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Rx Thudc ban theo don

THANH PHAN: &\ opv /o
AZICROM 100: mdi goi cﬁﬁk 5% /
Hoat chét: AzithromyCin..............
T4 dugc: Budng tring, aspartam dispersmle cellulose va bdt mui tutti fruit.
AZICROM 200: mbi gdi chia:

Hoat chéat: Azithromycin................200 mg.

T4 dugc: Dudng trdng, aspartam, dispersible cellulose va bt mui tutti fruit.

MO TA SAN PHAM
AZICROM 100: Thudc bot mau tring hay trng nga, mii dic trung, vi ngot.
AZICROM 200: Thubc b6t mau trdng hay tring nga, mii ddc trung, vi ngot.

DUGC LYC HOC:

Azithromycin 1a m6t khdng sinh nhom macrolid c¢6 hoat phS rong hon so vdi erythromycin va
clarithromycin. Azithromycin thudng co tinh chat kim khudn nhung néu ¢ ndng dé cao ciing c6 thé diét
khudn d6i v6i mot s6 ching chon loc. /n vivo, tinh chat diét khudn d3 thay doi voi Streptococcus
pyogenes, Streptococcus pneumoniae and H. influenza. Cng nhu cdc macrolid khac (erythromycin,
clarithromycin, lincomycin va cloramphenicol), Azithromycin c ché téng hop protein & cac vi khudn
nhay cam bang cach gdn vao cac cau tric ribosome 50S ciia vi khudn nhay cam.

Azithromycin hiéu qud chéng lai cac vi khudn Gram duong nhu: Staphylococcus aureus, Streptococcus
agalactiae, Staphylococcus pneumoniae, Staphylococcus pyogenes. Azithromycin khdng c6 tac dung véi
cdu khun rudt (Enterococcus faecalis). Vi khudn ua khi Gram am: Azithromycin c6 hiéu qud gap 2 tdi 8
Ian so vdi erythromycin ddi véi cac vi khuin Gram am nhay cam vdi erythromycin: Haemophilus
influenzae, H. ducreyi, Moraxella catarrrhalis, Legionella pneumophila va N. gonorrhoeae. Ngoai ra,
Azithromycin con c¢6 hiéu qua trén vi khudn Mycobacteria bao gém Mycobacterium avium complex
(MAC) va trén cac vi khudn khdc nhu Clostridium perfringens, Peptostreptococcus —spp,
Propionibacterium acnes. Chlamydophila pneumophilae va C. trachomatis, Ureoplasma urealyticum.
DUGC PONG HOC:

Azithromycin c6 nong do trong huyét tuong thap nhung ndng dd thudc trong mé lai cao va ton tai lau.|
Sau khi ubng, azithromycin dugc hdp thu nhanh nhung khéng hoan toan. Sinh khd dung tuyét dai .

khodng 34 — 42%. Khi udng 500 mg hdn dich azithromycin ¢ nguti khde manh lic doi, nong do dinh
clia thubc trong huyét tuong dat khodng 0,5 pg/ml va dat dugc khodng 2 @it sau khi udng. Thic an
khéng dnh hudng nhiéu dén mic do hdp thu hdn dich thong thudng & ngudi I6n. Azithromycin phan bd
phdn 16n vao md va dich co thé sau khi ubng. Tac dung khdng khudn clia azithromycin lién quan dén
pH. Azithromycin qua nhau thai va phan bd vao mau day nhau va nu6c 6i. Thudc dugc chuyén hoa & gan
va dao thai phdn 16n qua mat, chi c6 6% dugc dao thai dudi dang khdng thay ddi qua nudc tiéu.

CHI DINH:
AZICROM dugc chi dinh diéu tri nhiing nhiém khu&n gay ra do vi khudn nhay cam nhu:
— Nhiém khudn dudng hé hdp dui: Viém phdi cong dbng, dot cdp viém phé quan man.
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— Nhiém khudn dudng h6 hap trén: viém hong, viém amidan, viém xoang, viém tai gita.
— Nhiém khudn da va md mém.

CACH DUNG VA LIEU DUNG:

Khudy déu mét g6i trong mot it nudc, udng hdn dich ngay sau khi pha.

Nén udng thudc t6i thiéu 1 gid trudc hodc 2 gid sau khi an.

AZICROM dugc dung theo ligu trinh 3 ngady hodc ligu trinh 5 ngay.

Liéu trinh 3 ngay:

LiBu khuy&n cdo cho tré em 1a 10 mg/kg, ding 1 lan/ ngay, trong 3 ngay. Téng liéu la 30 mg/kg.
Cac béc s cing khuyén céo liéu ding 1 1an/ ngay, trong 3 ngay theo tudi va can ning nhu sau:

Tudi Cén nang Liéu ding 1 14n / ngay

6 thang dén 3 tudi 8- 15 kg 10 mg/kg

3 dén 7 tudi 15- 25 kg 200 mg )
8 dén 11 tubi 26- 35 kg 300 mg |
12 dén 14 tudi 36- 45 kg 400 mg

Thong tin vé hiéu qua va an toan & tré em dudi 6 thang tudi chua ddy di, vi vay khong nén sif dung cho
tré dudi tudi nay.

Liéu trinh 5 ngay:

Liéu khuyén cdo cho tré em la 10 mg/kg, ding 1 Ian/ ngay déu tién, sau do la 5 mg/kg, dung 1 1&n/

ngay tU ngdy 2 dén ngay 5 clia liéu trinh.

CHONG CHi BINH: 1%

Khong dung AZICROM cho nhiting bénh nhan c6 tién sir qua man véi cac thanh phan cla thudc va voi

cac khang sinh trong nhém macrolid.

LUU Y VA THAN TRONG:

_ Azithromycin udng khdng dugc ding dé diéu tri ngoai trd viém phdi via va ning hoic ngudi bénh co
nguy co bi nhiém khun tai bénh vién, suy giam mién dich. Nhiing trung hgp nay phai diu tri tai
bénh vién.

_ BGi vi nguy co bdi nhiém nhing vi khudn khong nhay cam va viém dai trang gid mac co thé gip
trong khi sif dung bat ky khang sinh phd rong nao, nén than trong khi ding azithromycin.

— Thuong tén thdn: Nén than trong khi sif dung azithromycin cho nhiing bénh nhan tén thuong chiic
ndng than (do thanh thai creatinin < 10mL/pht).

_ Thuong tén gan: Azithromycin nén than trong & nhiing bénh nhan co t6n thuong gan.

Phu nii c6 thai va cho con bd: Khong nén sif dung azithromycin trong khi mang thai va trong thdi ky

cho con bu trit khi that sy cin thigt.

Téc dung ciia thudc khi van hanh méy méc tau xe: Azithromycin khong anh hudng dén kha ndng tap

trung va phan (ng. Tuy nhién, tac dung khong mong mu6n trong diéu tri, nhu mét moi, dau ddu, chong

mat, va budn ngil it gap, c6 thé anh hudng dén kha nang Iai xe va vin hanh may mac.

TAC DUNG KHONG MONG MUON:
Thudng gap, ADR>1/100:

— Budn ndn, ndn, tiéu chay, dau bung
it gap, 1/1000<ADR<1/100
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_ M@t moi, dau ddu, chéng mat, ngl ga, ddy hdi, kho tiéu, khdng ngon miéng. Phat ban, nga, viém
am dao, viém c6 tif cung.

Hiém gadp, ADR<1/1000

— Phén tng phan vé, phii mach, transminase tang cao, giam nhe bach cdu trung tinh nhat thoi.

Théng bao cho thdy thudc nhiing tic dung khong mong muén gap phai khi sit dung thudc.

TUONG TAC VGI CAC THUBC KHAC:

_ Thudc trung hoa acid da day lam gidm hap thu azithromycin, vi vay nén ubng azithromycin 1 gid
trudc hodc 2 gi sau khi udng thudc trung hoa acid da day.

_ Khong dung déng thai azithromycin vdi céc dan chat ndm cua ga vi c6 khad ndng ngd ddc.

_ Vi ¢6 tuong tac gilia azithromycin va cyclosporin, nén theo doi nbng db cyclosporin va cdn thiét nén
chinh fiéu khi sit dung ddng thoi hai thudc.

— MGt s6 khang sinh nhom macrolid lam gidam sy chuyén ddi sinh hoc cla digoxin. Mdc du khong co
bao cdo nao vé anh hudng nhu thé khi s dung chung azithromycin véi digoxin nhung cting nén ghi
nhé dén kha ning cé tuong tac thubc khi sif dung dong thai hai thudc va nén theo doi nong do
digoxin.

— Cling nhu cac khdng sinh thujc nhom macrolid khac, khdng nén sir dung ddng thdi azithromycin véi
cac dan xudt clia ergot.

QUA LIEU VA XU TRi:

Triéu chung: Qua liéu azithromycin ¢0 thé gay gidm sic nghe, budn ndn, non, tiéu chay.

X trf- Rita da day va diéu tri h§ tro. W
TRINH BAY:

AZICROM 100: Hop 6 gdi x 2,5 g.

AZICROM 200: Hop 3 gdi x 2,5 g.

BAO QUAN: Bao quan & nhiét dd dudi 30°C, noi kho rdo.
HAN DUNG: 36 thang k& tif ngay san xuat. Khong dung thudc khi qua han sir dung.
NGAY XET LAI T HUGNG DAN SU DUNG:...

; DE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH
nEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
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