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ding theo sy ké don cia thiy thude!
MAKRODEX
Dang thude: vién nén bao phim

Hing san xuit: PT. DEXA MEDICA
JI. Jend. Bambang Utoyo No.138
Palembang — Indonesia

Thanh phiin:

M&i vién nén bao phim cé chira:

Roxithromycin 150 mg

Té dugc:

LHPC LH-11, cellulose vi tinh thé 102, sodium starch glycolate, ethanol 96%, silica khan dang keo, magnesi stearat.
Vaé bao:

Opadry 11 mau trang, nuéc tinh khide,

Chi dinh didu tri: ) .
Biu trj cac nhigm khudn do cdc vi sinh vat nhay cam véi roxithromyein, dic bigt & duong hd hap dudai, phé quan -
phéi, bo phéin sinh duc (bao gdm nhiém ldu cdu) va & da,

Dugee ly hoe:

Dugre lye hoe .
Roxithromycin la khang sinh bdn téng hop thuge nhom macrolide, Roxithromycin tip trung nhidu trong céc & bito
bach ciu da nhin va dai thye bao, nf‘)ng, d6 roxithromycin ndi bao lén hon se véi ngoai 1é bao. Roxithromycin ting
cuong sir két dinh va chire ning hda hoc cia cic té bio nay, khi c6 hign twgng nhiém tring lam tang thuc bao va ly

gidi vi khudn. ) )
O ndng do dat duge trong huyét tuong voi lidu didu trj khuyén cdo, roxithromycin di duge chirng minh trén in vitro
va trong cac nghién ciu 1&m sang chong lai cac vi khuin sau: Streptococcus p ize, Streptococcus pyogenes,

Mycoplasma prenmoniae, Moraxella catarrhalis, Ureaplasma urealyticum v Chilempedia sp. Roxithromycin da duge
chimg minh ¢o tac dung trén lm sang chdng lai cdc vi sinh vt kha nhay cam véi roxithromycin trén in viteo nhur
saw: Haemophilus influenzae va Staphylococcus avrens, ngoai triv tu cdu khudin khang methicillin, Staphyiococcus
anrens (MRSA).

Duge ding hoe x
Sau khi roxithromyein duge hdp thy qua dudng ubng, sinh kha dyng dut khoang 50%. Nlﬂl?g dg dinh trong huyét
tuong khodng 6 dén 8 mg / mi xdy ra khoang 2 gitr sau khi udng licu duy nhdt 150 mg. Néng dd dinh truny binh
trong huyét wong ¢ trang thai 6n dinh sau khi uong mot licu 150 mg hai lan mdi ngay 14 9.3 my / mi. Sy hép thu
giam khi dung sau, nhung khéng phii truge bia an. N6 duge phén bo réng rai trong cac md va dich the. Ty 1§ gan
protein huyét wong duoe bao cdo la khoang 96% (chy yéu 13 al-acid glycoprotein) & nbng dé thiip, nhung sir gan két
cd thé biio hoa, vi chi ¢ khoing 86% gan két o ndng d{ 16i da thang thirimg. Mot lugng nha roxithromyein dwee
chuyén liéa ¢ gan, va phin lon léu ditng thai trir qua phin duti dang thude khong thay doi va cdc chét chuyén hoa,
Khoing 7 dén 12% thii trir qua nude tiéu, va Ién dén 15% qua phéi. Thai gian ban hily duge béo cdo Ja khodng tir 8
dén 13 gitr, nhung ¢ thé kéo dai han & nhitng bgnh nhin suy gan hoic thin va & tré em.

Litu lugng va cich ding:
Roxithromycin dugc ding ubng.

Newdi fom: ‘
Liéu ditng hang ngay: 150 mg, udng 2 lAn/ngay trude bita in, Khong nén ding kéo dai qua 10 ngay.

Tre en: )

Liéu thuéng ding: § - 8 mg/kg/ngdy, chia lam 2 lin. ) .
'g:ea ciin nang: 6 - 11kg: 25 mg, ubng 2 lan/ngay; 12 - 23 ke: 50 mg, ubng 2 lén/mgay; 24 - 40 kg: 100 mg, ubng 2
lan/mgay. -

Khing nén ding dang vién cho tré em dudi 4 i,

Suy gan ning:
Phéi giam lieu bang 1/2 lidu binh thuimg.
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Suy thin:
Khéng cin phai thay doi liéu thuéng dang,

Chéng chi dinh:

- Ngudi bénh c6 tién sir qua min voi khang sinh nhom macrolid.

- Khéng dimg dbng thi roxithromycin vai céc hop chit giy co mach kiéu ergotamin.

- Khéng ding roxithromycin va cac macrolid khac cho ngurdi bénh dang ding terfenadin hay astemisol do nguy co
loan nhip tim de doa tinh mang.

- Ciing chéng chi dinh phdi hop macrolid voi cisaprid, do nguy co loan nhip tim néing.

T4c dung khéng meng mudn (ADR):
Thudang gap, ADR > 1/100:
Tiéu héa: Budn nén, nén, dau thugng vi, ia chay.

It gap, 1/1000 < ADR < 1/10:

Phén (ng qua mén: Phét ban, may day , phit mach, ban xuét huyét, co thit phé quan, sdc phan vé.
Thén kinh trung wong: Chong mit hoa ma, dau d%u chirng di cam, gidm khitu gide varhodc vi gide.
Tang céc vi khudn khang thudc, boi nhidm.

Hiém gap, ADR < /1000 Gan L P
Gan: Tang enzym gan trong huyét thanh. Viém gan ( maL, tridu chitng viém tuy (vdt hiém). % [ [(;

p ; G 2 S i o g L
Théng bdo cho cdc bic s7 hodc dwge 7 biét cdc tic dung khéng mong mudn gip phii khi si dung thudc.

Tuong tic thube va ede dang (wong tac khic:

- l’l}éi hop roxithromyein vai mét trong cdc thué:c sau: astcmisol, terfenadin, cisaprid, co kha ning géy loan tim
tram trong. Do d6 khong duge phéi hop cac thude nay ¢é diéu trj.

- Khéng co tuong lm. déng ké voi warfarin, carbamazepin, ciclosparin vil thuée tranh thai uéng

- Lam tang nhe nbng d9 theophylin hodc ciclosporin trong huyét twong, nhung khdng cin phai thay dbi lidu
thudrng ding.

- Co thé lam tang ndng dd disopyramid khang lién két trong huyét thanh,

- Khéng nén phdi hop voi bromocriptin vi roxithromyein lam tang ndng do cia thude nay trong huyét lwong.

Cha y va thiin trong:
- Can thén trong khi diing cho bénh nhin suy chie nang gan.
- Khong cin di¢u chinh liéu lugng cho nguti cao twdi va che bénh nhin suy chite nang than.

Thei ky mang thai va cho con bi:

Thai ky mang thai:

Chi ditng cho nguwei mang thai khi that can thit, mic dit chua cé tai lidu nao noi dén vide roxithromycin gy nhiing
khuyét tat bam sinh.

Thei ky che con bit ) ) \
Roxithromycin bai tiét qua stra vai ndng do rit thip. ,

d
, !
Anh huémg dén khi ning 15i xe vd vin hinh may mée: }

Trong qua trinh didu trj voi Makrodex, cin thin trong diic biét do ¢6 kha ning giy chéng mit, hoa mit, dau diu. . /

Qua lidu:
Trong trudng hop qua lidu, rita da day co thé loai bo tl 1u0c ey fal traqg da day, Cn diu tri triéu ching theo yéu
chu. Khong co thude giai doc diic biét.

Déng gbi: Hop 5 vi x 10 vién nén bao phim

Bao quéin: Bao quan & nhiét 4 dudi 30°C, tranh anh s:i_ng. 3
Pé thudc xa thm voi coa tré em,

Han diing: 48 thang ké tir ngdy san xudt.
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