Azicine

THANH PHAN
Maivién nang cimg chira:
AZIPOMYCIN.... 5. e S8 U R Rl A SRR G 250 mg
(twong dwong azithromycin dihydrat 262 mg)
s e L R R P 1 vién nang

(Lactose monohydrat, tinh bot tién gelatin héa, natri lauryl sulfat, povidon K30,
croscarmellose natri, magnesi stearat)

OTA
Vién nang ctrng sb 0, dau va than nang mau tréng, cé in chi¥ “STADA”, chira bt
thudc mau tréng.

DUQC LYCHOC

D

Azithromycin la khénq sinh macrolid thugc nhom azalid. Co ghé tac dung cla
azithromycin 1a trc ché tdng hop protein vi khudn béing cach gén vao tiéu don vi
ribosom 50S va ng&n ch&n sy chuyén vi clia cac peptid.
Azithromycin nhay cadm véi cac vi khuan gay bénh dién hinh nhu:
Vi khuén hiéu khi Gram dwong: Staphylococcus aureus, Streptococcus pneumoniae,
Streptococcus pyogenes.
Vi khuén hiéu khi Gram am: Haemophilus influenzae, Haemophilus parainfluenzae,
Legionella pneumophila, Moraxella catarrhalis, Pasteurella multocida.
Vi khuan ky khi: Clostridium perfringens, Fusobacterium spp., Prevotella spp.,
Porphyromonas spp..
Céc vi khuan khac: Chlamydia trachomatis va Chlamydia pneumoniae, Listeria
monocytogenes, phirc hgp Mycobacterium avium (MAC), Mycoplasma pneuminiae
va hominis, Ureaplasma urealyticum, Toxoplasma gondii, Treponema pallidum va
Borrelia burgdorferi.

UQCBONGHOQC
Azithromycin diing dwéng uéng cé sinh kha dung khodng 40%. Thirc &n lam gidm
kha n&ng hap thu azithromycin it nhat khoang 50%. Néng d6 dinh trong huyét twong
dat dwoc tir 2 dén 3 gio sau khi uéng, nhung azithromycin dwoc phan bé rdng rai
dén cac md va ndng do thudc trong mé thudng cao hon so véi trong mau; do d6, trai
v&i hdu hét nhirng khang sinh khac, néng d6 thudc trong huyét twong chi cé it gia tri
nhw mét chi d&n vé tinh hiéu qua ctia thuéc. Thudc tap trung trong té bao bach cau
véi ndng dd cao. Mét lvong nhé duwgc phan bé trong dich néo tly khi mang ndo
khéng bj viém.
M&ét Ivgng nho azithromycin dwgc demethyl héa & gan va dugc dao thai qua mat
dwéi dang khdng ddi va dang chat chuyén héa. Khoang 6% lidu uéng dwoc dao thai
qua nuéc tiéu. Thoi gian ban thai cudi cing khodng 68 gior.

CHIDINH

LI

Azithromycin dwoc ding dwéng udng trong dié

S.pneumoniae.

Boi nhiém cép trong bénh phdi tic nghén man tinh (COPD) do H.influenzae,

M.catarrhalis hodc S.pneumoniae.

Viém phdi mic phai cong ddng (CAP) tir nhe dén vira gay béi cac chling nhay cam

S.pneumoniae, H.influenzae, Mycoplasma pneumoniae hoac Chlamydophila

pneumoniae.

Céac nhiém tring da va nhiém triing cAu tric da khéng bién chirng gay bdi céc vi

khuén nhay cam Staphylococcus aureus, S.pyogenes hoac S.agalactiae.

Ha cam (loét sinh duc gay b&i Haemophilus ducreyi).

Viém dwong tidu va viém cb tr cung gay bdi Neisseria gonorrhoeae hodc

Chlamydia trachomatis. .

Diéu tri nhiém triing lan téa gay b&i MAC & bénh nhan nhiém HIV.

Phong ngtra nhi&m triing MAC lan tda & bénh nhan nhi&m HIV (bao gém phong

nglra tién phat va thir phat).

Nhi&ém triing MAC & bénh nhan am tinh véi HIV (diéu tri nhi&m tring phdi).

EULUQNG VA CACHDUNG

Azithromycin dwoc st dung béing dwdng udng, nén ubng it nhat 1 gié treére khi sn

hodc 2 gi¢r sau khi an.

Ngwoiléon

Diéu tri & bénh nhan tir 16 tudi tré 1&n trong cac trwérng hop bdi nhiém cip tir nhe

dén vira trong bénh phdi tdc nghén man tinh, viém phdi méc phai cong ddng, viém

hong/viém amidan, nhiém triing da va c4u tric da khéng bién chitng do nhirng vi

khuan da néi trén: Lidu don 500 mg dwoc uéng vao ngay dau tién, sau d6 250 mg

méingay 1 1an vao ngay th» 2 dén ngay thir 5, lidu tdng cong la 1,5 g azithromycin.

Diéu tri viém xoang cap: 500 mg x 11an/ngay trong 3 ngay.

Didu tri bénh ha cam: Liéu duy nhat 1g.

Didu tri viém duong tiéu va viém cb tir cung gay bdi C. trachomatis: Liéu duy nhat 1 g.

Didu trj viém duwong tidu va viém cb tlr cung gay béi N. gonorthoeae: Lidu duy nhét 2 g.

Nhiém tring MAC & bénh nhan nhiém HIV:

+ Phong ngira tién phat: 1,2 g x 1 lan/tudn. Azithromycin c6 thé dung don I& hay
két hop vai rifabutin (300 mg x 1 1an/ngay).

+ Diéu tri nhim tring MAC lan tda: 600 mg x 1 1an/ngay két hop véi ethambutol
(15 mg/kg/ngay).

+ Phong ngtra tai phat nhiém tring MAC lan tda (phong ngira thir phat hoic ligu
phép duy tri lau dai): 500 mg x 1 1an/ngay két hop véi ethambutol (15 mg/kg x 1
14n/ngay) kém hodc khdng kém rifabutin (300 mg x 1 1an/ngay).

Nhiém truing MAC & bénh nhan am tinh vé&i HIV (diéu tri nhiém trung phdi): 250

mg/ngay hogc 500 mg x 3 lan/tudn két hop v&i rifabutin (300 mg/ngay) hay rifampin

(600 mg/ngay) va ethambutol (25 mg/kg/ngay trong 2 théang, sau d6 15 mg/kg/ngay).

Tréem

Liéu dung cho tré em ngay dau tién la 10 mg/kg, tiép theo la 5 mg/kg x 1 1&n/ngay tir

ngay thir 2 dén ngay th(r 5.

CHONG CHIBINH

Qua méan véi azithromycin, erythromycin hodc bét ky khang sinh thudc nhém
macrolid, hodic b4t cir thanh phan nao ctia thuéc.

THANTRONG

TU

PH

AN

Céc phan ng qua man nghiém trong, bao gdm phu mach, phan vé, phan tng da
hiém xay ra trén bénh nhan dung azithromycin.

Vi azithromycin dwoc dao thai chli yéu qua gan, nén duing than trong cho nhiing bénh
nhan suy chirc néang gan.

Do it di¥ liéu v& viéc str dung azithromycin cho nhirng bénh nhan suy than, nén dung
thudc c&n than cho nhirng bénh nhan c6 d6 loc cAu than dwéi 10 mi/phat.

Kéo.dai thoi gian tai khlr cc tim va khoang QT véi nguy co loan nhip tim va xoén dinh
da dugc bao cao hiém gap déi véi macrolid. Kha néng xay ra céc tac dung trén clia
azithromycin khong thé dworc loai trir hoan toan d6i véi nhizng bénh nhan c6 nguy co
bi tai kh(r cyre tim kéo dai.

D& han ché sy phat trién cac vi khudn d@& khang thuéc, duy tri hiéu qua cta
azithromycin va nhirng thuéc khang khuan khac, chi nén str dung thuéc dé diéu trj va
phoéng ngira sy nhiém triing da duoc xac dinh hodic nghi ngé rd rét nhiém trung béi
cacvi khuan nhay cam.

'ONG TAC THUOC

Céc thubc khang acid nhém/magnesi hydroxyd: Cé thé lam gidm ndng d6 dinh cla
azithromycin nén can dwgc dung riéng ré.

Thubc chéng déng: Sy tang dang ké tac dung cta warfarin va gay chay mau dé xay ra
& mdt sb itbénh nhan diing azithromycin, nhing hau hét bénh nhan chua thay c6 tién
trién twong tac quan trong vématlam sang.

Céc glycosid digitalis: 8’ mot s6 bénh nhan c6 biéu hién tang nhanh khong thé dw doan
néng do digoxin trong huyét thanh ttr 2 @én 4 1an khi dung azithromycin. Sy twong tac
twong ty ciing da gép gitra digitoxin va azithromycin. Ngd doc digitalis c6 thé xay ra.
Ergotamin va dihydroergotamin: Bdc tinh cAp tiéu biéu clia cya lia mach 1a co thét
mach ngoai bién trAm trong va mat cam giac.

Triazolam: Thuéc lam gidm dé thanh thai clia triazolam va do d6 c6 thé lam téng tac
dung dwgrcly chatriazolam.

Céc thubc duoc chuyén héa qua hé théng cytochrom P-450: Thubc lam tang ndng do
trong hu étthanh clia carbamazepin, cyclosporin, hexobarbital va phenytoin.
UNU CcO THAIVA CHO CONBU

Phu nircé thai

Chuwa cé nghién ctru dé‘y d0 va dwoc kiém soat vé viéc str dung azithromycin cho phu
ni¥ c6 thai, chi duing thudc cho phu ni¥ mang thai khi that sy can thiét.

Phu niecho conbu

Azithromycin duwgc tim thiy trong stra me, cin st dung thudc than trong cho phu nir
dang cho con ba. ; 4 > ’

HHUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 bang chirng cho thay azithromycin anh hwdng trén kha nang lai xe hodc van
hanh may méc.

TAC DUNG PHY

uti:
Viém hong va viém amidan do Streptococcus pmx Sr; 1/ yma S
— Viém xoang do nhiém khun cip gay nén boi H: e,--tatdrrhalis hos =

Qu

Ciing nhw erythromycin, azithromycin 1a thudc dwoc dung nap tét va i 1é tac dung

khdng mong mupn thép (khoang 13% sb ngudi bénh). Hay gap nhét 1a réi loan tiéu

1 e ’ budn nén, kho chiju & bung (dau bung/co cing co
By tidu 1dng doi khi xay ra, nhwng nhirng triéu chirng

nay thwdng nhe va it xay ra so véi dung erythromycin. Da cé bao cao sy tang

nhéat théi enzym gan. Phat ban, dau dau va chéng mét co thé xay ra. Bién ddi nhét thori

s6 luwgng bach cau trung tinh cé thé xay ra & nhirng bénh nhan duing azithromycin.

Suy giam thinh giac: St dung lau dai & lidu cao, azithromycin cé thé lam gidm thinh

giac c6 hdi phuc & mét sé ngudi bénh.

Thwéng gdp

Tiéu héa: Budn non, tiéu chay, dau bung, nén.

Itgap ;

Toan thdn: Mét méi, dau dau, chéng mat, ngu ga.

Tiéu héa: DAy hoi, khé tiéu, khéng ngon miéng.

Da: Phatban, ngtra.

Tacdung phyu khéc: Viém am dao, cb ttr cung.

Hiém gap

Toan thdn: Phan trng phan vé.

Da: Phumach.

Gan: Men transaminase tang cao.

Méu: Giam nhe bach cAu trung tinh nhét thei.

ALIEU

Triéu chirng: Triéu chirng dién hinh cta qua lidu cac khang sinh nhém macrolid bao

gdm giam thinh giac c6 hdi phuc, budn nén trdm trong, nén va tiéu chay.

Biéu trj: St dung than hoat tinh cling véi didu trj triéu chirng va céac bién phap hé tror

c6 thé dwore chidinh khi can thiét.

BAO QUAN Bao quoén trong bao bi kin, noi khd, tranh anh sang. Nhiét dé khéng
. qua30°C.

HANDUNG 36 thang ké tir ngay san xuét.

PONG GOI Vi6vién. Hop 1 vi.

Vi 6vién. Hop 10 vi.
Chai 100 vién. Hop 1 chai.

TIEU CHUAN AP DUNG: Tiéu chuan nha san xuét.

/‘\

THUOC NAY CHi DUNG THEO DON CUA BAC Si

Dé xa tam tay tré em
Khéng dung thubc qué thoi han str dung
c kj hwéng dan sir dung trwée khi ding
Néu can thém théng tin, xin héi y kién bac si
Théng béo cho béc si nhipng tic dung khéng mong muén
gdp phai khi st dung thuéc
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Nha san xuét:
Chi nhanh CTY TNHH LD STADA-VN

S 40, Pai 16 Ty Do, KCN Viét Nam-Singapore,
Thi xa Thuan An, Tinh Binh Dwong, VN
DT: (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469

STADA



