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Mau hop: Azicine 500

Kich thudc: 55x110x20 mm
Ti lé: 100%

X THUGC BAN THEO PON

HGp 1 vi x 3 vién nén bao phim

Azicine 500

Azithromycin (dugi dang azithromycin dihydrat) 500 mg
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Nha sdn xudt: ;E *: 1;
Chi nhanh cong ty TNHH LD STADA-VIET NAM e —— & J
56 40, Bai 16 Ty Do, KCN Viét Nam-Singapore, o
Thi xa Thuin An, Tinh Binh Duong, Viet Nam STADA 2 2 2

Thanh phin: Mdi vién nén bao phim chita

Azicine 500
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théng tin khic;
Xin doc trong 16 husding din i dung

SDK - Reg. No.:

>

h ding, Chéng chi dinh va cdc

Bio quin: Trong bao bi kin, nai kho,

Tiéu chudn dp dyng: |
BE XA TAM TAY TRE EM

BOC kY HUGNG DAN s bynG
TRUOC KHI DUNG

1 blister x 3 film-coated tablets
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2 = Azithromycin (as azithromycin dihydrate) 500 mg
A .;. Manufactured by:

3 - STADA-VN |.V. Co., Ltd., Binh Duong Branch

g = No. 40, Tu Do Avenue, Vietnam-Singapore Industrial Park,
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Thuan An, Binh Duong Province, Vietnam

Azicine 500

ration, Comtraindications

FLFOS LT

Barcode

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

KT. TONG GIAM BOC
’ AM BOG




https://

rﬁﬁg Uséﬁgbé&ﬁhﬁﬁﬂ%/

KRich thugc: 95x135 mm

o« eV sl c_QQ
Mdu hép: Azicine 500
Kich thudc: 100x140x22 mm
Ti lé: 78%

X THUGC BAN THEO PON HQp 1 vi x 6 vién nén bao phim

Azicine 500

Azithromycin (dudi dang azithromycin dihydrat) 500 mg
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Azicine 500

cin dihydrat Tiéu chudn ap dyng: |
L 1vidn  DE XA TAM TAY TRE EM
Chi djnh, Cach ding, Chéng chidinhva cic  POC KV HUONG DAN U1 DYNG
thiing tin khic: TRUGC KHI DUNG

Xin e trong 1 Wniding, di sif dung

SPK - Reg, No.:
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.X PRESCRIPTION DRUG 1 blister x 6 film-coated tablets

Azicine 500

Azithromycin (as azithromyein dihydrate) 500 mg

006 aum

B Ual ugia g

Manufactured by —

STADA-VN LV. Co., itd., Binh Duong Branch
Mo 40, T 1o Aven A

Vavis

=
o
@

i Azicine 500

[ bl KEEP OUT OF REACH OF CHILDREN
on. Contraindications  READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

- Barcode

KT. TONG GIAM BOC
P. TONG GIAM DBOC,, ,

el =
273767,

Ds. Nguyén Ngoc Lidu

o ol !."1.' .

P

/-



.

https //ﬁﬂétHdgé’h

Kich thuéc:

(Sj;tﬁcaﬁil‘f.%r?{)o

x135 mm
\\"’ \“ - St w5 .\(J::us -
@ T e (U AT
Sﬁo / \C o Q ) E
0N . @ T 1' e o7 e QV e S\
e [t i
(A art® \"@ o ) W
\’L\ © g L QQ af ,:‘\FO -\ B ‘&\0”9 P1f o0
g “;o"‘;, "\,,of* 6 & > o\ \W@“" Ko 0 e
R I O
& N
o P\\\“m‘lﬁ 3
QQ'@ b‘;\‘"‘&e

B ‘-“-. &K
e ®
\“N‘ W
o G
Méu hop: Azicine 500 TNHH

Kich thudc: 1
Ti |é" 7 8%

12y

Hur GRS (EIPAYIR akwonuze

Yavis

006 dum

LIEN DOANH

ﬁmmmﬁmml

00x140x22 mm

yi

X THUGC BAN THEO PON Hop 1 vi x 8 vién nén bao phim

Azicine 500

Azithromycin (dugi dang azithromycin dihydrat) 500 mg
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= Azicine 500

i Puien  DE XA TAM TAY TRE EM
Cach ding, Chéng chidinh va cic DO KY HUGNG DAN SU DYNG
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X PRESCRIPTION DRUG 1 blister x 8 film-coated tablets

; Azithromycin (as azithromycin dihydrate) 500 mg
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Azicine 500

Specification: USP 17
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Azicine 500

Azithromycin (dudi dang azithromycin dihydrat) 500 mg

Nha san xudt

Chi nhanh cong ty TNHH LD STADA-VIET NAM
S 40, Dai 16 Ty Do, KON Viét Nam-Singapore

Thixa Thuan An, Tinh Binh Duong, Viét Nam

S8

Azicine 500

Z“’ SDK - Reg. No.:
P L
N
Ty X PRESCRIPTION DRUG
-
: m
; &

Manulactured by
STADA-VN }.V. Co.,, Ltd., Binh Duong Branch

Yavis

s1a|qe) paieod-wjiy gl / wiyd oeq uau ugia |
i | L ! g

Thuan An, Binh Duong Province, Victnam

Azicine 500

FLEOS I

Barcode

VictnanwSingapore Incustrial Park,

ita i Pvitn  DE XA TAM TAY TRE EM
Chidinh, Cich ding, Chéng chi dinhvi cic  DOC KY HUOGNG DAN SU DUNG
hviing tin bhic: TRUGC KHI DUNG

Xin doc trong tis huking din sit dung

1 blister x 10 film-coated tablets

Azicine 500

Azithromycin (as azithromycin dihydrate) 500 mg

Composition: 1 ath filn-coared tablet Contains

P37
F REACH OF CHILDREN

| tablet  KEE
n, Contraindications  READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

W qf‘“
& o, r\‘\ L

56 14 SX - Batch No. / NSX - Mfg. date / HD - Exp. date:

o,

-~
[

\,

.

\

KT. TONG GIAM DOC

P. TONG GIAM D@C?;{

Ds. Nguyén Ngoc Liéu



https://Inhathuocngocanh.com/

Azicine 500
THANH PHAN

Mai vién nén bao phim chia:

Azithromycin (dwéi dang azithromycin dihydrat) .
Téa duoc viva dl
(Calci hydrogen phosphat khan, croscarmellose natri, tinh bét tién hé hoa,
povidone KO, natri lauryl sulfat, magnesi stearat, opadry Il tréng (YS-22-
18096)).

MO TA
Vién nén hinh oval, bac phim mau trdng, hai mat khum, mét mat khéc chir
“STADA", mot mét khic sé “500°.

DUQC LIYC HOC
Azithromycin la khang sinh macrolid thudc nhém azalid. Cor ché tac dung clia
azithromycin 1a (rc ché téng hop protein vi khuan béng cach gén vao tidu don
vi ribosom 508 va ngan ch&n sy chuyén vj clia cac peptid.

Azithromycin nhay cam v&i cac vi khudn gay bénh dién hinh nhu:

- Vi khuln hiéu khi Gram duong: Staphylococcus aureus, Streptococcus
pneumoniae, Streptococcus pyogenes.

- Vi khudn hiéu khi Gram &m: Haemophilus influenzae, Haemophilus
parainfluenzae, Legionella pneumophila, Moraxeila catarrhalis, Pasteurella
multocida,

- Vi khuén ky khi: Ciostridium perfringens, Fusobactenum spp., Prevotella spp.,
Forphyromonas spp..

- Céc vi khuén khac: Chlamydia trachomatis va Chlamydia preumoniae, Listeria
monocytogenes, phirc hop Mycobactenum avium (MAC), Mycoplasma
pneuminiae va hominis, Ureaplasma urealyticum, Toxoplasma gondi, Treponema
pallidum va Borrelia burgdorfen.

DLPQ'C DONG HOC
Azithromyein diung dwéng ubng dwec hép thu nhanh va dat sinh kha dung
khoadng 40%. Néng dd dinh trong huyét trong dat dugc tr 2 dén 3 gier sau
khi ubng, nhung azithromycin duwec phan bd réng rai dén cac mé va ndng do
thuée trong méd thudng cao hon so v&i trong mau; do dé, trai voi hdu hét
nhitng khang sinh khac, ndng dé thubdc trong huyét tuong chi co it gid tri nhu
mét chi din v tinh hiéu qua cia thudc. Thudc tap trung trong té bao bach
cAu voi ndng dd cao. Mét leng nhé dugc phan bd trong dich ndo tay khi
mang nao khéng bj viém.

M6t Irgng nhd azithromycin dugce demethyl hda & gan va duoc dao thai qua
mat dudi dang khang ddi va dang chét chuyén hoa. Khodng 6% lidu ubng
dugce dao thai qua nude tidu, Thevi gian ban thai cudi cung khoang 68 gid.

CHI DINH
Azithromycin duoc dung duémng udng trong didu tri:

- Viém hong va viém amidan do S. pyogenes.

- Viém xoang do nhiém khudn cAp gay nén bdi H. influenzae, M. catarrhalis
hodc S. pneumoniae.

- BOi nhiém cép trong bénh phéi tc nghé&n man tinh (COPD) do H. influenzae,
M. catarrhalis hodc S. pneumoniae.

- Viém phdi méc phai cong adng (CAP) tir nhe dén vira géy bdi cac ching
nhay c¢adm 8. pneumonise, H. influenzae, M. pneumoniae hodc C.
pneumoniae.

~ Céc nhiém tring da va nhi&m tring cAu tric da khdng bién chirng gay bdi cac
vi khudn nhay cam S. aureus, S. pyogenes hoic S. agalactiae.

- Ha cam (loét sinh duc gay bdi Haemophilus ducreyi).

~ Viém dwing tidu va viém cd tir cung chura bién ching gay bdi C. trachomatis
ho#c Neisseria gonorrhoeae khdng da khang.

- Phéng ngtra & phét nhiém trung MAC lan tda & bénh nhan nhiém HIV.

- _Nhidm tring MAC & bénh nhan am tinh véi HIV (didu trj nhidm tring phéi)

LIEU LU'QNG VA CACH DUNG

Azthromycin dugc sir dung bang dudng udng, nén udng it nhat 1 giér trurde
khi &n hodc 2 gi¢r sau khi an.
Didu tri & bénh nhan tir 16 tudi ré 18n trong cac tredng hop béi nhiém cép tir
nhe dén vira trong bénh phdi tc nghén man tinh, viém phdi méc phai cong
ddng, viém hong/viém amidan, nhiém tring da va cdu tric da khong bién
chirng do nhitng vi khudn da ndi trén: lidu don 500 mg duge udng vao ngay
dAu tién, sau dé 250 mg mdi ngay 1 1An vao ngay thir 2 dén ngay the 5, lidu
téng cong 14 1,5 g azithromycin.

- DPidu tri viém xoang cép: 500 mg x 1 1An/ngay trong 3 ngay.

- Didu trj bénh ha cam: Lidu duy nhat 1 g.

- Didu trj viém Guong tidu va viém cb tlr cung gay bdi C. trachomatis: Lidu duy nhét

1g.

- E)i%u tri viém duémg tidu va viém cb tlr cung chua bién chimg gy bdi N
gonorrhoeae: Lidu duy nhé&t 2 g.

- Phong ngira tai phat nhiém tring MAC lan téa (phong ngira thir phat hoac
liéu phéap duy tri 1au dai): 500 mg x 1 I&n/ngay két hop véi ethambutol (15
mg/kg x 1 lAn/ngay) kém hoac khang kém rifabutin (300 mg x 1 lan/ngay).

- Nhim tring MAC & bénh nhan am tinh vé&i HIV (didu tri nhidm trung phi):
250 mg/ngay hodc 500 mg x 3 I&n/tudin két hop véi rifabutin (300 mg/ngay)
hay rifampin (600 mg/ngay) va ethambutol (25 mg/kg/ngay trong 2 thang, sau
a6 15 mg/kg/ngay).

Khuyén céo str dung dang bao ché thich hgp khi dang liéu 250 mg.

CHONG CHI BINH
Qua man voi azithromycin, erythromycin hay bét ky khang sinh nao thuéc
nhém macrolid, hodc bét clr thanh phan nao cla thube.

THAN TRONG

- Céc phan (rng qua man nghiém trong, bao gdm phi mach, phan vé, phan
(g da, dugc biét hiém xay ra trén bénh nhan ding azithromycin.

~ Vi azithromycin duoc dao thai chd yéu qua gan, nén dung than trong cho
nhirng bénh nhan suy chirc ndng gan.

~ Do il di¥ ligu v& vige s dung azithromycin cho nhitng bénh nhan suy than,
nén dung thuc cén than cho nhirng bénh nhan cé dd loc cau than dudi 10
mi/phat.

~ Kéo dai thai gian téi khir cuc tim va khoang QT véi nguy co loan nhip tim va
x0én dinh da duoc bao cao hiém gép dbi voi macrolid. Kha nang xdy ra céc
tac dung trén cla azithromycin khéng thé duoc loai trlr hoan toan déi voi
nhirng bénh nhéan ¢ nguy co bi tai khir cye tim kéo dai,

- D& han ché sy phat trién cac vi khudn @& khang thude, duy tri hidu qua cla
azithromycin va nhirng thudc khang khudn khac, chi nén st dung thubc dé
diéu trj va phéng ngira s nhidm trung da duoc xéc dinh ho#c nghi ngd rd rét
nhidm tring b cac vi khudn nhay cam.

TUONG TAC THUOC

- Céc thubc khdng acid nhém/magnesi hydroxyd: Co thé 1am gidm néng do
dinh cda azithromycin nén cin dugc ding riéng ré.

— Thubc chdng dong: Sy tang dang ké tac dung cla warfarin va gay chay mau
a3 xay ra & mot sb it binh nhan dung azithromycin, nhung hdu hét bénh
nhan chua thay c6 tién trién twong tac quan trong vé méat lam sang.

- Céc glycosid digitalis: &' mét s6 bénh nhan cd biéu hién ting nhanh khong thé
dy doan ndng dd digoxin trong huyét thanh ti» 2 dén 4 I1&n khi ding
azithromycin. Sy twong tac twong ty cing 83 gap giva digitoxin va
azithromycin. Ngé doc digitalis cé thé Xay ra.

- Ergotamin va dihydroergotamin: Béc tinh cp tiéu bidu clia cya la mach Ia
co that mach ngoai bién trdm trong va mét cam giéc.

—  Triazolam: Thudc lam gidm A& thanh thdi cba triazolam va do dé cé thé lam
té&ng tac dung dugc ly cla triazolam.

- Céc thube duoc chuyén hda qua hé théng cytochrom P-450: Thubc 1am tang
néng @& trong huyél thanh cta carbamazepin, cyclosporin, hexobarbital va
phenytoin.

- Cimetidin: Dwoc ddng hoc cda azithromycin khéng bi anh hwéng néu ubng
mot lidu cimetidin treére khi sir dung azithromycin 2 giér,

—  Theophylin: Chua thdy bét ky &nh hwéng nao dén duoc déng hoc khi 2 thubc
azithromycin va theophylin cung dwec st dung & nhirng nguei tinh nguyén
khde manh, nhing nén theo dai ndng dé theophylin khi cling 2 thubc nay cho
bénh nhan.

PHY N CO THAI VA CHO CON BU
Phy nir c6 thai
Chura ¢4 nghién ciru ddy du va duoc kiém soat vé siv dung azithromycin cho
phu ni ¢4 thai, chi dung thudc cho phu nir mang thai khi that s cn thiét.
Phy nir cho con ba
Azithromycin dwere tim théy trong stra me, cAn st dung thube théan trong cho
phu nir dang cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c6 bang chirng cho théy azithromycin anh hudng trén kha nang l&i xe

_ hodc véan hanh may méc.

TAC DUNG KHONG MONG MUON
Ciing nhw erythromycin, azithromycin la thubc duoc dung nap tét va ti 18 tac
dung khéng mong muén thp (khodng 13% sb ngudi bénh). Hay gap nhét Ia
réi loan tidu héa (10%) véi cac triéu chirng nhw budn nén, khé chiu & bung
(dau bungl/co cing co bung), nén, iy hoi, tiéu chay, va tiéu 1ong déi khi xay
ra, nheng nhirng triéu chirng ndy thudng nhe v it xay ra hon so véi ding
erythromycin. Da cd bao céo sy tang nhét thei enzym gan. Phat ban, dau diu
va chong mét co thé xay ra. Bién ddi nhét theri sb lwong bach clu trung tinh
c6 thé xdy ra & nhirng bénh nhan dung azithromyein.

Suy gidm thinh giac: St dung lau dai & lidu cao, azithromycin ¢é thé lam giam
thinh giac cé héi phuc & mét sé ngudi bénh.

Thuwong gdp

’Tiéu héa: Non, tidu chay, dau bung, budn nén.

tgdp

- Todn than: Mét mdi, dau ddu, chéng mat, ngli ga.

- Tiéu héa: DAy hoi, kho tiéu, khéng ngon miéng.

~ Da: Phat ban, ngira.

—  Téc dung phy khédc: Viém am daolch tlr cung.

Hiém gép

~ Toan than: Phan (rng phan vé.

- Da: Phu mach.

- Gan: Men transaminase tang cao.

- Mau: Gidm nhe bach cau frung tinh nhét thi.

QUA LIEU VA XU TRI
Trigu chimg: Triéu chitng dién hinh cla qué lidu cac khang sinh nhém
macrolid bao gdm gidm thinh gidc ¢4 hdi phyc, budn nén trdm trong, nén va
tiéu chay.

Xt tri: St dyng than heat tinh cling voi didu trj trigu ching va céc bién phap
hd tre ¢6 thé dwoc chi dinh khi cn thiét.

BAO QUAN : Trong bao bi kin, noi khd, trdnh anh sang. Nhiét d6 khdng qua 30°C.

HAN DUNG : 24 thang ké t&r ngay san xuét

PONG GOI @ Vi 3 vién Hop 1vi

Vi 6 vién, Hap 1 vi.
Vi B vién. Hop 1 vi.
R Vi 10 vién. Hop 1 vi.
TIEU CHUAN AP DUNG: Duoc dién My - USP 37.
THUOC NAY CHi DUNG THEO BON CUA BAC ST
Dé xa tam tay tré em
Khéng ding thude qua thei han sirdung
Doc ky huéng dan sir dyung trudc khi ding
Néu can thém théng tin, xin hoi y kién béc si
Théng béo cho bac sTnhiamyg tc dung khéng mong mubn gap phai
khi st dung thude

Ngdy duyét lai néi dung toa: 10/04/2018
Nha sdn xubt
e Chi nhanh céng ty TNHH LD STADA-VIET NAM

STADA

$6 40, Dai 19 Ty Do, KCN Vigt Nam-Singapore
Thi xa Thudn An, Tinh Binh Duong. Vigt Nam
BT (+84.274) 3767470-3767477 - Fax. (+34 274) 3767469
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