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ACYCLOMED

Thudc ding ngoai
Dé xa tim tay tré em
Doc kj huwéng din sir dung truwdce khi ding

THANH PHAN CONG THU'C THUOC
Thanh phin dwge chit: Aciclovir BP...........cc..ovvvivviinniiriniieeieennns 5% kl/kl (50 mg/1 g)
Thanh phian ta dwge: Cetostearyl alcohol, cetomacrogol 1000, chlorocresol, light liquid paraffin,
white soft paraffin, propylen glycol, natri dihydro phosphat, nuéc tinh khiét.

DANG BAO CHE
Thudc kem diing ngoai. Kem min, mau tring, ddng nht.

CHI PINH
Diéu tri nhiém Herpes simplex trén da, bao gdm herpes mdi, herpes sinh duc khéi phat va tai phat.
Khdng str dung cho mét.

CACH DUNG, LIEU DUNG

Cich duang: B6i ngoai da.

Liéu diing

Nguweoi [on va tré em:

Bo6i mot 16p kem mong 1én ving da bi nhiém va ving da xung quanh 5 lan/ngay cach 4 gid, ngoai
trir ban dém.

Nén diéu tri sém nhit c6 thé sau khi bat dau bj nhiém, thoi gian diéu trj Iy tuéng 1a vao giai doan
dau (tién triéu chimg hosc ban d6 méi xuét hién). Diéu tri ciing c6 thé dwoc bét dlu & cac giai doan
mudn (san hodic mun nudc).

Nén didu tri lién tuc it nhét 4 ngay dbi véi herpes moi va 5 ngay dbi voi herpes sinh duc, tiép tuc
diéu trj thém 5 ngay nira néu vét thuong chua lanh hin.

Nguoi cao tudi:

Khong c6 khuyén cdo dic biét.

CHONG CHI PINH
Qua mén véi aciclovir, valaciclovir, propylen glycol hodc bat ky thanh phan nao khac cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng nén béi thude 18n niém mac nhu trong khoang miéng, méit va 4m dao vi ¢6 thé gay kich tng.
Cén d#c biét than trong dé tranh thude tiép xuc voi mét.

Bénh nhan suy giam mién dich (nhu bénh nhén AIDS hodc ciy ghép tuy xuong) nén dung liéu
udng. Nhitng bénh nhan nay nén hoi y kién béc st vé viéc didu tri bt ct nhifm khuén nao.

Khéng nén pha loéing thude hozic ding lam chét nén cho viéc phédi hop cac thudc khac.

Ta dwge

Thude ndy c6 chira cetostearyl alcohol, ¢6 thé gdy nhiing phéan img da tai chd (nhu viém da tiép
xuc).
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Thuéc c6 chira 54,8 mg propylen glycol mdi 1 gam thuée. Propylen glycol c6 thé gy kich img da.
Béi vi thube c6 chira propylen glycol, khéng bdi trén vét thuong hé hay trén dién rong ving da
khong lanh 13n hodc bj tén thuong (nhu bong).

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢6 thai

MGt noi ghi nhén tinh trang phu nit c6 thai sir dung aciclovir sau khi luu hanh trén thi trudng da
tong hop dir liéu trén phu nit ¢ thai sir dung bat ky dang bao ché nao cua aciclovir. Céc két qua ghi
nhan khong cho thdy su gia ting sb luong di tt bdm sinh gifra nhimg c4 thé sir dung aciclovir so
sanh véi dan s6 thong thuong va bét ky ca dj tit bAm sinh nao ciing khéng cho thiy tinh duy nhét
hoic mAu nhat quan dé goi ¥ mot nguyén nhan chung. Sir dung aciclovir toan than trong céc xét
nghiém tiéu chudn qudc té khong gay ra tac dung géy doc cho phdi thai hodc gdy quai thai & tho,
chuot céng hodc chudt nhat.

Trong mét thir nghiém khong chudn (non-standard) trén chudt cdng, d3 quan sat thiy nhing bt
thudmg & bao thai, nhung chi sau khi diing liéu cao tiém duéi da méi gy ra doc tinh cho chudt me.
Su lién quan 1m sang ctia nhitng phat hién nay 1a khong chic chin.

Str dung aciclovir ¢6 thé duogc can nhic khi lgi ich tiém ning vugt tri hon nhitng rii ro c6 thé xay
ra, tuy nhién, mic d6 phoi nhiém toan than véi aciclovir tir viéc boi tai chd 1a rét thip.

Déc tinh thai

Céc tac dong quan sat dugc trong cdc nghién ctru phi 18m sang chi khi sir dung vuot qué lidu phoi
nhim t6i da trén ngudi cho thiy it lién quan dén viée sir dung l4m sang.

Phu nir cho con bi

Dit lidu han ché & ngudi cho thdy thude di vao sita me sau khi ding toan than. Tuy nhién, liéu luvong
ma tré bu me nhén dugc sau khi ngudi me sir dung aciclovir dung ngoai s& khong dang ké.

Kha niing sinh sin

Khéng c6 thong tin vé anh huéng ca aciclovir dbi véi kha ning sinh san & phu nit.

Trong mét nghién ciru trén 20 bénh nhan nam c6 s6 luong tinh tring binh thudng, aciclovir dudng
udng dwogc dung voi lidu 1én téi 1 g mdi ngay trong vong 6 thang da dugc chimg minh 1a khong cé
tac dung déng ké vé mit 1am sang ddi véi sb lugng, kha nang van dong hodc hinh thai cta tinh
trung.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 thong tin.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Khdng ¢6 tuong tac c6 ¥ nghia 1am sang d4 dugc x4c dinh ddi véi aciclovir ding ngoai.

Twong ky

Do khdng c6 cc nghién ciru vé tinh twong ky cia thudc, khong tron 13n thude ndy véi cac thube
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Quy uéc sau duoe sir dung dé phan loai cac tic dung khong mong mudn theo tan suit:

Rat thuong gap > 1/10; thudng gap > 1/100 dén < 1/10; it gip > 1/1000 dén < 1/100; hiém gap
> 1/10000 dén < 1/1000; rat hiém gap < 1/10000.
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H¢ mién dich

R4t hiém gip: Nhitng phan tmg min cam ngay lap tic bao gdbm phi mach va may day.

Da va cdu tric da

it gap: Bong rat tam thoi hodc dau nhoi sau khi bdi aciclovir, khé nhe hoic bong tréc da, ngira.
Hiém gap: Hong ban, viém da tiép xuc sau khi bbi thude (khi nhitng xét nghiém d¢ nhay cam duogc
tién hanh, nhimg chit phan tmg thudng 12 thanh phén cua thude hon 1a hoat chét aciclovir).

Théng bdo ngay cho béc sT hodic dwge si nhitng phan g c6 hai gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi

Khéng c6 phan tmg bét loi s& xay ra néu toan bd 10 g thudc kem bi udng vao duong tiéu hoa. Tuy
nhién, viéc vo tinh, 13p di 1ap lai qué liéu aciclovir dudng ubng, trong vai ngay da din dén céc tic
dung phu trén dudng tiéu hoa (budn ndn va ndn) va cac tac dung vé than kinh (nhirc dau va la 14n).
Aciclovir c6 thé dugc loai bo bing thAm phan mau.

PAC TINH DUQC LUC HQC

Nhém dwrge Iy: Thube khang virus.

Maia ATC: D06BB03.

Aciclovir 1a mdt chét khang virus c6 hoat tinh in vitro cao dbi véi virus Herpes simplex (HSV) typ I
va typ I1 va Varicella zoster. Djc tinh d6i véi té bao chi ciia dong vat c6 vi thép.

Aciclovir bi phosphoryl hoa sau khi xdm nhdp vao c4c té bao bi nhiém herpes thanh hop chét ¢6
hoat tinh aciclovir triphosphat. Pau tién aciclovir dugc chuyén thanh aciclovir monophosphat nh¢
enzym cua virus 1a thymidin kinase, sau d6 chuyén tiép thanh aciclovir diphosphat nhés enzym cua
té bao la guanylat kinase va cubi ctng thanh aciclovir triphosphat bdi mot sé enzym khéac ctia té bao
(nhu phosphoglycerat kinase, pyruvat kinase, phospho-enolpyruvat carboxykinase). Aciclovir
triphosphat trc ché su tdng hop ADN va su nhan 1én cia virus bing cach wc ché enzym ADN
polymerase ciing nhu su gén két vao ADN ctia virus, ma khong anh huéng gi dén chuyén hoa coa té
bao binh thudng.

Trong hai nghién ctru l4m sang 16n, mi d6i, ngAu nhién bao gdm 1385 dbi twong dugc didu tri trong
4 ngay d6i voi herpes méi tai phét, kem aciclovir 5% kl/kl dugc so sanh véi kem bdi ngoai da khong
chira hoat chat (vehicle cream). Trong céc nghién ciru nay, thoi gian tir khi bit dau didu tri dén khi
lanh bénh la 4,6 ngay v6i aciclovir 5% kl/kl va 5,0 ngay khi sir dung kem bdi ngoai da (p < 0,001).
Thoi gian dau la 3,0 ngay sau khi bat dau diéu trj & nhom aciclovir 5% kl/kl va 3,4 ngay & nhém
dung kem bdi ngoai da (p = 0,002). Nhin chung, khoang 60% bénh nhan bit diu diéu tri & giai doan
t6n thuong sém (tién triéu chimg hodc ban do) va 40% & giai doan mudn (sin hoic myn nuéc). Két
qué tuong ty nhau & cd hai nhém bénh nhén.

PAC TINH DUQC PONG HOC
Céc nghién ctru duge ly cho thiy aciclovir chi duge hdp thu toan than ¢ murc i thidu sau khi dung

tai chd nhiéu lan.

QUY CACH PONG GOI
Hép 1 tuyp x 10 g.

PIEU KIEN BAO QUAN
Bao quan noi kho thoang, nhiét d§ khong qua 30°C. Khdong bao quan ddng lanh.
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HAN DUNG
24 thang.

TIEU CHUAN CHAT LUQNG CUA THUOC
BP.

CO SO SAN XUAT
G. D. Laboratories (India) Pvt. Ltd.
P.W.D. Rest House Road, Nohar, Distt. Hanumangarh (Rajasthan), An D.
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