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Cuc Quan ly Duoc - Bo Y té
Da ti€p nhan ho so dang ky thong tin thudc Zymycin 500
Cuaa: Cong ty TNHH Sanofi-Aventis Viét Nam
Dia chi: 123 Nguyén Khoai, Quan 4, TP. Ho Chi Minh
Dién thoai: 08 394 006 23
Dang ky thong tin thude: Zymycin 500
Hinh thitc thong tin thuGe: Tai liéu thong tin cho can bo y té
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Tai liéu théng tin cho can bd y té

Azithromyecin......... 500mg

THONG TIN SAN PHAM

THANH PHAN:

M&i vién nén bao phim chira:

EPSHDIOIWIICRY «..oivo i sinoni 500 mg

-Ta duwgc: Pregelatinized starch, Dicalci phosphate, Cros-
carmellose sodium, Talc, Colloidal anhydrous silica, Mag-
nesium stearate, Hydrogenated castor oil, Opadry Il
white, Nugrce tinh khlet vira dud 1. vién nén bao phim.

TINH CHAT:

Dweec ly hoc: .
Azithromycin la mét khang sinh méi cé hoat pho réng
thuéc nhém macrolide duwoc goi la Azalid. Azithromycin
tac dung Ién vi khudn gram duong yéu hon mét chut S0
véi erythromycin nhuwng lai manh hon trén mét sé vi
khuan gram am trong dé co Haemophdus

Azithromycin c6 tac dung tot trén cac vi khudn Gram
duong nhu Streptococcus, Pneumococcus, Staphylococ-
cus aureus. Mot sé chiing vi khuan khac ciing rat nhay
cam voi azithromycin nhw: Corynebacterium diphtheriae,
Clostridium perfringens, Peptostreptococcus va Propioni-
bacterium acnes. A i
Azithromycin c6 tac dung tot trén cac vi khuan Gram am
nhw: Haemophilus influenzae, parainfluenzae, va ducreyi,
Moraxella catarrhalis, Acinetobacter, Yersinia, Legionella
pneumophilia, Bordetella pertussis, va parapertussis;
Neisseria gonnorrhoeae va Campylobacter sp... Ngoai ra,
khang sinh nay cling c6 hiéu qua véi Listeria monocy-
togenes, Mycobacterium avium, Mycoplasma pneumoni-
ae va hominis, Ureaplasma urea!yticum, Toxoplasma
gondii, Chlamydia trachomats va Chlamydia pneumonia,
Treponema palhdum va Borrelia burgdon‘en Azuthromycm
co tac dung vira phai trén cac vi khuan Gram am nhu E.
Coli, Salmonella enteritis va Salmonella typhi, Enterobac-
ter, Acromonas hydrophilia Klesbsiella.

Dwegre dong hoc:

Azithromycin sau khi uéng, phan bd réng rai trong co thé,
kha dung sinh hoc khoang 40%. Néng dé dinh huyét
trong dat ducrc trong vong tor 2 den 3 gi¢ sau khi dung
thuéc. Thube dugc phan bo chu yéu trong cac mé nhu:
Phéi, amidan, tién liét tuyén bach cdu hat va dai thuc
bao..., cao hon trong mau nhleu lan. Tuy nhién, n6ng do
cta thube trong hé théng than kinh trung wong réat thap.
Mot Iuo'ng nho azithromycin bi khir methyl trong gan, vé
duqrc thai trir qua mat & dang khéng blen déi va mét phan
& dang chuyén hoéa. Khoéng 6% liéu uéng thai trr qua
nudc tiéu trong vbng 72 gio dudi dang khéng bién dbi.
Ntra doi thai trlr cudi cung khoang 68 gio.

CHI DINH:

Diéu tri cac bénh nhiém khuan do cac vi khuén nhay cam
véi thude:

- Nhiém tring dudng hé hap trén:
hong, viem amydan.

- Nhiém trun duong hé hép dudi: viem phé quan, viém
ph0| bdi nhiem vi tring trén bénh nhan bi bénh ph0| tac
nghén man tinh.

- Nhiém trung da va ,moé mém, viém tai giira.

- Cac bénh lay truyén qua duong tinh duc chua c6 bién
chirng do Chlamydia trachomatis hoéc do lau cau.

LIEU LUONG VA CACH DUNG

Nguoilén va tré em trén 12 tudi: ubng 1 1an méi ngay vao
1 gi¢ treére hay 2 gi¢ sau khi an:

viém xoang, viém

SN
-NA hﬂ Ap trén va dudi, Nhiém tring da
vaim y ong 1 vién 500mg trong 3 ngay
lién ti
- ng tinh duc: uéng mét liéu duy
nh
CHO

am v&i Azithromycin, hodc véi béat ky
khang sinh nao trong nhém macrolide.

TAC DUNG PHU:

Cac tac dung phu thuwéng gap la cac réi loan tiéu hoa:
buén nén, dau bung, nén, day hoi, tieu chay nhun
thu’o’ng nhe va it xay ra hon S0 V&i erythromycin. C6 thé
thay bién ddi nhat thoi sb lvgng bach cau trung tinh hay
tang nhét thoi enzym gan; doi khi cé phat ban, dau dau va
chéng mat.

THONG BAO CHO BAC ST NHIPNG TAC DUNG BAT
LQ1 GAP PHAI KHI SU’ DUNG THUOC,

THAN TRONG:

- Than trong khi st dung Azithromycin va cac macrolide
khac vi kha nang gay di (rng va phan vé nguy hiém du it
xay ra.

- Can chinh liéu thich hop cho bénh nhan c6 hé sé thanh
thai creatinine du¢i 40 mi/phat.

- Khdng duing thuéc cho bénh nhan cé bénh gan vi thube
thai trir chinh qua gan.

- Chi s(r dung thudc cho phu ni¥ cé thai hoac dang cho
con bu trong truong hop that can thiét vi con it di¥ liéu an
toan trén nhirng doi twgng nay.

TUONG TAC THUOC:

- Thirc an lam giam kha dung sinh hoc ctia thuéc nén chi
udng azithromycin it nhét trwéc 1 gid hoac 2 gid sau bira
an.

- Khong dung dong thoi Azithromycin véi cac dan xuét
clia ndm cwa ga vi ¢6 kha nang ngé déc.

- Azithromycin chi dwoc dung it nhét truéc 1 gid hoac 2
gio sau khi ding cac thudc khang acid.

- Can theo d&i nong dé cyclosporin, digoxin khi dung cling
lic voi Azithromyecin.

QUA LIEU:

Chua coé thong tin vé qua liéu azithromycin; triéu chirng
dién hinh qua liéu cua khang sinh macrolid thwéng la
glam strc nghe, budn nén, nén va tiéu chay.

X tri: Riva da day, va diéu tri hé tro.

BAO QUAN: O nhiét d duéi 30°C. Tranh anh sang truc
tlep va noi am wot.

TRINH BAY: Vi 3 vién, hop 1 vi; hop 10 vi.

TIEU CHUAN: TCCS

HAN DUNG 36 thang ké tir ngay san xuét.

Dé xa tam tay tré em

Poc ky hwéng dan str dung trwére khi dung

Néu can thém thong tin, xin hoi y kién thay thubc
Thuébc néy chi ding theo don bac si

San xuat:

CTY CPDP AMPHARCO U.S.A

KCN Nhon Trach 3, Nhon Trach, Bong Nai

Tel: 0613 566205; Fax: 0613566203

AMPHARCO U.S.A

SDK: VD-17322-12

bj SHS WIS

Thang tin chi tiét xin ién hé: Sanofi-aventis
2 3 VP SANOFI-AVENTIS VIET NAM TAI HO CHI MINH 10 Ham Nghi, Quén 1. Tp. H8 Chi Minh. OT: (84 8 3829 8526 - Fax: (84 8) 3914 4801

VPBD SANOF!

AVENTIS VIET NAM TAI HA NOI
Tang 14, Toa nha GELEXIMCO, 36 Hoang Céu, P O Chy Dira, Q. Bdng Pa, Ha Noi. DT (84 4) 35371835 - Fax: (84 4) 35371841
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Chi dinh:

Diéu trji cac bénh nhiém khuén do céac vi khuén nhay cdm véi thube

O Nhi&m triing dwéng hé hép trén:
viém xoang, viém hong, viém amydan.

Y Nhiém trung dwéng hé hap dwéi:
viém phé quan, viém phéi bdi nhiém vi triing trén bénh
nhén bj bénh phéi tic ngh&n man tinh.

O Nhiém trung da va mé mém, viém tai giira.

0 Cac bénh lay truyén qua dwéng tinh duc chwa cé bién
chirng do Chlamydia trachomatis hodc do lau cau.
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Tai lieu nay c6 2 trang. Théng tin chi tiét v& san phdm xem trang 2
Sb gidy tiép nhan hd so dang ky tai ligu théng tin thubc
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