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Thanh phan td diege: Cellulose vi tinh thé 101, Povidon K30, Tinh bt bién tinh natri glycolat, magnesi stearat.

PON THUOC.

G TRUOC KHI DUNG.

DANG BAO CHE:
ACYPES 200: Vién nén. Vién nén hinh tron mau trang, khum, hai mit tron
ACYPES 800: Vién nén. Vién nén hinh bau duc, mau trang, khum, mét mat c6 vach ngang, mot mit tron.

CHI PINH PIEU TRI:

- Diéu tri nhidm virus Herpes simplex (typ 1 va 2) lan diu va tai phat 6 niém mac - da (viém miéng - lgi, viém b phén
sinh duc), viém ndo - mang ndo, & mit (viém gidc mac).

- Du phong nhiém HSV & niém mac - da bi tai phat it nhit 6 lin/nam, & mat (viém gidc mac tai phat sau 2 lan/nam)
hodc truémg hop phai phau thudt & mat.

- Nhiém virus Varicella Zoster:
+  Zona, dy phong bién chimg mit do Zona mat. Thiy ddu & ngudi mang thai: Bénh xudt hién 8 - 10 ngay trudc

khi de. ,
+  Thuy déu so sinh. P
+  So sinh trude khi phat bénh: Khi me bi thiy dau 5 ngay trude va 2 ngay sau khi de. ,,“’0“91
+  Thiy déu ning ¢ tré dudi | tudi. _ ,“,{q‘:\;? "
+  Thuy ddu c6 bién chiing, dac biét viém phdi do thuy dau. lg"s'f CO|
HET IR
LIEU LUQNG VA CACH DUNG: ' ] EE-;‘_*;\ mjf
Diéu tri bang acyclovir phai dugc bat dau cang sém cang tot khi cé dau hiéu va triéu ching cia bénh. \\u_\\\'
Tré em nén ding acyclovir & dang bao ché hdn dich udng dé d& st dung hon. \\-:2:",3_&.;
2! \‘_L‘;

Liéu ubng thay déi tiy theo chi dinh:

Diéu tri nhiém Herpes simplex tién phdt bao gém ci Herpes sinh duc:

- Licu théng thuong udng 200 mg/lan ngay udng 5 lan, cich nhau 4 git. Udng trong 5 - 10 ngay.

- Néu suy giam mién dich ning hogc hip thu kém: 400 mg/lan ngay S lan, ding trong 5 ngay.

- Loai bo tai phat & ngudi c6 kha nang mién dich (it nhét ¢6 6 1an tai phat/nam): Udng 800 mg/ngay chia lam 2 hodc 4
lan. Liéu phap diéu tri phai ngimg sau 6 - 12 thang dé danh gia két qua.

- Néu tai phat thua (< 6 lin/nam), chi nén diéu tri dot tai phat: 200 mg/lan, ngay udng 5 lan, udng trong 5 ngay. Bit
dau udng khi c6 triéu ching tién trién.

Dy phong HSV & ngueoi suy gidm mién djch: 200 - 400 mg/lan, udng 4 lin mdi ngay.

Nhiém HSV 6 miit:

- Diéu trj viém gidc mac: 400 mg/lan ngay uong 5 lan, udng trong 10 ngay.

- Du phong téi phdt, viém gidac mac: (sau 3 lan tai phat/nam) 800 mg/ngay chia lam 2 1an. Danh gid lai sau 6 - 12
théng diéu tri. Truong hop phai phiu thuat mét: 800 mg/ngay, chia lam 2 lan.

Thiiy diu:

- Neguoi lén: 800 mg/lan, 4 hoic 5 lan/ngay. Udng trong 5 - 7 ngay.

- Trén 2 tudi: 20 mg/kg, t6i da 800 mg/lan, udng 4 1an/ ngay. Udng trong 5 ngay. Hodic dudi 2 tudi: 200 mg/lan, 4 lan
moi ngay.

- 2-5tudi: 400 mg/lan, 4 lan/ngay.

- 6 tudi va trén 6 tudi: 800 mg/lan, 4 1dn mdi ngay.

Zona:

- Ngudi l6n, 800 mg/lan, 5 lin/ngay, udng trong 5 - 10 ngay.

- Tré em: 2 tudi hogc trén 2 tudi: Liéu nhur nguoi lon.

- Duéi 2 tudi: ding 1/2 liéu ngudi lon.
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Bénh nhan suy thin:
Lleu va sb lan uoncr phai thay ddi tiiy theo mic d¢ ton thuong thén.
Diéu chinh liéu uéng o ngroi suy thén:

Li¢u thong thuong Po thanh thai Liéu diéu chinh
creatinin (ml/phit)
200 mg, cich nhau 4 gio/lan, 5 lan/ngay > 10 Khong can diéu chinh
0-10 200 mg, cach nhau 12 gioy
400 mg, cach nhau 12 gio/lan > 10 Khéng can didu chinh
0-10 200 mg, céch nhau 12 gi&y
800 mg, cach nhau 4 gid/lan, 5 lan/ngay >25 Khong can diéu chinh liéu
10-25 800 mg, cich nhau 8 gid/lan
0-10 800 mg, cich nhau 12 gidv/lan

Tham phdn mau: Bo sung 1 liéu ngay sau mdi lan tham phan mau.
Liéu uong véi ngiedi bénh suy thin kém nhiém HIV nhie sau:

Do thanh thai creatinin (ml/phit) Ciach dung
> 80 Khéng diéu chinh liéu
50—80 200 — 800 mg, cach nhau 6 — 8 giv
25-50 200 — 800 mg, cach nhau 8 — 12 giv
10 - 25 200 — 800 mg, cach nhau 12 — 24 giy
<10 200 — 400 mg, ciach nhau 24 giv

CHONG CHI DINH: ) ‘
- Bénh nhan qua man cam véi acyclovir hogc vai bat ky thanh phan nao cua thuoc.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Than trong véi ngudi suy than, lidu dimg phai diéu chinh theo d¢ thanh thai creatinin. Tiém truyén tinh mach cham,
vGi thoi gian it nhét 1 gio dé tranh két taa acyclovir trong than. Tranh tiém nhanh hogc ti€ém véi mot lugng 16n. Can
cho di nude. Nguy co suy thin tang 1én, néu ding dong thoi véi cac thude doc véi than.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nit ¢6 thai

Chi nén ding acyclovir cho ngudi mang thai khi lgi ich didu tri hon han rii ro ¢6 thé xay ra véi bao thai.

Phu nit cho con bu

Acyclovir duge bai tiét qua sita me khi diing dudng udng, tuy nhién chua cé ghi nhan vé tac dung c6 hai cho tré bi me
khi ngudi medang diing acyclovir. Nén thén trong khi ding thude ddi véi ngudi cho con bu.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: _
Than trong khi str dung gicyclpvir trong khi lai xe hodc vdn hanh may mdc do thude c6 thé gdy ra chéng mat, dau dau, ao
gidc mic di xay ra v4&i tan sudt hiém gip.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Probenecid lam ting nira doi trong huyét twong va AUC ciia acyclovir, 1am giam thai trlr qua nudce tiéu va do thanh
thai cia acyclovir. )

- Dung dong thoi zidovudin va acyclovir ¢6 thé gdy trang thai ngi lim va lo mo. Cén theo doi sat nguoi bénh khi phoi
hop.

- Interferon lam ting tic dung chong virus HSV-1 in vitro ctia acyclovir. Tuy nhién tuong tac trén lam sang van chua
10.

- Amphotericin B va ketoconazol lam tang hiéu luc chéng virus ctia acyclovir.

- Twong ky: Acyclovir twong ky véi cac ché pham cua mau va dung dich chira protein. Acyclovir tuong ky véi
foscarnet,

TAC DUNG KHONG MONG MUON:

Cac ADR thudng hiém gap sau khi uéng hodc tiém tinh mach acyclovir

Hiém gip, ADR > 1/1000

- Tiéu hoa: Budn ndn, non, ia chay, dau bung, chéan an, rdi loan tiéu héa (khi uéng hodc tiém tinh mach).

- Huyét hoc: Thiéu mau, giam bach ciu, viém hach bach huyét, giam tiéu cdu. Ban xudt huyét giam tiéu clu, hoi
chitng tan huyét taing uré mau, doi khi dén dén tir vong da timg xay ra & bénh nhan suy giam mién dich ding lidu cao
acyclovir.

- Than kinh trung wong: Pau dau, chéng mit, hanh vi kich dong. it giip 1a cdc phan (g than kinh hogc tAm thin (ngu
lim, run, I4n, 4o gi4c, con déng kinh).

- Da: Phat ban, ng(ta, may day.

- Céc phan img khac: Sét, dau, test gan ting, viém gan, vang da, dau co, phi mach, rung téc. Thudc c6 thé két tiia &
dng than khi tiém tinh mach, din dén suy than cap.
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Hiwréng din cic xir tri ADR
Cac ADR thuong hiém xay ra va nhe, tu hét. Néu cac triéu chimg nang (14 lan, hén mé & ngudi suy thén), phai ngiing
thuoe ngay. Dien bién thuong tot sau khi ngirng thuoc, it khi phai tham phan mau.

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG
THUOC

QUA LIEU VA CACH XU TRI:

Triéu ching: O nguoi suy than khi dang acyclovir tiém tinh mach lidu qué cao da thdy y thirc thay doi tir lu 1dn, do gidc
dén hon mé. Tién trién thuong tot sau khi ngimg thude va lam thdm tach mau. Tiém tinh mach lidu duy nhéat 80 mg/kg
chua giy ra triéu chimg qua licu.

Cdch xir tri:

Tham phan mau nguoi bénh cho dén khi chirc nang than phuc hdi, ngimg thude, cho truyén nuée va dién giai.

PAC TINH DUQC LU'C HQC:

Nhém duoc Iy: Thude chéng virus.

M3 ATC: JOSABO!

Acyclovir (acycloguanosin) la mt purin nucleosid tong hop, ¢6 tac dung chdng virus Herpes simplex va Varicella zoster.
Pé ¢6 tic dung, acyclovir phai dugc phosphoryl héa thanh dang c6 hoat tinh la acyclovir triphosphat. Bau tién, acyclovir
dugc chuyén thanh acyclovir monophosphat nhe enzym ctia virus la thymidin kinase, sau d6 chuyén tiép thanh acyclovir
diphosphat nh& enzym ciia té bao 1a guanylat kinase va cudi cliing thanh acyclovir triphosphat bai mot sé enzym khac cua
té bao (nhu phosphoglycerat kinase, pyruvat kinase, phospho-enolpyruvat carboxykinase). Acyclovir triphosphat tic ché
sir tong hop ADN va su nhan 1én ciia virus bang cach trc ché enzym ADN polymerase ciing nhu sir gén két vao ADN cuia
virus, ma khong anh huong gi dén chuyén héa ctia té bao binh thuong. Trong té bao khong nhiém virus He pes, in vitro,
acyclovir chi dugc cdc enzym té bao (vat chu) phosphoryl héa v6i lugng toi thlcu Acyclovir ciing dugc chuyén di thanh
'1cyclov11 triphosphat bang mét s6 co ché khac vi thude ¢6 tac dung déi véi mét sb virus khong co thymidin kinase (thi du
virus Epstein-Barr, Cytomegalovirus). Cac nghién ciiu in vitro cho thay acyclovir triphosphat dugc san xudt ra ¢ nong do
thép théng qua cac enzym phosphoryl héa chua dirgc xac dinh ctia té bao bi nhiém EpsteinBarr va Cytomegalovirus.
Hoat tinh khéng virus Epstein-Barr clia acyclovir c¢6 thé do AND polymerase ctia virus tang nhay cam bi trc ché véi ndng
do

thdp ctia acyclovir triphosphat (dugc tao ra do enzym té bio phosphoryl héa). Hoat tinh khang Cytomegalovirus & ngudi
c6 thé do trc ché tdng hop polypeptid dic hiéu cta virus; Gic ché nay doi héi ndng do cao acyclovir hodc acyclovir
triphosphat in vitro.

Co ché tac dung chdng lai cac virus nhay cam khac nhu EpsteinBarr va Cytomegalovirus van chua duge 15, cn nghién
ctru thém. Tac dung ctia acyclovir manh nhit trén virus Herpes simplex typ | (HSV-1) va kém hon & virus Herpes
simplex typ 2 (HSV-2), virus Varicella zoster (VZV), tac dung yéu nhét trén Epstein Barr va Cy!omegalovu us (CMV).
Acyclovir khong ¢6 téc dung chéng lai cdc virus tiém an, nhung cé mét vai bing chimg cho thiy thude e ché virus
Herpes simplex tiém 4n ¢ giai doan dau tai hoat dong. Khang thubc: In vitro va in vivo, virus Herpes simplex khéng
acyclovir tang |&n, do xudt hién thé dot bién thiéu hut thymidine kinase ctia virus, 1a enzym cén thiét dé acyclovir chuyén
thanh dang c6 hoat tinh. Ciing ¢6 co ché khang thude khac 1a do su thay déi dac tinh ciia thymidin kinase hay giam nhay
cam vGi ADN polyme[ase ctia virus. Khang acyclovir do thiéu hut thymidin kinase c6 thé gay khéng chéo véi cac thude
khang virus khéc cling dugc phosphoryl
héa boi enzym nay, nhu brivudin, idoxuridin va ganciclovir.

Virus khang thudc tré thanh mot van dé ddi voi ngudi bénh suy giam mién dich. Pic biét ngudi bénh AIDS hay bi nhidm
virus Herpes simplex khang acyclovir ¢ da, niém mac.

PAC TiNH DUQC PONG HOC:

Acyclovir hdp thu kém qua duémg udng. Sinh kha dung duong udng khoang 10 - 20%. Thirc n khéng lam anh huong
dén hdp thu cia thude. Acyclovir phan bé rong trong dich co thé va céc co quan nhu: Nio, than, phdi, rudt, gan, lach, co,
tir cung, niém mac va dich am dao, nuéc mat, thiy dich, tinh dich, dich nio tiy. Sau khi tiém tinh mach dang mudi natri
ciia acyclovir, néng dd thude trong dich ndo tuy dat dugc khoang 50% nong do thude trong huyét tuong. Lién két véi
protein thap (9 - 33%). Thoi gian dat ndng o dinh trong huyét thanh sau khi udng tir 1,5 - 2 gid.

O ngudi bénh chirc nang than binh thuong, nira doi thai trir khodng 2 - 3 gio; ¢ ngudi bénh suy thin man tri s6 nay tang
va c6 thé dat t6i 19,5 gio & bénh nhin v niéu. Trong thoi gian thdm phan mau, nira doi thai trir giam xudng con 5,7 giv
va khoang 60% liéu acyclovir dugc dao thai trong qua trinh thdm phén.

Probenecid lam téng ntra doi va AUC cua acyclovir.

Acyclovir qua duge hang rao nhau thai va phan bd dugc vao sira me véi nong do gdp 3 1an trong huyét thanh me. Thude
ciing dugc chuyén héa mot phan qua gan thanh 9-carboxymethoxymethylguanin (CMMG) va mot lwong nho 8-hydroxy-
9-(2-hydroxyethoxymethyl) guanin.

Acyclovir duge thai trir chu yeu qua nuéc tiéu dudi dang khéng ddi qua loc cau than va bai tiét dng than. Khoang 2%
tong li¢u thai trir qua phan. Phan Ién liu tinh mach don duwogc thai trir _qua nude tiéu du6i dang khong ddi trong vong 24
gir. O ngudi 16m ¢6 chiic ning thn binh thudng, khoang 30 - 90% liéu tinh mach don thai trir qua nuée tiéu dudi dang
khong doi trong vong 72 gio, xip xi 8 - 14% va dudi 0,2% thai trir qua nude tiéu & dang CMMG va 8-hydroxy-9-(2-
hydroxy- ethoxymethyl)guanin (twong img). Acyclovir dwgc thai khi tham phan mau.
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Acyclovir thuong dugc hdp thu rat it khi boi trén da lanh, nhung c6 thé’tﬁng Ién khi thay déi cong thirc bao ché.
Acyclovir ding dudi dang thuée m& tra mat 3% dat duoc nong dé tuong doi cao trong thiy dich nhung lugng hap thu
vao mau khong déng keé.

QUI CACH DONG GOI: Hop 3 vi hogic 10 vi x 10 vién; Hop 1 chai x 100 vién.

BAO QUAN: Nhiét do khong qua 30°C, tranh am.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Pia chi: S6 18 duong Lé Thi Soc, Ap 2A, X4 Tan Thanh Ty, Huyén Cit Chi, TP.HCM.




