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Aciclovir
Vién nén

6TEOSZ/90

1-Thanh phin

MBi vién nén chira:

Hoat chét: Aciclovir 800 mg

Té durgre: Cellulose vi tinh thé 101, natri starch glycolat A, povidon K30, silic dioxyd, magnesi stearat.

2-Mb td sdn phim

CICLEVIR® 800 c6 dang vién nén diing dé& uBing chira aciclovir cd tic dung khdng virus Herpes simplex typ 1va typ 2 va trén virus Varicella-zoster. V@ héa hoc, aciclovir duge xéc dinh 13 2-Amino-1,9-dihydro-9-(2-
hydroxyethoxymethyl}-6H-purin-6-on, Thufic cd ciu tric hda hge nhur sau:
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Cding thirc phan tir ciia aciclovir 1a C,H,,N.0,, va khdi lurgng phén tir 13 225,2. OH

MBivian nén CICLEVIR®800 chira 800 mg aciclovir.
3-Durgclyc hoc v durgre déng hoc
Duyclychoe
Aciclovir 1A mét ch&t tuong ty purin nucleosid téng hgp. Thubic cé hoat tinh trén virus Herpes simplex typ 1 v typ 2 va trén virus Varicella-zoster (Zona vé thily ddu). Téc dung nay |2 do sy chuyén d8i ndi bao clia
aciclovir thanh aciclovir monophosphat béi thymidin kinase clia virus, sau d6 chuyén déi tiép thanh aciclovir diphosphat va aciclovir triphosphat béi cdc enzym ciia té bio. Aciclovir triphosphat (rc ché sy téng
herp v sao chép ADN clia virus béng céch ire ché enzym DNA polymerase ciia virus Herpes va gén két vao ADN clia virus. Qud trinh nay cé tinh chon loc cao trén céc té bao b nhigm.
Virus Herpes simplex typ 1 nhay cdm nht, sau dé 13 Herpes simplex typ 2, va tiép theo |a virus Varicella-zoster, Virus Epstein-Barr v cytomegalovirus kém nhay cam hon. D6i véi cytomegalovirus, thuée khéng
dugre hoat héa bdi thymidin kinase ma cd thé tac dong theo mét co ch khic, Virus Epstein-Barr cé thé cé hoat tinh thymidin kinase gidm nhung DNA polymerase lai rit nhay cam véi sy (re ché béri aciclovir
triphosphat, digu d6 cé thé gidithich cho téc dyng mét phiin cha thudc d6i véi virus nay.
Durgedgng hoc
Khodng 15-30% cia mt lidu uBng duge hdp thu qua duwémg tiéu héa, Sy hdp thu thuéc khdng bj dnh hurémg béri thire &n. Nong d§ dinh trong huyét trong dat duree tir 1,5 dén 2 gidr sau khi udng.
Thudc gin két vér protein huyét tuong tuong déi thap (9-33%). Thudc phin bé réing khip co thé ké ci dich ndo tly, nbng d thudc trong dich ndo tly dat khodng 50% nbng 46 thudc trong huyét trong. Aciclovir
diqua nhau thai v phan bé vao trong sira me. |
~ Nira di cudi ciing trong huy&t trong & ngudri Iém khoang 3 gier. Mt lugng nhé thudc dugc chuyén héa & gan. Phiin Iom thuc duge bai tiét qua than dudi dang khéng bién déi.

4-Chidjnh
Digu tri nhifm virus Herpes simplex typ 1va 2 & da v niém mac, ké ci Herpes sinh dyc.
Ngén chiin téi nhiém Herpes simplex & nguiri cé dap irmg mién dich binh thuimg.
Phiing ngira nhi@m Herpes simplex & bénh nhén suy gidm mién djch.
Digutrj bénh thiy ddu va nhim Herpes zoster (bénh Zona).
5- Ligu diing va cach diing
Nén khéri d5u ding thubc cang séfm cang tét sau khi méi bt d5u nhidm bénh.

- DiButrinhiém Herpes simplex : Ngurri Ién: m&i [in 200 mg (400 mg & bénh nhén suy gidm mién dich ning), ngay 5 fan, cich nhau khodng 4 gié, trong 5-10 ngdy. Tré em 2 tudi trés 1&n: bing lidu ngurer Idm.

Tré em dudi 2 tudi: nira lidu ngudni lém.

= Nginchintéinhiém Herpes simplex & ngutri cé ddp trng min dich binh thuémg; 800 mg/ngay, chia lam 2-4 (3n.

- Phéng ngiranhidém Herpes simplex & bénh nhén suy gidm mi&n dich: Ngui lén: mdi [5n 200 - 400 mg, ngay 4 (3n. Tré em 2 tuditr 1én: bing liu ngudi Ién. Tré em dudi 2 tudi: nira lidu nguwi lom.

- Bénhthily d3u: Ngudi lén: mbi 13n 800 mg, ngay 4 hodc 5 1an, trong 5-7 ngdy. Tré em 6 tudi trés 1&n: mbi [3n 800 mg, ngay 4 [3n; Tré em 2-5 tudi: mbi [in 400 mg, ngdy 4 [3n; Tré em dudi 2 tudi: mdi fin 200

mg, ngay 4 [an, I
- BénhZona: Ngudrilém: mdilin 800 mg, ngay 5 fan, trong 7-10 ngay. Tré em 2 tuditrér 1n: bing liBu nguwéri 1ém, Tré em dudi 2 tudi: niva lidu ngudi lém.
- Bgnhnhansuythin: el
= DHthanh thiicreatinin dudi 10 mi/phit: Nhiém Herpes simplex: m&i 13n 200 mg, cach nhau méi 12 gi&y; Nhi8m varicella-zoster mi [3n 800 mg, céch nhau mbi 12 gidy.
= Bdthanh thai creatinin tir 10-25 ml/phit: Nhiém varicellg-zoster: mbi lin B0O mg, ngay 3 [3n, cdch nhau mbi 8 giér.

Nén ufing thudc cing véi bira &n dé gidm khé chiu duwimg tiéu hoa.
6-Chéng chidinh
Qud min cdm véi bt ky thanh phin ndo clia ché phdm.
7-Luuyva thin trong
Thén trong khi diing aciclovir cho ngurdi suy thin va nén digu chinh ligu theo dé thanh thii creatinin.
Nguy corsuy thin ting néu ding dbng thér v cdc thubie dfc vévi thin.
Sir dyng cho phy ni c6 thai v cho con bi: DI l1&u vé viée sir dyng aciclovir trén phy ni¥c6 thai con han ché. Nén can nhic giira loi ich digu triso véi bt ky riii ro no c6 thé xdy ra. Aciclovir durgc bai tiét trong sita
me khi diing durerng udng. Nén thin trong khi diing aciclovir duwémg ubng cho phy nit dang cho con ba,
Anh hurérng 1&n kha ning 14i xe va vn hanh may méc: Chura o6 nghién ciru chirng minh tc déng cla aciclovir 18n kha ning 1i xe hojc van hanh may méc.
8- Twomg tic cilia thuSc visi céc thubc khéc va cic dang tromg tic khic
Probenecid ngén can thanh thai aciclovir gua thén.
Nguy co suy thin ting néu ding dbng thér v ce thube dée viri thin,
Aciclovir (rc ché chuyén hoa theophylin din dén tich I0y thudc.
Tinh trang mét mdi qua d6 da dugc bio cdo khi diing chung aciclovir véi zidovudin,
Amphotericin B dd duwgc chirng minh lam tang tac dung khang virus cla aciclovir chéng lai virus pseudorabies in vitro,
Ketoconazol va aciclovicdd duge chirng minh cd tac dyng khing virus hiép déng phy thugc liBu chéng lai virus Herpes simplex typ 1va 2 (HSV-1and -2})in vitro.
9-Téc dyng khéng mong muén
Dung ngidn ngay aciclovir duémg uBng cd thé gip budn ndn v ndn,
Bubn ndn, ndn, tidu chay, dau bung, ban da va nhirc d3u d3 dugc bao cdo & mdt s& bénh nhin khi uéing aciclovir trong thiri gian dai.
Ngurng sir dung va hoi f kiéin béc sTnu: Cac tdc dyng ngoai y ning hom hodic xudt hién cic triéu chirng madi bat thudng,
Théing bao cho bic sinhiFng tic dyng khdng mong mudn ghp phai khi sir dyng thufic.
10- Qui ligu va xir tri
Triéu chitng: Cac triéu chirng lién quan dén ding thubc qud ligu bao gbm kich ddng, hdn mé, co gidt, va ngl lim. C6 thé cd két tda aciclovir trong 8ng than khi nbng d§ trong djch 8ng thin vurgt qua d tan (2,5
mg/ml).
Xirtri: Trong truing hoip va niéu va suy thin cip, thim tach mau cho dén khi chire ndng thin phyc hdi cé thé gitp ich cho bénh nhén.
11- Dgng bao ché va déng goi:
Hop3 vl x 10 vién nén,
Hop Svi x 10 vién nén,
Hop5vi x5viénnén.
Hép 10vi x5viénnén.
12-Bao quan;
Bao quan noi khd rdo, tranh dnh sdng, nhidt 4 khéng qud 30°C.
13- Tiéu chudn chit logmg: USP .
14- Han ding: 36 thang ké tir ngay san xudt ——
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