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Azithromycin for
Oral Suspension USP
200 mg/5ml

Box of 1 bottle 600mg/15mL
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Colour Specification

Carton size

CMYK

Width

Length : 50 mm
: 50 mm

Height : 95 mm

Thanh phin:
M&i 5ml hén dich sau khi pha chira:
Azthromycin USP
(dang Azithromycin dihydrate) ... 200mg
R 11T, ———— vira d0

TCCL: USP
Chi dinh, céch dung, chéng chi dinh,

céc thang tin khac: xem trong t
huéng dAn sir dung thubc kém theo

Bdo quan:
Noi khd mét, trdnh nh sang,
nhigt d duwdi 30°C

Doc ky huémg diin sir dyng
trurdre khi dung

04 xa thm tay tré em

R
Thuéc k& don

AZIKID

B6t pha hdn dich udng
Azithromycin USP
200mg/5ml

Hép 1 1o 600mg/15mL

(sé18 SX)
Mfg. date:
(Ngay SX)
Exp. date: -
(Handang)

Nha nh3p khiu:

San xudt bén:
UNIJULES LIFE SCIENCES LIMITED
Plot no. B-35 & 36, MIDC Industnal area,
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Rx
Thubc ké don

AZIKID

Thuéc nay chi ding theo don thubc

Théng bdo cho bdc s nhitng tic dung khong mong mubn gdp phai khi ding thuéc
Doc kj huwong din sir dung trude khi ding

Dé xa tim tay tré em

Thanh phén céng thirc thudc:

M&di 5 ml hdn dich sau khi pha chira:

Thanh phan hoat chdt: Azithromycin dihydrate tuong duong azithromycin ... 200 mg

Thanh phdn td duwoc: Sucrose; gdm xanthan; hydroxypropyl cellulose; natri phosphate
dodecahydrate tribasic; huong vi trai cay hon hop

Dang bao ché: Bt pha hdn dich udng
Chi dinh:

Azithromycin dugc chi dinh dé diéu tri nhimg nhiém khudn gay ra béi cac vi khudn nhay

cam:

- Viém phé quan

- Viém phoi méc phai tai cong dong

- Viém xoang

- Viém hong/ viém amidan (do lién cau khuén gy ra).

- Viém tai giira

- Nhiém khuan da va mé mém

- Nhiém khuin sinh duc khong bién chimg do Chlamydia trachomatis va Neisseria
gonorrhoeae.

Li¢u dung, cich dung:

Liéu diing:

Nguwoi lon, nguei cao tudi

Dé diéu tri nhidm khuan sinh dyuc khong bién chimg gy ra bdi Chlamydia trachomatis, ubng
lifu duy nhit 1000 mg. Déi voi ching Neisseria gonorrhea nhay cam, liéu khuyén céo la
1000 mg hodc 2000 mg azithromycin dung phdi hop véi 250 mg hodc 500 mg ceftriaxone
theo cac huémg dan diéu tri 1am sang tai dia phuong. Ddi v6i cac bénh nhan  dj tmg véi
penicillin va/hodc cephalosporin, bac s§ ké don cdn tham khao cac hudng dan diéu tri tai dia
phuong dé lwa chon khang sinh cho phu hop.

Véi céc chi dinh khiac ma c6 thé dung duong udng, dung lidu tdng cong 1500mg trong 3 ngay,
mdi ngay 500mg. C6 thé thay thé biang cach ding véi tong liéu nhu viy nhung trong 5 ngay.
500mg trong ngay dau tién va sau d6 la 250mg/ngay tir ngay thir 2 dén ngay thir 5.
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Tré em

Téng liéu téi da duge khuyén céo cho bit ky diéu tri nao trén tré em 1a 1500 mg. Nhin chung
tong lidu diéu tri vi tré em la 30mg/kg. Téng lidu 30 mg/kg nén duge ding dudi dang mot
liéu 10mg/kg duy nhét mdi ngay trong 3 ngay, hodc ding trong 5 ngay véi liéu 10mg/kg duy
nhat vao ngay dau tién va sau do 1a Smg/kg/ngay tir ngay thir 2 dén ngay thi 5.

Ciing c6 thé thay thé lidu dung trén bing mot liéu 30mg/kg duy nhét khi didu tri viém tai giira
cép cho tré.

D6i véi tré em cn nang dudi 15kg, liéu hdn dich azithromycin cin duge tinh cang chinh xac
cang tét. VGi tré em cén ning 15 kg tré 1én, ding hdn dich azithromycin theo nhu chi d4n

dudi day:
Hon dich azithromycin véi tong lidu diéu tri 30 mg/kg
Can nang (kg) Liéu trinh 3 ngay Liéu trinh 5 ngay
=10 10 mg/kg mdt lan/ngay 10 mg/kg vao ngay thir nhat, sau d6 5
Tir ngay thir nhat dén ngay thir 3 mg/kg mot lan/ngay tir ngay thir 2
dén ngay thu 5
15-25 200 mg (trong duong 5 ml) 200 mg (twong duong 5 ml) vao ngay
mot 1an/ngdy tir ngay thir nhét dén | thir nhdt, sau d6 100 mg (twong
ngay thir 3 duong 2,5 ml) mdt lan/ngay tir ngay
thir 2 dén ngay thir 5
26-35 300 mg (twong dwong 7,5 ml) | 300 mg (twong dwuong 7,5ml) vao
mot lan/ngay tir ngay thir 1 dén | ngay thir nhét, sau d6 150 mg (twong
ngay thir 3 dwong 3.75 ml) mét 1an/ngay tir ngay
thir 2 dén ngay thi 5
36-45 400 mg (twong duong 10ml)|400 mg (twong duong 10ml) mdt
mdt 1an/ngay tir ngay thir nhit dén | 1dn/ngay tir ngdy thir nhét, sau d6 200
ngay thur 3 mg (twong dwong Sml) mot lan/ngay
tir ngay thir 2 dén ngay thir 5
>45 Dung liéu nhu ngudi 16m Dung liéu nhu ngudi 1on

Bénh nhan bi suy than:

Khong can thiét didu chinh lidu & nhimg bénh nhan suy than nhe dén trung binh (GFR 10 -
80ml/ phit). Than trong khi dung azithromycin cho bénh nhén suy than ning (GFR < 10ml/
phut).

Bénh nhan suy gan:

Azithromycin dugc chuyén héa & gan va bai tiét qua mat, khong nén sir dung cho bénh nhéan
suy gan mirc d§ ning.

Cadch ding:

Dung duong udng. C6 thé udng bot pha hdn dich azithromycin cing hodc khong cung véi
thirc an.

Cach pha hdn dich: Léac nhe lo thude cho bt toi ra. Mé nép, thém 9ml nuée vao lo, lac k¥ dén
khi bot phan tén déu trong nude. Lugng thé tich hdn dich ti da c6 thé 1dy ra duge 1a 15ml,
mdi ml hdn dich sau pha chira 40mg azithromycin. Lic lai lo thu6c truuée mdi 14n sir sung.
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Chéng chi dinh:

Chong chi dinh véi nhitng bénh nhan qua min v6i azithromycin, erythromycin, véi bat ky
mot khang sinh nao thugc ho macrolide hay ketolide, hodc vdi bat ky thanh phz‘in nao cua
thude.

Chéng chi dinh véi nhimg bénh nhéan c6 tién sir vang da tic mat/suy gan c6 lién quan dén viéc
str dung azithromycin.

Canh bdo va thin trong khi ding thudec:

Qud min

Ciing nhu v6i erythromycin va cdc macrolide khac, di c6 béo cdo vé cac phan img di (ng
nghiém trong hiém gap, bao gdm phui mach va séc phan vé (hiém khi tir vong), va céc phan
img trén da bao gém ngoai ban mun mu toan than cip tinh (AGEP), hoi chimg Stevens
Johnson (Stevens-Johnson Syndrome-SJS), va hoai tir biéu bi nhiém déc (Toxic Epidermal
Necrolysis — TEN) (hiém khi gy tir vong) va phan img do thuéc kém ting bach ciu wa eosin
va céc triéu chimg toan than (Drug Reaction with Eosinophilia and Systemic Symptoms -
DRESS). Mdt vai phan tmg véi azithromycin da gay ra nhimg triéu ching 1ap di 1ap lai va doi
héi phai dwgc theo ddi va diéu tri 1au hon.

Néu gap phan img di img, cin ngimg ngay thudc va ding lidu phép diéu tri phi hop. Bac s§
can biét ring cac phan tmg di img c6 thé xuat hién lai khi da ngimg liéu phap didu tri tridu
chirng.

Nhiém dpc gan

Vi gan la dudng théi trir chinh cta azithromycin nén cén than trong khi sir dung thubc &
nhimg bénh nhan méc bénh gan. D3 c6 béo cdo vé chirc ning gan bt thudng, viém gan, vang
da do tic mét, hoai tir gan va suy gan, mot sb truong hop da gdy tir vong. Khi thy c6 céc diu
hi¢u va tri¢u chimg nay, phai ngung dung azithromycin ngay lap tic.

Hep mén vi phi dai o tré so sinh

Trong qua trinh theo ddi viéc sir dung azithromycin trén tré so sinh (ding thudc dén 42
ngay tudi), dd c6 bao céo vé truomg hgp méc hep mén vi phi dai & tré so sinh. Cha me va
ngudi tréng tré can duge huéng din thong bao ngay cho bac sy néu tré nén hodc cau gt khi
an.

Thubc cé nguon goc cwa loa mach (Ergot)

Trén nhimg bénh nhan dang dung thudc c6 ngudn goc cira 16a mach (ergot), kha nang ngd doc
ergotin sé& tang l1én khi ding phdi hop véi cac khang sinh ho macrolide.

Bpi nhiém

Ciing nhu véi bat ky mot khéng sinh nao, cin phai theo doi céc biéu hién bdi nhidm cua vi
sinh vat khong nhay cam, bao gdbm ca nim.

Tiéu chay lién quan dén Clostridium difficile

Tiéu chay lién quan dén Clostridium difficile (Clostridium associated diarrhea - CDAD) da
duge bdo cdo khi sir dung dbi voi hau hét cac chit khang khudn, bao gdm ca azithromycin,
va mirc 46 nghiém trong c6 thé dao dong tir tiéu chay nhe dén viém dai trang dan dén tr vong.
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Diéu tri bing céc chit khang khuin s& lam thay ddi quén thé vi sinh tu nhién cta rudt dan ti
su phat trién qua mirc cua C. difficile.

C. difficile sinh ra dgc t& A va B gop phan lam phat trién CDAD. Céc chung C. difficile sinh
nhiéu ddc t6 12 nguyén nhan 1am tiang ty 1& mic bénh va tir vong, vi cac nhiém khuin nay c6
thé kho chira khi ding céc liéu phéap khang sinh va c6 thé can phai cit bo dai trang. Cén phai
nghi dén bénh CDAD & tit ca cac bénh nhan xuét hién tiéu chay sau khi dung cac thudc
khang sinh. Can hoi k¥ bénh sir vi ¢ bdo cdo vé CDAD xay ra tai thoi diém hon 2 thang sau
khi dung thudc khang sinh.

Nhiém khuin do lién ciu

Penicillin thuong 1a thude duge lua chon dau tay dé diéu tri viém hong/viém amidan do
Streptococcus pyogenes, bao gom ca du phong sét do thap khép cfip tinh. Azithromycin néi
chung ¢6 hiéu qua chdng lai lién ciu & hiu hong, nhung khong c6 dir lidéu nao chimg minh
hiéu qua ctia azithromycin trong viéc ngin ngira s6t do thip khép cép tinh.

Suy than

Déi v6i bénh nhén suy than ning (mirc loc cdu than < 10 ml/ phit), quan sat thiy ting 33%
nong d9 trong huyét twong cia azithromycin.

Tiéu dwong

Than trong v6i bénh nhan tiéu dudng:

Do trong thanh phin thudc c6 chira sucrose, khong dung thude cho cac bénh nhéan khéng
dung nap fructose (khéng dung nap fructose do di truyén), hdp thu kém glucose - galactose

hodic thiéu hut men sucrase - isomaltase.
Kéo dai khoang QT

Kéo dai thoi gian tai phan cyuc cua tim va kéo dai khoang QT, gdy nguy co rdi loan nhip tim
va xoéin dinh da dugc quan sat thay khi dung cac macrolide, bao gém azithromycin. Céc bac
sy ké toa can xem xét nguy co xuat hién kéo dai QT, c6 thé gay tir vong, khi can nhic nguy

cova loi ich cua azithromycin cho cac nhom déi tugng c6 nguy co cao bao gom:
e Bénh nhan bi kéo dai khoang QT bam sinh hodc c6 tién sir méc phai. ‘
e Bénh nhéan hién dang dung céc thude c6 tac dung gdy kéo dai khoang QT nhu cac
thude chdng loan nhip nhém IA va nhém 111, thube chdng loan than, thuc chéng trdm
cam va flouroquinolon.
e Bénh nhan bj rdi loan dién giai, dac biét trong truomg hgp ha kali va magie mau.
e Bénh nhan réi loan nhip tim, loan nhip hogc suy tim.
e Nguoi cao tudi: ngudi cao tudi co thé nhay cam hon véi céc tac dung cua thude trén
khoang QT.
Nhugc co
Di ¢6 béo cao vé dot cip cac tridu chimg nhuge co toan than va khéi phat hdi chimg nhugc
co & cac bénh nhan diéu tri véi azithromycin.
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Sir dung thudc cho phu ni¥ c6 thai va cho con bi:

Phu nit co thai

Nhimg nghién ctru vé sinh san trén dong vat da duoc tién hanh & cac lidu gin véi nong d¢ co
doc tinh nhe trén sinh san. Trong cdc nghién ctu nay, khong thdy c6 bing chimg vé anh
huong cua azithromycin dén phéi thai. Tuy nhién, khong ¢6 nhimg nghién ciru day du va co
kiém soét trén phu nir c6 thai. Vi nhing nghién ctru vé anh huéng dén sy sinh san trén dong
vét khong phai luén du bao dugc dap img cua ngudi, chi nén dung azithromycin trong thoi ky
mang thai néu that cén thiét.

Phu nix cho con bu

Mot sb it thong tin tir y vin di cong bd cho thdy azithromycin cé mit trong sita me & ngudi
tai liéu trung binh cao nhét hang ngay udc lugng tir 0,1 dn 0,7 mg/kg/ngdy. Chua quan sat
thiy tac dung bat loi nghiém trong nao cua azithromycin trén tré nhii nhi b sita me.

Phai cén nhic giira lgi ich cua viéc bu me dbi véi dira tré va loi ich cua liéu phap déi voi
ngudi me khi dua ra quyét dinh ngung cho con bi hay ngung/khéng dung liéu phép
azithromycin.

Anh hwéng ciia thudc 1én kha niing 14i xe va vin hanh may moéc:
Khéng ¢6 bing chimg nao cho thiy azithromycin c6 anh hudng dén kha nang 14i xe va vén
hanh mdy moc.

Twong tic va twong ky ciia thude:

Thubc khdng acid:

Trong nghién ciru duge dong hoc diéu tra vé anh hudng khi phéi hop thude khang acid véi
azithromycin, khong quan st thiy anh huéng trén sinh kha dung néi chung, mic du ndng do
dinh trong huyét twong da giam téi khoang 24%. Véi nhimg bénh nhan phai s dung ca
azithromycin va thudc khang acid, khong nén diing ddng thdi ca hai thude nay.

Cetirizine:

Dung phéi hop azithromycin véi 20mg cetirizine trén ngudi tinh nguyén khoé manh, trong
thoi gian 5 ngay, khong thdy c6 twong tac duge dong hoc va khdng c6 thay ddi mét cach c6 y
nghia khoang QT.

Didanosine (Dideoxyinoisine):

Khi so sanh véi placebo, ding dong thoi azithromycin 1200mg/ngay véi didanosine
400mg/ngdy trén 6 bénh nhan nhiém HIV khong thdy c6 anh huong dén dwoc dong hoc &
trang thai hing dinh cua didanosine.

Digoxin va colchicine:

Dung dong thoi khang sinh ho macrolide (bao gdém azithromycin) v&i co chét cua P-
glycoprotein (vi du nhu digoxin, colchicine) duge bao cao 1a 1am ting ndng dd co chét cua P-
glycoprotein trong huyét thanh. Do d6, néu azithromycin va co chit cua P- glycoprotein nhu
digoxin dugc dung dong thdi, cin xem xét dén kha ning ting ndng do digoxin trong
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huyét thanh. Can theo ddi cac du hiéu 1dm sang, ndng do digoxin huyét thanh trong suét diéu
tri véi azithromycin va sau khi ngimg thude.

Thubc cé nguén géc cuwa loa mach (ergot):

V& mat 1y thuyét, c6 thé xay ra tuong tac giita azithromycin va cac thudc c6 ngudn gdc cua
16a mach (ergot) (xem muc Canh b#o va thin trong khi dung thubc)

Zidovudine:

Liéu duy nhat 1000mg azithromycin va da lidu 1200mg hoic 600mg azithromycin khong gay
anh huéng dén duge dong hoc trong huyét tuong hodc thai trir & thin cta zidovudine hoic
chét chuyén hoa glucuronide cua né. D vy, azithromycin lam tang ndng d¢ cua zidovudine
phosphorylate, chét chuyén hoa cé hoat tinh 1am sang, trong cac té bao bach ciu don nhan &
mau ngoai vi. Y nghia 1dm sang cua phat hién nay con chua rd rang, nhung 6 thé mang lai
ich lgi cho bénh nhan.

Azithromycin khéng c6 tuong tac dang ké 1én hé théng cytochrome P450 & gan. N6 khong
twong tic vé mat duge dong hoc nhur dbi véi erythromycin hodic cac macrolide khac. Khong
xuat hién hién twgng cam tmg hay irc ché cytochrome P450 ciia gan thong qua phuc hop
chuyén hoé cytochrome.

Cac nghién ciru vé mit duge dong hoc da dugce tién hanh giita azithromycin véi cac thube da
biét la dugc chuyén hoa déng ké qua trung gian cytochrome P450 dudi day.

Atorvastatin: Dung dong thoi atorvastatin (10mg, mdi ngay) va azithromycin (500mg, mdi
ngay) khong lam thay dbi néng do trong huyét tuong cua atorvastatin (dva trén dinh lugng
mirc d6 {rc ché men khirt HMG CoA). Tuy nhién, d4 c6 béo cdo sau khi thudc luwu hanh trén thi
trudng vé cac trudng hop bi tiéu co van trén bénh nhan ding ddng thdi atorvastatin va cac
thu6c nhom statin.

Carbamazepine: Nghién ciru duge dong hoc vé twong tac thudc trén ngudi tinh nguyén
khoé manh cho thdy azithromycin khéng c6 anh huéng gi déng ké trén ndng do
carbamazepine va cac chét chuyén hod ctia thubc ndy trong huyét tuong cta bénh nhan dang
ding dbng thoi carbamazepine va azithromycin.

Cimetidine: Nghién ciru dugc dong hoc diéu tra vé anh huong khi dung lidu duy nhét
cimetidine 2 gi&r truée khi dung azithromycin, khong thdy cé anh huong gi trén duge dong
hoc cua azithromycin.

Thuéc chong dong mdu duong uong nhém Coumarin: trong nghién ciru duge dong hoc vé
tuong tac thude trén ngudi tinh nguyén khoé manh, azithromycin khéng 1am thay ddi hiéu qua
chong dong cua 15 mg warfarin dung liéu duy nhat. Sau khi thuc luu hanh trén thi trudng,
cling dd nhan duogc théng bao vé tic dung chdng dong bi ting 1én sau khi ding ddng thoi
azithromycin va thudc chéng déng mau dudng udng nhém coumarin. Mic du méi quan hé
nhan quéa chua dugce xac ldp, can phai theo dai dinh ky thoi gian prothrombin khi sit dung
dong thoi azithromycin va céc thube chéng dong méu duomg uéng nhém coumarin.
Cyclosporin: Trong nghién ciru dugc dong hoc trén nhitng ngudi tinh nguyén khoe manh
duoc chi dinh uéng azithromycin 500mg/ngay trong 3 ngay va sau d6 duoc chi dinh uéng lidu
duy nhét 10mg/kg cyclosporin, két qua cho thdy Cmax va AUCo.s tang 1én dang ké. Do vay,
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can than trong trude khi xem xét dung phdi hop cac thube nay. Néu can thiét phai dung phéi
hop cyclosporin va azithromycin thi ndng do cua cyclosporin can dugce gidam sat va diéu chinh
lidu theo do.

Efavirenz: Dung dong thoi 600mg liéu duy nhét cua azithromycin va 400mg efavirenz mdi
ngay trong 7 ngay khong gay ra bt ky tuong tac c6 ¥ nghia 1dm sang nao.

Fluconazole: Ding dong thoi lidu duy nhét 1200mg azithromycin khong lam thay dbi cac dic
tinh dugc dong hoc cia 800mg fluconazole ding liéu duy nhat. Tf‘mg lugng thudc trong
huyét tuong va thoi gian bén huy cta azithromycin khong bj thay déi khi dung dong thai voi
fluconazole, tuy nhién, cé quan sét thiy c6 su giam khong déng ké ndng do dinh Cpax (18%)
cua azithromycin.

Indinavir: Ding dong thoi liéu duy nhat 1200mg azithromycin khong anh huéng y nghia
théng ké 1én cac dic tinh dugc dong hoc cua indinavir dwgc dung 800mg, 3 ldn mdi ngay
trong 5 ngay.

Methylprednisolone: Trong nghién ciru dugc dong hoc vé tuong téc trén ngudi tinh nguyén
khoé¢ manh, azithromycin khong giy anh huong dang ké voi duge dong hoc cua
methylprednisolone.

Midazolam: O ngudi tinh nguyén khoé manh, ding dong thoi azithromycin 500mg/ngay,
trong 3 ngay véi midazolam 15mg ding liéu duy nhat khéng gdy ra nhimg thay ddi c6 y nghia
lam sang lén céac dic tinh duge djng hoc va duge lye hoe cia midazolam.

Nelfinavir: Ding dong thoi azithromycin (1200mg) va nelfinavir & trang thai ndng do hing
dinh trong huyét trong (750mg, 3 1in mdi ngay) din t6i ting ndng d¢ azithromycin. Khong
quan sat thdy nhitng tdc dung khong mong mubn ¥ nghia 1am sang rd rét va khong can thiét
phai diéu chinh liéu dung.

Rifabutin: Dung ddng thoi azithromycin véi rifabutin khong c6 anh huéng dén ndng do trong
huyét trong cua ca hai thude. \
P4 phat hién c6 giam bach céu trung tinh trén nhimg ngudi ding dong thoi amthromycm '&a
rifabutin. Mic du giam bach ciu trung tinh ¢6 lién quan dén viéce sir dung rifabutin, rn01

hé nhan qua khi phdi hgp v6i azithromycin van chua duge xéc lap. /
Sildenafil: Trén nhimg nguoi tinh nguyén nam khoé manh binh thudmg, khong c6 bing chimg
vé anh huong cta viéc dung azithromycin (500mg/ngdy trong 3 ngay) 1én dién tich dudi
dudmg cong va ndng do dinh cua sildenafil hay chat chuyén hoa chinh ctia né trong tuén hoan.
Terfenadine: Nhimg nghién ctru dugc dong hoc da cho thdy khong c6 bing chimg vé tuong
tac giira azithromycin va terfenadine. Cé thong bao vé mot sb truomg hop rédt hiém gap trong
d6 kha nang xay ra tuong tac khong thé bi loai trir hoan toan. Tuy vy khong c6 bing chimg
rd rét ring twong tac da xay ra.

Theophylline: Khong c6 bing chimg vé twong tic duge dong hoc ¢6 y nghia 1dm sang giira
azithromycin va theophylline khi dung phéi hgp trén ngudi tinh nguyén khoé manh.
Triazolam: O 14 ngudi tinh nguyén manh khoé, ding dong thoi azithromycin lidu 500 mg &
ngdy thir nhét va 250 mg & ngay thit 2 véi 0,125mg triazolam & ngay thir 2 khong gay ra bt
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ky sy anh huéng dang ké nao trén céc tham sé dugc dong hoc ddi véi triazolam so véi
triazolam va gia dugc.

Trimethoprim/sulfamethoxazole: Ding dong thoi  trimethoprim/sulfamethoxazole
(160mg/800mg) trong 7 ngay véi 1200mg azithromycin & ngay thir 7, khong gy ra bét ky su
anh huong déng ké nao 1én ndng d¢ dinh, téng lugng thudc trong tudn hoan hay sy bai tiét qua
nuéc tiéu cia trimethoprim hay sulfamethoxazole. Nong do trong huyét tuong cua
azithromycin la twong duong nhu dugc quan sat & cac nghién ciru khac.

Hydroxychloroquine or chloroquine: Dit liéu quan sét da chi ra ring viéc sir dung dbng thoi
azithromycin véi hydroxychloroquine & bénh nhan viém khép dang thdp c6 lién quan dén
tang nguy co bién cb tim mach va tir vong do tim mach. Cén nhéc cén than loi ich va nguy co
trude khi ké don azithromycin cho bit ky bénh nhan nao dang dung hydroxychloroquine.
Ciing nén can nhéc ky ludng loi ich va nguy co trude khi ké don azithromycin cho bat ky
bénh nhan nao dang dung chloroquine, vi kha nang xay ra nguy co tuong ty vdi chloroquine.
Twong ky: Do khéng c¢6 céc nghién ciru vé tinh twong ky cta thude, khong tron 1an thude nay
Vv6i céc thude khac

Téc dung khéng mong mudn cia thude
Azithromycin dugc dung nap tét véi ty 1é giip tac dung khong mong mubn thép.
Céc tac dung khong mong mubn kém tan suit dugce thong ké trong bang sau:

Hé co quan Tac dung khong mong muén Tén sb
Nhiém khuidn va nhiém ky Nhjgm nim candida, nhiém candida miéng, nhiém it gap
sinh tring khuan am dao
Viém dai trang gia mac Khoéng rd
Mau va hé bach huyét Giam bach cau, giam bach ciu trung tinh it gap
Giam tiéu cau, thiéu méau tan huyét Khong ro
Hé mién dich Phi mach, qua mén it gap
Phan ing phan vé Khong ro
R6i loan chuyén hoa va|Biéng in Thudng gap
dinh dudng
R&i loan tam thén Cang thing it gap
Lo ling Hiém gaip
Trang thai hung hing, qué khich, lo du Khong ro
R&i loan hé than kinh Chéng miit, nhirc dau, loan cam, rdi loan vi giac  |Thuong gép
Di cam, budn ngi, mat ngu it gap
Ngét, co ’giét, tang van dong, giam cam giac, mat|Khong rd
vi gidc, roi loan khiru giac, nhugc co
R&i loan mét Khiém thi Thuong gap
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R6i loan thinh lyc va tai trong  [Diée Thuong gap
Khiém thinh, U tai it gap
Choéng mat Hiém giip
R&i loan hé tim mach Panh tréng nguc it gap

Xoén dinh, r6i loan nhip tim, bao gdm nhip that
nhanh

Khong rd

R&i loan mach méau Ha huyét ap Khong rd
Réi loan tiéu hoa Tiéu chay, dau bung, budn nén, di"iy hoi Rit thuong
2ap
Non mira, kho tiéu Thuong gap
Viém da day, tdo bon it gap
Viém tuy, ludi méat mau Khong rd
R&i loan gan mat Viém gan siéu vi it gap
Chtrc nang gan bét thudong Hiém gap

Suy gan, viém gan, hoai tir gan, vang da do thc mat

Khong ro

Réi loan da va mé dudi da

Ngtra va phat ban

Thuong gép

Hoi chimg Stevens-Johnson, nhay cam véi anh
sang, n6i mé day

it gap

- Hoi chirng ngoai ban mun mu toan than cép tinh
(AGEP)

- Phan (g do thudc kém tang bach cau ua eosin va
céc triéu chirng toan than (DRESS)

Hiém gap

Déc hoai tir biéu bi, hong ban da dang Khéng rd
R&i loan hé co xuwong DPau khdp Thudng gap
R&i loan hé tiét niéu Suy than cép, viém than k& Khéng rd
R&i loan toan than Mét moi Thudng gap
Pau ngue, phi né, mét moi, suy nhugce it gap

Xét nghiém

Giam bach cau lympho, ting bach cdu ua eosin,
bicarbonat mau giam

Thudmg gap

tang, creatinin mau tang, kali mau bét thuong

Tang ASAT, ALAT bilirubin mau ting, uré maulit gap

Khoang QT kéo dai

Khong r6

Tédn sé: Rét thuomg gap (>1/10); Thuomg gap (>1/100 dén <1/10); it gap (>1 / 1000 dén
<1/100); Hiém gap (>1/10.000 dén <1/1.000): Rat hiém gap (<1/10.000); khong rd: khong
ude tinh dugce dya trén céc dir liéu 6 san.
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Qua liéu va xir tri:

Céc tac dung khong mong muén khi diing véi liéu cao hon liéu khuyén céo ciing tuong ty nhu
khi dung véi liéu binh thuong. Céc triéu chimg dién hinh cia qué lidu khang sinh nhom
macrolide 12 mat thinh giac ¢6 hdi phuc, budn non nghiém trong, ndn mira va tiéu chay. Khi
gdp qué lidu, viéc sir dung thube diéu tri triéu chimg va céc bién phép hd tro duoc chi dinh tiy
theo yéu cau.

Dic tinh dwge lue hoc:

Nhém duge ly diéu tri: khang sinh nhém Macrolide

Ma ATC: JOIFA10

Co ché tic dung

Azithromycin 1a mdt khang sinh macrolide, thudc phan nhém azalid. Vé mat hod hoc né duge
tao thanh bing cach dinh mot phan tir nitrogen vao vong lacton cua erythromycin A. Tén hoa
hoc cua azithromycin la 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin A. Phén tir lugng
la 749,0. Co ché hoat dong cia azithromycin 1a dua trén su tc ché tong hop protein cua vi
khuan béng céch lién két véi tiéu don vi 50S ciia ribosom va trc ché chuyén vi peptid.

Co ché khdng thubc

Dé khéang v6i azithromycin ¢6 thé 1a sdn ¢6 hodc mic phai. C6 ba co ché chinh cua su dé
khéng & vi khuan: thay dbi vi tri dich, thay ddi trong van chuyén khang sinh va bién dbi
khéng sinh.

Azithromycin ¢6 khang chéo véi ching phan 1dp Gram duong khang erythromycin. Sy giam | :\5'&* L1}

\ A\

tinh nhay cam nhom macrolide theo thoi gian da duge ghi nhan dédc biét trén Streprococcus

pneumonia va Staphylococcus aureus. Tuong ty, sy giam nhay cam ciing duge quan sat thay

trén Streptococci viridans va Streptococcus agalactiae (nhom B) d0i véi cac thudc nhdr

macrolide va lincosamide khac.
Diém gay nhay cim
Diém gy nhay cam EUCAST cho azithromycin

Ching vi khuén MIC breakpoints (mg/L)
Nhay cim (S<) Pé¢ khang (R>)

Staphylococcus spp. 1 2
Streptococcus nhom A, B, Cva G 0,25 0.5
Streptococcus pneumoniae 0,25 0,5
Haemophilus influenzae 0,12 4
Moraxella catarrhalis 0.25 0,5
Neisseria gonorrhoeaae 0,25 0.5

Phé khdng khuin:

Ty 1¢ khéng thudc c6 thé thay dbi theo viing dia Iy va theo thdi gian véi nhimg ching loai da
chon va can ¢6 thong tin tai dia phwong vé mirc d6 khang thubc, diic biét khi diéu tri nhimg
nhiém khuan ning. Khi can thiét cdn tham khao y kién cac chuyén gia vé mirc do khang thube
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& dia phuong trong mot s6 truomg hop nhién khuén c6 nghi van vé hiéu qua khang khuén cua
thude.

Cic vi khuin nhay cim

Vi khuén hiéu khi Gram duong Vi khuén hiéu khi Gram 4m

Staphylococcus aureus (nhay cam véi methicillin) - Haemophilus influenza

Streptococcus ~ pneumoniae (nhay cam  v&1  Haemophilus parainfluenzae
penicillin) Legionella pneumophila
Streptococcus pyogenes (nhém A) Moraxella catarrhalis

Neisseria gonorrhoeae

Vi khuén ky khi Pasteurella multocida
Clostridium perfringens Céc vi khuén khac:
Fusobacterium spp. Chlamydia trachomatis
Prevotella spp.

Porphyromonas spp.

Cic loai cé khi ning khing thudc
Vi khuan hiéu khi Gram duong

Streptococcus pneumoniae (khang trung gian hodc dé khéang véi penicillin)
Cic vi khuén khang thudc:

Vi khuan hiéu khi Gram dwong Vi khudn ky khi
Enterococcus faecalis Nhom Bacteroides Fragilis
Staphylococci MRSA, MRSE *

Dwgc djng hoc:

Hiip thu

Sau khi ding theo dudng udng trén nguoi, azithromycin duge phan bd rong khap co thé; sinh
kha dung x4p xi 37%. Thuéc dat duge ndng d§ dinh trong huyét twong sau 2 - 3 gid.

Phan b

Azithromycin ding dudng udng duge phan b rong khip co thé. Cac nghién ciru vé duge
déng hoc & nguoi da cho thiy rang nong do cua azithromycin & md cao hon déang ké so voi &
trong huyét twong (gdp 50 l4n), diéu nay chi ra ring thudc c6 dd gin két cao v6i mé.

Lién ké vai proterin huyét thanh thay déi theo ndng d¢ trong huyét twong va dao dong tir 12%
& mire 0,5 pg/ml dén 52% & 0,05 pg/ml huyét thanh. Thé tich phan bd trung binh & trang thai
on dinh (VVss) da dugc tinh toan 1a 31,1 I/kg.

Chuyén héa

Hién chua c6 nghién ciru in vitro va in vivo danh gia chuyén héa cta azithromycin.

Thai trir

Thoi gian ban thai trong huyét tuong lién quan chit ché véi thoi gian ban phan huy & md,
khoang tir 2 - 4 ngay. Khoang 12% liéu dung sau khi tiém tinh mach duogc thai trir qua duong
tiét niéu dudi dang khong chuyén hoé trong vong 3 ngay. Phan 16n duge thai trir trong vong

11



https://trungtamthuoc.com/

24 gir dau tién. Puong thai trir qua méat 1a con duong thai trir chu yéu cia azithromycin dbi
véi dang thude chua bién dbi sau khi ding dudng udng. Pa tim thdy trong mét ngudi, ndng do
rét cao thudc chua chuyén hoa cing véi hon mudi chit chuyén hoa, dugc tao thanh qua phan
ung khir methyl & N- va O-, va hydroxyl hoa cac vong aglycon va desosamine, va su pha v&
cac lién két cladinose. Sy so sanh giira dinh luong bing sic ky long hiéu ning cao va dinh
lrgng bing phuong phap vi sinh vat trén cidc mé cho thiy ring cac chét chuyén hoa khéng c6
vai tro gi trong hoat tinh trén vi sinh cua azithromycin.

Dugc dong hoc 0 nhém bénh nhin dic biét

Nguadi cao tuéi

Sau 5 ngay dung thude, gia trj AUC trén nhimg ngudi tinh nguyén cao tudi (trén 65 tudi) hoi
cao hon so véi & ngudi tinh nguyén tré tudi (dudi 40 tudi), nhung khong c6 ¥ nghia vé mat
lam sang, do d6 khong can phai diéu chinh liéu lugng.

Suy than

Sau khi dung liéu duy nhit 1g azithromycin giai phong nhanh, cic dac tinh duge dong hoc
cuia azithromycin & cac dbi tuong suy than mirc d¢ tir nhe dén vira (mirc loc cau than tir 10 —
80 ml/phit) khdng bi anh huémg, & nhém c6 chire nang thin binh thuong va nhom bj suy thén
niing (mic loc cau than < 10ml/phut), da quan sét thay sy khac biét c6 y nghia théng ké vé
dién tich duéi dudng cong AUCo.120 (8.8pg.gio/ml so véi 11,7 pg.gid/ml), ndng do dinh Crax
(1,0 pg/ml so véi 1,6 pg/ml) va dj thanh thai (2,3 ml/phatkg so véi 0,2 ml/phiatkg).

Suy gan

Duoc dong hoc cua azithromycin & bénh nhan suy gan chua duge thiét 1ap.

Piéu kién bio quan:
Bao quan noi khé mat, tranh dnh sang, nhiét 4o dudi 30°C déi véi bot khd. Bao quan dum
25°C déi véi thude da pha thanh hén dich. \ =)

Tiéu chuén chét lwgng: USP

Han dung:

Lo thuéc bdt khé chua ma: 24 thang ké tir ngay san xuét
Hon dich da pha: 10 ngay ké tir ngay pha hdn dich
Khéng ding thubc qud han sir dung.

Quy cich déng géi: Hop 1 1o 600mg/15ml
Nha san xuat: UNIJULES LIFE SCIENCES LIMITED

Pia chi: Plot No. B-35 & 36, MIDC Industrial Area, Kalmeshwar, Nagpur 441501,
Maharashtra state, An Dj.
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