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Y ¥ T R 400 mg SBK:
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CHIBINH, CACH DUNG VA LIEU DUNG, CHONG CHIBINH BAO QUAN 8 NHIET DO KHONG QUA 30°C.
TRANH ANH SANG
Xin doctd hu‘dng diinsd dung. |
XA TAM TAY CUA TRE EM. Ngay SX:
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' Box of 3 blisters x 10 tablets
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PHARMEDIC PHARMACEUTICAL MEDICINAL JOINT STOCK COMPANY: 357 Nguyen Trai St, Dist. 1, HOMC, VN,
suasmese  Manufactured by PHARMEDIC in compliance with GMP-WHD norms: 1/67 Nguyen Van Qua St, Dist. 12, HCMC, VN.

SPECIFICATION: Vistnamese Pharmacopeia IV
400mg | Reg.No.: |
Excipi sqf 1 tablet.

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS: Please read the leafiet inside.
KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.

DONOT
STORE OVER 30°C.
PROTECT FROM LIGHT.

MZau vi bAm: 93 x 40 mm.
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Aciclovir 400 mg
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CTCP DPDL PHARMEDIC
TP.HE Chi Minh, Vigt Nam.

* Aciclovir

Aciclovir 400 mg

H, o.: .
. TP. H6 Chi Minh, ngay 322

At:u:lovir s

Aciclovir 400 mg

- CONG TY

PHATRMEDN
CTCP DPDL PHARMEDIC
TP.HE Chi Minh, Vigt Nam

* uUﬂ\. FUAMD pUaC
7

Y »

¢

7

F i

Aciclovir

@ THUSC BAN THEO BON

thang O ndam 2013

1. TONG GIAM BOC
%Iﬁ]gr‘ﬁmﬁl‘hﬂm LUGNG 4

r\\

. ﬂ- & f- P »..1 1 ‘:\'
: | U




gt nttps://vnras.com/drug/
v MAU NHAN DY KIEN

Mat tru6c

-

® THUBC BAN THEO BON - T3 hudng dan s dung.
M i — Kich thuéc: 260 x 90 mm.
Aciclovir ... &8
CONG THUC
= ACICIOVIT ... ceesnesninsisansases i SehsaasRs N AR H NS 4A 40 e s naiLa 400 mg

T4 duge: Lactose, avicel, aerosil, povidon, natri starch glycolat, tinh b6t ngd,
magnesi stearat, natrilauryl sulfat..... .. vifadi1viénnén.
CHIBINH
—  Diéutr khdi ddu va dy phang tai nhidm virus Herpes simplex typ 1va 2 & da va nigém
mac, viém ndo Herpes simplex.
- Diéu tri nhi&m b&nh zona cép tinh. Zona mét, viém phdi do virus Herpes zoster d
ngudikan,
~  Diéutrj khéiddu vé tdi nhidm herpes sinh duc. |
~  Thuy dau xuéthuy&t, thuy dau & ngudi suy gidm mién dich, thuy dau & tré sd sinh. [1
CACH DUNG VA LIEUDUNG v
- Néndifutri bt d4u cang sdm cang it khicd ddu hidu va trigu ching clia bénh.
Didu tri nhidém Herpes simplex:
«  NgusiIén va tré em trén 2 tudi: % vién/ ldn, 5 14n/ ngay, céch nhau 4 gid, ding
trong 5— 10 ngay.
«  Tré em dudi2 tudinén ding ham lugng khéc phi hgp.
~  Phéng téi nhidm Herpes simplex & ngudi suy gidm mién dich, ngudi ghép cd quan
dung thuéc gidm mi&n dich, ngudinhiém HIV, ngudi ding hod liéu phap.
«  Ngudildnva trd emtrén 2 tudi: ¥ — 1 vién/ ldn, 4 14n/ ngay.
. «  Tréemdudi 2 tudindn ding ham lugng khéc phi hop.
~  Diéutrithiy ddu va bénh zona:
«  Ngudildn: 2 vién/18n, 5 14n/ ngay, trong 7 ngay.
«  Tréemdudi2tudi: % vién/In, 4 18n/ ngay.
«  Tréem2-5tudi: 1vién/1dn, 4 14n/ ngay.
«  Tréemtrén6tudi 2vién/I4n, 4 1&n/ ngay.
CHONG CHIBINH
Ngudi bénh dj ing vdi aciclovir.
LUUY -THAN TRONG
Ngudi bénh suy than, lidu diing phéi diéu chinh theo d thanh thai creatinin,
TUONG TAC THUGC
- Dungclngzidovudincé thé gay trang théi ngl lim va lo ma.
- Probenecid dc ch& canh tranh ddo théi aciclovir qua &ng than, nén tang tdi 40% va
giam thai tr qua nudc tidu va db thanh thai cla aciclovir,
- Amphotericin B va ket ol lam téng hiu lyc chéng virus clia aciclovir,
~  Interferon lam ting tac dung ching virus in vitro cla aciclovir.
PHU NU MANG THAI VA PHY NOCHOCON BU
~  Chinén ding aciclovir cho ngudi mang thai khi Igi ich diéu trj hon hin rli ro c6 thé
xay ra vdibaothai.
Nén thén trong khi ding thuc ddi vdi ngudi cho con b,
TAC DUNG CUA THUGC KHI LAI XE VA VAN HANH MAY MGC: Chua thdy béo cdo
TAC DUNG KHONG MONG MUGN
- Dangngén han: Thubc c6 thé gay budn ndn, nén.
- Dingdaihan (1 nam): Thudc c6 thé gay budn nén, nén, tidu chay, dau bung, ban da
v nhiec ddu.
* Théng bédo cho Béc si nhiing tdc dyng khéng mong mubn gép phai khi sif
dung thudc.

P

run, co gidt, ddnh tréng nguc, cao huy&tap, khd tidu tién.

- X tri: Thdm tich médu ngudi bénh cho d&n khi chic ndng than phuc héi, ngling
thuéic, cho truyén nudc va dién gidi.

DUGC LYC HOC

- Aciclovir 1a m&t chit tuong ty nucleosid, co tac dung chon loc trén 18 bao nhiéd virus ﬁ
Herpes. D£ 6 tdc dung aciclovir phii duge phosphoryl hod thanh dang cé hoat ﬂnh’r'
la aciclovir triphosphat. © budc d&u tign, aciclovir duge chuyén thanh aciclovit |
monophosphat nhd enzyme cila virus thymidinkinase, sau dé chuyén tiép thank
aciclovir diphosphat va triphosphat do enzyme cla & bao. Aciclovir triphosphat Ui
ché téng hgp DNA ciia virus va sy nhan 1&n cla virus ma khdng dnh hudng gl dénY
chuyé&n hod cia t8 bao binh thudng.

~  Tée dyng cila aciclovir manh nhét trén virus Herpes simplex typ 1 va kém hon & virus
Herpes simplextyp 2, virus Varicella zoster, tac dung y&u nhat trén cytomegalovirus,

QUA LIEU VA XU TRI
‘- Triéu ching: Creatinin huyét thanh cao, suy than, trang thai kich thich, bdn chén,

DUGC BONG HOC "
Sinh khi dung dudng udng ciia aciclovir khodng 20%. Thifc &n khong lam anh PHO Cuc TRUON G
hudng dén hép thu clia thubc. Aciclovir phan bd réng d&n cdc moé va dich cd thé. = '
Gén k&tvdi protein thép (8 - 33%). Néng & dinh trong huyétthanh dat dugc sau 1,5- EA/‘ A V\.
2 gid, Thai gian ban thai cla thudc & ngud| I6n khodng 3 gid, d tré em tU 2 - 3 gid, & yﬂ%% a% &4%

tré s sinh 4 gid. Mt lugng nhd thudc duge chuyén hod & gan, cén phdn Ién (30 —
90%) dugc dao thai quaﬂéandud‘idang khbr:ng hi&ﬂé{!&i.
BE XA TAM TAY CUA TRE EM. £ AR & A
BOG KP 1UI0ME DN S DUNG TRUOC Kiil DUNG. TP. H6 Chi Minh, ngay 2% thang \O nidm 2013
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si. GI A'M Bﬁc
TIEUCHUAN: DBVN IV >
HAN DUNG: 36 thang ké tif ngay san xuit.
TRINHBAY
Hép 3vix 10 vién nén.
BAO QUAN O NHIET KHONG QUA 30°C. TRANH ANH SANG.

CTCP DPDL PHARMEDIC: 367 Nguy&n Trai, Quin 1, Tp. H6 Chi Minh, Viét Nam.
San xudt tai nha may GMP - WHO: 1/67 NguyBn Van Qua, Q.12, TP.HCM, Vigt Nam.
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Aciclovir

tablets
COMPOSITION
e BROIOMIE o osio o ssivssserenessrenossbi s e s ot et s endsnasapant St o 400 mg
- Exclpisnm Lactose, avicel, aerosll, povidone, sodlum starch glycolate, maize starch,
! dium lauryl sulfate sqf 1 tablet,
INDN:ATIONS
Initial treatment and prophylaxis of recurrent mucocut Herpes plex virus

(types 1 and types 2) or Herpes simplex encephalitis.

- Treatment of acute Herpes zoster. Zoster ophthalmicus, Herpes zoster virus
pneumonitis in adults.
Treatment of initial and recurrent genital Herpes,

- Hemaorrhagic varicell Icellain i promised patientor in
DOSAGE AND ADMINISTRATION
- Therapy should be Initiated as soon as possible following onset of signs and symptoms
ofinfection.
T of Herp:
« Adults and children over 2 years: % tablet, 5 imes daily every hours, usually for 510
days.
«  Children under 2 years old should use appropriate content other.
- Prevention of recurrent Herpes simpl In the | P d p 3
plant patients receiving | t therapy, HIV-inf pati and
receiving th

. Adulu and children over 2ysars ¥ —1tablets, 4 times daily.

= Children under 2 years old should use appropriate content other,
- Treatmentof varicella and Herpes zoster:

»  Adults: 2 tablets, 5 times dailt for 7 days.

« Children under 2 years: ¥ tablet, 4 times daily.

» Children 2—-5years: 1 tablets, 4 times dally.

+ Children over 6 years: 2 tablets, 4 times dalily.

CONTRAINDICATIONS
Patients with hypersensitivity to aciclovir.

PRECAUTIONS
Patients with renal impairment and doses should be adjusted gto i
clearance.

INTERACTIONS

- Concomitant use with zidovudine may result in drowsiness and lethargy.
Probenecid has competitive inhibition of renal ion of aciclovi iting In an
increased half life (up to 40%), d urinary excretion and renal clearance of
aclclovir,

- Amph fcin B and k | the effect of

- Interferon has an additive ursynarglc antiviral effect to aciclovir in vitro,

USEIN PREGNANCY AND LACTATION
Aciclovir should only be used during pregnancy if the potential benefit to the mother
Justifies the potential risk to the fetus.

- Drug should be used with caution in lactation.

EFFECTS ON ABILITY TO DRIVE OR USE MACHINES: No report.

ADVERSE EFFECTS
Short-term use: Drug may cause nausea and vomiting.

- Long-term use (1 year): Drug may cause nausea, vomiting, diarrhea, abdominal pain,
rash, and headache (less than 5 % of patients).
* Contactyour physician if you experience any adverse reactions while using this

medicine.

OVERDOSAGE

= P include serum inine, renal fallure, irrtability, restlessness,
trarnof convulsions, palpltations, hypertention and difficulty In micturition

- Treatmant: The patient may benefit from hemodialysis until renal function Is restored.
Discontinuation of the drug. Intravenous rehydration,

PHARMACODYNAMICS

- Aclcloviris an acyclic nucleosid gue which acts ely againstand in Herpes
virus-Infected cells. To be effective must be phophorylated aciclovir into acyclovir
triphosphat active form. In the first step, viral thymidine kinase convers aciclovir to
aciclovirmonophosphate which is further converted to the diphosphate and finally to the
triphosphate by cellular enzymes. Aciclovir triphosphate acts as an inhibitor of viral
DNA synthesis and rep without atfecting normal cellular processes.

-  The eﬂact of lovir is a inst Herpes simplex virus type 1, and somewhat
less aclhre against Herpes arﬂlpfexl\rpe Il or against Varicella-zoster virus. The effectis

o

PHARHACOKINETIGS
Oral bioavailability of aciclovir is about 20%. Absorption is not significantly affected by
food. Aciclovir is widely distributed to tissues and body fluids. Protein binding is low (8 to
33%). Peak plasma concentrations are achieved after 1.5 to 2 hours. The elimination
half life in adults is 3 hours and children is 2 — 3 hours, neonates is 4 hours, A small
of acy iris bolised in the liver and most is excreted unchanged through
the kidneys (30 -90%).
KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.
SPECIFICATION: Vietnamase Pharmacopeia IV
SHELF-LIFE: 36 months from date of manufacturing.
PRESENTATION
Box of 3blisters x 10 tablets.
DO NOT STORE OVER 30°C. PROTECT FROM LIGHT.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 MNguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.
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