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HUONG DAN SU DUNG

RX AGICLOVIR 800

Thudc nay chi diung theo don thudc
Poc ki huwéng din sir dung trwée khi dung
Pé xa tAm tay tré em
Thanh phin céng thirc: Cho 1 vién
Thanh phén hoat chét:
MBbi vién nén AGICLOVIR 800 chira 800 mg Aciclovir.

Thanh phf“m td dugc: Lactose, Tinh bot ngd, Povidon, Microcrystallin cellulose 101, Natri
starch glycolat, Magnesi stearat.

Dang bao ché: Vién nén dai, mau tréng, kich thuéce 8,8 mm x 20,8 mm.
Chi dinh:
Diéu tri nhiém virus Varicella zoster (bénh thuy dau) va virus Herpes zoster (bénh zona) (trur
cac truong hop nhiem HSV & tré so sinh va nhiem HSV & tré em suy giam mién dich nang).
Thude nay khuyén céo chi sir dung ¢ tré em trén 6 tudi.
Li¢u dung, cich dung:
Cich dung: Ubng thudc sau bita an v6i nhiéu nude.
Lieu dimg;:
Diéu tri bang aciclovir phai duge bit diu cang sém cang tot khi c6 déu hiéu triéu ching c
bénh.
Nguwoi lon:
Diéu tri nhiém virus Varicella zoster (bénh thiyy ddu) va virus Herpes zoster (bénh zona):
Ubng 800 mg/lan x 5 lan/ngay (cach nhau 4 gi®), diéu tri lién tuc trong 7 ngay.
Tré em trén 6 tudi:
Diéu tri nhiém virus Varicella zoster (bénh thiy ddu): Ubng 800 mg/lan x 4 1an/ngay, didu tri
lién tuc trong 5 ngay.
D6i twgng dic biét:
Ngueoi cao tu6i: Nén xem xét tinh trang suy giam chuc néng thén & ngudi cao tudi va liéu
luong phai duoc diéu chinh cho phii hop (theo lidu luong trong suy than dudi day).
Bénh nhén cao tudi dung liéu cao aciclovir phai dugc udng du nudc.

Ngum suy thdn: Cin thin trong khi dung aciclovir cho ngudi bénh c6 chic nang thén suy
giam, nguoi bénh phai dugc uéng du nude.

Trong diéu tri nhiém Herpes zoster diéu chinh liéu nhu sau:
D¢ thanh thai creatinin 10 - 25 ml/phit: 800 mg/lan x 3 14n/ngay, cach 8 gir udng 1 1an.
D¢ thanh thai creatinin duéi 10 ml/phut: 800 mg/lan x 2 1an/ngay, cach 12 gio uéng 1 1an.
Mot s6 lwu y dic biét vé xir Iy thudc trwge va sau khi siv dung thudc:
Khong cé yéu cau dic biét vé xu 1y thubc sau khi st dung.

Chéng chi dinh:
Man cam véi aciclovir hogc véi bit ky thanh phén nao cia thude. f

Canh b4o va thin trong khi ding thubc:

Cic tinh trang cin thin trong:
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Cén cung cap du nudce, dac biét doi voi nguoi su dung liéu cao aciclovir. Thén trong khi dung
aciclovir trén cac doi tuong sau:

Bénh nhan suy thdn nang va bénh nhan cao tuéi: Aciclovir duge dao thai qua than, do d6 phai
giam liéu & bénh nhan suy than (xem phan liéu lugng). Bénh nhan cao tudi c6 thé bi giam chirc
nang thén va do dé vi¢c giam Jiéu can duoc can nhic doi véi ‘nhom bénh nhén nay. Ca bénh nhan
cao tudi va bénh nhan suy than déu cd nguy co cao phat trién céc tac dung phu vé than kinh va
dAu hiéu cta céc tac dung phu nay can duge theo ddi chat che. Trong céc truomg hop dugce bao
cao, cac phan img nay noi chung thuong hét khi ngung sir dung thude.

Nguy co suy than ting lcn néu ding dong thoi vé6i cac thube doc vai than.

Bénh nhan suy giam mién dich ngng: Khi diéu tri véi aciclovir kéo dai hoic lap di 1ap lai c6
thé dAn dén viéc chon loc céc ching virus giam dé nhay cam, dan dén khong thé tiép tuc dicu |
tri v&i aciclovir.

Bénh nhén cé bénh than kinh tiém dn, suy gan nang: Bét thuong dién giai hodc d4u hiéu giam
oxy mau déang ké.

Thuéc nay chita lactose: Bénh nhan cé van dé di truyén hiém gip vé khong dung nap
galactose, thiéu enzym Lapp lactase hodc kém hép thu glucose-galactose khong nén diung
thube nay.

Sir dung thude cho phu nit ¢6 thai va cho con bi: i
Thoi ky mang thai: Chi nén dung aciclovir cho nguoi mang thai khi loi ich diéu tri hon hin .
rui ro c6 thé xay ra vdi bao thai.

Théi ky cho con bi: Thude duoc bai tiét qua sita me khi dung dudng udng. Nén than trong
khi dung do6i véi ngudi cho con bu.

Anh hwéng ciia thude 1én khi ning l4i xe, vin hanh may méc:

Chua c6 nghién ctru d4nh gia anh hudng cua aciclovir 1én kha néng 14i xe, van hanh may moc.

Twong tic, twong ky ciia thude:

Twong tic ciia thude véi cic thudc khac va cic loai twong tac khic:

Probenecid: Lam tang nua doi trong huyét tuong va AUC cua aciclovir, giam thai trir qua
nudc tiéu va do thanh thai cua aciclovir.

Zidovudin: Dung dong thoi zidovudin va aciclovir c6 thé gy trang thai ngu lim va lo mo.
Amphotericin B va ketoconazol: Lam tang hi¢u luc chéng virus ctia aciclovir.

Interferon: Lam tang tac dung chdng virus HSV-1 in vitro cua aciclovir, tuy nhién twong tac
trén lam sang van chua 6.

Ciclosporin: Dung dong thoi ciclosporin va aciclovir 1am tang nong dd ciclosporin va dau hidu .
doc tinh trén than. Can theo ddi chit ché chirc nang than & bénh nhén dung ca hai loai thudc.
Cimetidin: Cimetidin lam tang AUC cta aciclovir bing céch canh tranh hoat .dong bai tiét tich
cuc cua cac ong than va lam giam thanh thai cua aciclovir qua than. Khong can diéu chinh liéu
vi khoang liéu diéu tri cia aciclovir rong.

Mycophenolat mofetil: Dung déng thoi aciclovir va mycophenolat mofetil 1am tang AUC cua
aciclovir va cua chat chuyén hoa khong hoat dong cua mycophenolat mofetil, mot tadc nhén trc
ché mién dich dung cho bénh nhén ciy ghép. Tuy nhién, khong can didu chinh liéu vi khoang
lidu diéu trj cua aciclovir rong.

Theophyllin: Da c6 nghién ctru cho thdy diéu tri dong thot theophylhn véi aciclovir lam tang
AUC cua tong liéu st dung khoang 50%, vi vay can theo doi ndng do theophyllin huyét twong
trong thoi gian didu tri dong thoi véi aciclovir.

Nguy co ting doc tinh than khi ding dong thoi véi cae thudc gay doc voi than.

Twong Ky, cita thude: Do khong c¢6 cac nghién ciu vé tinh twong ky cta thudc, khéng trén 1an
thudc nay véi cac thude khac.

Tic dung khong mong mudn cua thude:
Céc tac dung khong mong muén dugc xép loai theo tan suét sir dung quy udc sau: Rit thuong
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gdp (21/10); thuong gap (21/100, <1/10): it gap (21/1.000, <1/100); hiém gap (=1/10.000,
<1/1.000); rat hiém gap (<1/10.000); Chua 13 tin sut (khong thé wéc tinh duge tir dit liéu c6

san).

Co quan h¢ thong Tén suit Téac dung khéng mong mudn

Réi loan mau va hé bach huyét Réit hiém gap |Thiéu mau, giam bach cau, giam tiéu cau
Réi loan hé mién dich Hiém gip S6c phan v¢

Réi loan hd hép, nguc va trung thit |[Hiém gap Kho the

Thuong gap  [Nhic dau, chong mat

Kich dong, bdi r61, run, mat dicu hoa,
loan van ngdn, ao giac, céac triéu chimg

Réi loan hé théng thén kinh - than
loan than kinh, co git, ngh ga, bénh nfo,

kinh

Bl oA Ep hon mé. Céc biéu hién nay thuong hoi
phuc va thuong nlllan’thay & bénh nhan
suy than hodc c6 y€u t6 anh hudng khac

Hiém gap Tang bilirubin va men gan c6 lién quan

R&i loan Gan - mét o ) :
Rat hiém gap |Viém gan, vang da

Rbi loan tiéu hoa Thuong gap  [Budn ndn, ndn, tidu chay, dau bung
) Thuong gdp  [Ngira, phét ban (g6m nhay cim 4nh séng
R6i loan da va mé dudi da -
Hiém gap Pht mach
Hiém gip Tang uré mau va creatinin

Roi loan Thén va tiét nidu — _ -
Réat hiém gdp |Viém suy than, dau thin

RAt hiém gip |Mét moi, sbt, dau, test gan ting, viém

Céc phan tmg khac gan, vang da, dau co, phi mach, rung téc

Huwéng dén cach xir tri ADR
Céc ADR thuong hiém Xay ra va nhe, tu hét. Néu cac triéu chimg néng (lu 14n, hén mé & nguoi

suy than), phéi ngimg thudc ngay. Dién bién thudng tét sau khi ngimg thubc, it khi phai thAm phan
mau.

Thong bao cho bac s§ nhitng tc dung khong mong muén gap phai khi sir dung thube.

Qua liéu va xir tri:

Qua lidu

Triéu chimg: C6 két tha trong ong than khi ndng d¢ trong éng than vuot qua do hoa tan 2,5

mg/ml, hodc khi creatinin huyet thanh cao, suy than, trang thai kich thich, bon chdn, run, co
giat, danh tréng nguc, cao huyét ap, kho tiéu tién.

Xir tri

Thim tach méau ngudi bénh cho dén khi chirc nang than phuc hdi, ngimg thue, cho truyén
nudc va dién giai.

Dic tinh dwge lwe hoc:

Nhém duge ly: Thude chéng siéu vi, Nucleosid va nucleotid excl. Uc ché men sao chép
nguoc.

Ma ATC: JOSABO1.

Aciclovir 1a chét tuong tu nucleosid (acycloguanosin) c6 tac dung chon loc trén té bao nhiém
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virus Herpes. Dé ¢o tac dung aciclovir phai dugc phosphoryl hoa thanh dang c6 hoat tinh la
aciclovir triphosphat. O chang dau, aciclovir duge chuyen thanh aciclovir monophosphat nho
enzym cua virus la thymldmkmase sau d6 chuyén 11ep thanh aciclovir diphosphat va
triphosphat b1 mét s6 enzym khac cia té bao. Aciclovir tnphosphat trc ché tong hop DNA
cua virus va su nhan lén cua virus ma khong anh hudng gi dén chuyén hoa cta céc té bao binh
thudng.

Téc dung cia aciclovir manh nhét trén virus Herpes simplex typ 1 (HSV - 1) va kém hon &
virus Herpes simplex typ 2 (HSV - 2), virus Varicella zoster (VZV), tac dung yéu nhét trén
cytomegalovirus (CMV). Trén lam sang khong thay aciclovir ¢6 hi¢u qua trén nguoi bénh
nhlem CMV. Téc dung chong virus Epstein Barr van con chua 10. Trong qua trinh diéu tri da
xuét hién mot sb chung khang thudc va virus Herpes simplex tiém 4n trong céac hach khong bi
tiéu diét.

i Pac tinh dwoe dong hoc:

HAp thu: Kha dung sinh hoc theo dudng uong cla aciclovir khoang 20% (15 - 30%). Thic an
khong lam anh huorng dén hap thu cta thude. Thoi gian dat nong d6 dinh trong huyét tuong sau
khi uong tur 1,5 - 2 gio.

Phan bé: Aciclovir phan b rong rdi trong dich co thé va cac co quan nhu: Nao, than, phdi,
rudt, gan, lach, co, tir cung, niém mac va dich &m dao, nude mit, thuy dich, tinh dich, dich ndo .
tiy. Lién két v6i protein thip (9 - 33%).

Chuyén héa: Mot lugng nho thube dwoc chuyen héa & gan, con phan 16n (30 - 90% lidu) duoc
dao thai qua than dudi dang khong bién dbi.

Thai trir: O ngudi bénh chirc néng than binh thuong, thoi gian ban thai khoang 2 - 3 gio, ¢
ngudi bénh suy than man tri sb nay tang va c6 thé dat t61 19,5 gio & bénh nhén v6 niéu. Trong
thoi gian thAm phén méu, thoi gian ban thai giam xubng con 5,7 gior va khoang 60% lidu
aciclovir dugc dao thai trong qua trinh thim phan.

Quy cach dong goi:

Ep vi nhém — PVC: Hop 2 vi, 4 vi, 6 vi, 10 vi x 10 vién nén.
Ep vi nhém —nhém: Hop 1 vi, 3 vi x 10 vién nén.

Pitu kién bao quin, han dung, tiéu chuin chit lwgng cia thude:
Diéu kién bao quan: Nhiét do duéi 30°C, tranh am va 4nh sang.
Han diing ciia thudc: 36 thang ké tir ngay san xuat.

Tiéu chudn chét lwgng: TCCS.
Tén, dia chi cia co' s¢' san xuét thudc: .
E Cang ty CP Duge phim Agimexpharm

27 Nguyén Théu Hoc, P. My Binh, TP. Long Xuyén, An Giang, Viét Nam
Co 56 san xudt: Chi nhanh Céng ty CP Duge phim Agimexpharm — Binh Hoa
ABGIMEXPHARM L6 C4 Khu cong nghiép Binh Hoa, X4 Binh Hoa, H. Chéau Thanh, tinh An Giang, Viét Nam
WHO-GMP DT: 0296.3667786  Fax: 0296.3934226
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