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Amonxicilin 875mg - Acid clavulanic 125mg

Hop 14 géi x 2g thudc bét pha hén dich udng/
Box of 14 sachets x 2g powder for oral suspension
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Hop 14 géi x 2g thuéc bdt pha hén dich usng/***
Box of 14 sachets x 2g powder for oral suspension

oral suspension contains:
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Acld clavulanic . 125 mg
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Hudng din siv dung thuéc:
Thuoc ban theo don
ZOROLAB1000

- THANH PHAN: M3i géi thuée bot pha hén dich (2g) chira:

Amoxicilin trihydrat twong tng véi amoxicilin 875mg

Kali Clavulanat twong (g véi acid clavulanic 125mg

Téa duge vd | goi

(Td dwoc gom.: Microcrystalline cellulose, colloidal silicon dioxide, aspartam, bét hieong
cam).
-DUQC LUC HOC:
Amoxicilin 14 khang sinh ban tong hop thudc ho beta - lactamin ¢6 phé diét khudn rong ddi véi
nhiéu vi khudn Gram duong va Gram am do trc ché téng hop thanh té bao vi khudn, Nhung vi
amoxicilin rat dé bj phd huy bai beta - lactamase, do d6 khong c6 tac dung déi vé6i nhitng chung
vi khuin san sinh ra cac enzym nay (nhiéu chung Enterobacteriaceae va Haemophilus
influenzae)
Acid clavulanic do sir 1én men cta Strepromyces clavuligerus, c6 cau tric beta - lactam gin gidng
voi penicilin, c¢6 kha ndng (rc ché beta - lactamase do phan 16n cac vi khudn Gram am va
Staphylococcus sinh ra. Dic biét né cé tac dung trc ché manh cic beta - lactamase truyén qua
plasmid gy khang céc penicilin va cdc cephalosporin.
Pseudomonas aeruginosa, Proteus morganii va rettgeri, mt s6 ching Enterobacter va Providentia
khang thudc, va ca tu cau khang methicilin cling khang thudc nay. Ban than acid clavulanic ¢6 tic
dung khéng khuan rat yéu.
Acid clavulanic giiip cho amoxicilin khong bi beta - lactamase pha huy, dong thoi me rong thém
phé khang khudn ctia amoxicilin mot cach hiu qua doi v6i nhidu vi khuin thong thuong da
khang lai amoxicilin, khang céc penicilin khac va céc cephalosporin.
C6 thé coi amoxicilin va clavulanat 1a thude diét khuan déi véi cac Prneumococcus, cac
Streptococcus beta tan mau, Staphylococcus (chung nhay cam vdi penicilin khong bj anh huong
cua penicilinase), Haemophilus influenza va Branhamella catarrhalis ké ca nhirng chung san sinh
manh beta - lactamase. Tom lai phd diét khuan cua thude bao gf")m:
Vi khudn Gram duong:
Loai hiéu khi: Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus pyogenes,
Streptococcus viridans, Staphylococcus aureus, Corynebacterium, Bacillus anthracis, Listeria
monocytogenes.
Loai yém khi: Céc loai Clostridium, Peptococcus, Peptostreptococcus.
Vi khuan Gram am:
Loai hiéu khi; Haemophilus influenzae, Escherichia coli Proteus mirabilis, Proteus vulgaris, cac
loai Klebsiella, Salmonella, Shigella, Bordetella, Neisseria gonorrhoeae, Neisseria meningitidis,
Vibrio cholerae, Pasteurella multocida.
Loai yém khi: Céc loai Bacteroides ké ca B, Sfragilis.
-DUQC PONG HOQC: |
Amoxicilin va clavulanat déu hép thu dé dang qua dudng udng. Nong do cua 2 chht nay trong
huyét thanh dat t6i da sau 1 - 2 gi¢ ubng thude. Véi lidu 250 mg (h@y\800 /mg) s& ¢o 3
microgam/ml (hay 8 - 9 microgam/ml) amoxicilin va khoang 3 microga IMcid clavulanat
trong huyét thanh. Sau 1 gi& udng 20 mg/kg amoxicilin + Smg/kg acid clavulanic. s& c6 trung
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binh 8,7 microgam/ml amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét thanh. Su hap
thu cua thude khong bi anh huéng béi thire 4n va tdt nhat 1a udng ngay trude bita an,

Khé dung sinh hoc dudng uéng ctia amoxicilin 1d 90% va cta acid clavulanic 1a 75%.,

Nua doi sinh hoc ciia amoxicilin trong huyét thanh 13 1 - 2 gi¢ va cua acid clavulanic 1a khoang 1
gio.

55 - 70% amoxicilin va 30 - 40% acid clavulanic duoc thai qua nude tiéu dudi dang hoat dong.
Probenecid kéo dai thoi gian dao thai ctia amoxicilin nhung khéng dnh huong dén su dao thai cua
acid clavulanic.

- CHI PINH:

Nhiém khuan ning dudng hé hép trén: Viém amidan, viém xoang, viém tai gitra da duoc diéu tri
bing cac khang sinh thong thuong nhung khéng ds.

Nhiém khuén dudng ho hdp dudi bai cac chung H. influenzae va Branhamella catarrbalis san
sinh beta - lactamase: Viém phé quan cép va man. viém phoi - phé quan.

Nhiém khudn ning duong tiét nidu - sinh duc béi cée ching E. coli, Klebsiella va Enterobacter
san sinh: Viém bang quang, viém ni¢u dao, viém bé than (nhidm khuan duong sinh duc n).
Nhiém khuin da va mo mém: Mun nhot, ép xe, nhiém khuin vét thuwong.

Nhiém khuan xuong va khép: Viém tiy xuong,

Nhi¢m khudn nha khoa: Ap xe 4 ring.

Nhiém khuén khac: Nhiém khudn do nao thai, nhiém khuan mau san khoa, nhidm khuin trong 6
bung (ti€ém tinh mach trong nhiém khuin mau, viém phiic mac, nhiém khuén sau mé, d¢é phong
nhiém khuin trong khi md da day - rudt, tr cung, dau va ¢O, tim. than, thay khép va duomg mat).
- LIEU LUQONG VA CACH DUNG

Liéu lwong: Lidu luong thuong duoc biéu thi dudi dang amoxicilin trong hop chit.

Liéu nguoi I6m va tré em trén 12 tudi: Ubng 1 g6i/ lan, 2 lin/ngay

Liéu tré em:

Tre em tir 40 kg trg 1én, udng theo lidu nguoi 1on.

Tre em dudi 40 kg cin ndng: nén sir dung thudc co ham luwong nho hon cho phu hop.

Dé diéu tri viem tai gitra, viém xoang, nhiém khuan duong hé hap dudi va nhidm khudn ning,
lidu thong thuong: 40 mg amoxicilin/kg/ngay chia lam nhiéu ldn cach nhau 8 gio, trong 5 ngay.
Diéu tri khong dugce vuot qua 14 ngay ma khong kham lai.

Suy than: Nén diing ham lwgng khdc cho phi hop

Cach ding:

Udng thude vao luc bit ddu an dé giam thiéu hién tuong khong dung nap thude & da day - ruét,
Khoéng dung thude qué 14 ngdy ma khong kiém tra xem xét lai cach diéu tri.

- CHONG CHI PINH

Di {mg v&i nhom beta - lactam (céc penicilin, va cephalosporin).

Cén chi y dén kha nang di ing chéo vdi cac khang sinh beta - lactam nhu cic cephalosporin. Chu
y dén ngudi bénh c6 tién sur vang da/rdi loan chire nang gan do dung amoxicilin va clavulanat hay
cac penicilin vi acid clavulanic gy tang nguy co Ir mat trong gan.

- THAN TRONG

Doi véi nhirmg ngudi bénh ¢6 biéu hién rdi loan chirc ndng gan:

Céc ddu hiéu va tri¢u ching vang da r mat tuy it xay ra khi dung thudc nhung ¢6 thé nang. Tuy
nhién nhing tri¢u chimg do6 thuong hoi phuc duge va sé hét sau 6 tudn nging diéu trj.

D{’S‘i v6i nhitng ngudi bénh suy than trung binh hay ning can chu y dén lidy luong ding (xem
phén licu dung).

Déi véi nhitng ngudi bénh ¢ tién sir qua man voi cac penicilin cé thé\d&
vong (xem phan chdng chi dinh).

1an ing nang hay tir
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D61 voi nhimg ngudi bénh diing amoxicilin bi man doé kém sét ndi hach.
Dung thude kéo dai doi khi lam phat tridn cde vi khudn khang thude.
Can chi y déi voi nhitng nguoi bénh bi phenylceton - niéu vi cée hdn dich c6 chira 12,5 mg
aspartam trong 5 ml.
- THOI KY MANG THAI
Nén cén tranh sir dung thudc & nguodi mang thai nhat 1a trong 3 thang dau, trir truomg hop cén
thiét do thay thuée chi dinh.
- THOI KY CHO CON BU
Trong thoi ky cho con bu ¢6 thé ding ché phim. Thude khéng gay hai cho tré dang bt me trir khi
¢6 nguy co bi man cam do c6 mot lugng rat nho thude trong sira.
'a LAIXE VA VAN HANH MAY MQC: Thube khéng anh hudng dén déi twong bénh nhéan nay
- TAC DUNG KHONG MONG MUON (ADR):
Véi lidu binh thuong, tac dung khong mong muén thé hién trén 5% s6 ngudi bénh; thuong gip
nhdt 1a nhimg phan tmg vé tiéu héa: Ia chay, budn nén, nén. Ty 1¢ phan tng nay tang lén khi
dung liéu cao hon va thuong gip nhiéu hon so véi dung don chét amoxicilin.
Thieong gdp, ADR > 1/100
Tiéu héa: Ia chay.
Da: Ngoai ban, ngira.
It gdp. 1/1000 < ADR < 1/100
Méu: Téang bach ciu 4i toan.
Tiéu hoa: Budn non, non.
Gan: Viém gan va vang da & mat, tdng transaminase. Co thé nang va kéo dai trong vai thang.
Da: Ngtra, ban do, phét ban.
Hiém gip, ADR < 1/1000
Toan than: Phin (g phan vé&, phu Quincke.
Maéu: Giam nhe tiéu ciu. giam bach cau, thidu mau tan mau.
Ti¢u hoa: Viém dai trang gia mac.
Da: Héi chig Stevens - Johnson, ban d6 da dang, viém da bong, hoai tir biéu bi do ngd ddc.
Than: Viém than ka.
-HUONG DAN CACH XU TRi ADR:
Khi ¢6 phan mg phan vé trim trong nén xu ly ngay bang epinephrin, oxy, corticoid tiém tinh
mach, théng khi.
Téng vira transaminase: Y nghia 1dm sang chua duge biét rd. Can chi y nguoi bénh cao tudi va
ngudi 1ém, dé phong phat hién viém gan ¢t mat.
Ban ngira, ban do, hoi chimg Stevens - Johnson, viém da bong: Phai ngung thude.
Viém dai trang gia mac:
Néu nhe: Ngtng thude.
Néu ning (kha nang do Clostridium difficile): Boi phu nuée va dién giai, khang sinh chéng
Clostridium.
-TUONG TAC THUOC:
Thube ¢6 thé gay kéo dai thoi gian chdy mau va déng mau. Vi vdy can phai cin than ddi véi
nhimg nguoi bénh dang diéu tri bing thude chdng dong mau.
Giong cac khang sinh c6 phd tac dung réng, thudc c6 thé lam giam hiéu qua cta cac thudc tranh
thai udng, do d6 can phai bdo trude cho nguoi bénh.
- QUA LIEU VA XU TRIi:
Dung qua lieu, thude it gdy ra tai bién, vi duoge dung nap tét ngay ca & lidl eao ruong hop chire
nang thén giam va hang rao mau - ndo kém, thude tiém s& gdy triéu chun \ihiém ddc. Tuy nhién
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-

no6: chung nhimg phan (g cfip xay ra phu thudc vao tinh trang qua mén cua tirng cé thé. Nguy co
chic chin la tang kali huyét khi dung liéu rét cao vi acid clavulanic duoce dung dudi dang mudi kali.
C6 thé dung phuong phép thim phan mau dé loai thude ra khéi tudn hoan.
- HAN DUNG: 24 théng tinh tir ngay sén xuat. Khong dung thude da qu4 han sir dung.
* Luu y: Khi thdy goi thuc bi 4m méc, chuyén mau, nhan thuéc in s6 16 SX, HD my... hay ¢6 cic
bi€u hién nghi ng& khic phai dem thudc t6i hoi lai noi bdn hodc noi sén xudt theo dja chi trong
don.
-QUI CACH PONG GOI: Hop 14 géi x 2g.
-BAO QUAN: Noi khé, nhiét do dudi 30°C.
-TIEU CHUAN AP DUNG: TCCS
DE XA TAM TAY TRE EM
"Doc kj hwéng dan sir dung truée khi
Néu cin thém thong tin xin héi y kién b

Thubc san xuit tai: \
CONG TY C.P DUQC PHAM HA TAY
T6 dén phd s6 4 - La Khé - Ha Déng - TP. Ha Noi
S6 dién thoai: 04.33824685 S6 fax: 04.33829054
C JOC PHAM HA TAY
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