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MAU NHAN CHAI PANG KY

1/ Nhén chai 500 vién

Rx Chai 500 vién nén

THUGC BAN THED BN

THUOC DUNG CHO BENH VIEN

AcyV|r

Aclclowr 200mg

Nhasm xuét dat tigu chudn
®GMP - WHO

150 5001 2008

o150 14001; 2004

7__\ CONG TY CO PHAN S.PM

Ld 51, Breomg sb 2, K N Tan Tao, P. Tan Tao A,
SPM QuanBinh Tén, TP Hg Chi Minh, wa Nam

L |

Céng thide: Mdi vién nén chita;
ACiCloViF .....veccveerrreenn, 200mg

Ta dugc vira dd 1 vién nén.

Chi dinh, chéng chi dinh, tuong téc thuéc, thén trong,

liéu diing céch dung, tic dyng phy, va cic théng tin

khéc: Xem trén td hudng dan st dung

Béo quén: Nai kho thoang, trénh anh séng, nhigt do phong (duei 30°C).
Thudc nay chi diing theo don ciia bac sy

Dé xa tdm tay tré em

Khéng diing thudc qua thi han sif dyng

Boc ky hudng dén si dyng trudc khi diing

Néu cén thém thang tin xin hél y kién cia bac sy
Tiéu chudn: TCCS
SBK

S6 16 SX (Batch No.):
Ngay SX (Mfg. date):
93 5071 200 Han dung (Exp. date):

2/ Nhéan chai 1000 vién

Rx Chai 1000 vién nén
THUGEC BAN THED BON
THUOC DUNG CHO BENH VIEN
) Aciclovlr 200mg
~ - - mvasmmétameuchuén
®GMP - WHO
@150 8001 2008
150 14001: 2004
CONG TY CO PHAN S.PM

M
L6 51, Butmg s6 2, KCN Tan Tao, P. Tén Tao A,
SPM Quan Binh Tan, TP, Hé chi an va: Nam

Cong thic: Mi vién nén chia:

ACICIOVIF ....covecrrrerirvcnene 200mg

Ta dugc vua dd 1 vién nén,

Chi dinh, chdng chi djnh, tudng téc thudc, than trong,
liéu diing céch diing, tic dyng phy, va cc théng tin
khac: Xem trén 13 hudng dén st dung

Bao quén: Noi kho thong, tranh anh séng, nhigt dg phong (duwei 30C).

Thudc nay chi diing theo don ciia bic sy
Dé xa tém tay tré em

Khéng ding thuc qua thal han si dyng
Boc ki hudng dén sif dyng trudc khi diing

Néu cén thém thang tin xin hél y kién ciia bac s§
Tiéu chudn: TCCS
SBK

S6 16 SX (Batch No.):
Ngay SX (Mfg. date):
93 507120:: Han ding (Exp. date):

Tp. HCM Ngay 23/12/2013
TONG GIAM BOC

DS NGUYEN THE KY
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Rx — Thubc ban theo don
HUONG DAN SU’ DUNG THUOC
Vién nén ACYVIR
San xuét theo TCCS

THANH PHAN M&i vién nén chira:

- Hoat chat: Aciclovir ...........coevvueeennn... 200,00 mg

_ Tadwogec: Vira du 1 vién nén (Kollidon 30, Primellose, Calci dibasic phosphat 2.H,0,
Avicel M101, Magnesi stearat, Aerosil, Ethanol 96%, Nwéc tinh khiét).

DUQC LUC HOC

— Aciclovir la mét chat twong tw nucleosid (acycloguanosin), cé tac dung chon loc trén

té bao nhiém virus Herpes. Dé cé tac dung, Aciclovir phai dwgc phosphoryl hoa
thanh dang c6 hoat tinh 1a Aciclovir triphosphat.
O chang dau, Aciclovir dwoc chuyén thanh Aciclovir monophosphat nhé enzym cla
virus la thymidinkinase, sau dé chuyén tiép thanh Aciclovir diphosphat va triphosphat
b&i mot s6 enzym khac clia té bao. Aciclovir triphosphat (rc ché téng hgp DNA cla
virus va st nhan |én cla virus ma khéng anh hwéng gi dén chuyén héa cla té bao
binh thwéng.

— Téac dung ciia 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 nhat trén Cytomegalovirus (CMV). Trén lam sang khéng thay Aciclovir ¢é hiéu
qua trén ngwdi bénh CMV. V4

— Tac dung chéng virus Epstein Barr vAn con chua ré.

— Trong qua trinh diéu tri da xuat hién mdt sd ching khang thudc va virus Herpes
simplex tiém &n trong cac hach khéng bi tiéu diét.

— Aciclovir c6 tac dung tét trong diéu tri viém nao thé ndng, nhw nhiém HSV - 1, ty I&
tlr vong c6 thé giam tir 70% xudng 20%. Trong mét s6 ngwdi dwoc chiva khdi, cac
bién chirng nghiém trong cling gidm di. Aciclovir dung liéu cao t&i 10 mg/kg thé
trong, ct 8 gid/lan, dung trong 10 dén 14 ngay. Thé viém ndo — mang nao nhe hon
do HSV — 2 ciing c6 thé diéu trj tot v&i Aciclovir.

DU'Q'C BONG HOC

— Kha dung sinh hoc theo dwéng udng clia Aciclovir khoang 20% (15 — 30%). Thirc &n
khong lam anh hwéng dén hap thu cda thudce.

— Aciclovir phan b6 rong trong dich co thé va cac co quan khac nhw: Nao, than, phdi,
rudt, gan, lach, co, t& cung, niém mac va dich &m dao, nwéc mét, thiy dich, tinh
dich, dich nao tay.
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— Lién két v&i protein thap (9 —33%).
—  Thei gian dat ndng do dinh trong huyét thanh: tir 1,5 — 2 gid.
— Thoi gian ban thai clia thuéc & nguwdi I6n khoang 3 gio, & tré em f

so sinh 1a 4 gid.

— M6t lwgng nhé thube dwoc chuyén héa & gan, con phan Ién (30 — 90
dao thai qua than dwéi dang khéng bién dbi.

CHI PINH

— Didu tri khi dau va dw phong tai nhiém virus Herpes simplex typ 1 va 2 & da va
niém mac, viém nao Herpes simplex.

—  Piéu tri nhiém Herpes zoster (bénh zona) cap tinh.

— Zona mét, viém phdi do Herpes zoster & ngudi Ion.

—  Piéu tri nhiém kh&i dau va tai phat nhiém Herpes sinh duc.

— Thay dau xuét huyét, thiy dau & ngudi suy gidm mién dich, thiy dau & tré so sinh.

CHONG CHI PINH

— Chéng chi dinh dung Aciclovir cho ngudi bénh mam cam véi thube.

LIEU DUNG VA CACH DUNG: Duing uéng

— Diéu tri bang Aciclovir phai dwoc bit diu cang sém cang tét khi c6 dau hiéu va triéu
chirng ctia bénh.

< Diéu trj do nhiém Herpes simplex:

—  Nguwoi Ién: ubng méi 1an 200 mg (400 mg & ngwdi suy gidm mién dich), ngay 5 Ian,
cach nhau 4 gi¢, dung trong 5 -10 ngay.

—  Tré em dwéi 2 tudi: ubng nira liéu ngwdi lon. W

—  Tré em trén 2 tudi: ubng bang liéu ngwdi Ién.

“ Phong tai phat Herpes simplex:

— Nguoi bénh suy gidm mién dich, ngudi ghép co quan dung thuéc gidam mién dich,
ngwoi nhiém HIV, ngwdi dung héa liéu phap: ubng méi lan 200 — 400 mg, ngay 4
lan.

—  Tré em dwéi 2 tudi: udng nira liéu ngwdi lon.

—  Tré em trén 2 tudi: ubng bang liéu nguwdi Ion.

% Diéu trj thay dau va zona:

— Ngui Ién: ubng méi 1an 800 mg, ngay 5 lan, trong 7 ngay.

—  Tré em: Bénh Vericella, ubng mdi In 20 mg/kg thé trong (t6i da 800 mg) ngay 4 lan
trong 5 ngay.

Hoac:

+ Tré em dwéi 2 tudi: ubng méi 1An 200 mg, ngay 4 Ian.
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+ Tréem tir 2 - 5 tudi: ubng mdi 1an 400 mg, ngay 4 lan.
+ Tré em trén 6 tudi: udng madi lan 800 mg, ngay 4 lan.
< Dbi véi ngudi bénh suy than:
— Bénh nhiém HSV hodc Varicella zoster, liéu nhw déi véi nguoi binfot
can lwu y: \
+ Do thanh thai creatinin 10 —25 ml/phut: cach 8 gi& ubng 1 lan.
+ D0 thanh thai creatinin dwéi 10 ml/phat: cach 12 giér udng 1 1an.
THAN TRONG
— Than trong véi ngwdi suy than, liéu dung phai diéu chinh theo dd thanh thai

creatinin.

— Nguy co suy than ting Ién, néu ding ddng théi véi cac thube doc véi than.

TAC DUNG PHY

— Dung ngén han cé thé gap budn nén, nén.

— Dung dai han (1 n&m) cé thé gap budn nén, nén, tiéu chay, dau bung, ban, nhirc W
dau (< 5% ngudi bénh).

Théng bao cho Béc sy cac tac dung khéng mong mudn gap phai khi dang thuéc.

TUONG TAC THUOC

— Dung ddng théi Zidovudin va Aciclovir cé thé gay trang thai ngu lim va lo mo.

— Probenecid (rc ché canh tranh dao thai Aciclovir qua dng than, nén tang t&i 40% va
gidm thai trlr qua nwéc tiéu va dé thanh thai cia Aciclovir.

— Amphotericin B va Ketoconazol 1am ting hiéu lyc chéng virus clia Aciclovir.

— Interferon lam tang tac dung chéng virus in vitro clia Aciclovir.

PHU N(* MANG THAI VA CHO CON BU |

— Phu n¥ cé thai: Chi nén dung Aciclovir cho ngwei mang thai khi lgi ich diéu tri hon f}

h&n rdi ro c6 thé xay ra d6i vé&i bao thai. :
— Phu ntr cho con bt: Thubc dwoc bai tiét qua stva me khi dung dwdng ubng. Nén P
than trong khi dung thuéc déi véi ngwdi cho con bu.
NGUQI LAI XE VA VAN HANH MAY MOC
— Chuwa thay c6 bao céo vé sy anh hwdng clia Aciclovir khi diéu khién may méc, tau
xe.
QUA LIEU VA CACH XU LY
—  Triéu chirng: C6 két tha trong 6ng than khi ndng dé trong 6ng than vwrot qua 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 tréng ngue, cao huyét ap, kho tiéu tién.
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—  Diéu tri: ThAm tach mau ngudi bénh cho dén khi chirc ndng than phuc hoi, ngirng
thudc, cho truyén nwéc va dién giai.

BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dé phong (dwéi 30°C).

DONG GOI: Vi 10 vién, hop 3 vi. Chai 500 vién, chai 1000 vién.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

THUOC NAY CHi DUNG THEO PON CUA BAC SY
DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU* DUNG TP
POC KY HUONG DAN SU’ DUNG TRU'G'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SY

TEN VA DIA CHI NHA SAN XUAT
ﬁ CONG TY CO PHAN SPM (SPM CORPORATION)
SPM
L6 51, Pwdng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM

Tp. HCM, ngay 19 thang 12 nam 2013
Tdng giam déc

pHO CUC TRUONG

ﬂfwﬂ Yim Ghanh

DS. Nguy&n Thé Ky«
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