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VIEN NEN BAO PHIM

KLAVUNAMOX®-BID 1000 mg

THANH PHAN:

MObi vién nén bao phim chira

Hoat chat: Amoxicillin trihydrat twong duong véi Amoxicillin ........ 875 mg
Kali clavulanat tuong dirong véi Acid clavulanic............ 125 mg

T4 duge: Crospovidon, Crosscarmenllose natri, Microcrystalline Cellulose, Magnesi Stearat, Aeorosil 200,
Opadry white, Methanol, Methylen Chlorid.
Dang bao ché: Vién nén bao phim

Pudng dung: Udng

DUGC LY
DUGQC LUC HOC: ‘ ‘ ‘ ) .

Amoxicillin 14 khang sinh ban tong hop thude nhém B-lactam ¢ pho diét khuan rong d6i véi nhiéu vi
khuén Gram duong va Gram am do itc ché téng hop thanh t€ bao vi khudn. Nhumg vi amoxicillin rét d& bj pha
hiy béi B-lactamase, do dé khéng c6 tac dung dbi véi nhitng chiing vi khuén san sinh ra cac enzym nay (nhidu f
chung Enterobacteriaceae va Haemophilus influenza). (L .- |

Acid clavulanic do su 1én men cta Streptomyces clavuligerus £6 chu tric B-lactam gin giéng véri‘.i';_f'_;'-\.
penicillin, ¢6 kha ning (rc ché B-lactamase do phén Ién cic vi khudn Gram am va Staphvlococcus sinh ra. Dac “\‘
biét né c6 tac dung irc ché manh céc B-lactamase truyén qua plasmid gdy khang cdc penicillin va ‘
cephalosporin.

Pseudomonas aeruginosa, Proteus morganii va rettgeri, mot sb chung Enterobacter vi Providentia
khang thudc, ca tu cau khang methicilin cling khang thude nay. Ban than acid clavulanic ¢ tic dung khang
khudn rat yéu.

Acid clavulanic gitp cho amoxicillin khéng bi B-lactamase pha hiy, dong thdi md rong thém phd
khang khuan clia amoxicillin mét cich hiéu qua dbi véi nhiéu vi khudn théng thuomg da khang lai amoxicillin,
khang céac penicillin khac va cac cephalosporin.

C6 thé coi amoxicillin va clavulanat 12 thudce diét khun ddi v6i cac Preumococcus, céc Streptococcus
beta tan mdu, Staphylococcus (chung nhay cdm véi penicillin khéng bi anh hudmg cia penicillinase),
Haemophilus influenza va Brankamella catarrhalis ké ca nhitng ching san sinh manh B-lactamase. Tém lai

phé diét khudn ca thube bao gdm:

Loai vi khuin Chiing

Gram dirong Hiéu khi:

Streptococcus  faecalis, Streptococcus pneumonia, Streptococcus
pyogenes,  Streptococcus  viridians,  Staphylococcus  aureus,

Corynebacterium, Bacillus anthracis, Listeria monocytogenes.
Yém khi:
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Cac loai Clostridium, Peptococcus, Peptostreptococcus.

Gram am Hiéu khi:

Haemophilus influenza, Escherichia coli, Proteus mirabilis, Proteus
vulgaris, cac loai Klebsiella, Samonella, Shigella, Bordetella, Neisseria
gonorrhoeae, Neisseria meningitides, Vibrio Cholerae, Pasteurella
multocida.

Yém khi:

Céc loai Bacteroides ké ca B. fragilis.

DUQC PONG HOQC:

Amoxicillin va clavulanat déu hip thu d dang qua dudng udng. Nong do ciia 2 chit nay trong huyét
thanh dat tdi da sau 1 — 2 gir ubng thube. Vi lidu 250 mg (hay 500 mg) s& ¢6 5 mcg/ml (hay 8 — 9 mcg/ml)
amoxicillin va khoang 3 mcg/ml clavulanat trong huyét thanh. Sau 1 gi¢r ung thudc 20 mg/kg amoxicillin + 5
mg/kg acid clavulanic, s& c6 trung binh 8,7 mcg/ml amoxicillin va 3,0 mcg/ml acid clavulanic trong huyét
thanh. Sy hip thu cia thude khong bi anh hudng béi thire an va tot nhét 1a udng ngay trudce khi n.

Sinh kha dung dudng udng cia amoxicillin 1a 90% va cua acid clavulanic 12 75%. Nira doi sinh hoc
ctia amoxicillin trong huyét thanh 13 1 — 2 gid va cua acid clavulanic 14 khoang 1 gio.

50 — 70% amoxicillin va 30 — 40% acid clavulanic dugc thdi qua nudc tiéu dudi dang hoat dong.
Probenecid kéo dai thoi gian dao thai ciia amoxicillin nhung khéng anh huémg dén su dao thai cna acid 5%
clavulanic. ij).u:

W ap
CHI PINH: ‘ac |

KLAVUNAMOX-BID 1000 mg diing dé diéu tri nhim khuin gdy nén bai cic chiung nhay cam trong cac FN}
truomg hop cu thé sau day: TP |

e  Nhiém khudn bo may hd hép:

- Nhiém khuin dudng hd hép trén: Viém xoang, viém amidan, viém tai giira, nhitng nhiém khuén khac &
vung tai- miii-hong.

- Nhiém khuin dudng hé hip duéi: Viém phé quan cip va man tinh, viém phdi, viém mi mang phdi,
abces phéi.

e Nhiém khudn da va mé mém: Dinh, nhot, abces, viém md té bao, nhiém khuédn vét thuong, nhiém
khuin trong bung.

e Nhiém khuén dudng tiét niéu-sinh duc: Viém bang quang, viém thin-bé than, viém niéu dao, nhiém
khudn viing khung chéu, giang mai, l4u.

e Cac nhiém khuén khac: Viém xuong tuy.

CHONG CHI PINH: Chéng chi dinh dung KLAVUNAMOX-BID 1000 mg & ngudi ¢6 tién sir phan tmg di
(rng v&i nhom penicillin.

CANH BAO/THAN TRONG:

Thinh thoang c6 gép nhirng phan vé cing nghiém trong giy tir vong (quéa man cam) & ngudi bénh dung
penicillin. Nhitng phan (mg nay d& gip hon & ngudi cé tién sir qua min cam véi penicillin va/hodc ¢6 tién sir
man cdm v&i nhidu khang nguyén khac nhau. Ciing d gip ngudi cé tién sir qua min v6i cam vdi penicillin va
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bi phan (mg chéo nghiém trong khi ding vdi cac cephalosporin. Vi vdy, truéc khi khoi dau ding
KLAVUNAMOX-BID 1000 mg, phai diéu tra cn than xem ngudi bénh trude diy da cé nhitng phan tmg qua
man cam véi penicillin, cephalosporin hodc v&i nhitng nguyén nhéan khac chua. Khi gip phan tmg dj (mg, phai
ngimg thubc ngay va c6 bién phap diéu tri thich hop. Néu gip cac phan (mg phan vé nghiém trong, phai lap
tirc diéu tri cAp ctru bing epinephrin. C6 khi can chi dinh ding khi oxygen, tiém tinh mach corticosteroid va
théng thoang dudng tho.

Mic déu cac penicillin ¢6 doc tinh réat thip, vin cin danh gia thuomg ky chirc ning céc co quan, nhu
than, gan, chirc ning tao mau khi ding dai ngay. DA thiy c6 ty 1& cao bénh nhén sin ¢6 tang bach ciu don gian
ma lai dung ampicillin s&€ bi ban d6 ngoai da. Vi vay, khéng dugc ciing khang sinh nhém ampicillin cho nguoi
¢6 bach cau don nhan.

Trong qua trinh diéu trj bing KLAVUNAMOX-BID 1000 mg, can lubn nhé c¢6 kha nang bdi nhim
véi cac mam vi khudn hodc ndm. Néu gap bdi nhidm (thudng 12 Pseudomonas hodc Candida), phai ngimg
thudc va c6 bién phéap diéu tri thich hop.

Mang thai: Chua c¢6 chitng ¢ rd rang vé tinh an toan ciia KLAVUNAMOX-BID 1000 mg khi mang thai, vay
chi diing thudc nay cho ngudi mang thai khi can.

<)/
THOI KY CHO CON BU: V
Céc khéang sinh penicillin loai ban téng hop bai tiét dugc qua sira, cin than trong khi ding
KLAVUNAMOX-BID 1000 mg cho nguoi me cho con ba.
Dang dich treo chi dwoc dung khi ¢6 ¥ kién ctia thay thudc khi chi dinh cho tré em dudi 40kg thé trong.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC.
KLAVUNAMOX-BID 1000 mg khong anh hudng dén kha nang lai xe va van hanh may moc.

PHAN UNG CO HAIL:

KLAVUNAMOX-BID 1000 mg dung nap tét, nhimg tac dung c6 hai thudong gap 1a tiéu chay, budn
ndn, phat ban, may day, non, viém am dao. Ty 1€ méc chung cac tac dung c6 hai, dac biét la tiéu chay, thuong
tang 1én khi dung liéu cao da khuyén céo. Nhimg phan tmg khac it gap hon gdm: khé chiu ving bung, day hoi,
nhirc ddu. Va < 1% bénh nhan duing KLAVUNAMOX -BID 1000 mg c6 gip tang nhe tiéu cau. Ciing gip ting
vira phai SGOT, nhung chua ¢é y nghia lam sang. C6 khi thiéu mau, giam tiéu ciu, ban xuit huyét do giam
tiéu cau, tang bach cdu ua eosin, giam bach cau, mat bach ciu hat.

PHAN UNG QUA MAN CAM:

Gb6m phat ban, ngira, may day, hdng ban da dang. C6 thé khéng ché cac phan img di img bing thude
khang histamin H1 va khi van thi diing corticosteroid dudng toan than. Bét ky lic nao gip nhimg phan (g
trén, phai ngimg thudc, trir khi thay thube c6 y kién khac. Hiém gap tang dong, kich dong, lo au, mit ngu, la
1an, va/hodc chéng mit.

“Théng bdo cho bdc sy nhimg tac dung khéng mong muén gdp phdi khi sir dung thuéc”

LIEU LUONG VA CACH DUNG:

Liéu thong thudng trong nhirg ngudi 16m va tré em hon 12 tudi: diéu tri su truyén nhiém va hé hd hip

ning, ubng KLAVUNAMOX-BID 1000 mg dugc tién hanh m&i 14n cach nhau 12 gio.
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KLAVUNAMOX-BID 1000 mg khong duge sir dung cho nhitng bénh nhén véi suy yéu chirc ning
than néu tbc dd loc cau than < 30ml/phiit.

Trong nhitng bénh nhan véi chirc nang gan suy giam KLAVUNAMOX-BID 1000 mg can phai dugc
sir dung c4n than va can dugc theo dai ti mi.

KLAVUNAMOX-BID 1000 mg khong nén dugc diing véi nhimg bénh nhan dang tham tach mau.

KLAVUNAMOX-BID 1000 mg c6 thé bét dau udng trudce khi hodc sau nhimg bira an. Tuy nhién néu
dugc udng trude nhimg bira an, su hap thu cta kali clavulanat durgc tdng cao. Vi ly do nay, KLAVUNAMOX-
BID 1000 mg nén dugc udng trude bira an. Su hap thu va su thir 46 min cam can phai dugce tién hanh trudce
khi bit ddu dung KLAVUNAMOX-BID 1000 mg. Tuy nhién, su diéu tri c6 thé dugc bit ddu khong c6 viée
doi kiém tra nhimg két qua. Khi d6 c6 thé dugc diéu chinh liéu ding theo két qua sau d6.

QUA LIEU
Dung qua liéu, thudc it gdy tai bién, vi dugc dung nap tét ngay ca & lidu cao. Tuy nhién, n6i chung
\  nhiing phan (mg c4p xay ra phu thudc vao tinh trang qua mn ctia timg c4 thé. Nguy co chéc chin 1a ting kali
huyét khi ding liéu rt cao vi acid clavulanat dugc ding duéi dang mudi kali. C6 thé ding phuong phap thdm
phan mau dé loai thudc ra khoi tuan hoan.

Bdo quan: Bao quan & nhiét do dudi 30°C, noi kho mat. \ j \?
Pong goi: Hop/2 vi x 5 vién nén J
Han dung: 2 nim ké tir ngay san xuat. Khong dung thudc qua han ghi trén vi hay hop thudc. ?’

Tiéu chudn: Nha san xuét.
Pé thube xa tAm tay tré em va giir nguyén bao bi.
Poc ki hwéng din sit dung truée khi dung.
Thude ké don.
Khéng dwge ding khi chwa ¢6 ¥ kién ciia thiy thude.

{  SAN XUAT BOI:
ATABAY KIMYA SAN ve TIC A.S.

Dia chi: Tavsanli Koyu, Esentepe Mevkii, Gebze/Kocaeli/Turkey-T :
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