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Storage: Store in cool dry
place, below 30°C, protected
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Carefully read the accompanying
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Keep oul of reach of children
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THANH PHAN

Mai lo bér pha tiém chira:
Hoat cht:

ji 411 Ea (L | RO —— 500 mg

Ta duoc:

Acid Citric khan 384,60mg; Natri Hydroxid 198,30mg; Nudc cét pha tiém 5548,00mg '
DUQC LUC HQC :

Azithromiycin }a khéng sinh ddu tién nhém azalide. V& mit héa hoc, hop chat 12 din xuét do thém mét
nguyén tir nitrogen vao vong lactone cla erythromycine A. Tén hoéa hoc cia azithromycin 1a 9-deoxy-
Oa-aza-9a-methyl-9a-homoerythromycine A. Trong lwong phén tir la 749,0.

Co ché tic dung cla azithromyein 13 (¢ ché tdng hop protein vi khuén béng cach gin vao tiéu don vi
ribosome 50s va ngén chin sy chuyén vi clia cac peptide.

In vitro, azithromycin cho thay ¢6 hoat tinh chéng lai cdc vi khuén sau:

* Vi khudn Gram dwong hiéu khi: Staphylococcus aureus, Streptococcus pyogenes (streptococcus huyét
gidi béta nhém A), Streptococcus prneumoniae, céc Streptococcus huyét giai alpha (nhom viridans) va
céc Streptococcus khac, va Corynebacterium diphtheriae. Azithromycin cho thdy ¢6 khang chéo véi céc
chiing Gram duong dé khang vdi erythromycine bac gdm Streptococcus faecalis (Enterococcus) va hdu
hét cac chiing Staphylococcus dé khang methicilline.

* Vi khudn Gram dm hiéu khi: Hoemophilus influenzae, Haemophilus para-influenzae, Moraxella
catarrhalis, Acinetobacter spp., Yersinia spp., Legionella pneumophila, Bordetella pertussis, Bordetella
parapertussis, Shigella spp., Pasteurella spp., Vibrio cholera va parahaemolyticus, Plesiomonas
shigelloides.

Tac ddng cha azithromycin chéng lai Escherichia coli, Salmonella enteritidis, Salmonella fyphi,
Enterobacter spp., Aeromonas hydrophila v Klebsiella spp. thay d6i nén can phai thuc hién khéng sinh
db. Proteus spp., Serratia spp., Morganella spp., va Pseudomonas aeruginosa thuéng dé khang véi
thude.

* Vi khudn ky khi: Bacteroides fragilis va Bacteroides spp., Clostridium perfringens, Peptococcus spp.,
va Peptosireptococcus spp., Fusobacterium necrophorum va Propionibacterium acnes.

Cdc vi khudn Idy nhiém qua dwomg sink duc : Azithromycin c6 tAc dong trén Chlamydia trachomatis va
cling cho thay tac ddng tot trén Treponema pallidum, Neisseria gonorrhoea va Haemophilus ducreyi.
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* Cde vi khudn khdc : Borrelia burgdorferi (giy bénh Lyme), Chlamydia pneumoniae, Toxoplasma
gondii, Mycoplasma preumoniae, Mycoplasma hominis, Ureaplasma urealyticum, Preumocystis carinii,
Mycobacterium avium-intracellulare, Campylobacter spp. va Listeria monocytogenes.

DUGQC PONG HQC
Hip thu: Thube hip thu 100% qua dudng tiém

Phdn b6: Phan phéi rng réi trong co thé, chu yéu vao cac mb nhu p\héi, amidan, tidn liét tuyén, bagh
cau hat va dai thuc bdo..., cao hon trong mau nhiéu [an, tuy nhién ndng d§ thudc trong hé thong than
kinh trung vong rat thép.

Chuyén héa: Mot lugng nhé Azithromycin bj khir methyl trong gan va duge dao thai qua mat & dang
khéng bién dbi va mat phin & dang khong chuyén héa.

Thai trie: Khoang 12% lidu tiém tinh mach duoc dao thai trong nuoc tiéu trong vong 3 ngay dudi dang
khong doi ban dau, phan Ion dugc tim thdy trong 24 gio dau tién. Nong do rat cao thude dudi dang
khong dbi duogc tim thay & maét ciing v6i 10 chét chuyén héa hinh thanh do sy N-va Odemethy] hoa,
hydroxyl hda desosamine vd vong aglycone, va boi su phin chia lién hop cladinose.

CHI PINH

Azithromycin dugc chi dinh cho cdc nhidm khuén do cac vi khudn nhay cam; nhiém khuan dudng hd
hip duéi bao gbm viém phé quan va viém phdi, nhiém khuin da v4 mé mém, viém tai giita va nhidm
khuan dudng ho hdp trén bao gbm viém xoang va viém hong/viém amidan (Penicillin thuong 1a thube
duoe lya chon trong diéu tri viém hong do Srreptococcus pyogenes, bao gom ca du phong sét thap khép.
Azithromycin néi chung c6 hi¢u luc lam sach vi khuén Srreprococccus o hau hong, tuy nhién, hién tai
van chura ¢6 s6 liéu xé4c dinh higu lyc cla azithromycin trong ngan ngira sot thap)

D4i voi cac bénh lay truyén qua dudng sinh duc ¢ nam va ni, Azithromycin dugc chi dinh trong :
Nhiém khuan sinh duc khéng bién ching do Chlamydia trachomatis.

Nhiém khun sinh duc khéng bién chimg do Neisseria gonorrhoea khong da khang thude (sau khi loai
trir nhidm déng thdi Treponema pallidum).

Ha cam mém do Haemophilus ducreyi.

Dy phong nhiém Mycobacterium avium - intracellulare (MAC) & bénh nhan nhidm HIV ding don doc
hay phdi hop vé6i rifabutin.

Azithromycin dugc chi dinh trong viém két mac do Chlamydia trachomatis (bénh mét hot).

CHONG CHi BPINH

Chéng chi dinh sir dung Vizimtex & nhirng bénh nhan ¢é tién sir bi qua man vdi azithromyein hodic moi
khéng sinh macrolide khéac.

LIEU LUQNG VA CACH DUNG
Azithromycin nén ding liéu duy nhét trong ngay
Ngwéi 1on:

Péi véi bénh lay truyén qua dudng sinh duc do Chlamydia irachomatis, Haemophilus ducreyi hay
Neisseria gonorrhoea nhay cam, ding 1 g lieu duy nhat.
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Diéu tri mit hot do Chlamydia trachomatis:

Ngwoi lon: | g lidu duy nhat.

Tré em: 20 mg/kg/lidu duy nhét.

Cac chi dinh khéc, tng liéu 1,5 g duoc cho 500 mg/ngdy, trong 3 ngay.
Ngwoi gia: Str dung lidu giéng nhu liéu danh cho ngudi lon.

Bénh nhan suy thin: Co thé dung liéu danh cho bénh nhén ¢6 chie néng than binh thudng o ngudi suy
than nhe (thanh thai creatinine > 40ml/phut). Khéng c6 sé lidu vé su stir dung azithromycin trén bénh
nhén c6 muc d§ suy than nang hon (xem Thén trong lic dung).

Bénh nhén suy gan: Cé thé dung lidu danh cho bénh nhan c6 chirc ning gan binh thudng & ngudi suy
gan (xem Thén trong lic dung).

Tré em: Téng liéu & tré em 14 30 mg/kg, duoc cho lidu duy nhit mdi ngay 14 10 mg/kg/ngay trong 3
ngay.
Péi véi tré em can nang dudi 15kg, nén ding hén dich uéng Azﬁhromycm vé6i lidu luong dugc tinh thét

ky bing cach dung ong bom ludng cé sén trong hdp. Déi véi tré can n{mg 15kg hay hon, c6 thé ding
hén dich ubng Azithromycin (sir dung mudng ludng cé sin) hay dang géi bt ubng cho tré em

TAC DUNG KHONG MONG MUON

Ciing nhu erythromycin, aznthromycm 12 thude dugce dung nap tot, va ty 18 tac dung khong mong mudn
thip (khoang 13% s6 ngudi bénh). Hay gip nhét 14 rdi loan tidu héa (khoang 10%) vdi céc triéu chimg
nhur budn ndn, dau bung, co cung co bung, ndn, day hoi, ia chay, nhung thuong nhe va it xay ra hon so
voi dung erythromycm C6 thé thdy bién dbi nhét thoi sb lwong bach cau trung tinh hay ting nhét thoi
enzym gan, d6i khi c6 thé gap phat ban, dau d4u va chéng mat.

Anh huong thinh gidc: Sir dung lau dai ¢ liu cao, azithromycin cé thé lam giam strc nghe ¢6 hdi phuc &
mdt s6 nguoi bénh.

Thuong gap, ADR > 1/100

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

It gap, 1/100 > ADR > 1/1000

Toan than: Mét moi, dau dau, chéng mat, ngi ga.
Tiéu hoa: Dy hoi, khé tiéu, khong ngon miéng.
Da: Phat ban, ngira.

Téc dung khac: Viém am dao, cb tur cung...
Hiém gép, ADR < 1/1000

Toan than: Phan trng phan vé.

Da: Phii mach.

Gan: Men transaminase tang cao.

Mau: Giam nhe bach cdu trung tinh nhét thoi.

Théng bdo ngay cho bdc sy nhitng tdc dung khéng mong muén gdp phdi khi ding thudc.
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THAN TROQNG

Gibng nhu erythromycin va céc macrolide khac, d& co6 bao céo vé& c4c phéan (mg di ing trdm trong hiém
khi xdy ra, bao gébm phi mach va phan vé (hiém khi gdy tor vong). Mt vai phan ung véi azthromycin
nay gdy ra tinh trang tai phat nén can phai theo ddi va didu tr trong thdi gian dai hon.
Khéng ¢6 sb liéu vé& sy sir dung azithromycin & bé&nh nhan suy than vGi d§ thanh thai creatinine
> 40 ml/phit.. do dé nén can thin khi ké don Azithromycin cho nhiing bénh nhidn nay.
Do gan la duong dao thai chinh cua azithromycin, nén dung thuéc can than cho bénh nhan suy gan nang.
O bénh nhan ding cac dan xut nAm cua g, kha nang ngd doc ndm cua ga gia ting khi ding chung voi
mot vai khang sinh nhom macrolide. Khong ¢4 s0 lidu vé& kha nang tuong tac giita nam cya ga va
azithromycin. Tuy nhién, do kha nang ngd doc ndm cua ga trén Iy thuyét, khong nén ding dbng thoi hai
thude nay.
Glong nhu cac khang sinh khac, nén quan sat dé phat hién kip thoi cac ddu hidu boi nhifm do cac vi
khuén khong nhay cam ké ca nam.

Sit dung trén phu nit ¢6 thai va cho con bi: Cic nghién ctru vé sinh san & dong vat cho thay
azithromycin qua dirge nhau thai nhung khdng ¢6 bing chimg téc dung gdy hai cho thai nhi. Khong cé
sO lidu vé su bai tiét qua sita me. Tinh an toan khi sir dung trong lic mang thai va nudi con b & ngudi
chua duoe xdce dinh. Do d4, chi nén str dung Azithromycin cho phu nt ¢6 thai hay dang nuéi con b khi
khéng c6 thudc khéc thich hop hon.

Anh hwéng trén kha ning lai xe va vAn hanh méay: Khdng ¢6 bing chimg ring Azithromycin ¢6 tac
ddng |én kha néng lai xe va vén hanh may méc cia bénh nhin.

TUONG TAC THUOC

- Cac thude khang acid: Nghién ctru duge dong hoc vé hiéu lue cta thube khang acid dung dong thoji véi
azithromycin khéng cho théy &nh huong I€n sinh kha dung toan phin méc diu ndng 4o dinh trong huyét
thanh giam dén 30%. O bénh nhéan cén ding ca Azithromycin va thube khang acid, khéng nén ding hai
thude nay ddng thei.

- Carbamazepine: Trong nghién clru twong tac duge dong ¢ ngudi tinh nguyén khée manh, khong quan
sat thay tac dung dang ké nao trén nong dé trong huyét thanh ctia carbamazepine va céc chét chuyén hoa
¢6 hoat tinh cia né & bénh nhén ding déng thoi véi Azithromyein.

- Cimetidine: Trong nghién clu dugc dong vé tac dung cha lidu don cimetidine sir dung 2 gid tru6e khi
diing azithromycin cho thdy khéng cé thay dbi gl trén durge dong hoc cta azithromyecin.

- Cyclosporin: Khong c6 s6 liéu vé co git tir cac nghién cuu 14m sang hay dugce dong hoc vé kha nang
tuong tac thude gifia azithromycin va cyclosporin, nén cén thén trong khi ding dong thoi hai thude nay.
Néu cin phai phdi hop hai thudc, nén kidm tra nbng d6 cyclosporin va diéu chinh liu cho thich hop.

- Digoxin: Mot vai khang sinh macrolide dugc bao cdo 12 [am gidm chuyén hoéa vi sinh coa digoxin
trong rudt ciia mot vai bénh nhan. O nhiing bénh nhén ding dong thai Azithromycin, mét khang sinh
azalide, va digoxin nén luu y dén kha ning ting cao ndng do digoxin.

- Nam cua ga: Kha ning ngd doc nam cua ga trén ly thuyét dat ra vin dé chéng chi dinh st dung dbng
thdi Azithromycin véi cac ddn xuit ndm cwa ga (xem Thin trong lic dung)

- Methylprednisolone: Trong nghién clru tuong tac duge déng hoc 0 ngudi tinh nguyén khée manh,
Azithromycin khéng anh hudng 1én duge ddng hoc cha methylprednisolone.
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- Theophylline: Khéng ¢6 bang chiing vé tuong tac dugc dong hoc giira Azithromycin va theophylline
khi stir dung dong thoi & nguoi tinh nguyén khoe manh.

- Thudc chong dong loai coumarin Trong céc nghién ciru tuong tac duge dong hoc, azithromycin khong
lam thay d6i tic dung khéng déng clia warfarin khi dung lidu duy nhét 15 mg warfarin & nhung nguoi
tinh nguyén khoe manh. Str dung dong thoi Azithromycin va thudc chdng dong loai coumarin gdy tang
hién tugng chong déng da dugc béo cdo, do d6 can kiém tra thudng xuyén thoi gian prothrombine.

- Zidovudine: Liéu duy nhit 1000 mg va da lidu 1200 mg hay 600 mg azithromycin khdng anh hudng
dugc dong hoc huyét tuong hay su bai tiét qua duong tiéu cia zidovudine hodc chét chuyén héa
glucuromde cua nd. Tuy nhién, dung azithromycin lam gia tang ndng do zidovudine _phosphoryl hoa,
chit chuyen hoa hoat dong trén 1&m sang, trong céc té bao don nhan mau ngoai bién. Y nghia lam sang
ciia didu nay khong rd rang, nhung c6 thé c6 loi cho bénh nhén.

- Didanosin: Cho 6 ngudi dung liéu 1200 mg azithromycin mdi ngay clng vdi didanosin khong thdy anh
huéng duoc dong hoc cuia didanosin khi so sanh véi gia dugc.

- Rifabutin: Dung chung azithromycin véi rifabutin khéng anh huong ndng do huyét thanh coa cac
thude.

Giam bach céu trung tinh da dugc nhén thdy trén bénh nhan duoc diéu tri phé! hop azithromycin va
rifabutin. Mic du giam bach cau hat di kém v6i vi€e sur dung rifabutin, nhung mdi lién h¢ nhén qua voi
viéc phoa hop cling azithromycin van chua dugc xac dinh (xem phan Téac dung ngoai y).

QUA LIEU VA XU TRIi

Khong ¢6 sb ligu vé viée qua lidu azuthromycm Triéu chimg tiéu biéu cia qua lidu cac khang sinh
macrolide bao gom giam thinh giac, budn non, ndn mura va tiéu chay nang. Néu can thiét chi dinh rira da
day va h tro tong quat. *

QUY CACH PONG GOI
Hép 1 lo.

Hép 10 lo.

BAO QUAN

Béo quan thude & noi khd mat, nhiét do dudi 30°C, tranh 4nh si
HAN DUNG

36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG

Tiéu chuan co so
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