Rx ERYTHROMYCIN 500mg
VIEN NEN BAO PHIM

THUGC BAN THEO BON

THANH PHAN: MB5i vién nén bao phim chia:

« Hoat chdt chinh:  ErythromyCiN...........cooooerveereerreireneieeeieeieesies s 500mg.
(dugi dang erythromycin stearat)
Avicel 101, D.S.T, Starch 1500, magnesi stearat, aerosil, H.P.M.C,
titan dioxyd, bot talc, mau erythrosin lake, ddu thau dau.

« Ta duge:

CHi DINH:

Diéu tri nhiém khu&n do vi khudn nhay cam:

o Nhigm khudn dudng hé hap trén: viém amidan, 4p xe xung quanh amidan, viém hong, viém thanh
quéan, viém xoang, nhi&m tring thi phat trong bénh ciim va cdm thdng thuding.

+ Nhigm khu&n dudng ho h&p dusi: khi quan, viem phé quén cdp tinh va man tinh, viém phdi (viem
thily phdi, viém phé quén phéi, viém phéi khong dién hinh), gidn phé quén, cdc nhidm khudn do
Legionnella.

o Nhi&m khudn tai: viém tai giifa va viém tai ngoai, viém xuong chiim.

o Nhigm khu&n rang miéng: viém Igi, viém hong Vincent.

o Nhiém khudn mat: vigm mi mét.

¢ Nhiém khudn da va mé mém: nhot va cum nhot, &p xe, mun tr(ing c& mun md, chac 18, viem mo
té& bao, viém quang.

o Nhi&m khuén dudng tiéu hoa: viem tii mat, viem ruot do ty cdu khudn.

¢ Dy phong: tru6c va sau phau thuat chan thuong, bong, sét thap khp.

¢ Céc nhidm khudn khéc: viém tly xuong, viém niéu dao, bénh l4u, giang mai, viém hach bach huyét
G ben, bach hdu, viém tuyén tién ligt, bénh ban do.

CHONG CHI DINH:

¢ Qua man véi erythromycin hodc véi bat cif thanh phdn nao trong cong thiic.

+ Khong phdi hgp vdi terfenadin, dzc biét trudng hgp ngudi bénh ¢ bénh tim, loan nhip, nhip tim chdm,
khodng Q — T kéo dai, tim thi§u méau cuc bd, hodc ngudi bénh co rdi loan dién gidi.

¢ Chong chi dinh sl dung dong thoi erythromycin véi cac thudc: simvastatin, tolterodin, mizolastin,
amisulprid, astemizol, terfenadin, domperidon, cisaprid hodc pimozid.

+ Erythromycin chdng chi dinh ding ddng thi véi ergotamin va dihydroergotamin.

LIEU LUUNG & CACH DUNG:

Céch dung:

o Thudc c6 thé udng vdi thiic &n dé giam kich (ing da day nhung khong dugc udng véi sifa hodc do
ubng c6 tinh acid.

Liéu lugng:

o Ngudi I6n va tré em trén 8 tudi:

— Nhi&m khudn miic do nhe d&n trung binh 1- 2g/ngay chia thanh 2- 4 I4n udng.

— Nhiém tring ndng: 4g/ngay, chia lam nhiéu Ian udng. Liéu cao hon 1g/ngay nén chia ra nhiéu hon
hai lan udng.

o Tré em dudi 8 tudi: dung dang bao ché khac ¢ ham lugng phii hop.

o Diéu chinh liéu cho ngudi suy thdn: liéu erythromycin t6i da 1a 1,5g/ngay dugc khuy&n cdo cho
ngudi bi suy than nang.

TAC DUNG KHONG MONG MUGN:

¢ Erythromycin dang mudi thudng dugc dung nap t6t va hi€m cd cac phan ing khong mong mudn
ndng. TAn sudt khong rd rang va ti 18 ¢6 thé khac nhau tuy theo cong thic thudc. Khodng 5 -15%
ngudi bénh dung erythromycin ¢ ADR. Phd bién nhét Ia cac tic dung vé tiéu hoa. Tac dung trén
duting tidu hod lién quan dén liéu va xut hién nhiéu & tré hon ngudi cao tudi.

+ R0i loan mau va hé bach huyét: ting bach cAu ua eosin.

o Tudn hoan: kéo dai thoi gian QT, xodn dinh, loan nhip that va chiing tim dap nhanh.

+ R0i loan tai va mé dao: di€c, U tai, dd co bao cao mat thinh Iyc co hdi phuc xay ra chii yéu 6 bénh
nhan suy than hodc dung liéu cao.

¢ RGi loan tiéu hoa: dau bung viing thugng vi, chan &n, tiéu chay, budn ndn, ndn, dau da day, chiing
kho tiéu. Chiing hep mdn vi phi dai & tré em, viém dai trang mang gia, viém tuy.

¢ Nhiing r6i loan chung lién quan d&n dudng dung clia thudc: dau nguc, s6t, kho chiu.

¢ Rai loan gan, mat: viém gan ( mat, vang da, rdi loan chiic ndng gan, gan to, viém gan, xét nghiém
chlic ndng gan bét thutng (transaminase tang, bilirubin huyét ting).

¢ R6i loan hé mi&n dich: phan (ing dj (ing khdc nhau da xay ra tif ndi mé day va phéat ban nhe dén
phéan vé.

¢ Ri loan hé than kinh: dd ¢ bao cao vé& rdi loan hé than kinh trung uong thodng qua gdm i 1an,
co gidt va chong mat.

+ Rai loan tdm than: 4o gidc.

+ R&i loan than va tigt nigu: viem than k8.

+ Da: phét ban, ngia, ndi mé day, ngoai ban, phli mach, hdi chiing Stevens-Johnson, hoai tif bigu bi
nhiém ddc, hong ban da dang.

+ R6i loan mach mau: ha huy8t ap.

Ghi chii: Thong bao cho béc sy nhiing tac dung khong mong mudn gdp phai khi sif dung thudc.

THAN TRONG:

+ Erythromycin dugc bai tigt chli y&u 6 gan, vi vAy cdn than trong khi sif dung thudc khang sinh cho
b&nh nhén suy chiic ndng gan hodc khi dung déng thai véi cac thudc co kha nang gy doc cho gan.
RGi loan chiic ning gan bao gdm ting men gan va / hodc viém gan & mat, c6 hodc khong co vang
da, da dugc thuding xuyén bao céo véi erythromycin.

+ Viém dai trang gid mac da dugc béo cdo vGi gan nhu tat ca cac thudc khang sinh, bao gdm nhom

macrolid, va miic do viém c6 thé dao dong tii nhe dén nghiém trong, de doa tinh mang (xem muc

Téc dung khong mong mun). Tidu chay lién quan Clostridium difficile (CDAD) da dugc bao céo khi

sif dung gan nhu véi tat ca thudc khéng sinh bao gdm erythromycin, va miic do c6 thé dao dong tif

tiéu chay nhe dén nghiém trong, d&n viém dai trang gay tir vong. Viéc diéu tri v6i cac thudc khang
sinh 1am thay ddi hé vi sinh binh thudng clia rudt, c6 thé din dén sy phat trién qua mic clia

C. difficile. Phai xem xét CDAD & t4t ca bénh nhan c6 biéu hién tiéu chay sau khi dung khang sinh.

Cén cén than véi tién sii bénh vi da c6 bao céo vé viéc xdy ra CDAD hon hai thang sau khi udng

céc thudc khang khudn.

Nén theo ddi cdn than bénh nhan dung erythromycin ddng thdi véi cac thudc co thé gay kéo dai

khoang QT. Chéng chi dinh sl dung ddng thdi erythromycin vi mot s6 thudc nay (Xem muc Chéng

chi dinh va Tuong tac thudc).

Pa c6 bao céo cho thdy ndng do erythromycin dén thai nhi khong dii d& nglia giang mai bdm sinh.

Tré sinh ra tif nhifng phu nif trong thoi gian mang thai dugc udng erythromycin dé diéu trj bénh

giang mai sém nén dugc tri liéu v6i phac do diéu tri penicillin thich hgp.

Pa ¢6 bao céo erythromycin c6 thé lam trdm trong thém su y&u cd & nhiing bénh nhan bj bénh

nhugc ca.

Erythromycin &nh hung xét nghiém huynh quang xéc dinh catecholamin trong nucc tigu.

Tigu co van c6 hodc khong co suy thdn da dugc bao cdo 6 nhiing b&nh nhan bi bénh ndng udng

erythromycin déng thdi véi cac thudc statin.

Pa co bdo céo vé chiing hep mon vj phi dai 6 tré em (IHPS) xdy ra & tré so sinh sau khi diéu tri

bing erythromycin. K& tii erythromycin c6 thé dugc sii dung trong diéu tri cac bénh c6 ty I8 tir

vong déang k& hodc céc bgnh dich (nhu bgnh ho ga hodc chlamydia) & tré nhd, lgi ich clia diéu tri
erythromycin can phai dugc can nhéc véi cdc nguy co tiém 4n clia viéc phat trién IHPS. Phy huynh
phai thong béo cho bac sT biét néu xay ra tinh trang ndn hodc kho chiu véi thic an.

Cén theo di bénh nhan khi sif dung thudc vi thudc c6 chifa ta dugc erythrosine lake c6 thé gay

c4c phan (ing di (ing, té dugc thiu ddu c6 thé dau bung va tiéu chay.

PHY NU MANG THAI: Erythromycin di qua nhau. Mac dii khong c6 cac biing chiing vé& ngd doc thai
Vva quai thai trong cac nghién ciiu trén dong vat, nhung chua cd cac nghién ciiu thod dang va dugc
kiém tra chdt ché vé viéc dung erythromycin cho ngudi mang thai hodc khi sinh nd, vi vay khong
dung erythromycin cho nguti mang thai, trir khi khong con ligu phdp nao thay thé va phai theo ddi
that can than.

PHY NU' CHO CON BU: Erythromycin bai tiét qua sifa me, thudc cdn diing than trong cho phu nif cho
con ba.

LAI XE VA VAN HANH MAY MOC: Than trong khi ding thugc vi thudc c6 thé gay co git, yu co.
TUONG TAC THUGC:
+ Khi ding déng thai, erythromycin c6 thé lam tang ndng do trong huyét thanh clia cac thudc dugc
chuyén hoa bsi hé thdng cytochrom P450 sau: acenocoumarol, alfentanil, astemizol, bromocriptin,
carbamazepin, cilostazol, cyclosporin, digoxin, dihydroergotamin, disopyramid, ergotamin, hexobarbiton,
methylprednisolon, midazolam, omeprazol, phenytoin, quinidin, rifabutin, sildenafil, tacrolimus, terfenadin,
domperidon, theophyllin, triazolam, valproat, vinblastin, va thudc khdng ndm nhu fluconazol, ketoconazol
va itraconazol. Can thyc hign giam sat thich hgp va nén diéu chinh liéu dung khi cdn thiét. Nén
cham sdc dic bigt khi dung erythromycin cling véi cac thudc da biét 1a gay kéo dai khoang Qtc
trén dign tam do.

Céc thudc gay cam (ng CYP3A4 (nhu rifampicin, phenytoin, carbamazepin, phenobarbital, Wort St

John) c6 thé anh huding dén sy chuyén hoa clia erythromycin. Biéu nay c thé lam xuat hién nhiing

nong do erythromycin dugi ngutng tri liéu va lam giam tac dung. Cam @ng nay gidm dan trong hai

tudn sau khi ngung diéu trj vGi thudc gay cam (ing CYP3A4. Khong nén sir dung erythromycin trong
va hai tudn sau khi diéu tri bing thudc gay cam (ing CYP3A4.

Chat tc chd HMG-CoA reductase: erythromycin da dugc bo cdo lam ting ndng do clia cic chat Gc

ch& HMG-CoA reductase (vi du lovastatin va simvastatin). D4 c¢6 bdo céo du hi€m gip vé ching

tiéu co van & nhiing bénh nhan dung déng thai cac thudc nay véi erythromycin.

Thudc tranh thai: da c6 béo cdo du hiém xay ra vé su thily phan vi khudn clia mot s6 khang sinh

can thiép vao qua trinh lién hop clia steroid trong rudt gay gidm tac dung clia thudc nguia thai va
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dan dén tai hap thu clia steroid khong lién hop. K&t qué 1a c6 thé 1am gidm ndng do clia steroid

hoat dong.

PGi khang véi cac thudc khang histamin H1: ngudi bénh can dugc theo d6i khi dung chung erythromycin

v6i thudc khéng H1 nhu terfenadin, astemizol va mizolastin do erythromycin lam thay déi sy chuy&n

hoé clia céc thudc nay.

Erythromycin lam thay d6i dang ké chuyén héa clia terfenadin, astemizol va pimozid khi dung dong

thoi. Hi€m khi ¢o trung hgp tai bign tim mach nghiém trong, c6 kh& ndng gay tir vong nhu tim

nguing dap, xodn dinh va loan nhip that khac da dugc quan sat (xem muc Chéng chi dinh va téc
dung khong mong mudn).

Thudc khang khu&n: nghién cdiu in vitro cho thdy erythromycin ddi khang véi cdc khang sinh nhém

beta-lactam (vi du penicillin, cephalosporin). Erythromycin d6i khang téc dung clia clindamycin,

lincomycin va cloramphenicol. Tuong tv cling ddi khang téc dung véi streptomycin, tetracyclin va
colistin.

Céc chat (ic ché protease: dd quan st thdy su phan hily clia erythromycin bj Gic ché& khi dung déng

thoi v6i erythromycin va thudc tc ché protease .

Thubc chéng dong dudng udng: da co bao céo vé su ting téc dung chdng dong khi sii dung dong

thoi erythromycin va thudc chéng dong duting ubng (vi dy warfarin).

Triazolobenzodiazepins (nhu triazolam va alprazolam) va céc thudc nhém benzodiazepin: da ¢ béo

cdo erythromycin lam giam dg thanh thai clia triazolam, midazolam, va nhom benzodiazepin, va do

dé c6 thé lam tang tac dung dugc Iy clia cac benzodiazepin nay.

Sii dung ddng thai erythromycin véi ergotamin hodc dihydroergotamin gay doc tinh cp ergot déc

trung bdi sy co mach va thi§u mau cuc b clia hg thdng than kinh trung uong, tii chi va cac mo

khéc (xem muc Chéng chi dinh).

Mic do cisaprid cao da dugc bao cdo 6 nhiing bénh nhan sti dung déng thai erythromycin va cisaprid.

Pidu nay c6 thé din dén kéo dai QTc va rdi loan nhip tim gdm nhip nhanh that, rung th&t va xodn

dinh. Tac dung tuong ty da dugc quan sat khi dung dong thai pimozid véi clarithromycin, cac khang

sinh nhém macrolid khac.

Sir dung erythromycin & nhiing bénh nhan dang dung liéu cao theophyllin ¢6 thé lién quan véi su

tdng ndng do theophyllin trong huyét thanh va doc tinh tiém tang clia theophyllin. Trong trutng hop

ngd doc theophyllin va / hodc ndng do theophyllin trong huyét thanh cao, nén gidm ligu theophyllin
khi bénh nhan dang dugc diéu tri dong thai véi erythromycin. Da ¢6 bao céo dugc cong bd cho thdy
ndng do erythromycin gidm dang k& trong huyét thanh khi cho erythromycin uéng déng thoi véi
theophyllin. Sy syt gidm nay c6 thé dan dén vigc xuat hign ndng do dusi ngudng didutri clia erythromycin.

Pa ¢6 bao céo vé doc tinh colchicin khi sif dung déng thdi erythromycin va colchicin.

Ha huyét 4p, loan nhip tim va nhiém acid lactic da dugc quan sat thdy & nhiing bénh nhan sif dung

erythromycin ddng thdi véi verapamil, thudc chen kénh calci.

Cimetidin c6 thé tic ch& chuyén héa erythromycin, c6 thé ddn dén ting ndng do erythromycin trong

huyét tuong.

+ Erythromycin da dugc bao céo lam gidm do thanh thai zopiclon va do d6 c thé 1am ting tic dung
dugc Iy cla thudc nay.

DUGC LUC HOC:

« Erythromycin 1a khang sinh nhém macrolid c6 phé téc dung rong, chii y&u 1a kim khudn ddi véi vi
khudn Gram duong, Gram am va cac vi khudn khdc bao gdm Mycoplasma, Spirochetes, Chlamydia
va Rickettsia.

+ Erythromycin va cac macrolid khac gan thuan nghich véi tiéu don vi 50S clia ribosom vi khu&n nhay
cam va (ic ché tong hgp protein. Tac dung clia erythromycin & Kim khudn nhung c6 thé kim khudn
6 nong do cao ddi véi cdc chiing rat nhay cam. Tac dung clia thudc ting I&n & pH kiém nhe (khoéng
8,5), dic bigt véi céc vi khudn Gram am.

 Erythromycin ¢ phd tac dung rong véi cac vi khudn gay bénh bao gém céc cAu khudn Gram duong,

cac Streptococcus nhu Streptococcus Pneumoniae, Sreptococcus pyogenes. Nhiéu chiing Staphylococcus

aureus van con nhay cam, tuy su dé khang ting Ién nhanh. Céc s& liéu trong bdo céo ASTS cho

thdy trong nhiing ndm gan day, céc Staphylococcus, Pneumococcus, Streptococcus tan huy&t nhom A

khang erythromycin tang I&n nhiéu, ti 18 dé khdng ting dé&n 40% (Streptococcus Pneumoniae),

55% (Enterococcus faecalis), 51% (Streptococcus viridans), va 50% (Staphylococcus aureus). Sy

khang erythromycin ting ddn qua tiing nam & Viét nam do su lam dung céc macrolid. Cac macrolid

n6i chung va erythromycin néi riéng phai han ché& sii dung, chi dung khi cdn, nhu vy mdi ¢6 co
may gidm dugc sy khang thudc.

Nhiéu vi khudn Gram duong khac con nhay cam véi erythromycin trong d6 co: Bacillus anthracis,

Corynebacterium diphteria, Erysipelothris rhusioparthiae, Listeria monocyogenes. Thudc c6 tac dung

trung binh véi céc vi khudn y&m khi nhu Clostridium spp., cac chiing loai Nocardia thay déi nhay

c&m nhung erythromycin van con tac dung véi Propionibacterium acnes.

Erythromycin ¢6 téc dung v6i céc cau khudn Gram &m nhu Neisseria meningitidis, N. gonorrheae

va Moraxella (Branhamella) catarrhalis.

« Céc vi khuan Gram am khac ¢ do nhay cim thay ddi nhung thudc van con tic dung hiiu higu la:
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Bordetella spp., vai chiing Brucella, Flavobacterium, Legionealla spp. va Pasteurella, Haemophilus
ducreyi dugc ghi nhan con nhay cam, nhung H. influenzae lai it nhay cam. Céc Enterobacteriaceae
ndi chung khong nhay cam, tuy vy mot vai ching nhay cam v6i thudc & pH kiém.

Trong céc vi khudn y&m khi Gram &m c6 Helicobacter pyloridis va nhiéu chiing Campylobacter

Jejuni 1a nhay cam (khodng 10% chiing sau da khéng). Hau hét Bacteroides fragilis va nhigu chling

Fusobacterium déu khang erythromycin.

Céc vi khudn nhay cam véi thudc bao gdm Actinomyces, Chlamydia, Rickettsia spp., Spirochete

nhu Treponema Pallidum va Borrelia burgdorferi, mot s6 Mycoplasma (nhat 1a M.pneumoniae) va

mot s6 Mucobacteria ¢o hoi nhu M.scrofulaceum va M. kansasii, nhung Mycoplasma trong t& bao
lai thudng khéng, k& c& M. fortuitum.

Céc n&m, ndm men va virus déu khéng erythromycin. Nong do Gc ché t6i thidu clia erythromycin

¢6 thé thdp hon 0,001 microgam/ml ddi v6i Mycoplasma pneumoniae va néng do (ic ché t6i thiu

tir 0,01 - 0,25 microgam/ml d6i v6i Listeria, Neisseria gonorrheae va Corynebacterium diphteria,

Moraxella catarrhalis va Bordetella pertussis. Cac vi khudn c6 ndng do (c ché& t6i thiéu dén

0,5 microgam/ml dugc coi 1a nhay cdm véi khang sinh va nhiing khudn c6 do Gc ché t6i thifu tir

0,5 - 2 microgam/ml c6 do nhay cam trung binh.

DUGC BONG HOC:

+ Erythromycin base khong dn dinh trong mdi truding acid da day, vi vay sif hap thu thay ddi va khang

6n dinh. Dang base thuting bao ché vién bao phim hodc vién bao tan trong rudt, dang mudi 6n dinh

trong moi trudng acid. Thiic &n c6 thé lam gidm sy hdp thu clia dang base hodc dang stearat, tuy
nhién mic do con phu thudc vao cong thic bao ché.

Nong do dinh trong huyét tuong dat dugc tir 1 - 4 gi6 sau khi dung mot liéu thudc, tuy theo dang

thudc. Pat ndng do dinh khoang 0,3 -1,0 microgam/ml v6i liéu 250mg erythromycin base va tu

0,3 - 1,9 microgam/ml véi liéu 500mg. Béi véi dang stearat cing nhu vay. Nong do dinh c6 thé

cao hon khi dung 4 1an/ngay.

Sinh kha dung clia erythromycin thay ddi tir 30 dén 65% tuy theo loai mudi. Thudc phan bd rong

khdp céac dich va mo, bao gém ca dich ri tai giifa, dich tuyén tién liét, tinh dich. Nong d cao dugc

thdy & gan lach va dai thyc bao. Thudc thdm kém qua hang rao méu ndo va co ndng do thdp &
dich ndo tuy; nhung khi mang ndo viém, thudc trong dich ndo tuy ting.

Tir 70 d&n 75% dang base gan véi protein huyét tuong. Erythromycin qua nhau thai, néng do thudc

trong huyét tuong clia bao thai thay ddi biing khodng 5 - 20% clia ngudi me. Thudc phan bd vao

sifa, néng do béng khoang 50%ndng do trong huyét tuong.

Thoi gian ban thai vao khoang 1,5 - 2,5 gid, 6 thé kéo dai hon & ngudi bénh suy than, da c6 béo

c40 khodng 4 - 7 gio & ngudi bi suy than nang. Erythromycin mot phan dugc chuyén hod & gan tao

thanh dang bat hoat, chat chuyén hoa nay chua dugc xac dinh.

Erythromycin dao thai chil yéu 6 dang khdng bign ddi qua mat va tai hap thu & rudt. Thai tri qua

nudc tidu tli 2 - 15% duti dang khong bign ddi.

« Erythromycin hdu nhu khdng dugc thai loai bi thdm phan méu hodc thdm tich mang bung.

+ Kha dung sinh hoc clia erythromycin thay déi tir 30 — 65% tily theo loai mudi. Vién nén bao phim
(base va stearat) d& mat hoat tinh béi dich v, tt nhat nén udng vao lic doi.

QUA LIEU, XU TRI:

+ Triéu chiing: m4t thinh gidc, bun ndn ning, ndn mia va tidu chay.

o Xii tri: cho dung epinephrin, corticosteroid va thudc khang histamin dé x{i tri cac phan (ng di
{ing, thut rifa da day dé loai trif thudc chua hdp thu ra khdi co thé; va khi cdn ding céc bién phép
hd trg.

QUI CACH DONG GOI: Hop 10 vi x 10 vién nén bao phim.

BAO QUAN: Noi kho, nhiét do khong qua 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tif ngay san xuat.

TIEU CHUAN: DBVN V.

CHU Y: THUOGC NAY CHi DUNG THEO BGN CUA BAC S¥Y.

Khéng sif dung thudc néu:

¢ Vién thudc bi bién mau, nit, vd.

¢ Vi thudc bi rach.

+ Phai ngung dung thudc ngay va théng bao cho bac sy khi gap nhiing trigu chitng di ing.

+ DE xa tam tay tré em.

¢ Doc kj huéng dén sk dung trudc khi dung. N&u cdn thém théng tin, xin hdi § kién bac s§.

+ Khong diing thudc qua han ding ghi trén nhan.
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CONG TY CcO PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
BT: (84-28)-38440106 Fax: (84-28)-38440446
San xuéat tai chi nhanh

CONG TY CPDP TRUNG UGCNG VIDIPHA BINH DUGNG

VIDIPHA Khu phé Tan Binh, Phuéng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong
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