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THUOC NAY CHI DONG THEC DON THUGC.

DEXA TAM TAY TRE EM.

BOCKTHUONG DAN S DUNG TRUGC KHI DUNG.
THANH PHAN: M3i vién nén chia:

Thénh phdn dugc chat:
ACYPES 200: Acydovir. 200 mg.

i 300 mg.

01, Povidon K30, Tinh bdt bién tinh natri glycolat, magnesi stearat.

ACYPES 800: Vién nén. Vién nén hinh bau duc, mau tring, khum, mdt mt ¢6 vach ngang, mdt mat tron.

CHI DINH BIEU TRI:

- Biu tri nhiém virus Herpes simplex (typ 1va 2) |an d4u va tdi phat &niém mac - da {viém miéng - lgi, viém bj phan
sinh duc), viém ndo - mang néo, & mat {viém gidc mac).

- Dur phdng nhiém HSV & niém mac - da bi téi phét ft nhdt 6 1an/ndm, & mat (viém gidc mac t4i phdt sau 2 1an/ndm)
hojc truéng hgp phai phdu thudt & mét.

- Nhiém virus Varicella Zoster:

+ Zona, dy phing bién diing mat do Zona mét. Thily d3u & ngudi mang thai: Bénh xudt hién 8 - 10 ngay trudc khi &,
+ Thily dgu sosinh.

+ Sasinh trudic khi phét bénh: Khi me bi thiy dau 5 ngay trudc va 2 ngay sau khi 6&,

+ Thily d3u ndng & tré dudi 1 tudi.

+ Thily d3u ¢6 bién chiing, d3c bigt vigm phdi do thiy div.

LIEU LUGNG VA CACH DONG:

Biéu tri bling acyclovir phai dugc bit du cang s6m cing t6t khi c6 du hiéu va triéu chimg cla bénh.

Tré em nén diing acyclovir & dang bao ¢h& hén dich udng dé dé sit dung hon.

Liéu ung thay ddi tily theo chi dinh:

Diéu tri nhiém Herpes simplex tién phdt bao gom ck Herpes sinh duc:

- Liéu thdng thuéng udng 200 mg/1dn ngay udng 5 lan, cich nhau 4 gid. Udng trong 5 - 10 ngay.

- Néu suy gidm mi&n dich néng hosc hdp thu kém: 400 mg/I4n ngdy 5 Ian, diing trong 5 ngdy.

- Loai b téi phét & ngudi c6 kha nang min dich (ft nhdt ¢6 6 14n tai phat/nm): USng 800 mg/ngdy chia 1am 2 hodc
414n. Liéu phdp diéu tri phdi ngiing sau 6 - 12 thang dé danh gia két qua.

- Néu tdi phit thua (< 6 [dn/nam), chl nén diéu tri dot ti phdt: 200 mg/14n, ngay ubng 5 13n, udng trong 5 ngay.
Bat d4u ubng khi ¢6 triéu ching tién trién.

Du phdng HSV & ngudi suy gidm mién djch: 200 - 400 mg/1dn, uéng 4 1dn méi ngdy.

Nhiém HSV & mdt:

-Bidu trf viém gidc mac: 400 mg/ldn ngdy udng S 14n, udng trong 10 ngay.

- Dy phing téi phét, viém gidc mac: (sau 3 13n téi phat/ndm): 800 mg/ngay chia lam 2 1an. Dénh gi4 lai sau 6 - 12
théﬁnyg diéu tri. Trudng hop phéi phau thuat mét: 800 mg/ngdy, chia lam 2 Ian.

Thily diu:

- Ngudi |én: 800 mg/1n, 4 hodc 5 lin/ngay. Udng trong 5 - 7 ngdy.

~Trén 2 tudi: 20 mg/kg, 151 da 800 mg/lin, udng 4 lin/ ngay. Ugng trong 5 ngay. Hojic dudi 2 tusi: 200 mg/4n, 418n
mi ngay.

- 2- 5 tudi: 400 mg/1dn, 4 lin/ngay.

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

Zona:

- Nguildn, 800 mg/lin, 5 lin/ngay, udng trong 5 - 10 ngay.

-Tré em: 2 tudi hofic trén 2 tudi: Liéu nhy ngudi Idn.

- D 2 tudi: diing 1/2 liéu ngudi lén.

Bénh nhan suy thin:

Liéu va s§ 1&n uong phéi thay 43 tliy theo milc 49 téin thudng than.

Diéu chinh liéu udng & ngudi suy than:

Liéu théng thudng Db thanh thil creatinin (ml/phiit) Liéu diéu chinh
200 mg, cich nhau 4 gig/lan, >10 Khéing cén diéu chinh
5 ldn/ngay. 0-10 200 mg, cich nhau 12 gi¢
400 mg, cach nhau 12 gid/Ian. >10 Khéng cdn diéu chinh
0-10 200 mg, cich nhau 12 gig
800 mg, cach nhau 4 gid/1an, =25 Khéng cén diéu chinh liéu
5 14n/ngay. 10-25 800 mg, cich nhau 8 gig/lan
0-10 800 mg, céch nhau 12 git/14n
Thim phdn mdu: B8 sung 1 liéu ngay sau mi 14n thdm phan méu.
Lidu udng voi ngudi bénh suy thiln kém nhiém HIV nhu sau:
D4§ thanh thal creatinin (ml/phit) Cich diing
>80 Khéng diéu chinh liu.
50-80 200 — 800 mg, céch nhau 6 — 8 gid.
25-50 200 — 800 mg, cach nhau 8 — 12 gid.
10-25 200 — 800 mg, cich nhau 12 — 24 gid.
<10 200 — 400 mg, cach nhau 24 gid.
CHONG CHI DINH:

- Bénh nhin qua mén cdm vdi acyclovir hodc véi bt ky thanh phén nao cla thudc.

CANH BA0 VA THAN TRONG KHI I DUNG:

- Than trong véi ngui suy thén, liéu diing phai diéu chinh theo d6 thanh thai areatinin. Tiém truyén tinh mach chém,
vdi thdi gian ft nhdt 1 gi% 8 tranh két ta acyclovir trong thdn. Trénh tidm nhanh hodc tiém i mt lugng I6n. Cin
cho dd nuéc. Nguy ¢ suy thén ting |&n, néu diing ddng thi véi cdc thudic 8¢ véi than.

TRUGNG HOP CO THAI VA CHO CON BU:

Phu nif 6 thai

ChT nén diing acyclavir cho nquii mang thai khi loi ich diéu tri hon hiin rii ro 6 thé xdy ra vdi bao thai,

Phu nff cho con bd

Acyclovir dugc bai tiét qua sita me khi diing duiting udng, tuy nhién chua cd ghi nhén vé téc dung c6 hai cho tré bi me
khi ngudi me dang diing acyclovir. Nén thén trong khi diing thudc d6i véi ngudi cho con ba.

ANH HUGNG COA THUSC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thén trong khi sit dung acyclovir trong khi I&i xe hoic van hanh may méc do thudc ¢6 thé gy ra chéng mit, dau déu,
40 gidc mac dii xay ra véi tén sudt hiém gip,

TUONG TAC, TUONG KY v01 CACTHUGC KHAC VA CAC DANG TUONG TAC KHAC:

- Probenecid Iam ting nifa &% trong huy&t tuong va AUC cda acyclovir, 1am gidm thdi tr qua nudc tiéu vi d6 thanh
thai clia acyclovir.

- Diing déng thei zidovudin va acydovir c6 thé gdy trang thai ngil lim vi lo ma. Cin theo ddi st nqudi bénh khi phdi hop.
- Interferon |3m téng t&c dung chdng virus HSV-1 in vitro clia acyclovir. Tuy nhién tuong tac trén 14m sang vén chua rd.
- Amphotericin B va ketoconazol Iam téing higu luc chdng virus cia acyclovir.

- Tergng ky: Acydovir tuong ky véi cic ché phdm clia mau va dung dich chiia protein. Acyclovir tugng ky vdi foscamet.
TAC DYNG KHONG MONG MUON;

Céc ADR thudng hiém gdp sau khi ung hodc tiém tinh mach acyclovir

Higm g, ADR > 1/1000

- Tiu héa: Buén nén, nén, fa chdy, fau bung, chén an, rdi loan tiéu héa (khi uSng hodc tiém tinh mach).

- Huyét hoc: Thiéu mau, gidm bach ciu, viém hach bach huyét, gidm ti€u cAu. Ban xusit huyét gidm ti€u ciu, hdi ching
tan huyét ting uré méau, d6i khi din dén tif vong d titg xay ra & bénh nhén suy gidm mién dich ding liéu cao
acyclovir.

- Thén kinh trung vang: Dau d4u, chéng mt, hanh vi kich dtng. [t gdp 1A c&c phin ting than kinh hodic tm thén (ngii
lim, run, I3n, 4o gidc, con déng kinh).

- Da: Phét ban, ngiia, may day.

- Cac phdn dng khdc: S&t, dau, test gan ting, viém gan, vang da, dau ca, phil mach, rung toc. Thudc c6 thé ket tda &
@ng than khi tiém tinh mach, déin dén suy than c3p.

Hudng din céc it trl ADR:

Céc ADR thudmg hi€m xay ra va nhe, tu hét. Néu céc triéu chiing ngng (1d 13n, hdn mé & ngudi suy thén), phai ngimg
thudic ngay. Dién bign thuding t5t sau khi ngling thudc, ft khi phai thim phin méu.

THONG BAG NGAY CHO BAC STHOAC DUOC STNHONG PHAN GNG €0 HAI GAP PHAI KHI ST DUNG THUGLC,

QUA LIEU VA CACH XU TRI:

Trigu ching: & nguisi suy than khi diing acyclovir tiém tinh mach liéu qué cao i thiy ¥ thiic thay déi tir 6 I3n, 4o gidc
dén hon mé. Ti&n trién thudng t6t sau khi ngimg thudc va 1am thim téch méau. Tiém tinh mach liéu duy nh&t 80 mg/kg
chua gy ra triéu ching qud liéu.

Cdch xittrl:

Tham phén méu ngui bénh cho dén khi chitc ndng thin phuc hdi, ngimng thudc, cho truyén nudc va dién gidi.
DACTINH DUGC LYC HOC:

Nhém dugc Iy: Thuc chdng virus.

Ma ATC: JOSABO1

Acyclovir (acycloguanasin) 1A mét purin nucleosid tdng hap, ¢6 tic dung chéng virus Herpes simplex va Varicella zoster.
D& 6 tac dung, acyclovir phai dugc phosphoryl héa thanh dang cé hoat tinh 13 acydovir triphosphat. Dau tién,
acyclovir duge chuyén thanh acyclovir monophosphat nhi enzym cla virus 13 thymidin kinase, sau 86 chuyén tiép
thanh acyclovir diphosphat nh& enzym clia t& bdo 12 quanylat kinase va cudi cting thanh acyclovir triphosphat bai mt
s§ enzym khiéc clia t& bao (nhu phosphoglycerat kinase, pyruvat kinase, phospho-enolpyruvat carboxykinase).
Acyclovir triphosphat tic ch& sut8ng hgp ADN va s nhén Ién ciia virus béing cdch Gic ch& enzym ADN polymerase cling
nhu sy gdn kétvao ADN cdia virus, ma khang dnh hudng gi 8&n chuyén héa ciia té& bao binh thutmg. Trong t& bo khng
nhi&m virus Herpes, in vitro, acyclovir chi dugc cicenzym t€ bao (vt chii) phosphoryl héa véi lugng téi thidu, Acyclovir
ciing dugc chuyén ddi thanh acyclovir triphosphat bing mét s3 co ch€ khac vi thudc cé tic dung déi véi mat s virus
khdng <6 thymidin kinase (thi du virus Epstein-Barr, (ytomegalovirus). Cic nghién au in vitro cho thdy acyclovir
triphosphat dugc sin xudt ra & néng d6 thip théng qua cic enzym phosphoryl héa chua dugc xac dinh cla t& bao bj
nhiém EpsteinBarr vi ytomegalovirus.

Hoat tinh khang virus Epstein-Barr clia acyclovir ¢6 thé do ADN polymerase clia virus ting nhay cdm bi éic ché vdi néng 46
thip ciia acyclovir triphosphat (duge tao ra do enzym t€ bao phosphoryl héa). Hoat tinh khing (yromegalovirus &
ngudi ¢ thé do tdic ché tng hop polypeptid d3c hiéu ciia virus; Gc ché& ny dbi héi ndng db cao acyclovir hoic acyclovir
triphosphat in vitro.

(o ché tic dung chdng lai cic virus nhay cdm khéc nhu EpsteinBarr vi (yfomegaiovirus vin chua dugc rd, cdn nghién
ctiu thém. Tac dung cfia acyclovir manh nhét trén virus Herpes simplex typ 1 (HSV-1) va kém hon &virus Herpes simplex
typ 2 (HSV-2), virus Varicella zoster (VIV), téc dung yéu nhdt trén Epstein Barr va Cytomegalovirus (CMV). Acyclovir
khdng c6 tic dung chdng lai cic virus tiém dn, nhung c6 m{t vai bling chitng cho thdy thudc dc ché virus Herpes
simplex tiém &n & giai doan ddu t41 hoat ddng. Khéng thudc: In vitro va in vivo, virus Herpes simplex khing acyclovir
ting lén, do xu&t hién thé 86t bién thi€u hut thymidine kinase cda virus, 13 enzym cin thiét d€ acyclovir chuyén thanh
dang c6 hoat tinh. Ciing c6 co'ché khang thudc khéc 12 do sy thay 88 déc tinh cda thymidin kinase hay gidm nhay cm
vi ADN polymerase cfia virus. Khing acyclovir do thigu hyt thymidin kinase c6 thé gdy khing chéo véi cic thudc
khéng virus khic c{ing duigc phosphoryl héa bdi enzym nay, nhu brivudin, idoxuridin va gancidovir,

Virus khang thudc tr& thanh mat van dé ddi véi ngui banh suy gidm mién dich. Bic bt ngudi bénh AIDS hay bi
nhiém virus Herpes simpiex khang acyclovir & da, niém mac.

DACTINH DUGC BONG HOC:

Acyclovir hip thu kém qua dudng ung. Sinh kha dung duéng udng khodng 10 - 20%. Thic 3n khdng Iam &nh hudng
dén hdp thu clia thudc. Acyclovir phén bé rong trong dich cg thé va cic cd quan nhu: Nao, thin, phdi, rudt, gan, lich,
€0, 1l cung, niém macva dich 8m dao, nudc mat, thily dich, tinh dich, dich néo tdy. Sau khi tiém tinh mach dang mugi
natri clia acyclovir, ndng d6 thudic trong dich néo tiy dat dugc khodng 509 ndng d6 thudc trong huyét tuong. Lién két
voi protein thdp (9 - 33%). Thdi gian dat ndng 48 dinh trong huyét thanh sau khi uéng tir 1,5 - 2 gid.

0 ngudi bénh chic nang thén binh thudng, nfa ddi thi trir khodng 2 - 3 gid:; & ngudi bénh suy than man tri s6 ndy
ting va c6 thé dat t6i 19,5 git & bénh nhén vb niéu. Trong thii gian tham phin mau, nita ddi thi trir gidm xuding chn
5,7 gitrva khodng 60% liéu acyclovir dugc dao thi trong qua trinh thim phén.

Probenecid lam téing nifa i va AUC clia acydovir.

Acyclovir qua dudc hang rde nhau thai va phan b duoc vao sifa me véindng 48 gdp 3 1n trong huyét thanh me. Thudc
ciing duge chuyén héa mdt phdn qua gan thinh 9-carboxymethoxymethylguanin (CMMG) va mét lugng nhé
8-hydroxy-9-(2-hydroxyethoxymethyl) guanin.

Acyclovir duge thal trir chi yéu qua nudc tiéu dudi dang khdng d6i qua loc ciu than va bai tiét Sng than. Khodng 2%
t4ng lidu thai trif qua phan. Phdn Ign liéu tinh mach don dugc thal trirqua nuc tidu dudi dang khdng 431 trong vong
24 gits. O ngudi I6n ¢8 chiic nng thén binh thutng, khoang 30 - 90% liéu tinh mach don thai trii qua nude tidu dudi
dang khéng d6i trong vdng 72 gid, x8p xi 8 - 14% va duéi 0,2% thii trir qua nudc tifu & dang CMMG v
8-hydroxy-9-(2- hydroxy- ethoxymethyl}guanin (tuong dng). Acyclovir dugc thdi khi thdm phan méu.

Acyclovir thudng dugc hdp thu rat it khi bi trén da lanh, nhung c6 thé ting lén khi thay ddi cong thifc bio ché.
Acyclovir diing duéi dang thudc m tra mét 3% dat dugc ndng dd tudng d6i cao trong thiy dich nhung lugng hip thu
vao mau khdng déng k&.

QUI CACH BONG GOI: Hap 3 vi hodc 10 vi x 10 vién; Hap 1 chai x 100 vién.

BAO QUAN: Nhiét 46 khdng qud 30°C, trénh dm.

HAN DUNG: 36 théng ké tir ngay sin xudt.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUQ( PHAM BV PHARMA
Dla chi: 56 18, Dubng LAThi Soc, Ap 24, Xa Tan Thanh Tay, Huyén Gl Chi, Thanh Phi HG Chi Minh, Viét Nam.
Moi thde méc véi thong tin chi tiét, xin ién hé s6 dién thogi: 02822538854
HDSD-ACYPE-X00{200-N-D260XR110-TP2-23-A




