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DE xa tam tay tré em.

Boc ky hudng din s dung trudc khi ding.
Thudt ndy chi ding theo don thudc.
THANH PHAN CONG THUC THUGC

Thanh phén hoat chal Acyclowr 800 mg

2, mau hdng, mdt mat cd vach ngang, mot mat cd ky hiéu _<— , canh va thanh
\

(] nhﬂng bénh nhan bj suy gidm mién dich nghiém trong (vi du sau khi ghép tlly) hodc & nhiing bénh nhén bi suy
gidm hap thu tif rudt, nén can nhic viéc dung thudc qua duding finh mach.

Nén diéu trj sdm ngay khi bt ddu nhi&m bénh: didu trj zona co két qua t6t han nén bat ddu ngay khi khdi phét ndi
ban. Didu trj bénh thily ddu & bdnh nhan suy gidm mién dich nén bat d4u trong vong 24 gids sau khi phat ban.

Liéu diing cho tré em

Diéu trj thiy dgu

Tré em tif 6 tudi trd 18n: 800 mg x 4 14n/ ngay. Nén diéu tri trong 5 ngay.

Khdng co di ligu cy thé nao vé vige diéu tri zona & tré em cé kha nang mién dich.

D& diéu tri nhiém virus herpes d tré s sinh, nén dung acyclovir tiém tinh mach.

Lidu diing cho ngudi cao tudi

Phai xem xét kha nang suy than & ngudsi cao tudi va didu chinh liéu lugng cho phis hgp (xem phén Liéu lugng & nqudi
suy than bén dudi).

Bénh nhan cao tudi udng acyclovir lidu cao nén udng dii nudc.

Liéu diing cho ngudi suy thin

Than trong khi diing acyclovir cho bénh nhan suy gidm chiic nang than. Nén duy tri b sung dii nudc.

Trong diéu trj nhiém zona, nén diéu chinh lidu lugng thanh: 800 mg x 2 14n/ ngdy, cich nhau khoang 12 gid cho
bénh nhan suy than ning (d thanh thai creatinin < 10 ml/ pht) va 800 mg x 3 14n/ ngay, cach nhau khodng 8 gid
dai vdi bénh nhan suy than trung binh (d thanh thai creatinin trong khoang 10 - 25 ml/ phit).

CACH DUNG

Vién nén diing duiing ung.

C6 thé dugc phan tén trong it nhat 50 mi nudc hoc nudt toan b vai mot it nudc.

Dam bio ring bénh nhan diing acyclovir lidu cao nén dugc b sung dii nudc.

Hodc theo chi dn clia Thdy thudc.

CHONG CHI BINH: Qua min véi acyclovir hodc  valacyclovir, hogc vdi bat ky t4 dugc ndo clia thudc.

CANH BAQ VA THAN TRONG KHI DUNG THUGC

Sif dyng cho bgnh nhan suy than va bgnh nhan cao tudi

Acyclovir dugc thdi trif qua sy thanh thi & than, do d6 phai diéu chinh liu & bénh nhan suy than. Bénh nhan cao
tudi ¢6 khd nang bj gidm chic nang thdn va do dé cdn phai diéu chinh liéu & nhém bénh nhan ndy. Bénh nhan cao
tudi va bénh nhan suy thn déu ¢6 nhidu nguy cd cao chiu cac téc dung phu vé thdn kinh va nén dugc theo dai chat
¢ché cac anh hubing clia nhilng téc dung phy ny. Trong cdc truiing hgp dugc bao cdo, cac tac dung phu ndy sé hét
khi ngiing thudc. Diéu trj biing acyclovir kéo dai hodc I3p lai trén ngudi bénh suy gidm mi&n dich ning cd thé ddn
dén giam sy nhay cam clia cac chiing virus, va khong con dép ng véi diéu tri biing acyclovir.

Tinh trang bi nudc: C4n chi y bd sung dii nude cho nhiZng bénh nhan diing acyclovir liéu cao.

Nguy cd suy than ting I&n khi diing chung véi cac thudc ddc véi than khac.

D@ ligu hign ¢6 tif céc nghién citu Iam sang khdng dii dé ket luan ring diéu trj bAng acyclovir 1am gidm ty 1§ cic
bién chiing lién quan dén thily dau & nhiing bénh nhan suy gidm mién dich.

Lién quan dén t4 dugc

Tinh bdt mi ¢6 trong thudc nay chi chifa ham lugng gluten rat thdp va it c6 kha nang cd hai néu bénh nhan cd bénh
Celiac. N&u bj dj ing vdi lda mi, bénh nhan khdng nén dung thudc nay.

Mau dd ponceau: cd thé gay phan (ng dj ing.

SU DYNG THUGC CHO PHY N €4 THAI VA CHO CON BU

Phy ni cd thai

Chi nén dung acyclovir khi Igi ich cao han nguy cd.

D ligu sau tip thj & phy ni mang thai st dyng acyclovir (bat ky dang nao) cho thdy khdng cd sy gia tang sd lugng
dj tat bdm sinh gila céc ddi tugng tiép xic véi acyclovir so vdi di tugng khdc. St dung acyclovir toan than trong
cdc thif nghigm tiéu chudn dugc qudc t& chdp nhdn khdng cho thdy tac dung gdy ddc cho phdi hodc gay qudi thai &
thd, chudt cng hodc chudt nhét.

Trong mot thif nghiém khdng tiéu chudn trén chudt, cdc bat thubing clia bao thai dugc quan sat thay nhung chi sau
khi diing lidu cao dudi da d&n muc gay doc cho me. Sy lién quan vé mit 1am sang clia nhiing phdt hién nay 1
khéng chdc chdn.

C4n than trong biing cach can bing gilla lgi ich tiém nang clia viéc diéu trj vdi bat ky nguy cd ndo ¢6 thé xdy ra.
Phy nd cho con bi

Sau khi udng 200 mg acyclovir x 5 [4n/ ngay, acyclovir da dugc phét hién trong sfa me véi ndng do tir 0,6 dén 4,1
14n s0 véi ndng do tuong ting trong huyét tuong. Mifc do nay cd thé khign tré ba me tigp xic véi lidu lugng acyclovir
18n d&n 0,3 mg/ kg/ ngay. Do d6, nén than trong néu diing thudc cho phy nit dang cho con ba.

Kha nang sinh san

Khang c6 thdng tin vé anh hudng clia acyclovir ddi véi kha nang sinh sn clia phy ni.

Trong mdt nghién ciu trén 20 bénh nhan nam ¢6 s& lugng tinh triing binh thuding, acyclovir duing udng dugc diing
véi lidu &n dén 1 g mdi ngay trong vong 6 thing da dugc chiing minh 12 khang c6 dnh huéing déng ké vé mat lam
sang ddi vdi s& lugng, kha nang di chuyén hodc hinh théi cla tinh tring.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC: Chua ¢ nghién cifu vé anh huing
ciia acyclovir d&n kha ndng I4i xe hoac van hanh may méc. Tac dung bat Igi ddi véi cdc hoat ddng nhu vay khdng
thé dugc dy dodn tif dugc Iy hoc clia hoat chat, nhung cdn luu y dén cdc tic dyng khdng mong mudn.

TUONG TAC, TUONG KY CUA THUGC

Acyclovir duge thai trif chil y&u dudi dang khang ddi vao nudc tidu, qua qud trinh bai tiét § dng than.

Bt ky thudc nao ding ddng thdii canh tranh véi co ché ndy déu cé thé gay tang ndng do acyclovir trong huyét
tuang. Probenecid va cimetidin 1am ting dién tich dudi dung cong (AUC) cia acyclovir theo cd ché nay, va gidm
do thanh thai qua than cla acyclovir.

Tudng ty, tinh trang ting AUC clia acyclovir va chat chuyén héa khdng hoat tinh clia mycophenolat mofetil (mot
tac nhan gdy gidm mién dich ding cho bénh nhan cdy ghép) da dugc nhan thdy khi céc thudc dugc dung déng
thi. Tuy nhién, khdng cdn didu chinh liu vi acyclovir ¢6 chi sé'dxéu tn rong.

Mot nghlén cuu thit nghiém trén 5 déi tuong nam gidi cho hdi véi acyclovir 1am tang AUC cla

“MedSkin LoV
800

TAC DYNG KHONG MONG MUGN CUA THUGC

Cac tac dyng khdng mong mudn theo tdn sudt bén dudi I udc tinh. BGi vdi hdu hét céc tic dung khdng mong mudn, d
ligu phi hgp d8 udc tinh ty 18 mdc bénh khong cd sdn. Ngoai ra, cac téc dung khong mong mudn cd thé thay ddi vé ty
18 thy thudc vao chi dinh.

Quy udc sau day dugc st dung dé phan loai cdc téc dyng khdng mong mudn vé tan sudt: Rat thuang gap > 1/10,
thudng gap > 1/100 va < 1/ 10, khdng thudng gdp > 1/ 1000 va < 1/ 100, hiém gdp > 1/10.000 va < 1/1000, rat hiém
gdp < 1/10.000.

Rdi logn mau va hé bach huyét

R4t higm gdp: Thigu mau, gidm bach cdu, gidm tiéu cdu.

Rdi logn hé mién dich

Higm gap: Sac phan ve.

Rdi logn tm thdn va hé than kinh

Thudng gap: Nhic ddu, chong mat. R4t higm gap: Kich ddng, I 1&n, run, mét diéu hoa, rdi loan nhip tim, do gidc, cdc
trigu chiing loan thén, co giat, budn ngl, bénh ndo, hon mé.

Cac tac dyng khang mong mudn trén thuiing co thé héi phyc va thuting dugc bdo céo & bénh nhan suy than hodc cd cac
yéutd gay nguy co khac.

Rdi loan hd hap, I6ng ngyc va trung that

Higm gép: Kha thd.

Rdi loan tidu hda

Thudng gap: Budn ndn, ndn mifa, tiéu chdy, dau viing bung.

Rdi loan gan - mat

Higm gap: Tang cd héi phyc bilirubin va cc enzym lién quan dén gan. Rt higm gap: Viém gan, vang da.

Rdi loan da va mé dudi da

Thudng gap: Ngtfa, phat ban (ké ca nhay cdm véi dnh séng). Khdng thudng gdp: May day. Rung tdc lan tda. Rung toc
lan ta ¢d lién quan d&n nhidu loai bénh va cAc loai thudc, khong chic chdn 1 do acyclovir. Higm gdp: Phu mach.

Rdi logn than va tiét nigu

Hiém gap: Tang uré va creatinin mau. R4t hiém gap: Suy than cdp, dau quan than. Dau than co thé lién quan dén suy
than va cd tinh thé trong nudc tidu.

Céc rdi loan chung va finh trang cd dja

Thuding gap: Mét mdi, sét.

Thang béo cho béc sTnhitng tac dung khng mong mudn gdp phai khi sif dung thudc.

QUA LIEU VA CACH XU TRi: Acyclovir chi dugc hép thu mot phan qua dubing tiéu hoa. Banh nhan ding qud liéu In dén
20 g acyclovir mdt 14n duy nhat, thuding khong c6 anh hubng cd hai ndo. Udng qua liéu acyclovir Ip lai trong vai ngay
& xudt hign cac tac dong d&n dudng tiéu hda (nhu budn ndn, nan) va hg than kinh (dau déu, Id 1&n).

Cach xif tri: Banh nhan cdn dugc theo ddi chat ché cac ddu higu ngd ddc. Thdm tach mdu gidp ting cuiing dang ké
viéc loai bd acyclovir khéi mdu va do d, cd thé dugc coi 12 mot liya chon xif tri trong truéing hgp qué lidu cd trigu ching.
DAC TiNH DUGC LYC HOC

Nhém duge Iy: Thudc khéng virus tac dyng tryc tiép, chat tc ché enzym phién ma ngugc khdng nucleosid va nucleatid.
Ma ATC: JO5ABO1.

Acyclovir [a mdt ddn chat purin nucleosid téng hop, cd hoat tinh (ic ché in vitro va in'vikaddi véi virus Herpes & ngudi,
bao gdm virus Herpes simplex (HSV) type | va type |1 va virus Varicella zoster (VZV). /',/
Hoat tinh dc ché clia acyclovir ddi véi HSV | va HSV Il va VZV cd tinh chon lgc cao. En!
t& bao binh thudng (khong nhi&m virus) khdng sif dung acyclovir [am cd chat, do d6 doc'tint
dong vat c6 vii 1a thap; tuy nhién, TK dugc ma héa bai HSV va VZV chuyén ddi acyclovir thaph
mot din cht nucleosid, sau d6 dugc chuyén déi ne’p tyc thanh diphosphat va cudi cing t@
enzym t& bao. Acyclovir tri can trg DNA p cla virus va dc chlsu‘m c eLp clia virus, gan két
vao DNA clia virus va ket thiic chudi DNA.

Sif dung acyclovir kéo dai hoac I3p di 14p lai & bénh nhan suy gidm mién dich ning c d§
clia cac chiing virus, va khang con dép Ung vdi diéu tri bing acyclovir. Trong lam sa
nhay cdm vdi acyclovir do thigu enzym TK, tuy nhién, cdc chiing cd enzym TK hy
dugc bao cdo. Trong in vitro, sy ti€p xic clia HSV dugc phan Iap vdi acyclovir cungqo t
chiing it nhay cam hon. M@i quan hé gitta do nhay cam in vitro cla cac ching HSV,
khdng rd rang.

PAC TiNH DUQC BONG HOC

Hap thu: Acyclovir duge hdp thu mot phan tif rugt. Sinh kha dyng duiing udng trung binh thay ddi tif 10 d&n 20%. Trong
didu kign déi, néng do dinh trung binh (Cmax) 14 0,4 microgam/ ml dat dugc sau khodng 1,6 gids khi dung liéu 200 mg
dudi dang hdn dich udng hodc vién nang. Ndng do dinh trung binh trong huyét tuong (Cssmax) ting Ién 0,7
microgram/ ml (3,1 micromoles) & trang thdi 6n dinh sau khi dung liéu 200 mg, bdn gids mot 14n. Sy gia ting vdity I8 it
hon dugc quan sat thdy ddi véi ndng do Cssmax sau khi sif dyng lidu 400 mg va 800 mg, méi ban gid, véi céc gid tri 1&n
lugt dat 1,2 va 1,8 microgram/ ml (5,3 va 8 micromoles).

Phan bd: Thé tich phan bd trung binh 12 26 L cho thdy acyclovir dugc phan bd trong tng lugng nudc ca thé. Sau khi
udng, thé tich phan bd clia thudc (Vd/ F) dao dong tir 2,3 - 17,8 L/ Kg. Vi syf gdn két vi protein huyét tuong tuong doi
thap (9 dén 33%), cdc tuong téc thudc lién quan dén sy dich chuyén vi tri gdn k&t khdng dugc dyf dodn trudc. Ndng do
thudc trong dich ndo thy xdp xi 50% ndng dd tudng ing trong huyét tudng & trang thdi &n dinh.

Chuyén héa: Acyclovir dugc bai tigt chil y&u & dang khang ddi qua than. Chat chuyén héa quan trong duy nhét trong
nuéic tidu 1 9 - [(carboxymethoxy) methyl] guanin, va chigm 10 - 15% lidu lugng bai tiét qua nudc tiéu.

Thai trit: f ngudsi 1n, ndng do thudc toan than (AUCO-c0) ndm trong khodng tif 1,9 d&n 2,2 microgram * h/ mL sau khi
diing lidu 200 mg. & lidu nay, thai gian ban thai trong huyét tuong trung binh sau khi udng thay déi tir 2,8 d&n 4,1 gid.
B0 thanh thai qua than clia acyclovir (CLr = 14,3 U/ h) 16n han nhiéu so véi do thanh thai creatinin, cho thay sy bai tigt
thudc qua dng than, ngodi chifc nang loc & cdu than, gop phdn vao viéc thai trif thudc qua than. Thai gian ban thai va
tdng do thanh thai clia acyclovir phy thudc vao chic ndng than. Do d6, khuyén cdo diéu chinh liéu cho bénh nhan suy
than.

Khang ¢o dif ligu dugc dong hoc cho cong thifc udng & tré sa sinh. DI ligu dugc dong hoc hién cé duy nhét danh cho ché
phdm tiém tinh mach & nhém tudi nay.

Céc ddi tugng d3c bidt

Ngui cao tudi: 3 nhiing bénh nhan cao tudi chiic ndng than binh thung cd do thanh thai toan phdn gidm khi tudi
cang cao do gidm do thanh thai creatinin. Tuy nhién, phéi can nhdc kha ndng suy than & ngudi cao tudi va diéu chinh
lidu lugng cho phi hgp.

Suy than: @ bénh nhan suy than man, thdi gian ban thai trung binh 1a 19,5 gid. Thei gian ban thai trung binh clia
acyclovir trong qué trinh thim tach mau 14 5,7 gids. Ndng dd acyclovir trong huyét tuong gidm khodng 60% trong qud
trinh loc mdu.

QUY CACH BONG GOI: Hop 3 vix 10 vién.

HAN DUNG: 36 thang ké tif ngay san xuit.

BIEU KIEN BAO QUAN: Nai kho, nhiét dd khong qué 30°C, trdnh dnh séng.

TIEU CHUAN: TCCS.

Acyclovir 800 mg
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Cd s8 san xuat:
CONG TY O PHAN DUGC
L6 B2 - B3, Khu cdng nghiép Tan Ph
DT: (0293) 3953454 e Fax:

Moi thdc méac vé san pham,
xin vui léng lién hé
@ 0292.3899000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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Chi nhdnh nha may dugc phdm DHG tai Hau Giang
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DE XA TAM TAY TRE EM

BOC KV HUGNG DAN SU DUNG

TRUGC KHI DUNG.

DIEU KIEN BAO QUAN: NOI KHO,

NHIET B0 KHONG QUA 30°C, TRANH ANH SANG.

, Cos8 sén xudit:
CONG TY €O PHAN DUGC HAU GIANG -
Chi nhanh nha may dugc phdm DHG tai Hau Giang
Lo B2 - B3, Khu co6ng nghiép Tan Pha Thanh - giai doan 1,
xa Tan Pha Thanh, huyén Chau Thanh A, tinh Hau Giang
BT: (0293) 3953454 - Fax: (0293) 3953555

)

OVIR:

MedS

(%

Acyclovir 800 mg

800

THUGC KE DON

MedSki
800

Acyclovir 800 mg

Hop 3 vix 10 vién nén

JAPAND

oVIR

Chuyeén tri:
es, zona, thuy dau

DHG PHARMA






