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1. Cfic ddu hidu Iwu § va kh ﬁn pggmc:bu ng

Théng bao cho bac si tac ch_mg khéng mong muédn khi sir dung thubc.
2. Thanh phén cong thite thude (cho 1 vién)
Thimh phdn diege chdt:
DEHEIENIR. ¢ msmsimsisssesmnermsssmmsesosssvssssni s e 4mE S SERD PR RER AR IR PR SSR S s s e arsisbbse nentwramss s OO ILD LD
Théanh phan td dwoe; cellulose vi tinh thé 101, copovidon, natri starch glycolat, magnesi stearat vira
da 1 vién nén.
3. Dang bao ché:
Vién nén. Vién nén hinh elip, mau tring, mdt mat tron, mét con lai c6 khfic mét vach ngang, canh va
thanh vién lanh Ian.
4. Chi dinh
Phartevir 800 dugc chi dinh dé didu tri nhiém virus herpes simplex & da va niém mac bao gbm

herpes sinh duc 1in dau va tai phat (tri HSV & tré so sinh v nhim HSV niing & tré em bj suy giam <

micn dich). [ c<|
Phartevir 800 duge khuyén ding & tré em trén 6 tudi. .'I: “py
5. Cich ding, li¢u ding: ' \{w _TT;:
Cach dung: \"\

Vién nén Phartevir 800 ducc ding dudng ubng va co thé duge phén tén trong it nhit 50 ml nude
hotic nudt toan bd véi mdt cde nuoe day. Cin dam bao cung cdp da nuée cho bénh nhén ding
acyclovir lidu cao.

Lidu dime ¢ nowoi Ion

Diéu tri nhim herpes zoster (bénh zona, viém hach sau céip) va varicella (bénh thity ddu): Nén ding
800 mg acyclovir nim lin mbi ngay, céch nhau khoang bdn gitr, bo qua lidu ban dém. Nén tiép tuc
diéu trj trong bay ngay.

(5 nhimg bénh nhan bj suy giam mién dich nang (vi du sau khi cly ghép tay) hodic & nhitng bénh
nhén bi giam hip thu tir rudt, nén cAn nhfic vide ding thude qua dudmg tinh mach.

Nén biit diu ding thude cang sém cang t6t sau khi bét dAu bj nhidm: Diéu tri herpes zoster mang lai
két qua t&t hon néu bit diu cang sém cing tot sau khi bat ddu phat ban. Diéu tri bénh thiy dau &
bénh nhan suy giam mién dich nén bat déu trong vong 24 gitr sau khi phét ban.

Nhi khoa

Piéu tri nhiém varicella

Tir 6 tudi tr& 1én: 800 mg acyclovir bon lan moi ngay.
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Nén tiép tuc didu tri trong nim ngdy.

Khéng co dit lidu cu thé nao vé viéc ngin chin nhidm herpes simplex hodic diéu tri nhiém herpes
zoster & tré em c6 kha ning mién dich.

Pé diéu tri nhidm virus herpes & tré so sinh, nén ding acyclovir dudmg tiém tinh mach.

Liéu dimg & neudi cao tudi

Phai cAn nhéic kha niing suy thdn & ngudi cao tudi va diéu chinh liéu lugng cho phit hop (xem Liéu
ding & nguoi suy than dudi day).
Cén duy tri dit nuée cho bénh nhan cao tudi dimg Acyclovir dudng ubng lidu cao.

Liéu dimg & newedi suy thdn

Thén trong khi ding acyclovir cho bénh nhén suy giam chiic nang thin. Cin duy tri do nude.

Trong didu tri nhiém herpes zoster, nén diéu chinh lidu hugng thanh 800 mg acyclovir hai 14n mdi
ngay, cach nhau khoang mudi hai gitr cho bénh nhén suy thén ning (d6 thanh thai creatinin duai 10
ml/phit), va thanh 800 mg acyclovir ba 1in mBi ngdy céch nhau khoang tAm gi&r di v6i bénh nhan
suy thin vira (d6 thanh thai creatinin trong khoang 10 - 25 ml/phit).

6. Chéng chi dinh:

- Bénh nhan qui min cam véi acyclovir hodic voi bét ky thanh phin ndo ciia thue.

7. Cénh bdo va thin trong khi diing thuie:

Thén trong v&i ngudi suy than, liéu ding phéi diéu chinh theo do thanh thai creatinin. Tiém truyén
{inh mach cham, véi thoi gian it nhét 1 gid dé tranh két tia acyclovir trong than. Tranh tiém nhanh

hodc tiém vai mot lugng lon. CAn cho @0 nuée. Nguy co suy thén ting 1én, néu dimg ddng thoi voi

Cac thuoce doc voi than.

8. Sir dung thudc cho phy nit ¢6 thai va cho con bi

Sik dung thubc cho phu nit cé thai

Chi nén diing acyclovir cho ngudi mang thai khi loi ich didu tri hon hin riii ro c6 thé xay ra véi bao
thai.

Stk dung thubc cho phy nit cho con bii

Acyclovir duge bai tiét qua sita me khi dung duong ubng, tuy nhién chua c6 ghi nhén vé tic dung ¢6
hai cho tré ba me khi ngudi medang dung acyclovir. Nén thén trong khi ding thube dbi voi ngudi
cho con b

9. Anh hwtng ciia thude Ién khi ning l4i xe, vin hanh may méc

Thén trong khi sir dung acyclovir trong khi lai xe ho@c van hanh may mée do thube cb thé giy ra
chong mit, dau diu, 40 gide mic di x4y ra v6i tAn suat hiém giip.

10. Twong tie, twong ky ciia thuée

Tuweong tic thube

- Probenecid lam tang nua doi trong huyét twong va AUC clia acyclovir, 1am gidgm thai trir qua

nude tieu va do thanh thai ctia acyclovir.
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- Dung ddng thoi zidovudin va acyclovir ¢6 thé gay trang thai ng lim va lo mo. Cén theo doi sat
ngudi bénh khi phéi hop.

- Interferon 1am ting tic dung chéng virus HSV-1 in vitro cta acyclovir. Tuy nhién tuong téc trén
14m sing vin chua ré.

Amphotericin B va ketoconazol 1am tang hiéu lue chéng virus ctia acyclovir.

Tuwong ky thuée

- Acyclovir twong ky véi céc ché phim ctia mau va dung dich chita protein. Acyclovir tuong ky
véi foscarnet.

11. Tac dung khong mong muén ciia thude:

Céc ADR thudmg hiém gip sau khi udng hoiic tiém tinh mach acyclovir

Hiém gép, ADR > 1/1000

- Tiéu héa: Budn non, non, ia chay, dau bung, chan &n, r6i loan tiéu héa (khi ubng hodc tiém tinh
mach).

- Huyét hoe: Thiéu méau, gidm bach cAu, viém hach bach huyét, giam tiéu ciu. Ban xuit huyét
giam tiéu clu, hoi chimg tan huyét ting uré mau, déi khi dan dén tir vong da timg xay ra & bénh
nhan suy giam mién dich ding liéu cao acyclovir.

- Thén kinh trung wong: Pau dAu, chéng mit, hanh vi kich dong. it gip 1a cic phan img than kinh
hodc tim thén (ngt lim, run, l4n, &0 gidc, con ddng kinh).

- Da: Phat ban, ngira, may day.

- Cée phan mg khac: SHt, dau, test gan ting, viém gan, vang da, dau ca, phit mach, rung téc.

Thubc ¢6 the ket tia o émg than khi fiém tinh mach, dindén suy than cép.
Huéng dn cdc xir tri ADR '
Céc ADR thudmg hiém xdy ra vi nhe, tu hét, Néu cac triéu chimg nang (16 in, hon mé & ngudi suy
than), phéi ngimg thube ngay. Dién bién thudmg t6t sau khi ngimg thudc, it khi phai thim phin méu.
Thong bdo ngay cho bde sy hodc duge sy nhitng phan ving c6 hai gdp phai khi st dung thube.
12. Qua lidu va cach xir tri
Triéu chitng: O ngudi suy thin khi ding acyclovir tiém tinh mach liéu qua cao da thdy ¥ thic thay
déi tir 14 1n, 4o gidc dén hon mé. Tién trién thudng 6t sau khi ngimg thude va 1am thim tach médu,
Tiém tinh mach lidu duy nhét 80 mg/kg chura gly ra triu chimg qué liéu.
Cdch xu tri:
Thim phan mdu ngudi bénh cho dén khi chiic nang thin phuc héi, ngimg thuée, cho truyén nude va
dién gidi.
13. Dic tinh duge lwe hoc:
Nhém duge 1y: Thude chong virus.
Ma ATC: JOSABO!
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Acyclovir (acycloguanosin) 1a mdt purin nucleosid tdng hop, ¢6 tac dung chéng virus Herpes
simplex va Varicellu zoster. D& c6 tac dung, acyelovir phai duge phosphoryl héa thanh dang 6 hoat
tinh 1a acyclovir triphosphat. PAu tién, acyclovir duge chuyén thanh acyclovir monophosphat nhéy
enzym ciia virus 12 thymidin kinase, sau d6 chuyén tiép thanh acyclovir diphosphat nh& enzym ciia
t& bao 1a guanylat kinase va cudi cing thanh acyclovir triphosphat béi mét sb enzym khic cia té bao
(nhwr phosphoglycerat kinase, pyruvat kinase, phospho-enolpyruvat carboxykinase). Acyclovir
triphosphat Gre ché su téng hop ADN va sir nhén 1én ciia virus bang cich tic ché enzym ADN
polymerase cfing nhu su gén két vao ADN caa virus, ma khong anh huémg gi dén chuyén héa cia té
bao binh thudmg. Trong té bao khong nhiém virus Herpes, in vitro, acyclovir chi duoc cdc enzym té
bao (vat chit) phosphoryl héa véi lrgng tdi thidu. Acyclovir ciing duge chuyén ddi thanh acyclovir
triphosphat bing mét s6 co ché khic vi thube c6 tic dung d6i véi mot sb virus khong ¢6 thymidin
kinase (thi du virus Epstein-Barr, Cytomegalovirus). Cac nghién ctru in vitro cho thdy acyclovir
triphosphat dugc san xuét ra & ndng d thip thong qua cic enzym phosphoryl héa chua duge xéc
dinh ctia t& bao bi nhiém EpsteinBary va Cytomegalovirus.

Hoat tinh khéng virus Epstein-Barr cia acyclovir ¢6 thé do AND polymerase ciia virus ting nhay
cam bi tic ché vai ndng do thip ctia acyclovir triphosphat (duge tao ra do enzym té bao phosphoryl
héa). Hoat tinh khéng Cytomegalovirus & ngudi c6 thé do Gie ché tdng hop polypeptid d3c hiéu ciia
virus; trc ché nay doi hoi ndng dd cao acyclovir hoie acyclovir triphosphat in vitro.

Co ché thc dung chdng lai cde virus nhay cam khic nhu EpsieinBarr va Cytomegalovirus vin chua

duge 16, cAn nghién ciru thém. Tac dung cua acyclovir manh nhét trén virus Herpes simplex typ 1

(HSV-1) va kém hon & virus Herpes simplex Typ 2 (HSV-2), virus Varicella zoster (VZV), 1ac dung
yéu nhit trén Epstein Barr va Cytomegalovirus (CMV). Acyclovir khong c6 tae dung chéng lai cac
virus tiém 4n, nhung c6 mt vai biing chimg cho thdy thudc e ché virus Herpes simplex tiém 4n &
giai doan dAu t4i hoat déng. Khéang thudc: In vitro va in vivo, virus Herpes simplex khing acyclovir
tang 1én, do xuét hién thé dot bién thiéu hyt thymidine kinase cia virus, 1a enzym cin thiét dé
acyclovir chuyén thinh dang ¢6 hoat tinh. Ciing ¢6 co ché khéng thude khac 14 do su thay dbi dic
tinh ctia thymidin kinase hay gidm nhay cdm véi ADN polymerase ciia virus. Khéing acyclovir do
thiéu hut thymidin kinase co thé gdy khang chéo véi cac thubc khang virus khac ciing duoc
phosphoryl hoa boi enzym ndy, nhu brivudin, idoxuridin va ganciclovir.

Virus khang thubc tror thanh m6t vAn dé d6i voi ngudi bénh suy gidm mién dich. Pic biét ngudi
bénh AIDS hay bi nhiém virus Herpes simplex khdng acyclovir ¢ da, ni€ém mac.

14. Pic tinh dwoe ding hoc

Hip thu

Acyclovir chi duge hép thu mdt phan tir rudt. Néng dd dinh trong huyét twong & trang thai n dinh
trung binh (C*max) sau khi dimg liéu 200 mg, mdi bon gitr 1a 3,1 microMol (0,7 microgam/ml) va

ndng do day tuong duong trong huyét tuong (C®min) 1a 1,8 microMol (0.4 microgam/ml). Cac mirc

ral o © I -
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C®max tuong mg sau liéu 400 mg va 800 mg ding mbi bon gid 1a 5,3 microMol (1,2 microgam/ml)
va 8 microMol (1,8 microgam/ml) va mirc C*min twong duong la 2,7 microMol (0,6 microgam/ml)
va 4 microMol (0,9 microgam/ml).

Thai tri

() ngudi 16n, thoi gian ban thai cubi ciing trong huyét twong ciia acyclovir sau khi dung acyclovir
dudng tiém tinh mach 14 khoang 2,9 gio. Phén 16n thube duge thai trir qua thin dudi dang khéng ddi.
D6 thanh thai qua thin cta acyclovir 16n hon dang ké so v6i dd thanh thai creatinin, cho théy vide
bai tiét qua Sng than, ngodi viée loc chu than gép ph%n vao viée thai trir thube qua than. 9-
carboxymethoxymethylguanin 14 chit chuyén hoa déng ké duy nhét cia acyclovir, va chiém khoang
10 - 15% lidu ding duoc thu hdi qua nuée tiéu. Khi dimg acyclovir mot git sau khi ding 1 gam
probenecid, thoi gian ban théi cudi eing va dién tich duéi dudng cong thdi gian néng dé trong huyét
twong duge kéo dai tuong ung 1a 18% va 40%.

(3 nguoi 16m, néng 69 dinh trong huyét tuong & trang théi 6n dinh trung binh (C*max) sau khi truyén
mdt gid 2,5 mg/kg, 5 mg/kg va 10 mg/kg la 22,7 microMol (5,1 microgam/ml), 43,6 microMol (9.8
microgam/mi) va 92 microMol (20,7 microgam/ml), tuong tmg. Céc mire ddy tuong img (C*min)
sau 7 gio 1in luot 12 2,2 microMol (0,5 microgam/ml), 3,1 microMol (0,7 microgam/ml) va 10,2
microMol (2,3 microgam/ml).

3 tré trén 1 tubi, mire dinh trung binh (C**max) va déy (C®min) twong ty duge quan st thay khi thay
thé lidu 250 mg/m® cho 5 mg/kg va lidu 500 mg/m® duoc thay thé cho 10 mg/kg. O tré so sinh va tré
nhd (0 dn 3 thing tudi) dugc didu tri voi lidu 10 mg/ke dudng tiém truyén trong khoang thoi gian

mit gio moi 8 gio, C*max duge tim thiy 1a 61,2 microMol (13,8 microgam/ml} va C®min Ia 10,1
microMol (2,3 microgam/ml). Thoi gian ban thai cudi ciing trong huyét tuong & nhitng bénh nhén
nay 12 3,8 git. MOt nhom tré so sinh doc 1dp duge diéu tri voi 15 mg/kg méi 8 gitr cho thiy sur gia
tang ty 1& liéu ghn ding, voi Cmax 12 83,5 micromolar (18,8 microgram/ml) va Cmin 1a 14,1
micromolar (3,2 microgram/ml).

O ngudi cao tudi, tdng dé thanh thai co thé giam khi tudi cang cao lién quan dén giam dd thanh thai
creatinin mic dit c6 it thay di trong thr gian ban thai cudi cing trong huyét twong.

&3 bénh nhan suy thin mén tinh, thoi gian ban thai cudi ciing trung binh 14 19,5 gid. Thoi gian ban
thai trung binh cua acyclovir trong qué trinh thim tich mau 12 5,7 gid. Nong d6 acyclovir trong
huyét tuong gidm khoang 60% trong qud trinh thdm téch.

Phén b

Nong d6 thude trong dich ndo tuy xép xi 50% ndng d6 turong img trong huyét tuong. Sir lién két voi
protein huyét tuong tuong dbi thip (9 dén 33%) va céc tuong téc th ubc lién quan dén su dich chuyén
vi tri lién két két khong duge du doén trudc.

15. Qui eich dong goi

Hép 01 vi x vi 10 vién nén, kém theo t hudng din sir dung.
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Hép 03 vi x vi 10 vién nén, kém theo t& hudng dén st dung.

16. Diéu kién bio quin, han ding, titu chuiin chat hryng ciia thube
Bao quan: Nhiét d§ khong qua 30°C, tranh 4m.

Han ding: 36 thang ké tir ngay san Xudt.

Tiéu chufn chit lwong ctia thude: Tiéu chudn co sé.

17. Tén, dia chi ciia co 86 san xuit thude

Cong ty ¢b phin Duge phim Trung vong I - Pharbaco

Tru s&: 160 Ton Dic Thing — Hang Bot —Ddng Da — Ha Néi

DT: 024- 38454561 (024- 38454561) Fax: (124-38237460

San xudt tai: Thach L&i — Thanh Xuén — S6¢ Son — Ha Noi




