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MEILEO

Acyclovir 250mg/10mi

FOR I.V. USE
250m9/ IOml

Manufacturer: %
TEDEC - MELI PHARMA, 5/
SPAIN
BATCH N':

EXP.DATE:
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MEILEO

hudc néy chi ding theo dom ciia bdc si.

o Doc k huémg ddn sir dung triréc khi ding. Néu cdn thém théng tin, xin hoi y kién bdc
sT hodic dwoc st.

o Théng bdo cho bdc st nhitng tdc dung khong mong mudn gap phai khi sir dung thudc.
o D¢ thubc xa tém tay tré em.

o Khong dimg thuéc qud han in trén bao bi.

THANH PHAN:
M&i 6ng MEILEO 10ml ¢6 chira cac thanh phin sau:
Hoat chit: Acyclovir ...... 250 mg
Té dwege: Natri hydroxid, natri citrat, natri metabisulphit, nuéc cdt pha tiém va acid
hydrocloric.
DANG BAO CHE

Dung dich tiém truyén tinh mach.
DUQC LUC HQC/DUQC DONG HQC

'

Q
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DUQC LUC HQC:
Acyclovir 14 mét thude khang virus c6 hoat tinh chéng lai virus herpes simplex typ I,
typ 11 va virus Varicella-zoster in vitro va in vivo. Acyclovir ¢6 doc tinh thép véi cac
t& bao ngudi va dong vat nhidm virus. Khi acyclovir vao t& bao nhidm virus, dudi sy
¢6 mit cia thymidin kinase dic hidu do herpes simplex, acyclovir bién dbi thanh chat
¢6 hoat tinh 1a acyclovir triphosphat. Acyclovir triphosphat dng vai trd nhu mét chat
trc ché dic hiéu DNA polymerase ciia virus herpes simplex, ngin can qua tr1Rh tong
hop tiép theo clia DNA virus ma khong anh hudng dén hoat ddng cua té nm/bmh
thudng.
DUQC DbONG HOQC:
Thoi gian béan thai trung binh cia acyclovir trong huyét tuong vao khoang 3 givr &
nguoi cd chirc ning than binh thudmg va 20 gi¢ & bénh nhén vo6 ni€u.
Ndng d6 trong dich ndo tiy dat dugc vio khoang 50% ndng d6 twong tng trong huyét
twong. Lién két cua thude véi protein huyét tuong twong dbi thdp (9-33%) va tuong tic
thubc lién quan dén su ddi chd tai vi tri gén khong dugc du doan trude.
Acyclovir dugc thai trir qua than thong qua qud trinh loc qua cAu thén va bai xudt qua
6ng than, thai trr qua nuée tiu ma qua do chi c¢6 dang chuyén héa 9 —carboxy
methoxy methyl guanine (CMMG) dugc bai xuit.
CHi PINH

e Diéu tri nhiém trung do virus herpes simplex.

e Dy phong nhiém tring do virus herpes simplex trén nhitng bénh nhén suy giam

mién dich.
o Didu tri bénh zona trén nhitng bénh nhan suy giam mién dich, dic biét trong
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nhidm tring da tién trién hosc khuéch tan,

 Diéu trj nhiém tring do virus herpes simplex & tré so sinh.
CHONG CHI PINH (chéng chi dinh ding MEILEO cho nhitng bénh nhén sau):
Min cam vai acyclovir, valacyclovir, gancyclovir, hoéc bat ki t& duoc ndo cla thube
LIEU LUQONG VA CACH DUNG:
Vi rhidm tring virus herpes simplex cip tinh, thong thudng mét dot didu trj 5 ngay,
tuy nhién qua trinh diéu tri s&€ con phu thude vao mirc d nidng cua nhiém tring, tinh
trang cia bénh nhin va mic d6 dap tmg voi didu tri. Pidu tri viém nio do herpes va
nhiém tring herpes simplex & tré so sinh théng thudng kéo dai 10 ngay. Thoi gian st
dung acyclovir dudng tinh mach dé du phong s€ dugc quyét dinh theo thdi gian ¢o
nguy co nhiém tring.
Neguoi Ion
Chirc nang thin binh thuong
Bénh nhan bi nhiém tring do herpes simplex (ngoai trlr viém nfio do herpes) hofc
nhidm tring do Varicella-zoster: diing lidu 5 mg/kg mdi § gid.
Bénh nhén suy giam mién dich bi nhiém tring do varicella-zoster hodc viém nfo do
herpes: dung liéu 10 mg/kg mdi 8§ giv.
Chirc ndang thdn bi suy giam
Acilovir duong tinh mach phai dugce str dung than trong trén nhirng bénh nhén suy
gidm chirc ning than (xem muc Canh bao ddc biét va than trong khi str dung).
Nhitng diéu chinh sau diy dugc khuyén ¢ao khi bénh nhéan suy gidm chirc ning than.

BR thag‘;‘ﬁ?;;ggeatmm Lidu gbe Lidu duoe hiéu chinh
25 — 50 5 mg/kg mdi 8 gid S mg/kg mbi 12 gidy
10 mg/kg moi § gid 10 mg/kg mbi 12 gidy
10-25 5 mg/kg mdi 8 gier 5 mg/kg mdi 24 git
10 mg/kg mdi 8 givy 10 mg/kg mbi 24 gioy
Lo 2,5 mg/kg mbi 24 gi¢
S mgrkg mai’8 giér 2 mglks MOL LTSI
0-10 25 5 s S mg/kg moi 24 gid
10 mg/kg moi 8 gidr ;
sau loc mau
Tré nho

Chike ndng thin binh thuong

Liéu acyclovir dudng tinh mach trén tré nhd tir 3 - 12 thang tudi duoc tinh thgjf dua
trén dién tich bé mit co thé. ik

Tré nhé bi nhidm tring do virus herpes simplex hojic virus varicella-zoster: dung lidu
250 mg/m® dién tich bé mit co thé mdi 8 gid.

Tré nhd suy gidm mién dich bj nhim tring do virus varicella-zoster hodc tré bj viém
ndo do herpes: dung lidu 500 mg/m* dién tich bé mit co thé mdi 8 gio.

Tré nhé suy gidm chirc ning thin can ¢6 sy didu chinh phi hop dya trén mire dé suy
giam chirc ning than.

Lidu diing ctia acyclovir dudng tinh mach trén tré so sinh (nhiém herpes simplex): 10
mg/kg mdi 8 gid.
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Chire ndng than bi suy giam

Acylovir dudng tinh mach phai duge st dung thin trong trén nhiing bénh nhan suy

gidm chire nang thin (xem muc Canh bdo dic biét va thin trong khi st dung).
Nhitng diéu chinh sau ddy duge khuyén cdo khi bénh nhan suy giam chirc ning than.

{mL/phit/1.73m2)

B6 thanh thai creatinin

Liéu gbc

Liéu duge hiéu chinh

250 mg/m’ mdi 8 gior
500 mg/m’ mdi 8 gidr

250 mg/m* mdi 12 gid
500 mg/m* mdi 12 giv

250 mg/m® mdi 8 gid
500 mg/m* mdi 8 gid

250 mg/m* mdi 24 gity
500 mg/m® mdi 24 gid

25 —350
10 =25
0-10

250 mg/m* mbi 8 gior

250 mg/m® mdi 24 giv
500 mg/m” mdi 24 gidr sau

500 mg/m* mdi § gity

loc mau

Nguoi cao tuéi

O ngudi cao tudi, d6 thanh thai tdng cia acyclovir giam song song véi d6 thanh thai
creatinin. Vi thé cin chi ¥ dac biét dé giam lidu trén nhitng bénh nhan ¢6 d& thanh thai
creatinin giam.

Cach dimg

Dung true tiép dudne tinh mach

Dung dich duge dung bing m6t bom truyén kiém soét tbe d6 trong thoi gian it nhét 1 gid.
Truvén tinh mach

Dung dich ndy cé thé duoc pha lodng d truyén tinh mach. Dung dich ¢6 thé duge pha
lodng todn phin hodic mdt phin tiy theo lidu yéu cdu, bing cach thém va trén it nhit
50 ml dich truyén dé thu dugce dung dich c6 ndng d t8i da 1a 0,5% (250 g/50ml).
Luong thude trong 2 dng (500 mg acyclovir) ¢6 thé duge thém vaoe 100 ml dich trayén,
va néu cén lidu 16n hon 500 mg, mat luong thé tich dich truyén nita c6 thé duge thém
vao.

Acyclovir ding dudng tinh mach twong hop véi cée dich truyén sau:

- Natri clorid (0,45%; 0,9% khdi lugng/ thé tich).

- Natri clorid (0,18% khéi lugng/ thé tich) va glucose (4% khdi lugng/thé tich).

- Natri clorid (0,45% khéi lwong/ thé tich) va glucose (2,5% khéi hrong/ thé tich).

- Natri lactat ( dung dich Hartmann)

Khi d duge thém dich truyén, acyclovir dimg dudng tinh mach cén phéi duoc l‘&h‘iky
d& dam bao phan tan duge hoan todn.

CANH BAO PAC BIET VA THAN TRONG KHI SU DUNG

Acyclovir ding dudng tinh mach cin phai sir dyng than trong trén nhiig bénh nhéin
suy gidm chirc ning thin vi thude duoc bai xuat qua than. P tranh tich Hiy acyclovir,
thube phai dugc ding theo lidu da duoc chi dinh trong muc Liéu luong va cach dung.
St dung acyclovir dudng tinh mach duge ¢6 thé 1am ting nhe creatinin huyét thanh
hodc ure huyét thanh. Vi thé cn gidm sét chirc ning thin, dic biét trén nhftng bénh
nhin ghép thin, vi néu x4y ra cac phan img trén thi ¢6 thé bi nhim vai phan tmg thai
ghép.
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Khéng bao gitr duoe dung dung dich nay bing cich tiém nhanh. Dung dich ¢in phai
durgc truyén lién tuc, rit chim sao cho thei gian truyén kéo dai it nhét 1 gid,

Sit dung trén bénh nhin suy than va ngwoi cao tudi

Acyclovir dugce thanh thai qua thin; vi thé cén phdi giam lidu trén nhitng bénh nhan
suy thin (xem muc Lidu lugng va céch dung). Bénh nhén cao tubi ¢6 thé c6 chirc ning
thin suy giam vi thé cdn xem xét giam liéu trén nhém bénh nhén nay. Bénh nhan cao
tudi va nhitng bénh nhin c¢é chic ning than suy gidm cé nguy co gip céc téc dung
khéng mong mudn trén thin kinh cao hon va ¢in duoe gidm séat chit chd dé kiém sodt
cac tac dung nay. Theo nhitng ca d& dugce bdo céo, cdc phan tmg ndy thuéng duoc dao
nghich khi khéng dung thudc nita (xem muc Téc dung khdng mong mudn).

Cinh bdo vé td dwpc

Thudc nay chira 39,3 mg natri trong mdi éng va c¢6 thé gy hai cho nhitng bénh nhan
dang c6 ché d6 in it natri.

Thube nay chira ta duge natri metabisulphit nén cé thé giy cac phan tmg di tng, bao
gdm cac phan tng phan vé va co thit phé quan trén nhitng bénh nhén nhay cam, dic
biét nhitng bénh nhin cé tién st hen phé quan hodc di ng.

Luwu ¢ khi sit dung

Dung dich nay chi duoc diing véi tbe df rit chdm va lién tuc va chi ding dudng tinh
mach. Vi thé phai sir dung trong khoang thoi gian it nhit 14 1 gio.

Néu ¢6 thé, nén pha lofng dung dich ngay trude khi dimg. Bét ki phén dung dich
khong sir dung nao ¢on lai phai duge bd di. Néu quan sat thiy van duc hodc tinh thé
trude hodc trong qua trinh truyén, ¢in loai bd dung dich di.

TAC DUNG KHONG MONG MUON

C mot vai bénh nhin quan sét théy ¢6 s ting nhanh, c6 héi phuc nng d6 ure mau va
creatinin méu. Nguyén nhan duge cho ring 12 ¢6 lién quan dén ndng d6 t6i da trong
huyét tuong va tinh trang thiéu nude cia bénh nhan. Vi thé, cin thiét phai duy tri
lwong nude day di,

Néu truyén a6t ngdt dung dich acyclovir duong tinh mach, mé ngeai mach cé thé bi
vigm nghiém trong, d6i khi dén dén loét. Truyén bing bom gép nhiéu nguy co niy hon
truyén theo nguyén i trong luc. C6 thé xudt hién tinh trang viém tinh mach va viém tai
vi tri truyén. Mot sé bénh nhin dugce didu tri bing acyclovir dudng tinh mach da gip
céc triéu chimg sau: tang men gan, giam cdc chi s huyét hoc, ngita va sot, buéﬁ\;{f?n
va non.

Céc rbi loan trén thin kinh

Rét hiém: kich thich, i ldn, run, mét didu hoa, loan van ngon, gdp do gide, gdp cdc
triéu chitng (dm thén, co gidt, lomo, bénh li ndo, hon mé.

Céc tac dung ndy thdng thuong sé€ duge ddo nguge va thudng xay ra trén nhitng bénh
nhén suy than cé mic lidu cao hon mure duge khuyén cdo hodc ¢6 cac yéu td tang ning
{(xem muyc Canh bdo dic biét va thin trong khi sir dung).

SU DUNG TRONG TRUONG HQP CO THAI VA CHO CON BU

Mang thai

Hoiy kién bac st hodc duoe si ciia ban trude khi dung bét ki thude nao.
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Tinh an toan ctia thudc chwa duge chimg minh trén phu nit mang thai, thude nay chi
dugc str dung trong nhitng trudng hop bac si cia ban da danh gia loi ich/nguy co va

khuyén céo sir dung no.

Cho con bu

Than trong khi sir dung thude. Hoi y kién bac st hodc duge si clia ban trude khi sir
dung.

Acyclovir dugc bai xudt vio sita me.

ANH HUONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Khoéng c6 dit liéu nao hién céd dé han ché hoat dong nay.

TUONG TAC THUOC

Probenecid lam ting thoi gian ban thai va dién tich dudi dudng cong cua acyclovir
ding dudng toan than. Cac thudc gay anh hudng t6i sinh 1y hoc ctia than c6 kha ning
1am x40 ddng duge dong hoc clia acyclovir. Khdng c6 tuong tac ndo véi céc thude
khéac duoc bao cao.

QUA LIEU

Chura quan sét thiy cac dung ngoai y nao khi duing liéu don 1én dén 80 mg/kg.
Acyclovir ding duong tinh mach cé thé dugce loai bd bing cach loc mau.

BAO QUAN: Bio quan & nhiét d6 duéi 30°C

PONG GOI: Hop 5 éng x 10ml

HAN DUNG: 2 nam ké tir ngay san xuét
Han ding sau khi kha lodng toan phan hosic mot phin véi cac dung dich khag)de

truyén: 8 gidy tai 25°C va 24 gidr tai 2-8°C.
TIEU CHUAN: Nha san xuét

Nha san xuit:

TEDEC-MEII FARMA, S.A.

Ctra. M-300, km 30,500

28802-Alcala de Henares-MADRID, Tay Ban Nha
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