BO Y TE
CUC QUAN LY DUQC

PA PHE DUYET

NN ALY -

Rx: Thufic k& don
Thanh phén: M8i vién nén bao phim ct chiia:
524 mg Azithromycin dihydrate tuong dudng véi
500mg azithromycin

Chi dinh, chéng chi dinh, lidu Ivgng va clch
dang, thin trong va tdc dyng ngoal §:

Xin xem ti hudng din s dung

Bdo quin: bio quin trong bao bl kin, trdnh dm,
& nhidt a9 dusi 30°C

Tidu chudn ch&t lugng: tidu chudn co sb

Béng géi: 3 vién nén bao phim x 1 v/ hip

Céc thdng tin khic: xin xem td huing din sir
dung

Doc kj hudng din si dyng trvdc khi ding
D6 thudc xa thm tay tré em

GAROSI

Azithromycin 500mg

IHUZY

Buwgos uchiuo

ISO4VD

TGoatel tanlgls ylral use

=~ bluepharma’

Indimtria Farmachutica, 5.A.

G A R()Sl Azithromycin S00mg
Visa No/ S0 BK:

Lot No/ S6 16 Sx:
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Exp. date/ HD:
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ompasition: Each tablet contains
524mg Azithromyicn dihydrate eq to

500mg azithromycin

Indication, Contraindication:

Please see the insert paper

Dosage & Administration, Precaution, Side effect:
Please see the insert paper

Storage: storage in tight container at temperature
below 30°C, protect from humidity.

Specification: in-house

Package: box of 3 film-coated tablets x 1 biister
The other information: please see the Insert paper

Read carefuily the insert paper befors using
Keap ouf of reach of children
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T& huéng din sit dung

R, THUOC KE DON

GAROSI

(Azithromycin dihydrate)
Doc k§ hudng din sic dung trede khi ding
Néu ciin thém thong tin xin héi § kién bdc sy, dwgc sp.
[Tén thudc] Garosi
[Thanh phin] M&i vién chira ;
Hoat chdt:
524mg Azithromycin dihydrate tuong duong véi 500mg Azithromycin.
T4 dwoc: Sodium lauryl sulphate, Magnesium stearate, Calcium hydrogen phosphate
anhydrous, Crospovidone, Pregelified starch, Lactose, Triacetina, Hypromellose, Titanium
dioxide.
[Dang bio ché] Vién nén bao phim
[Quy cach déng goi] 3 vién x 1 vi/hdp
[Chi djnh] Garosi dugc chi dinh trong cac trudng hop:
Azithromycin ducrc chi dinh ding trong cdc truomg hop nhiém khudn do céc vi khudn nhay
cam voi thude nhu nhifm khun dirong ho hip dudi bao gdbm viém phé quan, viém phéi, cac
nhi®m khuén da va mé mém, viém tai giita, nhiém khuén dudng hd hip trén nhur viém xoang,
viém hong va viém amidan. Aznthromycm chi nén ding cho nhimg ngudi bénh di u'ng véi
penicilin, vi nguy co khéng thubc. \
Troug nhimg bénh lay nhiém qua dudng tinh duc & ca nam va nir, aznhromycin due dung
diéu tri nhi®m khuin dudng sinh dyc chwa bién chimg do Chlamydia rrachohrq \ i—:oac
Neisseria gonorrhoeae khong da khang.
[Liéu lwgng va cich ding|
Azithromycin dimg 1 14n mdi ngay, ubng 1 gidr trrée bira an hodc 2 gir sau khi an.
Nguoi lon.
Diéu tri bénh I8y qua dudng sinh dyc nhu viém c¢b tir cung, viém niéu dao do nhidm
Chlamydia trachomatis véi mét liéu duy nhit 1 g.
Cic chi dinh khic (viém phé quan, viém phdi, viém hong, nhim khuin da v4 md mém):
Ngay dau tién udng mot lidu 500 mg, va ding 4 ngay nita véi lidu don 250 mg/ngay.
Nguoi cao ok
Liéu ding bing lidu clia ngudi tré.
Tré em:
Liéu goi y cho tré em ngay ddu tién 1a 10 mg/kg thé trong va tiép theo 1a 5 mg/kg mdi ngay,
tir ngay thir 2 d¢ér ngay thir 5, udng mét 1an mi ngay.
Thudc chi diing khi ¢6 sy ké don ciia Bic si.
[Chéng chi dinh]
Khéng sir dung cho ngudi bénh qua man véi azithromycin hodic bét ki khang smh nao thudc
nhém macroiid.
[Than trong}
Cht ¥ chung:

A2 kg
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Cén thin trong khi sir dung azithromycin va cic macrolid khac vi kha nang giy di tmg nhu
ph thin kinh mach va phan vé rit nguy hidm (tuy it xay ra).
Ciing nhu v6i cac khang sinh khac, trong qué trinh st dung thudce, phai quan sat céc ddu hidu
boi nhifm boi cac vi khuidn khong nhay cam voi thube, k& ca ndm.
Cn didu chinh lidu thich hop cho céc ngudi bénh bj bénh thin cé hé sb thanh thai creatinin
nhé hon 40 ml/phut.
Khéng sir dung thudc nay cho cac ngudi bj bénh gan, vi thudc thai trir chinh qua gan.
[Tdc dyng phy]
Ciing nhu erythromycin, azithromyecin la thube dugc dung nap t6t, va ty 18 tic dung khong
mong mudn thip (khoang 13% sb ngudi bénh). Hay gip nhét 1a rdi loan tidu hoa (khoang
10%) v6i cac triéu chimg nhu budn nén, dau bung, co cimg co bung, ndn, diy hoi, ia chiy,
nhung thudng phe va it xay ra hon so véi ding erythromycin, C6 thé thiy bién dbi nhat thoi
sé lugng bach ciu trung tinh hay tang nhét thi enzym gan, ddi khi ¢6 thé gap phat ban, dau
dau va chong miit.
Anh hudmg thinh gisc: Sir dung 1au dai & lidu cao, azithromycin c6 thé lam giam sirc nghe c6
héi phuc & mot sé ngudi bénh.
Thuong gap, ADR > 1/100
Tiéu héa: Non, ia chdy, dau bung, budn non.
It gap, 17100 > ADR > 1/1000
Toan than: Mét méi, dau dau, chong mat, ngi ga.
Tiéu hoa: Py hoi, khé tiéu, khdng ngon miéng.
Da: Phat ban, ngira.
Tac dung khée: Viém 4m dao, ¢d tir cung...
Hiém gap, ADR < 1/1000
Toan than: Phan tmg phan vé.
Da: Phit mach.
Gan: Men transam:nase tang cao.
Méu: Giam nhe bach ciu trung tinh nhit thoi.

Théng bdo ngay cho bdc sy khi gdp phdi cdc tic dung khéng mong mubn cia thubc.
[Twong tic thudel ' -.
Vi thire 3n lam giam kha dung sinh hoc cia thudc tdi 50%, do do6 aziﬂnomyé}h%i\}iuqc
udng 1 git trude hojic 2 gios sau khi n.
Din chit ndm cira ga: Khong sir dung ddng thoi azithromyein voi cac din chét ndm cua ga vi
¢ kha ning ngd déc.
Céc thudc khang acid: Khi cin thiét phai sir dung, azithromycin chi duge dung it nhét 1 gio
trude hodic 2 gidr sau khi dung cac thude khang acid.
Carbamazepin: Trong nghién ciru duge ddng hoc & nhitng ngudi tinh nguyén khde manh,
khong thdy anh huéng nao déng ké téi ndng do carbamazepin hoic cac san phdm chuyén héa
ctia chung trong huyét tuong.
Cimetidin: Dugc déng hoc cila azithromycin khoéng bi anh huong néu ubng mot lidu
cimetidin trude khi sir dung azithromycin 2 gid.
Cyclosporin: Mot s6 khang sinh nhém macrolid gdy tré ngai dén su chuyén héa cia



cyclosporin, vi vay cin theo d&i ndng d6 va didu chinh 1iéu ding cla cyclosporin cho thich
hop.

Digoxin: Déi v&i mét sé nguoi bénh, azithromycin c6 thé 4nh huéng dén chuyén hoa digoxin
trong rudt. Vi vy khi sir dyng ddng thdi 2 thudce nay, cin phai theo dai ndng d9 digoxin vi
¢6 kha ndng lam ting ham lugng digoxin.

Methylprednisolon: Nhitng nghién ciru dugc thyc hién trén nhitng ngudi tinh nguyén khoe
manh d4 chimg to ring azithromycin khong ¢é anh huéng dang ké nao dén dugc ddng hoc
cua methylprednisolon.
Theophylin: Chira thiy bt ky anh huémg ndo dén duge dong hoc khi 2 thude azithromycin
va theophylin cling dugce sir dung & nhimg ngudi tinh nguyén khoé manh, nhumg néi chung
nén theo ddi ndng do theophylin khi ciing sir dung 2 thudc nay cho ngudi bénh.

Warfarin: Khi nghién ctru vé dugc dong hoc trén nhimg ngudi tinh nguyén khoé manh dung
lidu don 15 mg warfarin, azithromycin khong anh huéng dén tac dung chéng déng méau. Cé
thé sir dung 2 thudc nay ddng théi, nhung vAn cn theo doi thoi gian déng méu ciia ngudi
bénh.

[Sir dung thude cho phuy nit ¢6 thai va cho con bii)

Théi ky mang thai

Chura ¢6 dir liéu nghién ciru trén ngudi mang thai. Chi nén su dung azithromycin khi khdng
¢6 cac thube thich hop khéc.

Théi ky cho con b

Chua c6 dir liéu nghién ctru kha nang bai tiét ciia azithromyein qua dudng sita me. Chi nén
stz dung azithromyein khi khdng cé cac thude thich hop khéc.

[Anh hwdng dén kha ning 14i xe va vin hanh miy moée|

Khoéng anh hirdng.

[Diic tinh drge ive Lioc}

Azithromycin 13 mdt khéng sinh méi ¢ hoat phé rong thude nhém macrolid, duoc goi 13 azalid.
Thube ¢6 tac dung diét khuin manh bang cach gén véi ribosom ciia vi khudn gay bénh, ngin can
qué trinh tdng hop protein ciia ching. Tuy nhién, cfing di ¢ khang chéo vdi erythromyein, vi
vay cin cén nhic cén than khi sir dung azithromyein do d3 lan rong vi khuin khéng macrolid &
Vigt Nam. \
Azithromycin ¢6 téc dung tt trén céc vi khudn Gram duong nhu Streprococcus, Preumococcus,
Staphylococcus cureus. Céc nghién ciru tién hanh & Viét Nam cho thiy céc loai nay l&l(;@nhém
macrolid & ty 16 khoang 40%; vi viy phén nao lam kha ning sir dung azithromycin bj ha\fld ?:khé it
nhiéu. Mt s chiing vi khuén khéc ciing rit nhay cam véi azithromycin nhu: Corynebacterium
diphtheriae, Clostridium perfringens, Peptostreptococcus va Propionibacterium acnes. Can luén
[udn nhé ring céc ching vi sinh vét khang erythromycin ¢6 thé cling khang ca azithromycin nhu
nhimg ching Gram duong, ké ca cdc loai Enferococcus va hau hét cac ching Staphylococcus
khang methicilin &3 foan toan khang déi véi azithromycin.
Azithromycin ¢6 tic dung t6t trén cdc vi khudn Gram am nhu: Haemophilus influenzae,
parainfluenzae, va ducreyi, Moraxella catarrrhalis, Acinetobacter, Yersinia, Legionella
prneumophilia, Bordetella pertussis, va parapertussis; Neisseria gonorrhoeae va Campylobacter
sp.. Ngoai ra, kkang sinh nay ciing c¢6 hi¢u qua véi Listeria monocytogenes, Mycobacterium
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avium, Mycoplasma pneumoniae va hominis, Ureaplasma urealyticum, Toxoplasma gondii,
Chlamydia trachomatis va Chlamydia pneumoniae, Treponema pallidum va Borrelia
burgdorferi. Azithromycin c6 tic dung vira phai trén céc vi khuin Gram am nhu E colj
Salmonella enteritis va Salmonella typhi, Enterobacter, Acromonas hydrophilia, Klebsiella. Cac
ching Gram dm thuong khang azithromycin 1a Proteus, Serratia, Pseudomonas aeruginosa va
Morganella.

Nhin chung, azithromycin tic dung trén vi khudn Gram duong yéu hon mét chit so véi
erythromycin, nhimg lai manh hon trén mét sb vi khuén Gram am trong d6 c6 Haemophilus.
[Dwgc djng hec]

Azithromycin sau khi udng, phan b6 rong rai trong co thé, kha dung sinh hoc khoang 40%.
Thitc an 1am giam kha ning hép thu azithromycin khoang 50%. Sau khi dung thudc, ndng do
dinh huyét trong dat dugc trong vong tir 2 dén 3 gid. Thube duge phan bd chi yéu trong céc
mé nhu: Phdi, amidan, tién liét tuyén, bach cu hat va dai thuc béo..., cao hon trong méu
nhiéu l4n (khoang 50 lan ndng d¢ tdi da tim thdy trong huyét tuong). Tuy nhién, ndng d9 cia
thudc trong hé thong than kinh trung wong rat thip. Mot lugng nhé azithromycin bi khir
methyl trong gan, va dugc thai trir qua mat & dang khéng bién dbi va mdt phin & dang
chuyen hoa. Khoanrg 6% liéu u6ng thai tnr qua nudc tiéu trong vong 72 gir dudi dang khong
bién ddi. Nira doi thai trir cudi cung G huyét tuong twong duong nira doi thai trir trong cac
md mém dat dugc sau khi dung thude tir 2 dén 4 ngay.

[Qua lleu]
Chua cé tu liéu vé qua lidu azithromycin, triéu chimg dién hinh qua lidu cua kh \n inh
macrolid thuong 1a giam sirc nghe, budn nén, non va ia chay.
Xir tri:
Rira da day, va diéu trj hd trg.
[Bao quan]
Bao quan trong bao bi kin, tranh 4m, & nhiét d duai 30°C.
[Han dung] 36 thang ké tir ngay san xuét.

PE THUOC TRANH XA TAM TAY TRE EM.

Nha san xuét
Bluepharma — Indistria Farmacéutical, S.A. (Fab.)
Séo Martinho do Bispo. 3045-016 Coimbra, B Dao Nha.
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Paulo Jorae Barradas de O liveira Rebelo
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