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Hop 10 vi x 10 vién nén dai bao phim
Box of 10 blisters x 10 fiim coated caplets
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3. To hudng dan sif dung:

GMP-WHO
A ABMEXPHARM
Agi-Ery s00
Thanh phdn: Mai vién nén dai bao phim chifa:
- Erythromycin stearal . . ....c.oovviniiniairrriianres 693.8 mg
(tudng dudng Erythromycin base) . ......ooovevioieiieaniiianees 500 mg
SRR ... oosivimas wrm b o e S R B 1 vién,

{Lactose, tinh bt ngd, Sodium starch glycalat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose, Polyethylene glycol 6000,
Polysorbat 80, Titan dioxyd, Talc, Phim mau dd Erythrosin lake).

Quy cch ddng géi: Hop 10 vix 10 vién nén dai bao phim.

Chi dinh:

- Erythromyein ding dd diéu tri nhigu bénh nhidm khudn nhu viém phe quan,
viém rugt do Campylabacter, ha cam, bach hdu, viém phdi va cic nhidm
khudn do Legionella, viém két mac tré sd sinh va viém k&t mac do Chlamydia
1o ga, vim phdi (do Mycoplasma, Chlamydia, cac loai viem phoi khong din
hinh va ¢a do Strepfocaccus), viém xoang; phdi hop véi neomycin dé phang
nhiém khudn khi tién hanh phiu thuat rudt.

- Erythromycin c6 thuan Igi hon tetracyclin 14 c6 thé dung cho ngubsi mang thai
vA cdc chau nhd, vl vy rat ¢6 fch dé trj c4c banh viém phdi khang dién hinh
do Chiamydia hodc do Haemophilus influenzae.

- Erythromycin c6 thé ding cho cic ngubi bgnh di ding véi khdng sinh beta -
lactam va nén danh riéng cho ngudi bénh dj ing penicilin, néu khang thi sy
khing thudc s tang d&n mic khding kidm soat dugc.

- Ditng thay thé penicilin trong dy phong dai han thdp khp cap.

Lidu ding va céch ding:
> Nén udng thuic lic doi (ndu bi kich dng tiu hda thi uling vdi thidc an). LiEu
udng thuting ding 1a:

+ Ngubi 16n; Tir 1 - 2 g/ngay chia |am 2 - 4 1dn. Khi nhifm khudn ndng, co thé
ting dén 4 g/ngay, chia lam nhidu |in.

- Tré em: Khodng 30 - 50 mg/kg thé trong/ngdy. Trong trubing hop nhidm
khudn nang, lidu c6 thé ting 18n gdp doi.

+ Tré em tir 2 - B tudi diing 1 g/ngay chia lam nhidu14n.
+ Tré em dudi 2 tufi diing 500 mg/ngay, chia lam nhidu l4n.
Chong chi djnh:

- Ngubi bénh qué min vi erythromycin, nguwi bénh trude diy da ding
erythromycin ma cé rGi loan v gan, ngubi bénh c6 tién sit bj didc.

- Vi sif dyng duvc col nhu khdng an toan ddi vai ngudi bénh rdi foan chuyén
héa porphyrin cap, vi gy cic dot ¢dp tinh.

- Khing dugc phéi hgp vdi terfenadin, dic biét trong trudng hgp ngudi b§nh cé
bénh tim, loan rhip, nhip tim chdm, khodng Q - T kéo dai, tim thidu méu cuc
b3, hodc ngulsi bénh c rdi logn dién giai.

Thn trong:
Cén sit dung than trong erythromycin cho ngudi b&nh dang cd bénh gan hodc
suy gan. Giing cdn phai rdt than trong khi dung vdi cdc ngudii bénh logn ahjp
va ¢ c4c banh khac vé tim. Trong truing hop ndy, tuong tac thudc co thé gay
tac dyng phy chét ngudi.

Tuang téc thudc:

C4n than trong khi diing thudc erythromycin cing véi cac thudc sau day:

- Erythromycin lam gidm sy thanh thdi trong huy&t tuong va kéo dai thdi gian
tac dung cha alfentanil.

- Chdng chi dinh diing phdi hop astemizol hodc terfenadin vdi erythromycin vi
nguy co doc véi tim nhu xodn dinh, nhip nhanh that va Ll vong.

- Erythromycin ¢é thé dc ché chuyén héa clia carbamazepin va acid valproic,
lam ting ndng dd cic thudc nay trong huyét tudng va lam tang dgc tinh.

- Erythromycin co thé ddy hodc ngan chin khdng cho cloramphenicol hodc
lincomycin gan véi tidu don vi 50s cla ribosom vi khudn, do d6 d8i khang tac
dung cia nhiing thudc nay.

. Cac thudc kim khudn c6 the dnh huling 08n tac dung diét khudn cda penicilin
trong didu tri vidm mang nda haic c4c trung hdp cdn cd tic dung digt khudn
nhanh. T6t nht 14 trdnh phéi hgp.

- Erythromycin lam tang nong df cila digoxin trong méu do tic ddng 1én he vi
khusin duding rudt 1am cha digoxin khdng bi mét hogt tinh.

- Erythromycin lam gidm sy thanh thai cba céc xanthin nhu aminophylin,
theaphylin, cafein, do dé lam tang ndng dd cla nhilng chal ndy trong mau.
N&u cén, phai diéu chinh lidu,

- Erythromycin c6 thé kéo dai qu mic thai gian prothrombin va lam tang nguy
cd chay mAu khi didu tri kéo dai bling warfarin, do lam gidm chuyén hoa va d9
thanh thii cia thudc nay. Cdn phai diéu chinh lidu warfarin va theo ddi chat
¢h& thoi gian prothrombin.

- Erythromycin 1am gidm do thanh thai cha midazolam ho3c triazolam va lam
ting tac dung clia nhitng thudc nay.

- Diing lidu cao erythromycin véi céc thudc co déc tinh voi tai & ngudi bénh suy
thin co thd lam tang liém ndng doc tinh vii tai ciia nhing thudc nay.

- Phiii hgp erythromycin véi cac thudc cé dc tinh vdi gan cb thé lam ting tiém
ning ddc vdi gan.

- Erythromycin lam tang néing da ciclosporin trong huy8t fuung va ting nguy cd
dic vai than.

+ Erythromycin ifc ché chuyén héa clia ergotamin va 1am tang tic dyng co thit
mach clia thuc ndy.

- Than trong khi diing erythromycin cling véi lovastatin va o6 thé 1am ting
nguy cd tidu covan.

$ir dyng cha phy nit cé thai v& cho con bi:

- Thisi ky mang thai: Erythromycin di qua nhau thai, nhung khdng c6 thdng bio
v tic dung khdng mong mudn clia erythromycin stearat.

- Thoii ky cho can bi: Erythromycin tigt vao sila me, nhung khdng cd thbng béo
vé tic dung khdng mong mudn cho tré em bo sia me cb erythromycin,

Téc dung khong mong muln:

Erythromyein thugng dung nap 16t va hiém c6 cac phdn dng khdng mong
mudn nang.
» Thuiing gép, ADR >1/100
- Tiéu héa: Dau byng, ndn mifa, a chay.
- Da: Ngoai ban
- Khéc: Viém tinh mach va daud ché tigm.
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= it gap, 1/1000 < ADR < 1100

- Da: May day.

> Hi#m gap, ADR < 1/1000

- Todn than: Phin ting phan vé.

+ Tudn hoan: Logn nhip tim.

- Gan: Transaminase tng, bilirubin huy&t thanh tang, & mat trong gan.

- Tai: Bigc, cé hdi phuc.

> Hudng dn cach xi tri ADR )

- Mt so tac dyng khong mong mudn co thé hdi phyc, cdeh xif tri fa
ngimg thude.

» Thong baa cho bic sy nhiing tac dyng khdng mong mudn gdp phdt khi sif
dyng thudc.

Cac dac linh duge lye hoc:

- Erythromyein 1 khang sinh nhom macrlid, co phg tac dung rbng, chit y&u la
Kim khudn d6i v vi khudn Gram duong, Gram dm va cdc vi khudn khic bao
géim Mycaplasma, Spirochetes, Chiamydia va Rickettsia.

- Erythromycin va cac macrolid khéc gan thudn nghich véi tiéu don vj 50s clia
ribosom vi khudn nhay cam va tc ché tdng hgp protein. Tac dung chinh cia
ervthromycin 12 kim khudn anung c6 thé diét khudn & ndng do cao ddi vai cac
chimg rat nhay cam. Tac dung cla thude 13ng Ién & pH kiém nhe (khodng
8,5), dc bigt véi cac vi khudn Gram am.

- Erythromyein ¢o phd tac dyng rong véi cac vi khuin gdy bgnh bao gdm cic
cdu khudn Gram dudng, cic Streptococcus nhy Streptococcus pneumaniae,
Streptococcus pyogenes. Nhigu ching Staphylococcus aureus van con nhay
cam, tuy sy dé khang tang Ién nhanh. Cac sd lieu trong bdo cdo ASTS cho
thdy trong nhiing nam gdn day, cac Staphylococcus, Pneumococcus,
Streptococcus tan huyét nhom A khdng erythromycin ting lén nhigy, ti g dé
khang tang dén 40% (Streptococcus pneumoniae), 55% (Enterocaccus
faecalis), 51% (Streptococcus viridans) va 59% (Slaphylococcus aureus).
Su khdng erythromycin ting ddn qua ting ndm @ Vigt Nam do sy lam dung
cac macralid. Cdc macrolid ndi chung va erythromycin ndi rigng phal duge
han ché sif dyng, chi dung khi cdn, nhu vy mdi co cd may gidm dude sy
khing thudc.

- Nhiu vi khudn Gram dudng khdc con nhay cim véi erythromyein trong dd co:
Bacilius anthracis, Corynebaclerium diphteria, Erysipelothris rhusioparthiae,
Listeria monocyogenes. Thubic ¢6 tic dung trung binh véi cac vi khudn y&m
khi nhu Clastridium spp., cac ching loai Nocardia thay ddi nhay cam nhing
erythromycin van con tic dung vdi Propionibacterium acnes.

- Erythromycin c6 fac dung voi cdc cdu khudn Gram dm nhy Neisseria
meningitidis, N. gonorrheae va Moraxella (Branhamelia) catarrhafis.

- Cac vi knudn Gram 4m khdc cd dd nhay cAm thay ddi nhung thudc vin con
tac dyng hitu hidu 13: Bordetelia spp., vai chiing Brucefla, Flavobacterium,
Legionella spp. va Pasteurella, Haemophilus ducreyi duge ghi nhdn con nhay
cim, nhung H. influenzae lai it nhay cdm. Cac Entsrabacteriaceae ndi chung
khaing nhay cam, tuy vy mdt vai chiing nhay cdm vai thudc & pH kiém.

- Trong cdc khudn y&m khi Gram &m cb Helicobacter pyloridis va nhidu chiing
Campylobacter jejuni 1a nhay cam (khodng 10% ching sau dd khang). Hen
m{t nita cac chiing Bacteroides fragilis va nhiéu chiing Fusobacterium déu
khdng erythromycin.

- Cdc vi khudn khdc nhay cAm vdi thudc bao gdm Actinomyees, Chiamydia,

Rickettsia spp., Spirochete nhu Treponema pallidum va Borrelia burgdorfen,
mét s6 Mycoplasma (nhét 1a M. pneumoniae) va mdt si Mycobacteria cd hoi
nhu M. scrofulaceum va M. kansasi, nhung Mycoplasma trong t€ bio lai
thuiing khing, ké cé M. fortuitum.

- C4c ndm, ndm men va virus déu khang erythromyein.

Céc Adc tinh duge ddng hpe:
- Nong @0 (c cnd t8i thidu cla erythromycin cd thé thdp hon 0,001

microgam/ml d6i véi Mycoplasma pneumoniae va ndng do e ché t6i thidu tit
0,01 - 0,25 microgam/ml dii vdi Listeria, Neisseria gonorrheae va
Corynebacterium diphteria, Maraxella catarrhalis v Bordetella pertussis.
Céc vi khudn co néng dd dc ché tdi thidu d&n 0,5 microgam/ml dugc coi 14
nhay cam voi khang sinh va nhiing khudn ¢ d§ (c ché tdi thidu t 0.5 - 2
microgam/ml ¢6 dd nhay cam trung binh.

- Kha dyng sinh hoc ciia erythromycin thay ddi tir 30 d&n 65% tiy theo logi

mudi. Vién nén bao phim (base va stearat) dé mat hoat tinh bfi dich v, 16t
nhat nén udng vaa lic dai,

- Thuic phin bd ring khip cac dich va md, bao gém ci dich ri tai gilta, dich

tuyén tién liét, tinh dich. Nong dd cao nhat thiy & gan, mat va lach. Thugc co
ndng Ao thap & dich naa tly, tuy nhién khi mang nio bj viém, ndng d§ thudc
trong dich nao thy ting &n. :

- Tir 70 d&n 90% thudc gén vao protein. Hon 90% thudc chuyén hoa d gan, mat

phin dudi dang bat hoat; cd thé tich tu & nguéi banh suy gan nang.

- Ndng do dinh trong huy&t tudng dat tir 1 dén 4 gid sau khi wng, tiy theo dang

thudic. Dat ndng d§ dinh 0.3 - 0,5 microgam/m v@i lidu erythromycin base
250 mg va 0,3 - 1,9 microgam/ml véi liéu 500 mg. B8 vdi erythromycin
stearal ciing nhu vdy.

- Erythromycin ddo thai chi yéu vao mat. Tir 2 dén 5% lidu ubng dao thai ra

nudc tigu dudi dang khang bign ddi.

Qua lidu va céch xif Iri:

Cho ding epinephrin, corticostercid va thudc khang histamin dé xir tri céc
phén (ng di dng; thut rifa da day dé logi tris thusic chua hdp thu ra khoi cd the;
va khi can dung cac bign phap n trg.

Tinh tuang ky:

D6 bén clia cac dan xudt erythromycin phy thubc pH. Sy phén hiy xdy ra rat
nhanh & pH In hon 10 hodc thdp hon 5,5. Tuang ky phu thude vao nhidu yéu
tf nhu nhigt 46, ndng d céc dung dich va cic dung dich dé pha lodng.
DE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC ST

B0 quan: DE & nhibt dj dudi 30°C, tranh &m va anh séng.
Han dilng: 36 thang k& tir ngay sin xudt,

Khang ding thubc qua thai han st dyng ghi trén nhan.
CTY CP DUGC PHAM AGIMEXPHARM
27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuy&n, An Giang.
Nha mdy: K. Thanh An, P. My Thdi, TP. Long Xuyén, An Giang.
DT: 076.3934227 Fax: 076.3934226

TP Long Xuyén, ngay pf»:i. thdng C&. nam L0/
e
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