si
Théng bdo cho bac si nhirng tac dung khéng mo.r;g;huén
gdp phéi khi st dung thudc

Ngay duyét n6i dung toa: 17/08/2016

Nha sdn xudt:

= Chi nhanh Céng ty TNHH LD STADA-VIET NAM

56 40, Dai 16 Tu Do, KCN Viégt Nam-Singapora,
Thi x& Thuén An, Tinh Binh Duang, Vigt Nam.

STADA

DT. (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469
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