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Thubc ké don. DK Siin st biti:
M vitn nén bao film chim: Augobindo Pharma Limited. An 4§
Amoxicillin Trihydrat tuomg dmong vén $00mg  Hop 3 vi x 5 vién
Amexicillin v& Kali Clavulanat tuong dwomg ~ DNNK;,..

v 125mg Acid Clavulanic.

Chi dink, chéng chi &inh, cich ding, lifu ding,

thin trong vih e I ¥ khie xem 18 hetmg din

it dyung kém then, Poc kf hudmg dn s dyng

tritie khi ding, Dé ngodi tim tay té em

Bao quan & nhigt 4§ kbimg qud 30°C,

Tidu chudn: BP 2010

Manufactured by:

AUROBINDO PHARMA LTD,,

Unit XTI, Survey No. 314, Bachupally (Village),
Quthubullapur Mandal, Ranga Reddy District,
(A.P), India.

Regd. Office: Plot No.: 2, Maitrivihar,
Ameerpet, Hyderabad-500 038, (A.P.), India.
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Boc ky huong dan sit dung (ride khi ding. Néu edn thém thong tin, xin hoi y kién bdc s
Thudc nay chi ding theo don ciia bdc st

KOACT 625

Vién nén Co-Amoxiclav BP 500-125 mg

Thanh phén:

KOACT 625 (Vién nén Co-Amoxiclav BP 500-125 mg)

Méi vién nén bao phim chia:

Amoxicillin trihydrat Ph.Eur. trong duong véi 500 mg amoxicillin va kali clavulanat Ph.Eur tuvong dwong vdéi 125 mg acid clavulanic.

Td duwge: microcrystalline cellulose, natri starch glycolat, keo silica khan, magnesi stearat, opadry white 06B58855 (bao gdm hypromellose 5cP & 15¢P, titan dioxid va

macrogol 400) vd.
Mo ti:Vién nén bao phim hinh 6 van, méu trang, mét mat dép chit “A™, mot mat déap s6 64",

CHI PINH:

Co-Amoxiclav 1a mot kh{mg sinh pho rong chOng lai cdc vi khudn gdy bénh thOng thuong trong thue hanh diéu tr néi chung vi bénh vién. Tic dung tic ché beta-
lactamase ciia clavulanat mé réng phé tdc dung ctia Amoxicillin trén nhiéu vi khudn, bao g6m ca nhiéu loai vi khuidn da khang vdi cdc khdng sinh béta lactam khic.
Ché phdm Co-Amoxiclav dudng usng duoc chi dinh dé diéu tri ngin han cdc nhiém khudn sau dy ma nghi ng& nguyén nhan gdy ra la cdc chiing vi khudn sinh beta-
lactamase khang amoxicillin. Trong cdc trutng hop khic nén ding amoxicillin don déc.

- Nhiém khudn duong hé hdp trén (buo gém Tai -Miti-Hong): viem xoang, viém tai giira, viém amidan tdi phat. Cdc nhiém khudn ndy thudng gay ra bai
Streptococcus pneumonia, Haemophitus influenzae®, Moraxella caturrhalis® vi Streptococeus pyogenes.

- Nhiém khudn diwong hé hdp duéi: con cip cha viém ph€ quan man (dac biét [a trudng hgp nang), viem phéi phé quan, Cdc nhiém khudn niy thutmg gay ra
bai Streptococcus preumonia, Haemophilus influenzae™ vi Moraxella catarrhalis*.

- Nhiént khudn tiét ni¢u-sinh duc va nhiém triong 6 bung: Viém bang quang(dic biét khi c6 bién chimg va hay tdi phit — ngoai trir viém tuyén tién liét}, nao
thai bi nhiém khudn, nhién khufin thai sin vi viing khung xwong chiu, va nhiém khuan trong 8 bung. Cic nhiém khudin nay thuong gdy ra bdi Enterobacteriacea*(chi
yéu 1 Escherichia colt*), Staphylococcus suprophyticus, Enterococcus species®.

- Nhiém khudn da va mé mém: Viem moé t€ bio, vét cin déng val va apxe ring nang véi viem mo t€ bao trén di¢n rong. Cic nhiém khudn ndy thutmg gy ra
bai Staphylococcus aureus*, Streptococcus pyogenes va Bacteroides species*.

* Mot s6 vi khudn trong cdc lodi trén i€t ra beta-lactamase lam chiing khong nhay cam véi amoxicillin don doc.
Nhiém khudn phite hop gay ra béi vi khuidn nhay cim véi amoxicillin va céc vi khudn sinh beta-lactamase nhay cam véi Co-Amoxiclav c6é thé diéu tri bing Co-
Amoxiclav. Nhimg nhiém khudn nay khéng cdn diing thém cdc khéng sinh khing beta-lactamase khic.

Liéu lugng va cich ding

Lidu ding duoc tinh theo ham lugng amoxicillin. Khi xdc dinh liéu dé diéu tri, cdn tinh dén cdc yéu t6 sau:

-Loai vi khudn gay bénh vi do nhay cdm ciia chiing v6i thube

-D6 nang va vi tri nhiém khudn

-Tudi, can nang vi chic ning than cha bénh nhan,

Thai gian diéu tri cin dua theo dip img cha bénh nhin, thong thuéng 13 5 ngay. M6t 56 nhiém khudn (nhu viém tiy xuong) cin thoi gian diéu tri dii. Khong ding thudc
qud 14 ngay ma khéng kham lai.

Vién amoxicillin 500mg - acid clavidanic 125 mg: KOACT 625
- Ngudi 16n va tré em 240 kg: [ vién 500 mg x 3 lin mdi ngay.
- Tré em <40 kg: Liéu thong thutng 13 20mg/kg/ngay dén 60mg/kg/ngay, chia lam 3 1dn, xem bing liéu tinh theo can nang dudi day.

Cin nang(kg) 40 35 30 25
Amoxicillin 125 143 16,7 20,0
|_(mg/kg/lin)

Tré em dudi 6 twéi hodic cAn ning dudi 25kg cin ding dang hén dich.

- Ngudi cao wéi: Khong cdn chinh li€u cho ngudi cao tubi.
- Bénh nhan suy thin: Diéu chinh liéu dua theo thanh thii creatinin. Bénh nhén c6 thanh thai creatinin 16n hon 30ml/phit: khéng cén diéu chinh liéu,
Ngudi ldn va tré em 240 kg
Thanh thai creatinin 10-30ml/phit | | vién 500 mg x 21dn mbingdy
| Thanh thai creatinin <10ml/phdt I vién 500 mg x 1 §in moi ngay
Thim tich mdu 1 vién 500mg mdi 24 gid, | vién 500mg
giita qud trinh thdm tach, vi 1 vién 500
mg sau khi thdm tich (vi gidm néng do
cua cd amoxicillin va acid clavulanic

Tréem <40 kg =
" Thanh thai creatinin 10- -30ml/phat | 15 mgkg x 2 lin méi ngay (161 da

Thanh thii creatinin <1OmU/phdt | 15 me/kg x 1 1&n mbi nghy (16 da
500mg méi ngay)

Thim tich mdu 15mg/kg x 1 ldn méi ngdy, [Smg/kg

giita qu trinh thim tich, va 15 mg/kg

sau khi thim tich (vi giam néng d6 cua

cd amoxicillin va acid clavulanic

- Bénh nhan suy gan: Dimng thiin trong cho bénh nhéin suy gan.

Ciach s dung:
Co-Amoxiclav c6 thé udng khong cdn quan tam dén bita an; tuy nhién sy hip thu kali clavulanat tang 1én khi Co-Amoxiclav ding vio diu bita an. Dé gidm thiéu kha
ning bit dung nap cua dudng tiéu hod, nén ding Co-Amoxiclav vio dfu bifa in.

Chang chi dinh
Bénh nhin mén cam véi penicilin. Nén chi § dén kha nang xdy ra min cam chéo véi cc khdng sinh beta-lactam khdc nhu cdc cephalosporin.
Bénh nhin ¢6 tién sir ving da/ r6i loan chife nang gan cé lién quan t6i ding Co-Amoxiclav hay penicilin.

D4 thdy thay d6i cdc thir nghiem chic nang/d
trong khi ding Co-Amoxiclav cho bénh



Vang da & mat hiém khi dugc thong bio, ¢6 thé nang nhing thuémg héi phuc duge. Cic diu hiéu va trigu chimg c6 thé khong bidu 18 trong vai widn sau khi ngimg diéu

tri.

Liéu diing cho bénh nhan suy thin cin diéu chinh tuy vao mitc dé suy than.

Rilt hiém khi quan sdt thdy niéu tinh thé trén bénh nhan giam lugng nudc tiéu, thudng gap hon khi ding thuéc dubng tiém. Khi ding liéu cao amoxicillin, cin duy tri dd
lugng nude cho bénh nhan va luu lugng nude tidu dé gidm nguy co két tinh amoxicllin trong nuée tiéu.

Doi khi gap céc phan img min cam nang cé thé 1l vong (phan vé) & nhimg bénh nhan diéu tri bing penicilin. Cic phin img qud min ndy thudng gap & nhimg bénh nhan
¢6 tién st min cim véi penicilin. Ban do lién quan dén s6t hach c6 thé xay ra.

Piéu tri dai ngay doi khi lam qud phdt céc vi khuin khong nhay cam.

Tuong tac vai cac thuae khic va cac dang tuong tic khic:

Di 6 thong bdo vé kéo dai thdi gian chily mdu vi thai gian prothrombin trén mot s6 bénh nhan ding Co-Amoxiclav, do do cin than trong khi ding Co-Amoxiclav cho
bénh nhan dang diing thudc chéng dong mau.

Ciing giéng vdi cic khdng sinh phé réng khéc, Co-Amoxiclav cé thé lam gidm tic dung cla cic thudc tranh thai dudng udng, do dé cic bénh nhan cin dugc canh bio vé
diéu nay.

Sir dung cho phu nir ¢6 thai va nuoi con bi:

Cidc nghién citu vé khd nang sinh sin & déng vit (chudt nhat va chuét cong) cho thiy Co-Amoxiclav dudng utng va duomg tiém khong giy quai thai. Trong mot nghién
ctiu don & & nhimg phu nif trude khi sanh bi bong rau s6m, di ¢6 béo cdo ghi nhan ring diéu tri dy phdng bing Co-Amoxiclav cé thé c6 lién quan 6i ting nguy co viem
rudt hoai tr & tré so sinh. Nhy 14t ¢d cdc thuée khdc, nén trinh ding trong thai k§ mang thai, dac biét 13 trong ba thdng dédu thai k¥, tir khi ¢6 chi dinh cba bidc sy.
Co-Amoxiclav c6 thé diing trong théi ky nuéi con bii. Ngeai trir nguy co mén cam lién quan t61 mét luong bai tiét rdt it trong sita me, chura thiy ¢4 tic dung bit loi nao
cho iré dang bd me.

Anh hugng lén kha nang lai xe va vin hanh may méc:
Cin than trong vi doi khi c6 thé c6 kich déng, chéng mat, dau ddu, co giat.

Tae dung khong mong mudn:

Cic tdc dung khong mong mudn thutng it gap va da so 1a nhe va thodng qua.

- Hé tiéu hoa:

Di c6 bdo cdo vé tiéu chiy, khé tiéu, budn nén, nén va nhiém nidm candida niém mac. Hiém gap trudmg hop viém rudt két lién quan dén khang sinh (bao gém viém rudt
k6t gid mac va viem rugt két xuft huyét). Budn non, di it gip nhung thudmg xay khi ding dutmg uéng liéu cao. Cdc téc dung bit loi trén tiéu hod xdy ra khi dung dudng
uéng 6 thé gidm di khi ding Co-Amoxiclav vao déu bira an.

Hiém khi gap thong bdo vé déi mau bé mit rang, da s6 gip véi dang hén dich. Déi miu trén ring thudng cé thé loai bo bing cich danh rang.

- R6i loan thin-tiét niéu:

R4t hi€m khi xdy ra ching niéu tinh thé.

- Niéu-sinh duc:

Ngira 4m dao, viém va tang xudl tiét ¢6 thé xay ra. .
- Gan:

D6i khi xay ra ting nhe v khong ¢ triéu chimg AST vi/hodc ALT va phosphatase kiém. Hiém khi xay ra viém gan, vang da & mat. Cic phin {mg trén gan thubng xay T~
ra hon véi Co-Amoxiclav so vdi cic penicilin khac.

Cic phin tng trén gan xdy ra thudng xuyén hon trén bénh nhin nam gidi va ngudi cao wéi, dic biét 13 trén 65 wéi. Nguy co gap tic dung phu trén gan ting 1én khi thoi e
gian diéu tri kéo dai hon 14 ngay. Céc tdc dung nay rit hiém gip & tré em. ]
Céc déu hiéu va tri¢u chifng thudmg xudt hién trong va ngay sau khi diéu tri. nhung ¢6 mét s6 truémg hop xudt hién sau khi két thic diéu tri vii tndn. Cde phan ing trén e
gan thudmg héi phuc duoc, nhung ciing c6 thé nang, tuy nhién rit hiém khi xdy ra tr vong.

- Phin img qud min: i
Doi khi xdy ra miy day va ban do trén da. Hiém khi xay ra ban do da dang, hoi chimg Steven-Johnson, hoai tir bi€u bi nhiém doc, viém da tréc vy, ngoai ban c6 ma " 34

cfip, hoi chimg giéng bénh huyét thanh va viém mach qud méin. Nén ngimg didu tri néu ¢6 bit ky phin ing qud min nio trén diy xdy ra. C6 thé xdy ra phi mach thin -
kinh va phin vé giéng nhu dung cdc khdng sinh beta-lactam khdc. Hi#m khi xay ra viém than ké. -
- Tdc dung trén huyét hoe: = _;..
Ciing giéng cdc beta-lactam khidc, hiém khi xdy ra gidm bach cdu (bao gdm gidm bach cdu trung tinh va gidm bach cfu hat), gidm tiéu cfu v thifu miu tan médu. Ciing

hi¢m khi ¢6 trwong hop kéo dai thai gian chdy méu va thisi gian prothrombin.

- Téc dung trén hé thin kinh trung vong:

Rét hi€m gép tic dung phu trén hé thin kinh trung wong, cdc biéu hién nity bao gém kich dong, chéng mat, dau déu, co giat cé hdi phuc. Co giat ¢6 thé xay ra & bénh

nhin suy thin hay khi diing liéu cao.

Qua liéu

Cic triéu chimg vé ticu hod va r6i loan can bang nudc va dién gidi c6 thé 1a ddu hicu cia diing qua liéu. Khi d6 cin diéu tr triéu chifng véi chi § can bang mude va dién
giai. Co-Amoxiclav cé thé loai khéi vong tuin hoan bang thdm tich mau.

Tinh thé amoxicillin niéu trong mot s6 trudmg hop cé thé din t6i suy than, do d6 cin dugc gidm sit chat ché.

TINH CHAT DUGC LY

T'inh chiat duge dong hoc:

Dwge dong hoc cia hai thanh phin trong Co-Amoxiclav [a tuong 1w nhau. Néng d¢ dinh trong huyét thanh cia hai thude dat duge trong khodng mot gids sau khi udng
thude. S hip thu cia Co-Amoxiclav la cao nhit khi dung vio ddu biva dn. Ci clavulanat va amoxicillin déu ¢6 midc gén protein huyét twong thip : khoang 70 % thuéc ¢
dang v do trong huyét thanh. Khi ting licu gip doi, néng dé thuse trong huyét thanh ciing tang gip doi.

Tinh chat duoc hue hoc:

Mat s6 vi khudn tiét ra enzym beta-lactamase phd huy cdc khdng sinh beta-lactam truée khi né ¢6 thé tic dung 1én vi khudn, gitip ching khdng lai nhiéu khdng sinh.
Clavulanat trong Co-Amoxiclav tdc dung vio co ché phdng vé niy bing cich (e ch€ enzym beta-lactamase, do vy duy tri s nhay cdm ctia cac vi khudn véi téc dung
diét khudn nhanh clia amoxicillin.

Ban than clavulanat ¢6 tic dung diét khudn yéu, tuy nhién khi két hop véi amoxicillin trong Co-Amoxiclav, né tao ra mét thudc khdng sinh cé phé tic dung rong duge
dung rong rdi trong thuc hanh diéu tri néi chung vi trong bénh vién.

Co-Amoxiclav ¢6 tic dung diét khudn vaéi pham vi rong cic vi khudn bao gom:
+ Gram duong:
Hiéu khi: Enterococcus faecalis*, Enterococcus faecium®, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus viridans, Staphylococcus
aureus*, Coaguluse negative staphylococci* (bao gém Staphylococcus epidermidis® ), Corynebacterium species, Bacillus anthracis*, Listeria monocytogenes.
Ki khi: Clostridium species, Peptococeus, Peptostreplocorcus.
+ Gram am:

Ki khi: Bacteroides spegifig®
= Nhiéu vi khudn trong cdc lohi tréff e



Tinh tuong ky: Khong cé
Bao quan: Bao quan d nhiét d6 khong qua 30°C.
Déng goi: Vi5 vien. Hop 3 vi.

D¢ xa tdm tay tré em.
Thong bdo choe bac si nhitng tic dung khong mong mudn gap phai trong si dung thuoc
Han dung: 24 thing Khéng dung thudc qué han sir dung

Tién chuan: BP 2010

San xudt boi

AUROBINDO PHARMA LIMITED
Unit-XII, Survey. No. 314, Bachupally village, Quthubullapur Mandal,
R. R. District, Andhra Pradesh, India
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