Rx AUGBACTAM 1g/200mg

Dé xa tAm tay tré em.
Boc ky huéng din st dung trirere khi diing.
Thubc nay chi dung theo don thube.

Thanh phan céng thire thube: cho 1 Ip

* Thanh phén hoat chét:

Amoxicilin natri trong duong amoxicilin.........................1g

Kali clavulanat twong durong acid clavulanic............. .200mg
Dang bao ché cua thubc:

Thubc bdt pha tiém.

Mb ta san phim:

Bot két tinh mau trdng nga hay vang nhat, déng trong lp thiy tinh nit kin
Chi djnh:

- AUGBACTAM 1g/200mg ding dé dibu trj trong thei gian ngén cac trréng hop sau:

+ Nni&m khuén duémg ho hép trén: viem amidan, viém xoang, viém tai giira a& duoc dibu tr|
bang cac khang sinh thong thuémg nhiung khéng giam.

+ Nhiém khuén duémg hé hdp dwéi béi cac chiing H. influenzae vé Moraxella catarrhalls (t8n
truére day: Branhamella catarrhalis) san sinh beta-lactamase: viém phé quan cip va man,
viém phéi - phé quan.

+ Nhiém khuan nang Audng tiél nidu - sinh dyc béi cac chling E. coll, Kiebsiella vé&
Enterobacter san sinh beta-lactamase: viém bang quang, viém ni¢u dgo, viém bé than (nhidm
khu#n duéng sinh dyc ni)

+ Nhiém khudn da va m& mém: myn nhot, ap xe, nhidm khuln vét thuong

+ Nhi&m khuén xwong va khép: viem lly xuong.

+ Nhim khun nha khoa: ap xe & rang.

+ Nhiém khun khac: san phy khoa, & byng.

- AUGBACTAM 1g/200mg cling dugc chi dinh trong nhiém khudn mau, viém phic mac, nhifm
khudin sau phiu thuat, dé phong nhidm khuAn trong khi phiu thuat da day - rudt, tir cung, dAu va
cd, tim, than, thay khép va dudmg mat.

Cach dung, lidu ding:

Tiém tinh mach hogc tiém truydn (inh mach.

* Lidu dung:

- Theo chi djnh clia bac s¥.

- Lidu 68 nghi: ligu dugc bidu thi duéi dang amoxicilin trong hop chét.

+ Liéu ding dé diéu trj nhidm khuan:

* Nguer Iérn va tré 2 40kg: 1g/1én, cir 8 gioy iém 1 1&n. Truéng hop cAn sir dyng li8u cao hon,
st dyng ché phadm amoxicilin khac d8 tranh sir dung qua 600mg acid clavulanic/ngay.
+ Tré em < 40kg:

« Tré 2 3 thang tudi: 25mgrkg thé trong, cir 8 gier tiém 1 IAn,

« Tré nhd hon 3 thang tudl hofic can nang dudl 4kg: 25malkg thé trong, cir 12 giér tism 1 1An
* Ngudri cao tudi: khéng can didu chinh lidu trir khi 43 thanh thai creatinin s 30ml/phut.
+ B&nh nhan suy than: cAn phai didu chinh lidu lugng trong treéng hop suy than trung binh va
nang nhu bang sau:

Suy thén nhe Suy than trung binh Suy than néing
(d6 thanh thai creatinin (d¢ thanh thai creatinin (06 thanh thai creatinin
> 30ml/phit) 10 - 30miphit) < 10ml/phit)
T,g"{z Ldn:' Khéng cén didu Libu ban dAu 1g, sau dd | Liéu ban diu 1g.. sau do
> d0kg chinh liéu tiém 500mg mai 12 giéy tiém 500mg mébi 24 gidy
Tré em Khéng cin didu 25mg/kg thé trong 25mglkg thé frong
< 40kg chinh liéu méi 12 gitr méi 24 gier

« Bénh nhan suy gan: than trong khi didu chinh lidu va theo dbi chirc ning gan déu dan.
+ ThAm phan mau:
< Ngui 16n: lidu ban dAu 1g, sau d6 500mg ml 24 gi¢r, thém 1 lidu b sung 500mg sau khi
thdm phan.
o Tré em: 25mg/kg thé trong mbi 24 gi¢y, thém 1 lidu bd sung 12,5mg/kg thé trong sau khi
tham phan, tiép sau d6 1a 25mg/kg mbi 24 gidr.
+ Lidu dung trong dy phéng nhim khudn khi phiu thuat sir dyng AUGBACTAM 1g/200mg
tiém tinh mach vao lic gay tién mé. Nhirng ca phau thuat c6 nguy cor nhiém khuén cao (phAu
thuét két - tryrc trang), cb thé phai cAn 3 dén 4 lidu AUGBACTAM 19/200mg trong véng 24 gitr
(thwérng 14 vao cac thoi diém 0, 8, 16, 24 gi¢y). C6 thé phai tiép tyc tiém nhur vay trong vai ngay
néu nguy co nhidm khudn tang 1én.
* Céch dung:
- Phai pha thubc vol nurére ct pha tigm hodic dung dich pha tiém natri clorid 0,9%. D& tiém
truyén, c6 thé ding cac dung dich tiém truyén nalri factat (M/6), ringer hoac harimann.
- D bdn ctia dung dich ché phAm phy thugc theo néng d6. Vi vay sau khi pha, phai ding ngay,
- Thé tich pha va thérl han dung nhu sau (va phdi theo ding):

. Thé tich pha Theéri gian t6i da tir sau khi
Caoh dong (ml) pha cho ti khi tidm xong (phat)
Tiém tinh mach trye tidp
rAt cham: 3 phat 20 48
Tiém truydn: 30 phat 50 60
Chéng chi djnh:

- MAn cam v6i nhém beta-lactam (c4c penicilin, cephalosporin).

- CAn chii y d&n kha néng dj (rng chéo véi céo khéang sinh beta-lactam nhir céc cephalosporin,
Canh bao va than trong khi ding thubc:

- Than trong khi ding cho nguwéi [ém tudl, ngudi bénh cé tibn sir vang da/ri loan chirc ndng gan
do diing amoxicilin va kali clavulanat vi acid clavulanic gay ting nguy co & mét trong gan. Céc dAu
hiéu va trigu chirng vang da (r mat tuy [t xdy ra khi diing thube, nhung cé thé nang. Tuy nhién,
nhirng triéu chimg d6 thueng hdi phyc dugc va s& hét sau 6 tWwin ngimg didu tri.

- €6 thé xay ra phan (rng qua mén trAm trong & nhirng bénh nhan cb tidn sir dj (g véi penicilin
va cac dj nguyén khac, nén trrére khi bat dAu didu tri bang amoxicilin cAn phai didu tra ky tidn sir
dj (rng v&rl penicilin, cephalosporin va cac df nguyén khac

- CAn didu chinh lidu dGng d6i véi nhirng bénh nhan suy than trung binh hay néng (xem phin
libu ding).

- Bénh nhan dung amoxicilin bj mAn dé kém sbL ndi hach.

- Ding thubc kéo dai 861 khi 1am phat tridn céc vi khuén khang thubc

- Dinh ky kibm tra chi 86 huyét hoe, chirc néng gan va than trong subt qua trinh dibu tr.

- Khi tiém tinh mach lidu cao cAn duy trl cdn bang lugng dich xudt - nhap dé gidm thidu hidn
turgrng 561 - nigu. Phél kidm tra thuémg xuyén cac bng théng bang quang, d& tranh hign tuong két
t0a gAy thc khi cé nbng A6 ché phAm cao trong nuréc tigu & nhigt Ao thuéng.

8ir dyng thubc cho phy nr c6 thal vi cho con bi:

- Tranh st dyng AUGBACTAM 1g/200mg cho ngudi mang thai nhit ia trong 3 théng dbu, trir
trurng hop chn thiét do béc s chi dinh

= Trong théri ki cho con b cb thé ding AUGBACTAM 1g/200mg. Thube khéng gay hai cho iré
dang ba me, trir khi 6 nguy cor bi miin cam do cé mbt Iugng rét nhé thube trong stra
Anh hurdmg 16n kha nang 151 xe va vén hanh méay méc:

Thube it khi gay chéng mat, nhire dAu. Tuy vay, cn than trong khi sir dyng thube cho ngurd 4
xe va v8n hanh méy,

Tuong tac, trrong ky cua thube:

* Twrong tac cia thude:

- Thubc cb thé gy kéo dal thér gian chay méu va ddng méau, Vi véy, cAn phai cn than a6i voi
nhing nguéi bénh dang didu tr bang thube chbng déng mau

- Thube ¢6 thé 1am gidm hidu qué thube tranh thai ubng, do d6 cAn phéi béo trudre cho nguin
bénh.

- B&nh nhan 1&ng acld urlc mau khi dung alopurinol cing véi amoxicilin sé lam tang khé ning
phat ban cua amoxicilin ‘

- Probenecid khi ubng ngay trude hode dbng théd vél amoxicilin lam gidm théi triy amoxicilin, tir
a6 1am tang ndng a4 amoxicilin trong méu,

- Amoxicilin lam giam bal liét methotrexat, ting do¢ linh trén dudng tidu hoa va trén hé tao méu

* Tuong ky cda thube:

- D tranh twong ky val Iy c6 thd xdy ra, khéng dugc pha AUGBACTAM 1g/200mg véi cée dung
dich cb ehira glucose, natri bicarbonat hodic dextran, Khdng nén irén thude trong clng bom idm
hodic binh tidm truydn véi mét thube khéc, nhat 1a corticosterold hode aminoglycosid

- Thubc tuong ky véri hydrocortison succinat, dung dich acid amin, dich thiyy phén protein, nh
dich lipid, phenylephedrin, dung dich manitol.

Téc dung khéng mong muén (ADR):

- Thuréing gap: tidu chay, bubn nén, nbn, ngoai ban, ngira

- It géip: tng bach chu va eosin, viém gan va vang da (' m1, tAng transaminase, viém 4m dao
do Candida, nhirc @hu, sbt, mét mdi

- Hibm gép: phan (g phan vé, phG Quincke, gidm nhe tibu cAu, gidm bach cAu, thidu méu tan
huyét, viém dai trang c6 mang gia, hoi chirng Stevens-Johnson, ban dé da dang. viém da bong,
hoai 1ir bibu bi do ngd de, viem than ké

- Thong béo ngay cho bac s§ hodc duge s§ nhirng phin (mg cb hai gép phai khi sir dyng thubc.
Qué lidu va cach xtr tri:

* Qué libu: dau byng, ndn va iu chdy. MOt 86 It bénh nhéan bj phat ban, tang kich déng hodc
ngu lo mo.

* Cach xtr tri:

- Chn ngimg thubc ngay, didu trf triéu chimg v hé trg néu cin. DA cb bao cdo trong mét sb
trréng horp tinh thé amoxicilin niéu gay suy than. CAn cung cip 00 nutre va din gidi cho co thd
daé duy tri bai nibu va gidm nguy co tinh thd amoxicilin nibu. C6 hé ding phuong phap Mém phan
méu dé logi bd amoxicilin va acid clavulanic ra khél tuéin hoan

- Tich cyc theo doi 88 c6 bidn phap xir irl kip thoi,

Béc tinh dwee lyc hoc:
- Nhém dugce ly: khang sinh
- M3 ATC: JO1CRO2.
- S phdi hgp amoxicilin véi acid clavulanic trong AUGBACTAM 1g/200mg gitip cho amoxicilin
khong bj cac beta-lactamase pha hily, dbng theri mé rong thém phéd knang khiudn clia amoxdciin
mét cach hidu qua 86i véi nhidu vi khuhn 63 khang lai amoxicilin, céc penicifin khdc va céc
cephalosparin.
- Céc chang loai vi khudn nhay cdm véi AUGBACTAM 1g/200mg:
+ Vi khuéin Gram duong, hibu khi: £ cus faocalis, Gardnerelia vaginalls,
Staphylococcus aureus (nhay cam véi methiciling, Straptococeus agalactiae, Streplococcus
pneumoniae, Streplococcus pyogenes va cac lién chu khudin tan huyét beta khic, nhém
Streptococcus viridans.
+ Vi khudn Gram am, hiéu khi: Actinobacilius actinomycetemcomitans. Capnocylophaga spp.,
Elkenella corrodens, Haemophilus influenzae, Moraxella catarhalis, Neisseria gonorrboeae,
Pasteurslla multocida.
+ Vi khufin ky khi: Bacteroides fragilis, Fusobacterium nuclestum, Prevotelia spp.

- Céc chiing vi khun véi kha naing d& khang thu nhan:
+ Gram duong, hiéu khi: Enterococcus fascium,
+ Gram am, hibu khi: Escherichia coli, Klebsiella oxytoca, Klebslella pneumonise, Proteus
mirabilis, Proteus vulgaris.

- Céc vi khudn véi kha nang dé khang ty nhién;

+ Vi khudn Gram am, hiéu khi: Acinelobacter 8p.. Citrobacter freundii, Enterobacter sp.,
Legionella pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp.,
Serratia sp., Stenotrophomonas maltophilia.
+ Céc vi khuln khac: Chlamydia trachomatis, Chlamydophila pneumoniae, Chiamydophila
psittaci, Coxiella burnelii, Mycoplasma pneumoniae

Dic tinh dwgc déng hoc:

& ngudi Ién khde manh khi diing lidu 1g/200mg, amoxicilin cb ndng 84 dinh huyét thank frung
binh 3 105 4mcg/mi va acid clavulanic c6 nbng d dinh huyét thanh trung binh 14 28 Smegimi
Khoang 25% acid clavulanic va 18% amoxicilin gén két voi protein huyét trong. Thé tich phan b
cia amoxicilin khoang 0,3 - 0,4 litvkg va cla acid clavulanic khoang 0,2 litkg. Sau khi tiém finh
mach, ca amoxicilin va acid clavulanic phan bé vao tii mat, mé byng, da, m&, mé co, hoat dich va
dich mang byng, mat va md, di qua nhau thai. Amoxicilin phan bb khéng dang ké véo dich ndo ty
Amoxicilin durge chuyén héa mét phln thanh acid penicilloic khéng c6 hoat tinh chéng vi khudn,
acid clavulanic dugc chuyén héa nhidu. Amoxicilin duge dao thai chi yéu qua thén, acid
clavulanic dugo dao thai qua than va ngodai than, Ther gian bén thai cia amoxicifin v acid
clavulanic khoang mot gitr va df thanh thai trung binh khodng 25 litigir & nguér khde manh
Khodng 60 - 70% amoxicilin va khodng 40 - 65% acid clavulanic dugc bai tidt dudi dang khdng
abi trong nurdre tidu trong 6 gier du sau khi tiém tinh mach mét idu duy nhit 1g/200mg. Nhidy
nghién ciru cho thily 50 - 85% amoxicilin va 27 - 60% acid clavulanic bai tiét qua nudre tu trong
khoang 24 gi¢y. Probenecid kéo dal théri gian dao thai ciia amoxicifi nhung khéng anh huémg dén
sy da0 thai cla acid clavulanic. Thr gian ban thai ciia amoxicilin twong ty & tré em tiy khodng
3 Ihang tudi dén 2 tudi, tré 1ém va ngudi Iom. Bénh nhan cao (udi c6 nhidu kha nding 04 gdm chirc
néng than, c&n than trong trong viéc chi dinh [idu. Bénh nhan suy than, ndng dé fuydt thanh cla
¢4 amoxicilin va acid clavulanic ddu cao hon cling nhur thot gian ban thai cling kéo dai hom. Bénh
zgan suy gan nén dugc didu chinh fidu mdt cach than trong vé cn theo ddi chirc ndng gan déu

n
Quy céch déng géi:

-Hop 1 1o

~Hop 101p.

Bidu kign bao quan:

Béo quan noi kho rao, trdnh anh sang, nhigt 46 khong qua 30°C
Han dung:

24 thang ké tir ngay san xuit Khong sir dung thube hét han ding
Tiéu chudn chét lwong: TCCS.

Tén, dja chi clia co s¢r san xudt:
CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR
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