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R Thudc ban theo don

AZITHROMYCIN

(Vién nang Azithromycin 250mg)

Thanh phan: Méi vién nang chia:

Azithromycin dihydrat tvong duong. : 250mg Azithromycin
Té dugc: Cellulose vi tinh thé PH 101, lactose monohydrat, polyvinyl pyrolidon
K30, talcum, magnesi sterat, Sodium lauryl sulfat vira da.......................... 1vién.
Dugc luc hoc:

- Cd ché tac dung: Azithromycin Ia khang sinh kim khudn thuéc nhém macrolid.
Thuéc (e ché t8ng hop protein clia t& bao vi khudn do gén vao tiéu don vi 50S
clia ribosom, ngan can suf chuyén vi peptidyl-ARNL tir vi tri ti€p nhan sang vi tri
cho nén cac aminoacyl-ARN méi khong thé vao vi tri tiép nhan, do d6 cac acid
amin khong thé gén vao chudi peptid dang dudc thanh 1ap.

- Phé tac dung: Azithromycin Ia mét khang sinh méi ¢ hoat phd rong, tuy nhién
ciing da c6 khang chéo véi erythromycin, vi vay can can nhéc can than khi st
dung azithromycin do da lan réng vi khu&n khang macrolid & Viét Nam.
Azithromycin c6 tac dung t6t trén cac vi khudn gram duong nhu Streptococcus,
Pneumococcus, Staphylococcus aureus. Cac nghién cu tién hanh & Viét Nam
cho th&y céc loai nay khang nhém macrolid khodng 40%, vi vay kha nang sl
dung azithromycin bihan ché it nhiéu.

M6t s6 chiing vi khudn khéc ciing rat nhay cam véi azithromycin nhu:
Corynebacterium diphtheriae, Clostridium perfringens, Peptostreptococcus va
Propionibacterium acnes. Cac chling vi sinh vat khang erythromycin ciing c6 thé
khang ca azithromycin nhu nhitng chling Gram duong, k& ca cac loai
Enteroccocus va héu hét cac chiing Staphylcoccus khang methicilin Ga hoan
toan khang d6i véi azithromycin.

Azithromycin c6 tac dung tét trén vi khudn Gram am nhu: Haemophilis
influenzae, parainfluenzae va ducreyi, Moraxella pneumophilia, Bordetella
pertussis va parapertussis, Neisseria gonorrhoeae va Campylobacter sp.

Ngoai ra, khang sinh nay cling c6 hiéu qua véi Listeria monocytogenes,
Mycobacterium avium, Mycoplasma pneumoniae va hominis, Ureaplasma
urealyticum, Toxoplasma gondii, Chlamydia trachomatis va Chalamydia
pneumoniae, Treponema pallidum va Borrelia burgdorferi.

Azithromycin ¢6 tac dung vifa phai trén cac vi khudn Gram am nhu E. coli,
Salmonella enteritis, va Salmonella typhi, Enterobacter, Acromonas
hydrophilia, Klebsiella. Cac ching Gram &m khang azithromycin |a Proteus,
Serratia, Pseudomonas aeruginosa va Morganella.

Nhin chung, azithromycin tac dung trén vi khu&n Gram duong yéu hon mét chat
s0 v6i erythromycin nhung manh hon trén mét s6 vi khudn Gram am trong d6 co
Haemophilus.

Dugc dong hoc:

- Hap thu: Sau khi udng, azithromycin phan b rong rai trong co thé, sinh kha
dung khoang 40% va dat néng d6 t6i da trong huyét tuong trong vong tir 2 dén 3
gi6. Thitc an lam gidm kha nang hap thu azithromycin khoang 50%.

- Phén b6: Thuéc dugc phan bé chli yéu trong cac mé nhu: phdi, amidan, tién
luyét tuyén, bach cAu hat va dai thuc bao, cao hon trong mau nhiéu Ian (khodng
50 I&n néng d6 t6i da tim thay trong huyét tuong). Nong @6 clia thuéc trong hé
théng than kinh trung uong rét thap.

- Théi trir: MGt lugng nhé azithromycin b khif methyl trong gan va dudc trai trir
qua mat mét phan & dang khong bién d8i va mét phan & dang chuyén hoa.
Kho&ng 6% liéu uéng thai trif qua nudc tiéu trong vong 72 gio dudi dang khong
bién d8i. Thai gian ban thai clia thudc tir2 dén 4 ngay.

Chidinh:

Thuéc dugc chi dinh diing trong cac trudng hop nhiém khudn do céc vi khudn
nhay cam véi azithromycin nhu:

Nhiém khu&n dudng hé hap dudi: Viém phé quan, viém phdi.

-Céacnhiém khudn da va mé mém.

- Nhiém khu&n dudng hd hap trén: viém tai giita, viém xoang, viém hong va
viém amidan.

- Bénh lay nhiém qua dudng tinh duc & ca nam va nit. Azithromycin dudc
dung diéu tri nhiém khudn duong sinh duc chua bién chimg do Chlamydia
trachomatis hoac Neisseria gonorrhoeae khéng da khang.

Liéu dung va cach dung:

Azithromycin diing mét14n méi ngay, uéng 1 gi¢ truéc bifa &n hoac 2 gid sau
khian.

Ngusi [6n: Diéu tri bénh lay lan qua dudng tinh duc nhu viém c8 tif cung,
viém niéu dao do nhiém Chlamydia trachomatis v6i mot liéu duy nhat 1 g.

Céc chi dinh khac (viém phé quan, viém phdi, viém hong, nhiém khudn da
va mé mém):Téng liéu 6 vién Azithromicin chia thanh 3 ngay (liéu phap 3 ngay),
méi ngay 2 vién ho3c ngay dau tién udng mét liéu 500 mg va ding 4 ngay tiép
theo v6iliéu don 250 mg/ngay.

-Tré em: Liéu ggiy cho tré ngay ddula 10 mg/kg thé trong, tiép theo tirngay
thir2 G&n ngay thir5 1a 5 mg/kg/lan x 1 lan/ngay.

Chéng chi dinh: Khéng st dung cho ngudi bénh qua man véi azithromycin hay
bétky khang sinh nao thuéc nhém macrolid.
Thantrong:

Can than trong khi st dung azithromycin va cac macrolid khac vai kha nang
gay di (g nhu phti than kinh mach va séc phan vé rat nguy hiém (tuy it xay ra).

Ciing nhu véi cac khang sinh khéc trong qué trinh st dung thuéc phéai quan
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Tuong tic thudc: A 3 ; i
Tinh trang giam d¢ acid da day khi diéu trj bing 1 c6 the 1am ting hay gidm sy hap thu
clia céc thi khknéuwcl:? pthucﬁadcthm gianhhubngbﬁGOaciddgdAy.Giéngnhu
céc thudc e ché tiét acid dich vi gsc hay thude khéng acid, sy hip thu ctia ketoconazole va
itraconazole c6 thé f‘m trong khi diéu trj véi esomeprazol. y
Esomepng; 19:c nih CYP2C19, d?al viy khi esomeprazol dulvc dung chung ‘1,121 céc thude Qhuygn lﬁ:
ua CYP2 u diazepam, citalopram, imi ine, clomipramine, phenytoin..., nong d¢
ubanyumghuyémongc«smmngvadnm‘li&dnng.

Téc dyng khéng mong mubn ciia thue:
Thuomg gdp-ADR>1/100
Toan thin: Pau diu, chéng mit, ban ngoai da
Tiéu hoa: Budn ndn, non, dau bung, tiéu chay, tio bon, diy hai, khé migng
[tgap:1/1000<ADR<1/100
. Toan théin: Mgt méi, mit ngu, budn ngu, phét ban, ngtra
Réi loan thj gic
Hiémgap:ADR<1/1000
Toan thén: Sét, 46 mé hoi, phit ngoai bién, mén cim véi 4nh séng, phan tmg qui mén (bao gdm may
day, phi mach, co thit phé quan, s&:ﬁ:&n vé).
1kinh trung wong: Kich dong, cam, lﬁllncéhbiph\lc,éogiﬁcéngubibenhnang
Huyét hoc: Chimg mat bach cau hat, gidm bach cu, gidm tiéu ciu
Gan: Téng enzym gan, viém gan, vang da, suy chirc ning gan
Tiéu héa: R loan vi gidc
Coxwong: Daukhép, dauco
Tiétnigu: Viém thinke
Da: Ban mong nuéc, héi chimg Stevens-Johnson, hoai tir biéu bi nhiém dge, viém da
Do lam giam 4 acid trong da ddy, céc thude \rc ché bom proton c6 thé 1am ting nguy co nhiém
khuin & dudng tiéu héa. 3

Qué lidu va céch xir tri:
Chodennaéyncbtﬂti!kinhnghgemvéviecdﬁngqutli&:cécht\dich.cdcnieuch&ngmmﬁcb
lién quan dén viée ding lidu ubng 280 mg 1a cAc tri¢u chimg trén dudng tidu héa va tinh trang yéu 6t.
Céc lidu don esomeprazol dang u ngSOn)gvztdgngﬁnhmacthmgvlnantoinkhi Chua
6 chit gidi doc dic hiéu. Esomeprazol gin k Vvéi protein huyét twong va vi vay khong dé
: d&n%biphugnuch.Tmngtmbnghqpquéli u, nén diéu trj triu ching va sir dung cAc bi¢n phap hé
' trgtong quat. ?

Pic tinh dwge lye hoc:

Nhém duge 1: Thube irc ché bom proton !

MaATC: A02BCO5 o &

Esomeprazol la dang d S-ctia omeprazol va 1am gidm sy baj ti acid da day bing mjt co
chg tac d9ng chuyén biel.%‘ﬁu 1a cﬂt e ch?zgc hiéu bom acid & té bao thanh. Ca hai ng
phan R-va S-clta omeprazole déu c6 tac dong dugc lre hoe tuong ty. Bsomeprazol 1a mét | tkiém

yéu, duoc tip trung va bién ddi thanh dang ¢4 hoat tinh trong méi trudmg acid cao & ixﬁﬁéu q
ché tiét cua té bao taidAym:zcﬁcchémenH+K+-mue(bomnid)viﬁc cd sy ti
dich coban l4n sy tiét dich do kich thich.

Pic tinh dwge djng hoc:

Esomcgrazol hﬁp thunhanh, nbngldo dinh huyﬁt tuwong dat dugce sau khi uong 1-2 gio. Sinh kha dung
tuyét doi 12 50% sau khi udng li don 20 mg va tiing Ién 68% sau khi uong liéu 1ap lai ngdy 1 lan.
Thire 2n lam va giam hip thu esomeprazol, , dién tich dudi dudmg cong (AUC) sau khi ubng
mét lieu duy nhat esomeprazol 40mg vao biva &n so véi lic d6i giam tir 33-53%, esomeprazol kh

trong méi trudmg acid. Khodng 97% | géin vao protein huyet twong. Thé tich phin

Khindng 45 thude n dinh & ngudi tinh nguyén khoe manh 14 16 lit. Thude chuyén héa chi yéu & gan
nh& isoenzym CYP2C19, hé enzym cytochrome P450 , thanh cdc chét chuyén héa hydroxyl va

desmethyl con hoat tinh. Phin con l:i.duvc chuyén héa qua isoenzym CYP3A4 tn:xxca
esomeprazo] sulfon. Khi ding nhic lai, chuyén héa budc dau qua gan va 4§ thanh thai cia
gidm, c6 thé do is CYP2C19 bj itc ché. Tuy nhién khéng co hién tugng tich I kbi

ding méi ngdy mot lan. O mét sd ngudsi vi thiéu CYP2C19 do di truyén (15-20% ngudi chau A), nién
limch‘gci‘uygoh&mepmm%déngﬁuiAUCﬂngm oang 2 la so v6i ngudi c6 dit
enzym. ngubisdyganntng.gilh’iAUCdﬂgl:mgbndmhmhonz—Sl sovéring:bicb
chirc néng gan binh thudng, vi vay phai gidm liéu esomeprazol & nhirng ngudi b¢nh ndy, liéu ding
khong qua 20mg /ngay i " 5 ;
Nira déi thai ¥ trong huyet twong 1 — 1,5 giér Nong 49 dinh trung binh cia thu cbdangubnftuong
img trong hu; ltuonglskhoﬂng4,6mcmol/L.Cécchﬁl:guyénhéachinhcﬂa eprazol khong
anh huéng d sutiétaci_ddadﬂy.l(hoéng%d’/.esomep{azolliéuué:gcduwbéiﬁ qua nuéc tiéu
duéidgngcécchhclayénhéa,phﬁnc&nlﬁquap . [t hon 1% thudc dugc tim thiy trong nudc
tiéu dudi dang khong ddi.

~ Quycichdonggéi: Hop3vix 10vien.
Bio quan: Bao quan noi khd mat, nhiét dd dudi 30°C, trénh &nh séng.

Han diing: 24 thing ké tirngy sin xuét.
Khéng ding thudc qué han sic dung.

Tiéu chudn chét lwgng: Tiéu chudn co s
Nha sin xuit:
BHARATPARENTERALS LTD

Dia chi: Survey No. 144 & 146, Jarod Samlaya, Road, Tal-Savli, City: Haripura,
Dist: Vadodara, An D§.
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