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Thanh phén: Mi vién nén bao phim chia:
P21 T Ty 1 R —— 500 mg
{Tc;uz;:ifng&nhmnmm dihydrat} N—— Hép 1 vix 3 vién nén bao phim
Chi dinh, chéng chi dinh, cach ding, liéu diing Box of 1 blisters x 3 film coated caplets
va cac thdng tin khiac:

Xemn tir huding din st dung bén trong hbp

Bdio quin: Noi khd, tranh &nh sang, nhiét do
dud 30°C.

Tiéu chudn: TCCS

Storage: Stored in a dry place, protected fram light,

below 30°C
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TO HUONG DAN SU DUNG

Tén thubc: NEAZI 500 mg

Thanh phan: Cho 1 vién nén bao phim

Azithromycin ( dudi dang Azithromycin

dihydrat)....500,0 mg

T4 duoc: Lactose monohydrat,
PH101,

Hydroxypropyl cellulose (low- substituted),

PVP K30, Natri croscarmellose, Poloxamer

Microcrystallin cellulose

407, magnesi stearat, Aerosil, Acid stearic,
HPMC E606, Eudragit E 100, titan dioxid,
talc, PEG 6000 vira du 1 vién.

\™
Dang bao ché: Vién nén bao phim. %

Dong goi: Hop 1 vi (Nhom/nhém) x 3 vién.
Durge Iy va co ché tic dung:
Azithromycin [dm mdt khédng sinh macrolid
¢6 hoat phd rong hon so véi erythromycin
va clarithromycin. Azithromycin thudng cé
tinh chit kim khudn nhung néu & ndng do
cao cling cé thé diét khun ddi voi mot sb
chung chon loc. Inm vitro, tinh chit diét
khudn da thdy dbi v&i Steprococcus
pyogenes, Streptococcus pneumoniae va H.
influenzae. Azithromycin tc ché quéd trinh
tdng hop protein bing cach gin vao ciu tric
dudi phan tir cta ribosom 508, cling gidng
nhu céc macrolid khéc. Hoat tinh khang
khuan ctia Azithromycin bi giam & pH thép.
Thude phai vao trong cac thue bio méi ¢é
hoat tinh chéng lai céc vi khudn gdy bénh
ndi bao.
Phé tdc dung:
Vi khudn Gram duong: Azithromycin c6 tac
dung in vitro va in vivo déi  voi:
Streptococcus agalactiae, Staphylococcus
aureus, S. pneumoniae,va S. pyogenes.
Nong do we ché tdi thidu (MIC) cua
azithromycin d6i véi da s6 tu ciu va lién
4

cau khuin thuong tuwong ty hodc cao hon
gdp 2 lan MIC cua erythromyein;
azithromycin khong trc ché duoc cac ching
phan 1ap khéng erythromycin. Tu ciu khudn
khéng methicilin va tu cau khuan coagulase
am (Staphylococcus epidermidis) thudng
khang ca hai azithromycin va erythromycin.
Azithromycin khong tic dung véi cac cdu
khuan rudt (Enterococcus faecalis).

Vi khuin wa khi Gram 4m: Azithromycin
4c dung gép 2 t6i 8 14n so voi erythromycin

I

déi voi cac vi khuan nhay cam voi

erythromycin:  Haemophilus  influenzae,
parainfluenzae, va ducreyi, Moraxella
catarrhalis,  Legionella  pneumophilia,

Neisseria gonorrhoeae. Azithromycin cling
c6 téc dung in vitro d6i vi N. meningitidis
va mot sb chung Bordetella pertussis va
Legionella pneumophilia

Mycobacteria: Azithromycin ¢6 tic dung in
vitro va in vivo d6i v6i Mycobacterium
avium complex. Nhung M. tuberculosis, M.
Kansaii, M. scrofulaceum, M. leprae khang
voi azithromyein.

Vi khudn ky khi: Clostridium perfringens,
Spp va
Propionibacterium acnes, Prevotella nhay

Peptostreptococcus

cam voi azithromycin.

Chlamydiae: c6 tac dung in vitro va in vivo
vo1 Chlamydophila pneumophilae va C.
frachomatis.

Mycoplasma: Azithromycin thuong co tac
dung tuong duong d6i véi Mycoplasma
pneumoniae so voi erythromycin hodc
clarithromycin, nhung tic dung kém hon
dbi voi Ureoplasma urealyticum so véi

clarithromycin.
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Xoan khuén: C6 téc dung in vitro va in vivo
v6i Borrelia burgdorferi gdy bénh Lyme, in
vivo v61 Treponema pallidum nhung hiéu
qua va dé an toan chua duoc xéc dinh.

Céc vi sinh khéc: ¢o tdc dung in vitro va in
vivo voOi Toxoplasma gondii, Entamoeba
histolytica, Plasmodium  falsiparum,
Risckettsia.

Khang thudc: Vi khuin khang macrolid cé
thé tu nhién hodc méc phai. Khang thube
lién quan dén nhiéu yéu t6 trong d6 ¢é yéu
to giam tinh thim théu cta vo té bao vi
khudn hoc thay ddi protein ribosom 508 &
vi trf thu thé lam giam ai lyc cuia macrolid
gén vao t& bao vi khudn. cé khang chéo
gita erythromycin, clarithromycin va
azithromycin déi véi lién cdu khudn va tu
cau khuén.

Dugc dong hoc: | \}\r/ |

Hép thu: Azithromycin sau khi udng dugc
hap thu nhanh nhung khong hoan toan, kha
dung sinh hoc sau khi uéng 1 lidu don
500mg (vién nén) khoang 34 - 42%. Sau khi
dung thude, ndng do dinh huyét tuong dat
duoc trong vong 2 dén 3 gid. Nong do dinh
trong huyét twong khoang 0,5 microgam/ml.
Thite in trong da day c6 thé tac déng dén
mirc d6 hdp thu azithromycin udng; tuy
nhién tdc dung ctia thirc in dén hép thu, phu
thudc vao dang thude dugc dung. Thirc an
khong ¢6 téc dung nhiéu dén muc do hip
thu khi uéng vién nén & ngudi 16n nhung
tdc d6 hp thu c6 thé ting. Nhung ndng do
thube trong huyét twong tang do thic dn
khoéng l4u, ton tai dudi 4 gid.

Phén bé: Thube duoc phan bd chu yéu
trong cdec md va dich co thé sau khi udng.
Azithromycin tdp trung vao céc thuc bao
gf‘)m ¢é bach cAu da nhin, don nhan, dai

thuc bao va nguyén soi bio; ty 1¢ ndng do
thubc trong té bao va ngoai té bao vuot qua
30 sau 1 gi¢ va t6i 200 sau 24 gid. Thé tich
phén b6(Vd): 23 — 31litkg. Azithromyicn
dugc giai phong chdm hon tir thue bao so
véi erythromycin, nén mot néng do dang ké
azithromycin dugc duy tri trong mot thoi
gian dai trong cic té bao d6. Tac dung
khang khuin cta azithromycin lién quan
dén pH. Chi mé6t ndng do rét thép
azithromycin & trong dich ndo tiy khi mang
ndo khong bi viém. Azithromycin qua nhau
thai va phan bd vao mau day nhau va nude
bi. Azithromycin phén bd véo sira.

Chuyén héa va thdi tric: Azithromycin
chuyén héa & gan va dao thai phan 16n qua
mat; chi c6 6% dugc dao thai & dang khong
thay di qua nuéc tiéu. Thai trir theo nhiéu
pha, phdn 4nh phdn b6 ban déu nhanh vao
céc mo, tiép theo 1a dao thai chdm. Hé sé
thanh thai: 38 lit/gid & nguoi 16n. Thoi gian
ban thai ctia thudc(ty): 11 - 68 gid.

Chi dinh: Thubc dugc chi dinh dé diéu tri
nhiém khuén do cac vi khun nhay cam véi
azithromycin bao gdm:

- Viém xoang cap.

- Viém hong va viém amidan, viém tai gifta
cap.

- Dot cap ctia viém phé quan man tinh.

- Viém phdi mac phai tai cong dong mtrc do
nhe téi vira
- Nhiém khuén da va m6 mém mirc dd nhe
t6i vira nhu: viém chan 16ng, viém mé té
bao, viém quang.

- Nhiém khudn hé niéu dao, ¢b tir cung do
Chlamydia trachomati (khéng c¢6 bién
chimg).

Liéu ding, cdch ding:
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Neazi 500 mg ding duong udng 1 lan mdi
ngay. Thube cé thé udng cting hoic khong
cung vai thuc an.

Ngueoi I6n, tré em va thiéu nién ¢é can ning
trén 45 kg:

D4i véi cée chi dinh théng thudong: dung
mét lidu 500mg/lin/ngay trong 3 ngay (tdng
liéu diéu tri 1500mg) hoic lidu trinh thay
thé: ngay ddu tién udng mot lidu 500mg, va
dung 4 ngay nita véi lidu don 25 Omg/ngay.
Viém co tir cung, viém niéu dao do nhiém
Chlamydia trachomatis (khéng c6 bién
chiing): udng 01 lidu duy nhit 1 g.

Nguedi cao tudi:

Khéng cin diéu chinh lidu dbi véi nguoi
cao tudi. Bénh nhan cao tudi c6 thd dé bi
loan nhip xoén dinh hon so véi nhitng bénh
nhan tré hon.

Tré em va thiéu nién cé cdn nang tir 45 kg
trér xuon g:

Dang bio ché vién nén khong ding cho
nhém ddi tuong nay. Nén lua chon céac dang
bao ché khac phu hop hon.
Bénh nhdn suy than:
Khéng cdn diéu chinh liéu véi bénh nhin
suy than mic d6 nhe dén vira (GFR 10 — 80
ml/phut). Bénh nhéan suy thdn ning (GFR <
10 ml/phut) cin sir dung thén trong.

Bénh nhan suy giam chirc ndng gan:

Khéng can giam lidu dbi voi bénh nhan suy
gan muc do tir nhe d én vira.

Chéng chi dinh:

- Qua mén véi bt ¢t thanh phin nio cia
thude.

- Qua min v6i erythromycin hoic bét cir
khang sinh macrolid hodc ketolid nao.

- Tién sir vang da & mat/ suy gan co lién
quan dén s dung azithromycin truée do.
Than trong:

Chu y chung:

6
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Azithromyicin udng khéng duoc dung aé
diéu tri ngoai tri viém phdi vira va ning
hodc nguodi bénh c¢é nguy co bi nhifm
khuan tai bénh vién, suy giam mién dich.
Nhiing trudng hop nay déu phai diéu tri tai
bénh vién.

Khéng str dung thude nay cho céac nguoi bi
bénh gan, vi thudc thai trir chinh qua gan.
Can phai dung thén trong cho nguoi co
chitc ning than bi ton hai, ¢6 hé sb thanh
thai creatinin nhé hon 10ml/phut.

Tuy chua co bao cao trong thir nghiém lam
sang nhung khi dung khang sinh macrolid,
dé thiy co, tuy rat hiém, loan nhip tim, QT
kéo dai, xoan dinh, nhip nhanh thit. Cn
phdi thin trong khi st dung azithromycin,
nhét 14 khi phdi hgp nhidu thube, cho ngudi
da c6 bénh tim.

Thudc c6 chira lactose, vi thé khong
khuyén cdo sir dung cho bénh nhan rdi loan
dung nap galactose di truyén, thiéu Lapp
lactase hodc hép thu glucose — galactose
ém.

Phu niv co thai va cho con bii:

Phu nit ¢6 thai:

Chua c¢6 dit liéu nghién ciru diy du va c6
kiém sodt trén phu n{t ¢6 thai. Trong cac
nghién ctu trén dong vat khong thdy co
bing chimg gdy hai cho phéi thai cua
azithromycin. Vi sy an toan cua
azithromycin khi st dung cho phu nit ¢6
thai 1a khéng chic chén, chi nén sir dung
azithromycin cho phu nit ¢ thai néu that
can thiét.

Phu nir dang cho con bii:

Thudc di duoc ghi nhén 1a bai tiét vao sira
me & nguoi, nhung chua cé nghién ctru 1am
sang c6 kiém soat tot va day du trén phu nit
cho con bu vé déc tinh duge dong hoc cta
viéc bai tiét azithromycin qua stta me. Béi
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vi, khong biét 13 azithromycin c6 gdy tic
dung khéng mong muén véi tré bu me
khéng, nén dimg cho con bu trong subt qua
trinh didu trj bang azithromycin. Nguy co
tiéu chay, nhiém ndm niém mac c6 thé xiy
ra v6i mot sé tré bt me nhay cam. Khuyén
cao khong cho con bu cho téi 2 ngay sau
khi dumng thude. C6 thé tiép tuc cho bu lai
sau do.

Nguwoi viin hanh mdy moc, tau xe:

Can thén trong vi thude ¢ thé gy téc dung
khong mong muén la: dau dau, chéng mat,

déng thoi 2 thudc niy, cin phai theo doi
ndng db digoxin vi c¢6 kha nang lam ting
ham Iuong digoxin.

Methylprednisolon: Nhitng nghién ctu
dugc thuc hién trén nhitng ngudi tinh
nguyén khée manh di chimg to ring
azithromycin khéng ¢6 anh huéng dang ké
ndo d&n  duoc dong hoc cua
methylprednisolon.

Theophylin: Chua thay bat ky anh huong
nao dén duogc dong hoc khi 2 thube
azithromycin va theophylin cung duoc st

ngu ga. ®//dung 0 nhitng nguoi tinh nguyén khoe
I

Twong tdc thudc:

Dén chat ndm cira ga: Khong st dung dong
thoi azithromyein véi cac dan chat nim cua
g4 vi ¢6 kha ning ngd ddc din chét ergo.
Cdc thuée khdng acid: Khi can thiét phai sir
dung, azithromycin chi dugc dung it nhit 1
gidr trude hodic 2 gid sau khi ding céc thude
khéng acid.

Carbamazepin: Trong nghién ciu dugc
dong hoc ¢ nhiing nguoi tinh nguyén khoe
manh, khong thiy anh hudng nio dang ké
téi ndng dd carbamazepin hodc cic san
phim chuyén héa ctia ching trong huyét
tuong.

Cimetidin:  Duoc  ddng hoc cua
azithromycin khéng anh hudng néu udng
mot liu cimetidin trudc khi st dung
azithromycin 2 gio.

Cyclosporin: Moét sd khéng sinh nhém
macrolid gdy tré ngai dén sy chuyén hoéa
cta cyclosporin, vi vy cén theo ddi ndng
do va diéu chinh liéu dung cta cyclosporin
cho thich hop.

Digoxin: Péi véi mot sd ngudi  bénh,
azithromycin c6 thé anh hudng dén chuyén

héa digoxin trong rudt. Vi vdy khi st dung
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nanh, nhung néi chung nén theo doi ndng
dd theophylin khi ctung st dung 2 thude nay
cho nguoi bénh.

Warfarin:Chua xdc dinh duoc anh huéng
clia azithromycin dén tac dung chong dong
mau cta warfarin. C6 thé sir dung 2 thudc
nay déng thoi, nhung vin cin theo dai thoi
gian dong mau ctiia nguoi bénh.

Tdc dung khéng mong muén:

Clng nhu erythromycin, azithromycin la
thuée duoc dung nap tot, va ty 1€ tac dung
khéng mong mudn thfip(khoz"mg 13% sb6
ngudi bénh). Hay gip nhat 13 réi loan tiéu
hoa (khoang 10%) véi céc triéu ching nhu
budn ndn, dau bung, co cung co bung, nén,
dz"iy hoi, ia chay, nhung thudng nhe va it
xay ra hon so vdi dung erythromycin. Co
thé thdy bién d6i nhét thoi sé luong bach
cdu trung tinh hay ting nhdt thoi enzym
gan, d6i khi c¢6 thé gap phat ban, dau déu va
chéng mat. Anh huéng thinh gidc: Sir dung
lau dai & lidu cao, azithromycin ¢ thé lam
giam stre nghe ¢6 hdi phuc & mét sé nguoi
bénh.

Thuong gap, ADR>1/100
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Tieu hdéa: Non, ia chay, dau bung, buén  Triéu chimg dién hinh qua liu cta khéang

non. sinh macrolid thuong la giam thinh luc,
it gip: 1/1000<ADR<1/100 budn nén, nén va ia chay.

Toan than: M&t moi, dau dau, chong mdt, Xur ri: Rira da day, va diéu trj hd tro.

ngl ga. Bao quan:

Tiéu hoa: Béiy hoi, kho tiu, khong ngon  Noi khd, tranh 4nh sang, nhiét do dudi
miéng. 30°C.

Da: Phat ban, ngtra. Han dimg: 36 thang ké tir ngay san xuét
Téc dung khéc: Viém am dao, ch tur cung... Tiéu chuén: TCCS

Hiém gip, ADR<1/1000 THUOC NAY CHi DUNG THEO DBON
Toan than: Phan g phan vé. CUA BAC SI

Da: Phu mach. }J)J\ ¢ xa tAm tay cuta tré em.

Gan: Men transaminase tang cao. /ggc k§ hudng dan str dung truéce khi ding
Méu: Giam nhe bach cdu trung tinh nhdt  Néu cin thém thong tin, xin héi y kién thiy
thoi. thude

Théng bdo cho bdc st nhitng tdc dung  Nha san xuit:

khong mong muén gdp phdi khi st dung ~CONG TY (i DUCC ™
thude MEDIPLANTEX

Quid lidu va xiv tri: Tru so: 358 Giai Phong, Thanh Xuédn, Ha
Trieu chirng: Céc bién c6 bt loi ghi nhdn  Noi

do qud licu azithromycin 1a twong tu cdc  San xudt tai: Nha may DP s6 2, Trung Hau,
biér} c0 quan sat dugc khi dung ¢ liéu thong Tién Phong, M Linh, Ha Noin (-

thuong. L FZ %
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