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Presaiption Drug 

AZIKID 
Azithromycin for 
Oral Suspension USP 
200 mg/Sml 

Box of 1 bottle 600mg/15ml 

Colour Specification Carton size 

CMYK 
Length : 50 mm 

Width : 50 mm 

Height : 95 mm 

Tlw1h phln : 
M6i 5ml Mn dich sau khi pha chira: 
Az1t11romycin USP 
{d~ng Azithmmycin dihydrale) ... 200mg 
Ta dllQ'C .............................•...... vita au 

TCCL USP 

Chi cf!nh, each dung, chAng chi c!jnh, 
cac lhOng tin khac: xem 1rong t/1 
hll(mg dAn sit dvng tt,u6c k~m tlleo 

Bao quan : 
Nai khO ma~ tranh anh sang, 
nh~t ao dll6-i 30'C 

D9C k9 hll'fmg din SU' dvng 
t"'6ekhldilng 

04 n ~m lay tr• ,m 

Thu6c kA dO'n 

AZIKID 
pha hon dich u6ng 

Azithromycin USP 
200mg/5ml 

H¢p 1 19 600mg/15ml 

Mfg. Lie. No.: ND/51 
Visa no. : 
(SOEJK) 
Batch no.: 
(S0 I0 SX) 
Mfg. date: Q :::, Z 
{Ngay SX) 
Exp. date: 
(H~n dung) 

Nha nhjp kh.iu: 

San xuat bol: 
UNIJULES LIFE SCIENCES Ur.tlTEO 
Plot no. 8-35 & 36, MIDC lndus1nal ama, 
Kalmesl'1W3r, Nagpor44150 1, 

Maharashtra State, AA 
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Thu5c k0 tlon

AZIKID
Thuiic ndy chi ding theo itdn thuiic

Th6ng bdo cho btic sj nhtng tdc dqng kh6ng mong mudn gdp ph,fii khi tling thu6c

D7c k! hnlmg ddn stfr dyng trwlc khi ding
Di xa tim tay tri em

Thhnh phAn c6ng thric thuSc:

M6i 5 ml h6n dich sau khi pha chria:

Thdnh phin hoqt chiit: Azi*romycin dihydrate tuong duong azithromycin ... 200 mg

Thdnh phin td duoc: Sucrose; gdm xanthan; hydroxypropyl cellulose; natri phosphate

dodecahydrate tribasic; huong vi trrii c6y h5n hqp

D4ng biro ch5: B6t pha h6n dich ui5ng

Chi ilinh:
Azithromycin duo. c chi a;nn 0C OlAu tri nhiing nhiSm khuin gdy ra bdi c6c vi khuAn nh4y

cdm:

- Vi6m ph6 quan

- Vi6m ph6i mic phni tai cQng ddng

- Vi6m xoang

- Vi6m hqng/ vi6m amidan (do li6n ciu khuin gdy ra).

- Vi6m tai gita
- Nhi6m khuin da vir m6 mAm

- Nhi6m khuAn sinh dUc kh6ng bi6n chimg do Chlamydia trachomatis vd Neisseria

gonorrhoeae.

Li6u dtng, c6ch dtng:
Liiu tling:
Neudi l6n. .. ?.tdt cao tuot

D6 di6u tri nhi6m khuAn sinh dgc kh6ng bitln chimg gdy ra bii Chlamydia trachomatis, u6ng

fidu duy nh6t 1000 mg. O6i voi chirng Neisseria gonorrhea nh4y cim, li6u khuyiin c6o ld

1000 mg hoEc 2000 mg azithromycin dung ph6i hqp v6i 250 mg ho{c 500 mg ceftriaxone

theo cac hucrng d6n <Iidu tr! hm sang tAi dia phuong. D5i voi cric benh nhan di rmg voi
penicillin vd./hodc cephalosporin, b6c s! k6 <lon cAn tham khdo ciic huong ddn dieu tri tai dia

phuong <tii lua chgn kh6ng sinh cho pht hqp.

Voi c6c chi <tinh khric md c6 th6 dtng cludng u6ng, dung Hdu t6ng c6ng 1500mg trong 3 ngdy,

m6i ngay 500mg. C6 thti thay Aii tang crich dtng voi t6ng li6u nhu vA,y nhr.mg trong 5 ngdy,

500mg trong ngdy diu ti€n vd sau d6 ld 250mg/ngdy tu ngdy thrl 2 d6n ngdy thri 5.

(

I
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Tri em

T6ng liAu t6i da duqc khuy6n c6o cho b6t k! di6u tri ndo tr6n tr6 em ld 1500 mg. Nhin chung

t6ng fidu di6u tri vcri tr6 em lir 30mg/kg. T6ng li6u 30 mg/kg ndn dugc dtng duoi d4ng m6t

li6u 1Omg/kg duy nh6t m6i ngdy trong 3 ngiry, ho{c dung trong 5 ngdy voi lidu 10mg/kg duy

nh6t vdo ngdy dAu ti6n vd sau d6 ld 5mg/kg/ngdy tu ngdy thri 2 d6n ngdy thri 5.

Cfing c6 thti thay thil [Au dung tr6n bang mQt hdu 30mg/kg duy nh6t khi <lidu tri vi6m rai gita
c6p cho n6.

D6i voi tre em cdn ndng ducri l5kg, lidu h5n dlch azithromycin cin duoc tinh ciurg chinh x6c

cang t6t. Voi tre em cAn nlng 15 kg tro l6n, dtng h6n dlch azithromycin theo nhu chi din
ducri cl6y:

Bdnh nhin bi suv thAn:

Kh6ng cAn thi6t diCu chinh [Au o nhirng benh nhan suy th{n nhg di.ln trung binh (GFR 10 -

80mV phft). Th{n trgng khi dtng azithromycin cho bqnh nhdn suy th{n n4ng (GFR < 10mV

phio.

BAnh nhdn suy Pan

Azithromycin duo. c chuy6n h6a d gan vd bai ti6t qua mdt, kh6ng n6n sri dgng cho benh nhan

suy gan muc d0 nang.

Ctich ding:
Dtng ctudng u6ng. C6 th6 u6ng bQt pha h6n dich azithromycin ctng ho6c kh6ng cing voi
thric dn.

C6ch oha h6n dich: L6c nhg l9 thu6c cho bQt toi ra. Md nip, th6m 9ml nudc vAo lq, lic ky d6n

khi b6t phan tiin diiu trong nu6c. Luong th6 tich h5n dich t6i da c6 th6 l6y ra dugc ld 15m1,

m6i ml h5n dich sau pha chria 40mg azithromycin. Lic lai lq thu6c tru6c m5i l6n sir sgng.

1169t
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H5n dich azithromycin vdi t6;Eli6" did" t4 30 - elke
CAn ning (kg) LiQu trinh 3 ngiry LiQu trinh 5 ngiy
< 15 10 mglkg m6t ldn/ngdy

Tt ngdy thri nhdt dOn ngdy thf 3

10 mg/kg vdo ngdy thri nh6t, sau <16 5

mg/kg m6t tn:/ngdy tu ngdy thri 2

d6n ngdy thri 5

t5-25 200 mg (tuong tluong 5 ml)
mQt lirVngdy tu ngiy thri nfr6t Oiin

ngdy tht 3

200 mg (tuorg duong 5 ml) vdo ngdy

thri nh6t, sau d6 100 mg (tuong

duong 2,5 ml) mQt Dr/ngdy tu ngdy

thri 2 d6n ngdy thrl 5

26-35 300 mg (tuong duong 7,5 ml)
m6J Dn/ngdy tu ngdy thri I <tiln

ngdy tht 3

300 mg (tuong duong 7,5m1) vdo

ngdy thf nh6t, sau tl6 150 mg (tuong

duong 3.75 ml) mQt lArVngdy tu ngdy

thr? 2 d6n ngdy thri 5

400 mg (tuong duong 10ml) mQt

lAn/ngdy tu ngdy thri nhAt, sau d6 200

mg (tuong duong 5ml) mQt lin/ngdy
tu ngdy thri 2 d6n ngdy thri 5

>45 Dung li6u nhu nguoi l6n Dtng li6u nhu nguoi l6n

36-45 400 mg (tuong duong 10ml)

mQt ldn/ngny tu ngdy thri nhAt d6n

ngdy tht 3
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ChSng chi tlinh:

Ch6ng chi dinh voi nhirng bgnh nh6n qu6 mdn vcri azithromycin, erythromycin, voi b6t k!
mQt khring sinh ndo thuQc h9 macrolide hay ketolide, ho4c voi b6t kj, thanh phdn ndo cria

thu6c.

Ch6ng chi dinh voi nhtng bQnh nhan c6 tiAn sir vang da tic m{t/suy gan c6 liOn quan d6n vi6c

sri dgng azithromycin.

Cinh b6o vh th$n trqng khi dtng thu6c:

Qud mdn

Cfing nhu voi erythromycin vii ciic macrolide kh6c, tl6 c6 b6o ciio vA cric phan rmg di trng

nghiOm trong hi6m g{p, bao gdm phir mach vd s6c phtn vQ @itim khi tu vong), vir c6c phan
:.tng tr6n da bao g6m ngo4i ban mgn mri tot'n thdn cAp tinh (AGEP), hdi chimg Stevens

Johnson (Stevens-Johnson Syndrome-SJS), vd hoai tir bi6u bi nhiSm <16c (Toxic Epidermal

Necrolysis - TEN) (hitim khi giy tu vong) vd phan img do thu6c kdm tiing b4ch ciu ua eosin

vd cric triQu chimg toan thdn (Drug Reaction with Eosinophilia and Systemic Symptoms -

DRESS). M6t vii phan r?ng voi azithromycin tld g6y ra nhtng triQu chtmg l{p di ldp lai vd ddi

h6i phai dugc theo d6i vd didu tri l6u hon.

N6u gap phan ung di ung. can ngimg ngay thu6c vir dung liQu phrip didu tri phn hqp. Bac s!
can Uilt r5ng cdc phan tmg di ung c6 the xuit hi6n l4i khi <Id ngtmg liQu ph6p di0u tri triQu

chimg.

Nhi6m dQc gan

Vi gan li cludng thdi tru chinh cta azithromycin n6n cAn thdn trqng khi sri dgng thu6c o

nhirng bQnh nhdn mic bQnh gan. Di c6 b6o c6o vA chric ndng gan b6t thudng, vi6m gan, ving
da do t'ic mdt, hoai tu gan vd suy gan, mQt si5 trudng hqp da gdy tu vong. Khi th6y c6 c6c d6u

hiQu vi triQu chimg ndy, phii ngmg dtng azithromycin ngay lff,p tuc.

Hgp min v! phi tlgi 0 trd so sinh

Trong qu6 trinh theo d6i vi€c st dUng azithromycin tr6n trd so sinh (dtrng thu6c dtln 42

ngey tu6i), tl6 c6 b6o c6o vd trudng hqp mic hgp m6n v! phi d4i d tr6 so sinh. Cha me vd

ngucri trdng tr6 cin duqc huong ddn th6ng b6o ngay cho b6c s! n6u trd n6n holc cdu git khi

5n.

Thuiic cd nguin giic cya l6a mqch (Ergot)

Tr6n nhtng bQnh nhdn tlang dung thu6c c6 ngu6n g6c cga l6a m4ch (ergot), khi ndng ng6 d6c

ergotin sC t5ng l€n khi dtrng ph6i hqp voi c6c kh6ng sinh ho macrolide.

BQi nhi6m

Ctng nhu voi b6t k) mdt khring sinh ndo, cdn phdi theo d6i cdc bii5u hicn bQi nhi6m cua vi
sinh vft kh6ng nh4y cim, bao gtim c6 nAm.

TiAu chdy fiAn qaan itin Clostridium dfficile
Ti6u chiy liOn quan ddn Clostridium dfficile (Clostrtdium associated diarrhea - CDAD) da

tluo. c biio c6o khi st dpng d5i vryi hAu h6t citc chdt khring khudn, bao gtim ci azithromycin,

vd mric d6 nghi6m trong c6 th6 dao d6ng tu ti6u ch6y nhg d6n vi6m e4i trang a5n a6n trl vong.

N
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Didu tri beng c6c ch6t khring khuin s€ ldm thay d6i qu,an thii vi sinh t.u nhi€n cua ruQt dAn toi

sy phat tritin qui mirc cia C. difiicile.

C. dfficile sinh ra dQc t6 A va B g6p phan lim ph6t triiin CDAD. C6c chring C. dfficile sinh

nhidu dQc t6 li nguy0n nhen hm tdng ty l0 mic bQnh vi trl vong, vi cric nhi6m khu'in niy c6

th6 kh6 chta kti dung c6c liQu ph6p kh6ng sinh vd c6 th6 c6n phai cit bo tlai trang. CAn phai

nghi diin bQnh CDAD d th cd cric bQnh nlr,in xuit hiQn ti6u chiy sau khi dung c6c thu6c

kluing sinh. Can h6i ky bQnh st vi c6 b6o c6o vd COAD xdy ra t4i th<ri di6m hon 2 thring sau

khi dung thuiic khang sinh.

Nhiim khuin do fiAn ciu
Penicillin thuong li thu6c duo. c lga chgn ttAu tay di5 diAu trl vi6m hgng/vi6m amidan do

Streptococcus pyogenes, bao gdm cA du phdng s6t do th6p khop c6p tinh. Azithromycin n6i

chung c6 hiQu qua ch6ng l4i li0n cAu d hAu hqng, nhtmg kh6ng c6 dt li€u ndo chimg minh

hiQu qua cua azithromycin trong viQc ngln ngta s6t do thAp khop c6p tinh.

Suy thQn

D6i voi benh nhAn suy thdn nang (mric lgc cAu thfn < 10 ml/ phrit), quan silthiy :drng3}%

nting dQ trong huy6t tuong cria azithromycin.

Tiiu itudng

Thfn nqng voi @nh nhfln titiu <ludng:

Do trong thanh phin thu6c c6 chta sucrose, kh6ng dtrng thu6c cho c6c @nh nhin kh6ng

dung n4p fructose (kh6ng dung n4p fructose do di truy0n), h6p thu kdm glucose - galactose

hoic thi6u hut men sucrase - isomaltase.

Kio ddi kho,rtng QT
K6o dai thoi gian trii phdn cqc cta tim vd k6o ddi khoang QT, gdy nguy co r6i lo4n nhip tim

ve xoin dinh dE duo. c quan s6t th6y khi dtng cric macrolide, bao gdm azithromycin. C6c

sj k6 toa cin xem x6t nguy co *u6t hi6n k6o ddi QT, c6 th6 g6y tt vong, khi cdn nhic

co vi loi ich cta azithromycin cho c6c nh6m cltii tuqng c6 nguy co cao bao gdm:

. B€nh nhin bi k6o dai khoang QT bAm sinh ho4c c6 ti6n st mic phii.
o B6nh nhnn hiQn <lang dung c6c thu6c c6 t6c dyng g6y k6o dni khoang QT cac

thu6c chiing loan nhip nh6m IA vir nh6m III, thui5c ch6ng lo4n thnn, thudc ch6ng trim
cdm vd flouroquinolon.

. BCnh nhan bi r6i loan <1i0n giai, dic biOt trong trudng hqp ha kali vir magie mriu.

o Bpnh nhAn rOi loan nhip tim, loan nhip ho{c suy tim.
.. l.o Nguoi cao tu6i: nguoi cao tu6i c6 th6 nh4y cim hon voi cric t6c dung ctra thu6c tr€n

khoang QT.

Nhrqc co

Dd co brio crio vd dgt c6p cac triQu chimg nhuo. c co todn thAn vd khoi ph6t hQi chimg nhuoc

co d ciic bQnh nh6n didu tri voi azithromycin.

4,

o
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Srfr dgng thu5c cho phg nii c6 thai vi cho con bf:
PhU nt cd thdi
Nhihrg nghiEn criu vd sinh sin tr6n d6ng v6,t dE duo. c ti6n hanh d c6c li6u g6n voi ndng <IQ c6

tlQc tinh nhe trdn sinh sin. Trong c6c nghi6n cr?u ndy, kh6ng th6y c6 bang chimg vd inh
hu&ng cua azithromycin <liin ph6i thai. Tuy nhi6n, kh6ng c6 nhirng nghiEn cr?u tliy dri vd c6

ki6m so6t tr6n phg nir c6 thai. Vi nhtng nghiOn cr?u ve anh huong tliin sg sinh sin tr6n il6ng
v{t khdng phii lu6n du b6o duo. c d6p img cua nguoi, chi n6n dtng azithromycin trong thoi k}
mang thai nCu that cen thi6t.

Phqt nfr cho con b

Mgt s6 it th6ng tin tir y vIn tl6 c6ng b6 cho th6y azithromycin c6 mAt trong sta me d nguoi

tai IAu trung binh cao nh6t hang ngdy u6c luqng tir 0,1 d6n 0,7 mg/kg/ngdy. Chua quan s6r

th6y tAc dung b6t lgi nghiOm trgng nio cria azithromycin tr6n tr€ nhff nhi bri sta me.

PhAi cdn nhic gita loi ich cta viQc bri me d6i voi dria tr6 vd l<yi ich cria liQu ph6p d6i voi
nguoi me khi dua ra quy6t dinh ngmg cho con bt hay ngrmg/kh6ng dtng liQu ph6p

azithromycin.

Anh hu&ng crna thuSc l6n khi nlng ldi xe vir vin hinh mdy m6c:

Kh6ng c6 b6ng chr?ng nio cho th6y azithromycin c6 inh hu&ng d6n khn ndng kii xe vd v{n
hanh mdy m6c.

tl69a
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Tuong tic vir tuong ky cria thu5c:

Thudc khdng acid:

Trong nghi6n cfu duo. c il$ng hgc ttiOu tra vd anh hudng khi ph6i hqp thui5c khring acid voi
azithromycin, kh6ng quan s6t th6y anh hudng tr6n sinh khd dgng n6i chung, mfu dt niing <tQ

dinh trong huy6t tuong da gi6m toi khoang 24%. Va nhiing bgnh nhan phai st dgng ci
azithromycin vd thuiic khring acid, kh6ng n6n dung ddng thoi ci hai thu6c ndy.

Cetirizine:

Dung ph6i hqp azithromycin voi 20mg cetirizine tr6n nguoi tinh nguydn khod mqnh, trong

thoi gian 5 ngiy, kh6ng th6y c6 tuong tric dugc dQng hqc vd kh6ng c6 thay <t6i mQt cach c6 y

nghia khoang QT.
D idano s ine @ ideory ino is ine) :
Khi so srinh vcri placebo, dung d6ng th<ri azithromycin 1200mg/ngdy vcyi didanosine

400mg/ngdy trOn 6 bQnh nh6n nhiSm HIV kh6ng th6y c6 nnh hudng di5n duo. c d6ng hoc d
trang tluii hang <tinh cta didanosine.

Digoxin vd colchicine:

Dtng cliing thdi khrfurg sinh ho macrolide (bao gdm azithromycin) voi co ch6t cria P-

glycoprotein (vi dU nhu digoxin, colchicine) duo. c brio c6o ld ldm tdng ndng d0 co ch6t cria P-

glycoprotein trong huy6t thar*r. Do d6, n6u azithromycin vdL co chSt cua P- glycoprotein nhu

digoxin ducrc dtng tl6ng thdi, cin xem xdt d6n khA ndng rang ndng dg digoxin trong

https://trungtamthuoc.com/



huy6t thanh. Cin theo d6i c6c d6u hi6u l6m sang. n6ng dQ digoxin huy6t thanh trong su6t <fii:u

tri voi azithromycin vd sau khi ngimg thu6c.

Thudc cd nguin giic cga tda mgch (ergot):

VA mAt lj thuy6t, c6 th,3 xiy ra tuong tiic gita azithromycin vd c6c thu6c c6 ngudn g6c cua

l6a mach (ergot) (xem muc Cinh b6o vir thin trong khi dtng thu6c)
Zidovudine:

LiAu duy nh6t t000mg azithromycin vd ila li6u l200mg hodc 600mg azithromycin kh6ng g6y

anh hu&ng d6n duo. c d6ng hoc trong huyiit tuong ho{c thai tru d thdn cira zidovudine ho{c

ch6t chuy6n h6a glucuronide cria n6. Dt vdy, azithromycin lim tdng ndng dQ cria zidorudine

phosphorylate, ch6t chuytin hori c6 hoat tinh lAm sang, trong cec tii bao b4ch cAu don nhen &

m6u ngoai vi. Y nghia ldm sang cria phdt hiQn ndy cdn chua 16 rang, nhr.mg c6 th6 mang hi
ich l<ri cho benh nhan.

Azithromycin kh6ng c6 tuong t6c dang ke l6n hg th6ng cytochrome P450 d gan. N6 kh6ng

tuong tic vA mdt duo. c <lQng hgc nhu d6i voi erythromycin ho{c c6c macrolide khrlc. Kh6ng

*uit hi6n hiQn tugng cdm img hay r?c chti cytochrome P450 cua gan th6ng qua phric hqp

chuy6n ho6 cytochrome.

C6c nghi€n cr?u vd m4t duo. c dQng hoc cl6 <lugc ti6n hanh gita azithromycin voi c6c thuiic dd

bi6t ld du-oc chuy6n ho6 dring kd qua trung gian cytochrome P450 duoi rtAy.

Atonastatin: Dung ddng thoi atorvastatin (10mg, m5i ngiy) vd azithromycin (500mg, m5i

ngdy) kh6ng ldm thay dOi n6ng dQ trong huy6t tuong cira atorvastatin (dga tr6n dinh luqng

mirc <lQ ric ch6 men kht HMG CoA). Tuy nhi6n, dd c6 b6o ceo sau khi thu6c luu hanh tr6n thi

trudng vA c6c trudng hqp bi ti6u co vdn tr6n benh nhan dung tliing thoi atorvastatin vd cric

thu(ic nh6m statin.

Carbamaxepine.' Nghi6n cr?u dugc clQng hqc vd tuong tric thui5c tr6n nguoi tinh nguy6n

kho6 manh cho thAy azithromycin kh6ng c6 anh hudng gi dring k6 tr6n n6ng rtQ

carbamazepine vd cdc ch6t chuy6n ho6 cria thu5c niy trong huy6t tuong cua bqnh nhdn tlang

dung ddng thoi carbamazepine vi azithromycin.

Cimetidine: Nghi6n cr?u duo. c dQng hoc diAu tra vd {,nh hunng khi dung li6u duy nh6t

cimetidine 2 gid tru6c khi dung azithromycin, kh6ng thly c6 inh hudng gi tr6n du-o. c d6ng

hoc cira azithromycin.

Thudc chiing tting ruiu tttrdng udng nhdm Coumarin trong nghi6n cr?u dugc tlQng hqc v6

tuong tric thu6c tr6n nguoi tinh nguy6n kho6 manh, azithromycin kh6ng ldm thay d6i higu qua

chiing il6ng cua 15 mg warfarin dung li6u duy nh6t. Sau khi thu6c llru hanh tr6n thi trutmg,

ciing di nhfn dugc th6ng brio vti t5c dung ch6ng d6ng bi teng lCn sau khi dtng ddng thoi
azithromycin vd thu6c ch5ng d6ng m6u duong u6ng nh6m coumarin. MAc di m6i quan hQ

nh6n quA chua dugc x6c lip, c6n phai theo d6i dinh kj thoi gian prothrombin khi srl dung

tl6ng thoi azithromycin vd ciic thu6c chiing tl6ng m6u dudng u6ng nh6m coumarin.

Cyclosporin: Trong nghi6n cr?u dugc d6ng hoc tr6n nhtng nguoi tinh nguyQn kh6e manh

duo. c chi dinh u6ng azithromycin 500mg/ngdy trong 3 ngdy vd sau d6 tlugc chi <Iinh u6ng fiAu

duy nh6t l0mg/kg cyclosporin, k6t qui cho th6y C.* vd AUC6-5 ting l6n cl6ng k6. Do vdy,
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can than heng trudc khi xem xdt dtng ptrOi trqp c6c thu6c niy. N6u cAn thiiit phai dung ph5i

hqp cyclosporin vi azithromycin thi nting dQ cia cyclosporin cAn duo. c giri.rn sdt vd didu chinh

liiiu theo <16.

Efavirenz: Dung dting thoi 600mg I6u duy nhit cua azithromycin vi 400mg efavirenz m6i

ngay trong 7 ngdy kh6ng gay ra bAt k! tuon g tfuc cb ! nghia lAm sing ndo.

Fluconazole: Dung <Idng thoi liAu duy nhAt l200mg azithromycin kh6ng ld.,rn thay d6i crlc dlc

tinh duo. c <lQng hqc cua 800mg fluconazole dung liiiu duy nh5t. Ti5ng luqng thu6c trong

huy6t tuong va thoi gian brin huj cua azithromycin kt6ng bi thay d6i khi dung dting thoi voi

fluconazole, tuy nhi6n, c6 quan s6t thAy c6 sg giim kh6ng tl6ng k,5 ndng dO dinh C,,* (18%)

cua azithromycin.

Indinavir: Dung d6ng thoi li6u duy nhAt l200mg azithromycin kh6ng anh hudng j nghia

th6ng k€ l6n c6c dpc tinh du<v. c dQng hgc cria indinavir dugc dtmg 800mg, 3 lAn m6i ngdy

trong 5 ngiry.

Methylprednholone: Trong nghidn cr?u dugc d$ng hgc vii tuong tiic tr6n nguoi tinh nguyQn

khod m4nh, azithromycin kh6ng gAy anh hudng d6ng kA voi dugc dQng hgc cria

methylprednisolone.

Midazotam: O ngutri tinh nguyQn kho6 manh, dung d6ng thoi azithromycin 500mg/ngiy,

trong 3 ngiry voi midazolam 15mg dtrng lidu duy nh6Lt kt6ng g6y ra nhtng thay dOi c6 i nghia

l6m sang 16n cdc d{c tinh duo. c ilQng hgc vi dugc lgc hgc cta midazolam.

Nelinavir: Dung <t6ng thoi azithLromycin (1200mg) vd nelfinavir d trang thrii ndng ilQ h[ng

ttlnh trong huy6t tuong (750mg, f nn m6i ngdy) ddn toi ting n6ng dQ azithromycin. Kh6ng

quan s6t thAy nhtng tac dung kh6ng mong mu6n j nghia lim sang ro ret ve khdng cin thilit

phai didu chinh liAu dung.

Rifabutin: Dung d6ng thoi azithromycin voi rifabutin kh6ng c6 anh huong dAn nting dQ trong

huy6t tuong cria cd hai thu6c. \
:l

Ee pluit hiCn c6 giAm b4ch cAu trung tinh trdn nhilng ngu<ri dtng ddng thoi azithromyc!* [d
rifabutin. Mac dt ginm bqch cAu trung tinh c6 li6n quan d6n viQc sri dtig rifabutin, 

^A|,,,fl|^

SildenaJil: Tr€n nhirng nguoi tinh nguyQn nam khod manh binh thudng, kh6ng c6 beng chwrg

vd anh hu<rng cua vigc dtng azithromycin (500mg/ngdy trong 3 ngdy) l€n diOn tich duoi

dudng cong vd n6ng tIQ dinh cria sildenafil hay ch6t chuyiln ho6 chinh cria n6 trong tuAn hoirn.

Terfenadine: Nhtng nghi6n c{ru duo. c tlQng hgc tl6 cho th6y kh6ng c6 beng chung vd tuong

tric giiia azithromycin vd terfenadine. C6 th6ng brio vd m$t sO truong trqp rfi hi6m g}p trong

tt6 khi nAng xiy ra tucmg tric kh6ng ttrd Ui toai tru ho?rn todn. Tuy vQy kh6ng c6 beng chimg

16 rQt r[ng tuong t6c dd xAy ra.

Theophylline: Kh6ng c6 beng chrmg vd tuong tiic duo. c dQng hgc co yi ngKa ldm sang gita

azithromycin vd theophylline khi dung phiii hqp tr0n nguoi tinh nguyQn khod m4nh.

Triazolam: O 14 nguoi tinh nguyQn manh kho6, dung d6ng thoi azithromycin li€u 500 mg d

ngiy thri nh6t va ZSO mg d ng?ry thri 2 voi 0,l25mg triazolam d ngdy thri 2 khdng gdy ra b6t
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k! sp anh hudng tlang k6 ndo tr€n c6c tham s6 duo. c tt6ng hoc d6i voi triazolam so vcri

triazolam vir gii duoc.

Trimcthopriny'sulfamethoxazole.' Dtng <Idng thoi trimethoprim/sulfamethoxazole

(160mg/800mg) trong 7 ngdy vni 1200mg azithromycin d ngdy thri 7, kh6ng gdy ra b6t kj, srr

anh huOng ding ki5 ndo l6n ndng dQ dinh, t6ng luong thu6c trong tudn hoan hay sg biri ti6t qua

nu6c ti6u cira trimethoprim hay sulfamethoxazole. Ndng dQ trong huy6t tuong cria

azithromycin li tuong duong nhu du-q c quan siit d ciic nghi6n cr?u kh6c.

Hydrorychloroquine or chloroquine: Dir li6u quan s6t di chi ra ring viQc sri dqng d6ng thoi
azithromycin voi hydroxychloroquine d benh nhan viOm kh6p dang thap c6 liOn quan <liin

tiing nguy co bii5n ci5 tim mach vi tu vong do tim mach. Cdn nhic c6n thdn loi ich vd nguy co

tru6c khi kO don azithromycin cho bdt k, bOnh nhAn ndo <lang dtng hydroxychloroquine.

Ctng n6n cAn nhlc k! lu8'ng lqi ich vi nguy co tru6c khi k6 don azithromycin cho bAt kj
bQnh nhAn ndo ilang dtng chloroquine, vi khd ndng xiy ra nguy co tuong t.u voi chloroquine.

Tuone kv: Do kh6ng c6 cAc nghidn cuu vd tinh tuong ky cria thu6c, kh6ng tr6n lan thu6c ndy

voi c6c thu6c khiic

Tic dgng kh6ng mong muSn cria thu6c

Azithromycin duo. c dung nap t6t vni tj lQ g{p tric dgng kh6ng mong mu6n th6p.

Cric tric dgng kh6ng mong mu6n kdm tdn suit duo. c th6ng k6 trong bing sau:

69

ONG

TNI
ITESI

L
HQ co quan -l 

IIan so

NhiSm khudn vd nhi6m kli
sinh trung

Nhi6m n6m candida, nhi6m candida miQng, nhi6m

khuAn am d4o

It gap

Vi6m dai trdng gi6 mac Kh6ng 16

M6u vA hC bach huv6t Gidm bach ciu, giim bach ciu trung tinh It cAp

Giam ti6u ciu, thi6u m6u trin huy6t Kh6ng 16

Hg miSn dich Pht m4ch, qu6 min It gip

Phan rmg phan vQ Kh6ng 16

R6i loAn

dinh du0ng
chuv6n h6a vd Bi6ng 5n Thuong g4p

R6i loan tdm thAn Cdng theng It gAp

Lo ldng Hi6m g4p

Trang thrii hung hdng, qu6 khich, lo Au Kh6ng 16

R6i lo?n hC than kinh Chong mat. nhuc diu. lo4n cim. r6i loan vi giiic Thuong gqp

Di cim, bu6n ngir, m6t ngt It g?p

Ng6t, co giar. rang v{n dgng. gidm cim gi6c. mit
vi gi6c, r6i lo4n khr?u gi6c, nhuoc co

Kh6ng rO

R6i loan mdt Khi6m thi Thudng g4p
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R6i loan thinh lgc vd tai trong Di0c Thuong gqp

Khi6m thinh. ir tai It g4p

Ch6ng mit Hiiim g{p

R6i loan h0 tim mach Diinh tr6ng nguc It g4p

xoin dinh, rtii loan nhlp tim, bao giim nhip th6t

nhanh

Kh6ng rd

R6i loan m4ch mriu H4 huy6t rip Kh6ng rd

R6i loan tiCu h6a Ti0u chiy, dau bung, bu6n n6n, d6y hoi nAt

c4p

thudng

Ndn mta" kh6 ti6u Thuong g[p

Vi6m d4 ddy, t6o b6n it g4p

Vi6m tpy, ludi m6t m?ru Kh6ng 16

R6i lo4n gan m{t Vi6m gan si€u vi It gap

Chric ndng gan bat thudng Hi6m gip

Suy gan, vi€m gan, ho4i tri gan, vdng da do tdc mAt Kh6ng 16

Ngrla vd phrit ban Thuong g{p

HQi chung Stevens-Johnson, nh4y cim voi ffi
sang, niii me day

it glp

- HQi chung ngo4i ban mqn mri toan th6n cip tinh

(AGEP)
- Ph6n img do thu6c kdm tdng bach cAu ua eosin vir

cric triQu chung toan thAn (DRESS)

Hi6m gap

EOc hoei nr bi,5u bi, hiing ban da d4ng Kh6ng rd

R6i loan he co xuong Dau khop Thuong g{p

R6i lo?n hC ti6t niQu Suy thin cip, vi6m thfn kE Kh6ng 16

R6i loan toan than M6t m6i Thu<rng gap

Dau nggc, pht n0, mQt mdi, suy nhuo. c It e?p

X6t nghiQm Gidm b4ch cAu lympho, ting b4ch cAu ua eosin,

bicarbonat m6u giim
Thuong g{p

TAng ASAT, ALAT bilirubin mriu tiing, ur6 m6u

tang. creatinin miiu ting. kali m6u b6t thuotg
It g4p

Khoang QT k6o dai Kh6ng 16

rln s6: FrAt thudng g{p (>1/10);Thuong g{p (>l/100 diin <l/10);it gip (>1 / 1000 tilln

<l/100);Hi6m g4p e1/10.000 d6n <1/1.000);R6t hi6m gap (<1/10.000); kh6ng 16: kh6ng

u6c tinh duo. c dya tr6n c6c dt ligu c6 sin.
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Qud fidu vir xrfr tri:
C6c tric dgng kh6ng mong mu6n khi dung voi liiiu cao hon lidu khuy6n c6o cflng tuong tu nhu
kti dung voi lidu binh thudng. Cric triQu chimg di6n hinh cua qu6 li6u khring sinh nh6m

macrolide ld m6t thinh gi6c c6 h6i phpc, bu6n n6n nghi6m trong, n6n mira vd ti6u chiy. Khi
gqp qu.i lidu, vi6c sir dung thu6c di0u tri triQu chimg vd c6c biQn phrip h6 trg duo. c chi dinh tuy
meo yeu cau.

Dic tinh duo. c lgc hgc:

Nh6m du<y. c lf didu tri: khring sinh nh6m Macrolide

MiATC: J01FA10

Co chd uic dltng

Azithromycin ld m$t khring sinh macrolide, thuQc phdn nh6m azalid. Vd mit ho6 hgc n6 duo. c

t4o thdnh bing crich dinh m6t phAn tu nitrogen vdo vdng lacton cua erythromycin A. TOn hori

hoc cria azithromycin ld 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin A. Phan tir lugng

1ii749,0. Co chti hoat dQng cta azithromycin ld dga tr6n su uc ch6 tiing hqp protein cira vi
khuin bang crich li6n kait voi ti6u don vi 50S cira ribosom vd r?c chti chuy6n { peptid.

Co chd khdng thudc

Od thring voi azithromycin c6 th6 ld sin c6 ho{c mic phrii. C6 ba co ch6 chinh cua su <td

khring 6 vi khuAn: thay d6i vi tri dich, thay d6i fiong van chuyiln khri,ng sinh va bi6n d6i

khring sinh.

Azithromycin c6 khang ch6o voi chring phAn lip Gram ducrng khring erythromycin. Sg girim

tinh nh4y cdm nh6m macrolide theo thdi gian di duoc ghi nh{n dac bi$t tr€n Streptococcus

pneumonia vd Staphylococcus aureus. Tuong tU, su gi6m nhqy cdm cfrng du-o. c quan s6t th6y

Phd khdng khudn:

Tj lQ khriLng thu6c c6 th6 thay d6i theo vung tlia lj vi theo th<ri gian voi nhtng chung lo4i de

chon vd cin c6 th6ng tin t4i ttia phuong vii mric <lQ khring thui5c, d{c biQt khi didu tri nhtng
nhi6m khuAn n{ng. Khi ca" tni6t cAn tham khio f kiiln c6c chuy6n gia vri mric ilQ kh6ng thu5c

CO

o vl

Yc

* \sts t-tt

z
-x
*,

o

Ching vi khufin MIC breakpoints (mg/L) a/'

Nh4y cim (S<) D.j kh6ns (R>)

Staphylococcus spp I 2

Streptococcus nh6m A. B, C vd G 0,5

Slreptococcus pne umoniue 0,25 o5

Haemophilus influcnzae 0,12 4

Moraxella catarrhalis 0 5

Neisseria gonorrhoeaoe 0,25 0.5

l0

lr€n Streptococci viridans vd Streptococcus agalacliae (nh6m B) d6i vni crlc thu6c

macrolide vir lincosamide khiic.

Didm gdy nhgy cdm

Diiim gey nhqy cAm EUCAST cho azithromycin

o

0,25

0.25
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d <lia phuong trong mQt si5 trudng hqp nhiSn khuAn c6 nghi v6n vA hiQu quA khring khuin cua

thu6c.

Cic vi khuin nhav cim
Vi khuAn hi€u khi Gram duong Vi khuin hi6u khi Gram im
Staphylococcus aureus (nhay cim voi methicillin)

Streptococcus pneumoniae (nh4y c6.,rn voi

penicillin)

Streptococcus pyogenes (nh6m A)

Vi khudn kv khi

C I os tr idium perfr i nge ns

Fusobaclerium spp.

Prevotella spp.

Porphyromonas spp.

C6c loiri c6 khi nlns khins thu6c

Haemophilus intluenza

H ae m o p hi I us p ar a i nJlu e nz ae

Le gio ne ll a pneumophil a

Moraxella catarrhalis

Neisseria gonorrhoeae

Pasteurella multocida

C6c vi khuin khAc:

Chlamydia trachomalis

hi6u khi Gram

Streptococcus pneumoniae (khdLng trung gian hoic tI6 khriLng voi penicillin)

Cic vi khuAn khlne thu6c:

vi khuin hiiiu khi Gram duons Vi khuAn *11khi

Enterococcus faecalis
Staphylococci MRSA, MRSE *

Nh6m B ac ter oide s Fr agil i s

Drqc ilQng hgc:

Hdp thu

Sau khi dtng theo dudng u6ng trdn nguoi, azithromycin dugc phan bo rQng khip co th6; sinh

khn dung x6p xi 37%.Tht6c d4t dugc ndng d0 tlinh trong huy6t tuong sau 2 - 3 gid.

Phdn bd

Azithromycin dung itudng u6ng tluo. c phen b6 rQng khip co th6. C6c nghidn criu vd dugc

<lgng hgc d nguoi <E cho thAy reng ndng dQ cira azithromycin d md cao hon <ting k6 so vdi d

trong huy6t tuong (g6p 50 nn;, aiAu nay chi ra ring thu6c c6 ttQ gin ki5t cao voi m6.

Li6n kai voi proterin huy6t thanh thay d6i theo n6ng ttQ trong huy6t tuong vir dao d$ng tt 12%

d muc 0,5 pglml d6n 52% 0 O,O5 pglml huy6t thanh. Thti tich phan b6 trung binh d trang th6i

6n ttinh (Wss) di dusc tinh to6n H 31,1 l/kg.

Chuydn hd,a

HiQn chna c6 nghi6n cr?u in vitro vd in vivo d6tth gid chuyi5n h6a cta azithromycin.

Thdi tri
Thoi gian b6.n thai trong huy6t tucmg liOn quan ch$t ch€ voi thoi gian bd.m phin huj & m6,

khoang tt 2 - 4 rgity . l{Jroing 12Vo lidu dung sau khi ti6m tinh mach tlugc thii trtr qua duimg

tiilt niQu duoi d4ng kh6ng chuy6n ho6 trong vdng 3 ngiy. Phan l6n duo. c thai trir trong vdng

ll
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24 gid d6u ti6n. Dudng thdi tru qua m{t li con <Iurng thai trt chri y6u cua azithromycin di5i

voi dang thu6c chua bi6n <l6i sau khi dung <luong u6ng. Dd tim th6y trong m{t nguoi, n6ng dQ

r6t cao thu6c chua chuy6n hori ctng voi hon muoi ch6t chuy6n hori duo. c tao thanh qua phan

lmg kht methyl d N- vi O-, vir hydroxyl hori c6c vdng aglycon vd desosamine, vd sg ph6 vd

c6c li6n ktit cladinose. S1r so srffi gita dinh luqng beng sic k;i ldng hi$u nlng cao vd dfnh

luqng bing phuong ph6p vi sinh vflt tr6n c6c m6 cho th6y ring c6c chAt chuyAn horl kh6ng c6

vai trd gi trong hoat tinh trdn vi sinh crla azithromycin.

Dugc itQng hgc d nhdm bQnh nhdn ilfic biQt
,:.Ngta cao tuot

Sau 5 ngdy ding thuiic, gie tri AUC tren nhtng nguoi tinh nguyQn cao tudi (tr6n 65 tu6D hoi

cao hon so voi o nguoi tinh nguyQn tr6 tu6i (duoi 40 tudi), nhrmg kh6ng c6 f nghia vd m{t

lAm sang, do <16 kh6ng cAn phai tlidu chinh liAu luqng.

Suy thQn

Sau khi dtng liAu duy nhAt 1g azithromycin giai ph6ng nhanh, c6c tlflc tinh duo. c dQng hgc

cua azithromycin 6 c6c tttii tuong suy th{n mtc dO tir nhg <l6n vria (mric lgc cAu thin tu l0 -
80 mVphtt) kh6ng bi anh hudng, d nh6m c6 chirc ntrng thin binh thuong vi nh6m b! suy thin

n{ng (mric lgc cAu thdn < lOmUphrit), cl6 quan srit thAy sg khric biQt c6 y nghia th6ng k6 vd

diQn tich duoi tludmg cong AUCo-rzo (8,8pg.gid/ml so voi 11,7 pg.gid/ml), nting dQ dinh C,o
(1,0 pglml so voi 1,6 pglml) va d$ thanh thai (2,3 ml/phrit/kg so voi 0,2 ml/phtt/kg).

Suy gan

Dugc dgng hgc cria azithromycin d bQnh nh6n suy gan chua dugc thi6t hp.

Di6u kiQn bio quin:
BAo quan noi kh6 m6t, tninh Anh sring, nhiQt <I0 duoi 30'C a6i voi bQt kh6. Bao quan d

25"C d6i v6i thu6c dn pha thdnh h5n dlch.

Ti6u chuin ch6t lugng: USP

Hgn dirng:

Lg thuiSc b6t kh6 chua md: 24 thrlng ki! tt ngiy san xu6t

H6n dich tl6 pha: 10 ng?ry kti ttr ngdy pha h6n dlch

Khilng ding thudc qud hqn sir ilyng,

Quy cich il6ng g6i: HQp I tq 600mg/15m1

Nhi SiN XUAI: UNUULES LIFE SCIENCES LIMITED
Dia chi: Plot No. B-35 & 36, MIDC Industrial Area" Kalmeshwar, Nagpur 441501,

Maharashtra state, An O6.
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