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B( Thuée ban theo don

AZITHROMYCIN

(Vién nang Azithromycin 250mg)

Thanh phén: Mbi vién nang chura:

Azithromyecin dihydrat tuong duong.... e Rl ...250mg Azithromycin
Ta dugce: Cellulose vi tinh thé PH 101 Iacfose monohydrat po.'yv!ny! pyro.'rdon
K30, talcum, magnesi sterat, Sodium lauryl sulfat vita dd... . 1vién,
Dugc luc hoc:

- Cd ché téc dung: Azithromyein 1a khang sinh kim khuén thude nhém macrolid.
Thuéc e ché téng hap protein clia t& bao vi khuén do gén vao tiéu don vi 508
clia ribosom, ngan can su chuyén vi peptidyl-ARNL tir vi tri ti€p nhan sang vi tr
cho nén cac aminoacyl-ARN mdi khﬁng lhg vao vi triti€p nhan, do d6 céc acid
amin khang thé géin vao chubi peptid dang dude thanh 1ap.

- Phé tac dung: Azithromycin 1a mét khang sinh méi co hoat phd réng, tuy nhién
cing da c6 khang chéo voi erythromycin, vi vy cdn can nhéc cén than khi sir
dung azithromycin do dalan réng vikhuén khéang macrolid & Viét Nam.
Azithromycin c6 tc dung t6t trén cac vi khudn gram duong nhu Streptococcus,
Pneumocaoccus, Staphyiococcus aureus. Cac nghién ciu tién hanh & Viét Nam
cho thdy cac loai nay khang nhom macrolid khoang 40%, vi vay kha nang sit
dung azithromycin bi han chéitnhiéu.

M6t s6 chiing vi khudn khac cling rat nhay cdm véi azithromycin nhs:
Corynebacterium diphtheriae, Clostridium perfringens, Peptostreptococcus va
Propionibacterium acnes. Cac chiing vi sinh vét khang erythromyein cling cé thé
khang cé azithromycin nhu nhiing chéing Gram dudng, ké ca céac loai
Enteroccocus va hau hét cac chiing Staphyleoceus khang methicilin @& hoan
toan khang d6i véi azithromycin.

Azithromycin ¢6 tac dung 16t trén vi khudn Gram am nhu: Haemophilis
influenzae, parainfluenzae va ducreyi, Moraxella pneumophilia, Bordetella
pertussisva parapertussis, Neisseria gonorrhoeae va Campylobacter sp.

Ngoai ra, khang sinh nay clng c6 hiéu qua vdi Listeria monocytogenes,
Mycobacterium avium, Mycoplasma pneumoniae va hominis, Ureaplasma
urealyticumn, Toxoplasma gondii, Chlamydia trachomatis va Chalamydia
pneumoniae, Treponerna pallidum va Borrelia burgdorferi.

Azithromycin c6 tac dung vifa phai trén cac vi khudn Gram am nhu E. coli,
Salmonella enteritis, va Salmonella typhi, Enterobacter, Acromonas
hydrophilia, Klebsiella. Cac chiing Gram am khang azithromycin 12 Proteus,
Serratia, Pseudomonas aeruginosa va Morganella.

Nhin chung, azithromycin tac dung trén vi khudn Gram dudng y&u hdn mét chit
so vdi erythromycin nhurg manh han trén mét s6 vi khudn Gram am trong d6 cé
Haemophilus.

Dugc dong hoc:

- Hap thu: Sau khi udng, azithromycin phan bé rong rai trong cd thé, sinh kha
dung khoang 40% vé datndng d6 t6i da trong huyét tudng trong véng tir 2 dén 3
gid. Thitc &n lam gidm kha nang hap thu azithromycin khodng 50%.

- Phan bé: Thube duge phan bd ehll yéu trong cac md nhu: phdi, amidan, tién
luyét tuyén, bach c&u hal va dai thuc bao, cao han trong mau nhiéu I&n (khodng
50 14n néng db t6i da tim thay trong huyét tudng). Néng dé ciia thude trong hé
théng than kinh trung uong ratthap.

- Thai tri: Mét lugng nhd azithromyein bi khit methy! trong gan va dudc trai trlf
qua méat mét phén & dang khéng bién d8i va mét phan & dang chuyén hoa.
Khodng 6% liéu udng thai trir qua nudc tiéu trong vong 72 gid dudi dang khéng
bi&n d&i. Thai gian ban thai ctia thudc tir 2 dén 4 ngay.

Chidinh:

Thudc dugc chi dinh dung trong céc trudng hdp nhiém khudn do cac vi khudn
nhay cam véi azithromyein nhu:

Nhiém khuén dudng hé hdp dudi: Viem phé quan, viém phéi.

- Céc nhiém khudn da va mé mém.

- Nhiém khudn dudng hé hap trén: viém tai giira, viém xoang, viém hong va
viém amidan.

- Bénh lay nhiém qua dudng tinh duc & ca nam va nir. Azithromycin dudc
diing diéu tri nhiém khudn dudng sinh duc chua bign ching do Chlamydia
trachomatis hoéc Neisseria gonorrhoeae khéng da khang.

Liéu dung va cach diing:

Azithromyein ding mét1&n méi ngay, uéng 1 gid trudc bira &n ho#ic 2 gid sau
khi&n,

Ngudi 16n: Biéu tri bénh lay lan qua dudng tinh duc nhu viém ¢8 tir cung,
viém niéu dao do nhiém Chlamydia trachomatis v&i métliéu duy nhat 1 g.

Céc chi dinh khac (viém phé quan, viém phéi, viém hong, nhiém khuén da
va mé mém):T6ng liéu 6 vién Azithromicin chia thanh 3 ngay (liéu phap 3 ngay),
méi ngay 2 vién hodc ngay ddu tién uéng mét liéu 500 mg va diing 4 ngay tiép
theovéi liéu don 250 ma/ngay.

-Tré em: Liu ggiy cho tré ngay ddu la 10 mg/kg thé trong, tiép theo tirngay
thir2 d8n ngay thr51a 5 mg/kg/lan x 1 1dn/ngay.

Chéng chi dinh: Khang st dung cho ngudi bénh qua mén véi azithromycin hay
bé&tky khang sinh nao thudc nhém macrolid.,
Thantrong:

Cén than trong khi st dung azithromycin va cac macrolid khac vai kha nang
gdy di (mg nhu phi thén kinh mach va séc phan vé rét nguy hiém (tuy it xay ra).

Ciing nhu véi cac khang sinh khac trong qua trinh st dung thuéc phai quan
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C4n diéu chinh liéu thich hdp cho cac bénh nhan bi bénh than cé hé s thanh
thai creatinin nhd hon 40 mi/phit.

Khang sirdung thudc nay cho ngudi bi bénh gan vi thude thai trirchl yéu qua gan.
Tuong tac véi cac thude khac:

Thifc &n 1am gidm sinh kha dung clia thudc téi 50% nén chi uéng
azithromycin 1 gid trudc hodc 2 gid sau khi an,

DAn chét ndm cua ga: Khong st dung ddng thdi azithromycin véi cac dan
chétndm cua ga va c6 kha nang gay ngd doc.

Céc thudc khang acid: Khi cén thiét phai stt dung, azithromycin chi dugc
dung itnhat 1 gio trudc hodc sau 2 gid sau khi dn.

Carbamazepin: Trong nghién ciu dugc dong hoc & nhiing ngudi tinh
nguyén khoé manh, khong thdy anh hudng ndo dang k€ tdi néng doé
carbamazepin ho&ccac san phdm chuyén hoa clia chling trong huyét tuang.

Cimetidin: Dudc déng hoc clia azithromyein khéng bj anh hudng néu uéng
mot liéu cimetidin trudc khi sitdung azithromycin 2 gid.

Cyclosporin: Mot s6 khang sinh nhém macrolid gay tré ngai dén su chuyén
hoa ciia cyclosporin, vi vay cén theo d6i néng do va diéu chinh liéu sit dung cia
cyclosporin cho thich hgp.

Digoxin: B6i véi mot s6 ngudi bénh, azithromycin c6 thé &nh hudng dang ké
dén chuyén hoa digoxin trong ruét. Vi vay, khi sit dung ddng thai hai thudc nay,
can phéi theo ddi nong dd digoxin vico kha nang lam tang ham Iudng digoxin.

Methylprednisolon: Nghién c(tu trén nhiing ngudi finh nguyén khoé manh
da chiing td rang azithromycin khéng c6 anh hudng dang k& nao dén dugc dong
hoc ctia methylprednisolon.

Theophylin: Chua thay bét ky anh hudng nao dén duge dong hoc khi hai
thuéc azithromycin va theophylin cling dugc sl dung trén nhimg ngudi tinh
nguyén khoé manh, nhung néi chung nén theo déi néng do theophylin khi cling
sttdung hai thudc nay cho ngudi bénh.

Warfarin: Khi nghién citu vé dude dong hoc trén nhiing ngudi khoé manh
diing liéu don 15 mg warfarin, azithromycin khéng anh hudng dén tac dung
chéng ddng mau. C6 thé sirdung 2 thubc nay dong thdi nhung van can theo doi
thdi gian dong mau clia ngudi bénh.

Strdung thudc cho phu nircé thai va cho con bi:

Chua c6 dir lidu nghién clu trén ngudi mang thai. Chi nén sit dung
azithromycin khikhéng cb cac loai thude thich hop khac.

Chua cb dif liéu nghién ciu kha nang bai tiét clia azithromycin qua dudng
sitame. Chi nén sirdung azithromycin khi khong c6 cac loai thuéc thich hdp khac.
Tac dung ctia thudc khi lai xe va van hanh may méc:

Chua c6 béng chimg vé tac dong clia thudc 1én kha nang lai xe va van hanh
may moc.

Tac dung khéng mong mudn clia thudc:

Azithromycin & thuSc dudc dung nap tét, ty 1é tac dung khéng mong mudn
thap (khoang 13% s6 ngudi bénh). Cac biéu hién thudng gap 1a r6i loan tiéu hoa
(khoang 10%) vdi triéu chimg nhu budn nén, dau bung, co ciing cd bung, nén,
day hai, fa chay nhung thudng nhe va it xay ra hon so véi trudng hop diing
Erythrromycin.

C6 thé thay bién ddi nhat thdi s61ugng bach cu trung tinh hay tang nhat thai
enzym gan, déi khi c thé gap phat ban, dau dau va chéng mat.

&nh hudng téi thinh gi4c: Sif dung liéu cao dai ngay c6 thé lam giam c6 hdi
phuc chifc nang thinh giac d mot s6 ngudi bénh.

- Thudng gap, ADR>1/100

Tiéu hoa: Nén, ia chay, dau bung, budn non.

-itgdp,1/100 >ADR>1/1000

Toan than; Mét mai, dau ddu, chéng mat, ngli ga.

Tiéu ho4: DAy hoi, khé tiéu, khéng ngon miéng.

Da: Phatban, ngita.

- Hiém gap, ADR<1/1000

Toan than: Séc phan vé.

Da: Phiimach.

Gan: Transaminase tang cao.

Mau: Gidm nhe bach ciu trung tinh nhét thoi.

Théng bao cho béac si nhiing tac dung khéng mong muén gap phai trong qua
trinh diing thuée.
Qualiéu:
Triéu chiing qua lidu: Chuta c6 tur liéu vé qua liéu azithromycin, triéu chimg dién
hinh khi dling qua lidu khang sinh macrolid thuéng la gidm sttc nghe, buén nén,
non vaia chay.
Handlng: 36 thang ké tifngay san xuat.
Bao quan: Noi khé mét, tranh anh sang, nhiét dé dwéi 30°C.
Tiéuchudn: DBVNIV.

D& xa tdm tay tré em
Thuée nay chi sir dung theo don clia bac sy
Poc ki hudng dén sir dung trudc khi ding
N&u cdn thém théng tin xin héi y kién bac s§
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