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INDICATIONS, CONTRE-INDICATIONS, POSOLOGIE, MODE
D'ADMINISTRATION, EFFETS INDESIRABLES: valr notice.

INDICATIONS, CONTRA-INDICATIONS, DOSAGE, MODE OF

NE PAS LAISSER A LA PORTEE DES ENFANTS.
KEEP OUT OF THE REACH OF CHILDREN.

LIRE ATTENTIVEMENT LA NOTICE AVANT UTILISATION.
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ADMINISTRATION, SIDE EFFECTS: see loaflat.

A conserver & température intérieure & 30°C.

Stare at temperature belaw 30°C.
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READ CAREFULLY THE LEAFLET BEFORE USE.
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EXP:

Batch:

E ry chlldren

250 mg

erythromytin ethylsuccinate

\\ BOUCHARA
AN RECORDATI
France

READ CAREFULLY THE LEAFLET
BEFORE USE

MODE OF ADMINISTRATION

Oral route,

The sachet content may be
dissolved in water, in the feeding
bottle or mixed with semidiquid
foods and should be taken
preferably immediately before
meals.

Sachet of 2375 g

Mfd. by: Sopharex - France

v

913‘

Fsa

TEDIS

-Zac de Monta

as - 8 bis rue Colbert

0 WISSQUS

2roa .
3534

463 RCS PARIS

Siret 353 148 463 00048 - APE 514 N
Tél. : 07 6974 90 30 - Fax: 01 69749031



ERY CHILDREN 250 mg®

Ervthromycin ethylsuccinat

POC KY HUGNG DAN SU DUNG TRUOC KH1 DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

THANH PHAN
Erythromycin ethylsuccinat................ 240 000 TU
(tirong dirong Ervthromyein base ... 250 mg)
Ta dirge: Natri citrat, Diatomit, Natri saccharin, Silica keo khan, Ethyl vanillin, Natri laurylsulfat,
Huong dau, Huong dao, Gom Arabic, Saccharose vira di 1 goi.

DANG BAO CHE - QUY CACH PONG GOI
Cém hat dong goi.
Hop 24 gbi, mdi gdi chira 2,375 g cbm.

CHI PINH
Céc chi dinh dya trén hoat tinh khang khuén va tinh chit duoc ddng cua erythromycin, dbng thi cin
ctr vao cac thir nghiém 1dm sang va vi tri cila nd trong pham vi ¢ac tac nhdn khang khuan hién nay.
CAc chi dinh duoc gi6i han didu tri voi ¢de vi khuén nhay cam véi thude nhur;

- Viém hong, do Streptococcus tan huyét beta A, thay thé cho diéu tr] b'é‘mg beta-lactam, déc biét khi
bénh nhén khong thé dung beta-lactam.

Ding penicillin trong 10 ngay van con diéu tri tham do viém hong cép tinh do Streptococcus.

—  Viém xoang cip. Can nhic cdc hé so vi sinh clia logi nhiém khudn nay, cic macrolid dugc chi dinh
dung khi khéng thé diéu tri bang beta-lactam.

—  Viém phé quan cip bdi nhiém.

— Dot kich phat cta viém phé quan man.

— Viém phoi cdng dong & nhimg d6i tuong: khong c6 yéu' té‘ nguy ¢o; khong co ddu hiéu 1am sang nang;
khong co6 cac dit liéu 1dm sang goi v bénh nguyén 13 phé ciu.

Trong trurong hop ¢6 kha ning viém phdi khéng dién hinh, macrolid duoce chi dinh bit ké d6 nang va
co dia.

— Nhiém tring da lanh tinb: chée 1, l::énh da héa chde, chbe loét, viém da va mﬁ,duéri da do nhiém
khuén (déc bict viém quang), bénh ném, mun trimg cd géy viém tur mirc d6 nhe dén trung binh (thay
the cho diéu tri bang cyclin, khi bénh nhin khéng thé sir dung dugc).

— Nhiém khuin ring miéng.

— Nhiém khuén sinh duc khéng do 14u ciu.

— Héa liéu phdp di phong cdc dot tai phat clia thap khép cdp trong trudmg hop bénh nhén di tmg véi
beta-lactam.

Cén xem xét cic hudng dén chinh thic lién quan dén viée sir dung hop 1y thube khang sinh.

LIEU LUQNG VA CACH DUNG
Thude nay thich hop cho tré em tir 10 dén 25 kg (khoang tir [ dén 8 tubi).
Tre em: 30 - 50 mg/kg/ngay.
Tir 10 dén 15 kg (tuong duong tir 1-4 tudi): 1 g6i, 2 1an mdi ngay.
Tir 15 dén 25 kg (twong duong tir 4-8 tudi): 1 g6i, 3 [an mdi ngay.
Tét nhat 14 ubng thude trude bira an.

Thoi gian dieu tri -l-—--—Q,i,\a
Thoéi gian diéu trf viém hong thuéng [a 10 ngay. Fize MUFtEESDBib%rue Cols
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CHONG CHI PINH

Khong duge dung thude nay trong céc trudng hop sau:

Di (g v&i erythromyecin.

Nguoi bénh trude day da dung erythromycin ma ¢6 rbi loan vé gan.

Nguoi bénh co tién sur b diée.

Két hop véi: alkaloid nAm cua ga giy co mach (dihydroergotamin va ergotamin), cisaprid, mizolastin,
pimozid, bepridil, terfenadin, astermizol.

Khéng nén dung thude nay phdi hop véi: chit chi van dopamin (bromocriptin, cabergolin, pergolid),
buspiron, carbamazepin, cyclosporin va tacrolimus, ebastin (khang histamin H,), theophyllm (dang
base va dang mudi) va aminophyllin, triazolam, tolterodin, halofantrin, lumefantrin két hop véi
artemether, disopyramid.

Khéng khuyép cdo sir dung erythromycin déi véi ngudi bénh 161 loan chuyén héa porphyrin cap, vi
gdy céac dot cap tinh.

NHUNG LUU Y PAC BIET VA THAN TRONG KHI DUNG

Trudng hop bi tiéu chay nang trong hoidc sau khi diéu tri véi erythromycin goi y bénh nhan c¢6 kha
nang bi viém dai trang gia mac nhu mot sé truong hop hiém gap di dugc bao cio khi ding
erythromycin, ciing nhu tit ca cac loai thubc khang sinh.

Trong truong hop suy gan, khong khuyen cao dung erythromycin. Néu can thiét, nén theo ddi déu dan
cic xét nghiém chirc ning gan va co thé giam lidu dung.

Hiém xay ra nhanh nhip thit khong dién hinh (xoin dinh) khi ding erythromycin ubng hodc tiém tinh
mach; tuy nhién, cin sur dung erythromycin thén trong ¢ nhitng bénh nhan c6 khoang QT kéo dai.

Do c6 chita saccharose, chéng chi dinh thuc nay ¢ nhiimg bénh nhén bat dung nap fructose, hoi
chimg kém hap thu glucose va galactose, hodc thiéu men sucrase-isomaltase.

MObi gbi chira 2 g dudng; nén tinh vao khau phan hang ngay.

M&i géi chira 5,5 g mudi; nén tinh vao ché do an & nhitng nguoi kiéng mudi chat ché.

Tuong tac trong nghién clru can [dm sang: tuong tu cac khang sinh khéc, erythromycin c6 thé gay can
trer xét nghiém liéu luong catecholamin bang huynh quang trong nudc tiéu. Su can thiép nay co thé
duoc quan sat thiy chu yéu bang cac ky thuat khong sic ky, va & ndng do thip hon sau khi da tach sic
ky.

TUONG TAC THUOC VA CAC TUGNG TAC KHAC

Chéng chi dinh két hop:

Cac alkaloid nam cwa ga gay co mach (dihydroergotamin. ergotamin): ngd doc ergotin c6 thé gay
hoai tir dau chi (giam thai trir alkaloid nam cya ga qua gan).

Cisaprid: tang nguy co r6i loan nhip that, doi khi gdy xo4n dinh.

Mizolastin: tang nguy co rdi loan nhip thét, d6i khi gdy xodn dinh (erythromycin lam giam chuyén
hoéa cac thudce khang histamin & gan).

Pimozid, bepridil: tang nguy co rdi loan nhip thit, dbi khi gdy xodn dinh.

Terfenadin va astermizol, dic biét trong truong hop bi bénh tim, loan nhip tim, nhip tim cham,
khoang QT kéo dai, thiéu mau co tim hodic bénh nhan ¢6 rdi loan dién giai.

Lam gia tang nguy co déc tim nhu xoan dinh, nhanh nhip thit va tir vong.

Két hop khéng khuyén cio:

Céc chdt dong van dopamin (bromocriptin, cabergolin, pergolid): tang nong do chit chu vén
dopamin trong huyét tuong va c6 thé tang hoat tinh ciia né hogic khoi phét cac dau hidu qua lidu.
Buspiron: ting nong do cac thubc giai lo 4u trong huyét tuong do chuyén héa thudc qua gan giam.

Carbamazepin: ting néng d¢ carbamazepin trong huyét twong va : qua lidu do trc ché

Chuyen hoa thuoc qia.gan. Zac de Montavas - 8 bis rue Colbert
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C6 thé sir dung cac macrolid khac, trong d6 cdn xem xét giam tdi thiéu hodc I\héncr can thi¢p lam
sang. Tuy nhién, trong bénh viém phoi do nhiém khuin Legionella. erythromycin vén la khing sinh
dung thdm do: trong truong hop dung khang sinh nay, nén khuyen cdo theo doi 1am sang vai thiét bi
chuyén dung dé kiém soat ndng do carbamazepm trong huyét tuong.

Cyclosporin va tacrolimus: tang ndng dd cac chat trc ché mién dich va creatinin huyét trong huyét
twong do tre ché chuyén hoa cac chét trc ché mién dich ¢ gan.

Ebastin (khang histamin H)): ting nguy co loan nhip that, dac biét trén cac dbi tuong nhay cam (hoi
chimg kéo dai QT bam sinh). déi khi gay xoén dinh (giam chuyén hoa cac thudc khang histamin ¢ gan
do c4c macrolid).

Theophvllin (dang base va muoz} va aminophyllin: qua lidu theophyllin (giam thai trir qua gan). dac
biét nguy hiém o tré em. C6 thé str dung cac macrolid khéc trong dé cin xem xét giam tdi thiéu hodc
khong can thiép lam sang. Tuy nhién, trong bénh viém phdi do nhiém khuan Legionella, erythromycin
van la khang sinh dung tham do va c6 thé duge sir dung, két hop theo di 1am sang chat ché dé kiém
soat néng do theophyllin trong huyét twong.

Triazolam: hiém c6 trudong hop lam tram trong thém tac dung phu cua triazolam (r6i loan hanh vi)
duoce bao cao.

Tolterodin: tang ndng db tolterodin trong huyét twong & cac dbi twong c6 trao doi chét thap, c6 nguy
co qué liéu.

Halofantrin: tang nguy co loan nhip thit, doi khi gay xoan dinh.

Néu c6 thé nén ngung ding macrolid. Néu khong thé tranh su két hop nay, nén kiém soat QT trude va
theo doi dién tam db.

Disopyramid: tang nguy co xay ra tac dung phu cua hop chat nay: ha duong huyet ndng, tang khoang
QT va loan nhip thit nghiém trong, déi khi gay xoan dinh.

Theo di 1am sang, vi sinh va dién tdm do thuong xuyén.

Lumefantrin va két hop véi artemether: ting nguy co loan nhip that, doi khi gdy xoan dinh.

Néu c6 thé nén ngung dung thudc gay xoén dinh. Néu khong thé tranh su két hop nay, nén kiém soat
QT trude va theo ddi dién tdm do.

Acid valproic: Erythromycin ¢ thé trc ché chuyén hoa cua acid valproic, lam tang ndng do thude nay
trong huyét trong va lam ting doc tinh.

Thude de tai: Ding liu cao erythromycin véi cac thude c6 doc tinh véi tai & nguoi bénh suy thén co
thé lam tang tiém nang doc tinh véi tai clia nhimg thude nay.

Penicillin: Céc thuoc kim khuan c6 thé anh huong dén tac dung diét khuan cua penicillin trong diéu
tri viém mang nio hodc céc truong hop can c6 tac dung diét khuan nhanh. Tt nhat 14 tranh phéi hop.
Két hop cin thin trong:

Alfentanil: tang tac dung tc ché hé hap cua céc thudce giam dau nhoém opiat do lam giam chuyén héa
qua gan.

Cén diéu chinh liéu cac thude giém dau nhom opiat trong trudng hop diéu tri bing erythromycin

Céc thuéc chono dong duwomg uéng: tang tic dung cua cac thudc chbng dong duong udng va ting
nguy co xuat huyét.

Can kiém sodt chi s6 INR thuong xuyén hon. C6 thé chinh lidu céc thubc chéng dong duomg udng
trong va sau khi diéu trj bang erythromycin.

Atorvastatin, simvastatin, lovastatin. ting nguy co xay ra tac dung phu (phu thudc ndng do), nhu tiéu
co van (giam chuyen héa qua gan cac thudc ha cholesterol).

Sur dung lidu thap hon. Néu khong dat muc tiéu didu tri, st dung mot statin khac khong chiu anh
huong cua tuong tac nay.

Digoxin: tang ndng d6 digoxin trong mau do ting hap thu (erythromycin pha huy téc dung chuyén

S.A

digoxin thanh cac chit chuyén héa khong hoat tinh ctia hé vi sinh vét dug _-
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— Lisurid: tang ndng d¢ lisurid trong huyét tuong vai cac dau hidu qua licu dopamin (budn nén, nén.
budn ngi. suy nhuoc). Can theo dbi 1am sang va chinh [idu lisurid trong thoi gian diéu tri bing
erythromycin.

—  Midazolam: tang ndng dd midazolam trong huyét trong do giam chuyén hoa thudc qua gan. ting tac
dung an thin. dic bidt & tré em. Cén theo dbi 14m sang va chinh [iéu lisurid trong thoi gian didu tri
bang ervthromycin.

—  Sildenafil: tang ndng dé sildenafil trong huyét trong. cé nguy co ha huyét &p dong mach. Khoi dau
didu tri sildenafil véi lidu 25 mg/ngay.

—  Verapamil: nhip tim chim vd/hoidc 16i loan din truyén nhi-that, do giam chuyén hoa verapamil qua
gan,

Theo ddi 14m sang va dién tdm db. Trong truromg hop can thiét, diéu chinh liéu verapamil trong thoi
gian diéu tri bang erythromycin va sau khi ngung thude.

—  Cloramphenicol va lincomycin; Erythromyein ¢6 thé day hodc ngin chin khdng cho cloramphenicol
hodc lincomycin gin véi tidu don vi 508 cua ribosom vi khuan, do d6 déi khang tac dung cia nhimg
thude nay.

—  Cdc thube ¢6 dic tinh véi gan: Lam tang tiém nang déc véi gan.

Vin dé dic biét khi chi s6 INR khéng 6n dinh

Nhidu truong hop hoat tinh cua cac thude chong dong dudng uong tdng 1én dugce bdo cdo o cac bénh
nhén ding khang sinh. Khi bi viém va nhiém khuin ning, do tudi va tong trang ctia bénh nhan durgre
xem la cac yéu 0 nguy co. Trong nhimg truémg hop nay, rat kho de nhén biét cdch I4y nhifm tir viéc
diéu tri khi xudt hién chi s& INR khéng 6n dinh. Tuy nhién, mot sé nhém khéng sinh ¢6 thé c6 lién
quan: tfluoroquinelon, macrolid, cyclin, co-trimoxazol va mét vai cephalosporin.

PHU NU MANG THAI VA CHO CON BU
Khéng ap dung.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Khéng ap dung.

TAC DUNG KHONG MONG MUON
Céc biéu hién trén hé tiéu hoa: budn nén, 61 mira, dau da day, tiéu chay.
Hiém c6 trudng hgp bi viém dai trang gia mac dugc bo cdo.
Hiém 2dp viém tuy xuét hién ngay sau khi bat dau didu tri hodic sau khi dung liéu cao hodc khi dung
qué ligu dugc bio cdo.
Céc bigu hién di tmg da hiém gap: rit hiém gip hdng ban da dang, hdi chimg Stevens Johnson va
Lyell.
Hiém c6 truong hop viém gan hodc tdn thuong gan kém theo tang alkalin phosphatase v&/ hodc tang
transaminage da duge bao cao ddi khi kem cz’;c biéu hién lam sang {vang da, so6t), d61 khi kém theo
dau bung cdp. Phai ngung dicu tri ngay khi xuat hién céc triéu chitng 14m séng.
Thong béo cho bdc st nhitng tdc dung khéng mong mudn gap phai khi sir dung thude

QUA LIEU
Cho dung epinephrin, corticost?roid va thube khang histamin dé xir tri cac phan tmg di tmg; thut rira
da day dé loai trir thuoc chua hap thu ra khoi co thé; va khi can ding cac bién phéap hd trg.

CAC PAC TINH DUQC LY
Duoge lwe hoe
Erythromyein 1a khang sinh thudc ho macrolid.

Erythromycin 1c ché tdng hop protein cta vi khudn bang cach gin vio tidu don vi 508 cia ribosom
va ngén su hinh thanh chuoi peptid. .____f_?;_éf;
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PHO KITANG KHUAN

Néng d6 toi han dé phan biét nhiing ching nbgy cam voi nhiing chung nhay cam trung gian va nhing
chung nhay cam trung gian vdi nhimg chiing d& khang:

Nong do nhay cam (S) < 1 mg/l va Nong d dé khang (R) > 4 mg/l.

O mot s loai, mite dé khang thu dugc ¢6 thé thay d01 theo vi tri dia 1y va thoi gian. Vi thé, cin biét do
nhay cam clia vi khuén tai dia phuong, ddc biét 1a néu nhidm khuin ning. Théng tin dd nhay cam chi
nham dinh hudng kha nang nhay cam ctia mot dong vi khuan véi khang sinh nay.

Sur thay d6i vé ty 1& khang thude & Phdp cla céc loai vi khudn duoc trinh bay dudi day:

CHUNG NHAY CAM

Vi khuan hiéu khi gram (+): Bacillus cereus, Corynebacterium diphteriae, Céu khuan Tudt (50 =
70%), Rhodococcus equi, Streptococcus B, Staphviococcus nhay cam Methicillin, Staphylococcus dé
khang Methicillin® (70 — 80%), Streptococcus khéng phdn nhom (30 - 40%), Streptococcus
preumonia (35 — 70%), Streptococcus pyogenes (16 —31%).

Vi khuin hiéu khi gram (-): Bordetella pertussis, Branhamella catarrhalis, Campviobacter,
Legionella, Moraxella,

Vi khuin yém khi: Actinomyces, Eubacterium, Mobiluncus, Fusobacterium, Prevorella,
Porphyromonas, Prevotella, Propionibatcerium acnes, Bacteroides (30 — 60%), Peptostreptococcus
(30 — 40%).

CHUNG KHAC

Borrelia burgdorferi, Chlamydia, Coxiella, Mycoplasma pneumonia, Treponema pallidum,
Leptospira.

CHUNG NHAY CAM TRUNG BINH (nhay cam trung gian trong éng nghiém)

Vi khuin hiéu khi gram (-): Haemophilus, Neisseria gonorrhoeae.

Vi khuén yém khi: Clostridium perfringens.

Khac: Ureaplasma urealyticum.

CHUNG BE KHANG

Vi khudn hiéu khi gram (+): Corynebacterium Jjetkeium, Nocardia asteroides
Vi khuén hiéu khi gram (-); Acinetobacter, Pseudomonas, Vi khudn rudt

Vi khuan yém khi: Fusobacterium

Khace: Mycoplasma hominis

* Ty 1é khang methicillin khoang 30-50% giita céc tu ciu khudn Staphylococei thudng gip hon trong
cac bénh vién,

Dwge dong hoc

Hép thu

Dung thude trude bita an (khoang 1 gio), ndng d6 thude dat duoe trong huyét thanh cao nht.

Sau khi ubng, erythromycin duge hip thu & doan trén cua rudt non. Ty 1¢ sinh kha dung cia thude tir
60% dén 80%.

Phdn b6

Thér}' gian ban huy trong huyét twong gdn 2 gid. Ubng 500 mg ervthromycin dat ndng d6 181 da trong
huyet thanh 12 2,5 ug/ml sau 1 gid.

Erythromycin phan bd rong rdi trong tt ca cdc md rong co thé, dic biét 1a & phdi va trong khdi
amidan.

Erythromycin phan bd kém trong dich ndo tay.

Erythromycin qua dugce hang rao nhau thai.

Cac macrolid di vao va tich liiy trong céc te bao thuc bao (bach cau tfﬁﬁm& cAu don nhén, dai
1

o - . 3
thuc bao phiic mac va phé nang). Do do, ndng dé khéng sinh macro @@c té bao thuc bao kha
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cao o ngudi. Tuong tu cac macrolid khéac. djc tinh nay giai thich hoat tinh cua erythromycin dbi voi
vi khuan ndi bao.
Thai trir
Erythromycin dugce bai tiét chu yéu dudi dang khéng déi trong mat va nudc tiéu:
—  Erythromycin duge bién ddi sinh hoc chu yéu & gan boi phan tmg khir N-methyl. Do thai chu yéu
qua mat.
— Ngoai ra con ¢6 mét lugng nhé thude duge dao thai qua nude tiéu.
BAO QUAN
Bao quan ¢ nhiét d6 dudi 30°C. Dé xa tim tay tré em.
Han ding: 36 thang ké tir ngay san xut.
Khéng ding thude qua han dung ghi trén bao bi.
Thubc ban theo don.

NHA SAN XUAT
Nha san xudt chiu trdch nhiém xudt xieong:
Laboratoires BOUCHARA RECORDATI Fsa
70, Avenue du Général de Gaulle — 92800 Puteaux — PHAP i EDIS
; ; : Zac de Montavas - 8 bis rue Colbert
Noi san xuat thanh pham: 91320 WISSOUS
353 148 463 RCS PARIS
SOPHARTEX Siret 333 148 463 00048 - APE 514 N

: Tél . 7 30-Fax:01657490°
21 rue du Pressoir, 28500 Vernouillet — PHAP SLABEIR
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