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AUROBINDO PHARMA LTD. PR YE Shaal o

; i 2 : Mdi vién nén bao film chita: Aurobindo Pharma Limited, An di
Unit XII, Survey No. 314, Bachupally (\.&“'.age)’ Amaxicillin Trihydrat uomg duong vin 875mg Thutc ké dom
Quthubullapur Mandal, Ranga Reddy District, Amoricillin v Kali Clavulanat wong duong ~ Hp 3 vix 5 vién

(A.P), India. véi 125mg Acid Clavulanic.
Chi dinh, chéng chi dinh, eich ding, lidu ditng,
Regd. Office: Plot No.: 2, Maitrivihar, thin trong va cée luu ¥ khic xem to huéng din

= : st dung kém theo, Boc k§ hudng din sit dyng
Ameerpet, Hyderabad-500 038, (A P.), India. e 1t g, D g tem tay e o,
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Co-amoxiclav Tablets BP 875-125 mg
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Co-amoxiclav Tablets BP 875-125 M0 M.L. No.: 57/RR/AP/2003/F/G
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42 mm

P0101390

<

B Pantone Blue 072 C
Blister size 129 x 62 mm

Total Width 138 mm

Repeat Length 40 mm
Continuous Printing
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Poc ky hueong ddn si dung trige khi ding. Néu cdn thém thong tin, xin hoi y kién bde st
Thudc nay chi ditng theo don ciia bac st

KOACT 1000

Vién nén Co-Amoxiclav BP 875-125 mg

Thanh phin:

Maéi vién nén bao phim chifa:

Amoxicillin Trihydrat Ph.Eur twong duong véi 875 mg Amoxicillin v Kali Clavulanat Ph.Eur twomg duong véi 125 mg Acid Clavulanic.
Td diree - Microcrystalline Cellulose, Natri starch glycolat, Keo silica khan, magnesi stearat, White opadry vd.

Ma ta:
Vién nén bao phim hinh con nhéng, mau trang, mot mat dap chir “A", mot mat ¢6 vach ngang giira s6 6" va s6 “5".

CIHI DINH:

Co-Amoxiclav la mot khing sinh phé réng chéng lai cic vi khudn gy bénh thang thutmg trong thuc hanh diéu tri néi chung va bénh vién. Tic dung tc ché beta-
lactamase cia clavulanat ma réng phé tic dung cia Amoxicillin trén nhiéu vi khuan, bao gém ca nhiéu loai vi khuin di khing véi cic khing sinh beta lactam khac.
Ché phim Co-Amoxiclav duémg uéng duge chi dinh dé diéu tri ngan han cic nhiém khudn sau diy ma nghi ngér nguyén nhan gdy ra 1 cdc ching vi khudn sinh beta-
lactamase khing Amoxicillin. Trong cic tromg hop khic nén ding Amoxicillin don déc.

- Niuém khudn dicémg hé hap tréu (hao gom Tui -Miii-Hong). viém xoang, viém tai giiia, viém amidan tdi phat. Cic nhiém khudn nay thuéng gy ra bai
Streptococcus pneumonia, Haemaphilus influenzae*, Moraxella catarthahis* va Streptococcus pyogenes.

Nhiém khudn dicong hé hap dwdi: con cdp cua viem phé quan man (dic biét [a truomg hop nang), viém phdi phé quan, Cdc nhiém khudn nay thuimg gy ra
béi Streptococcus pneumonia, Haemophilus influenzae* via Moraxella catarrhalis®.

- Nluém khudn tiét niéu-sinh dye va nhiém trimg & bung: Viém bang quang(dic biét khi c6 bién chimg va hay tdi phit — ngoai trir viém tuyén tién liét), nao
thai bi nhiém khuan, nhién khudn thai san va viing khung xuong chiu, va nhiém khuin trong 6 bung. Céc nhiém khudn nay thudng gdy ra boi Enterobacteriacea*(chi
yéu 1 Escherichia coli*), Staphylocaccus saprophyticus, Enteracoccus species®.

Nhién khudn dua va mé mém: Viém mo 1€ bao, vét can dong vil va apxe ring nang vdi viém ma té bao trén dién réng. Cdc nhiém khudn nay thuéng giy ra
bai Staphylococcus aureus®, Streptococcus pyogenes va Bacteroides species*.

* M6t s6 vi khudn trong cdc loai trén 1iél ra beta-lactamase lam chiing khéng nhay cam véi Amoxicillin don déc.
Nhiém khuin phitc hop gdy ra bét vi khudn nhay cam véi Amoxicillin va cac vi khuin sinh beta-lactamase nhay cam vai Co-Amoxiclav 6 thé diéu tri bang Co-
Amoxiclav. Nhitng nhiém khudn nay khéng cfin diing thém cic khing sinh khing beta-lactamase khdc.

Licu luong va cach dung
Liéu diing dugc tinh theo ham lugng Amoxicillin. Khi xdc dinh liéu dé di€u tri, cin tinh dén cic yéu 16 sau:
-Loai vi khuiin gay bénh vi dé nhay cim cla chiing véi thuée
-D6 nang va vi tri nhiém khudn
-Tu6i, ¢in ning va chifc ning than cba bénh nhan.
Thoi gian diéu tri cdn dua theo dip tng cia bénh nhin, thong thuémg 3 5 ngay. M6t s6 nhiém khudn (nhu viém tiy xuong) cin thoi gian diéu tri dai. Khéng ding thuéc
qui 14 ngay ma khong kham lai.
- Nguéri 16n va tré em >40 kg: Liéu thong thuomg 13 1 vién 875 mg x 2 1in mbi ngay,
Liéu cao: cho cic nhiém khudn nang nhu viém tai giifa, viém xoang, nhiém khudn dudng hé hdp duéi va nhiém khudn duémg niéu: | vién 875 mg x 3 lin méi ngay.
- Tré em <40 kg: ding vién 500mg hoac cic dang bio ché thich hop hon nhu hén dich ueng.
- Ngudi cao tubi: Khong cdn chinh liéu cho nguai cao tubi.
- Bénh nhin suy than: Diéu chinh liéu dua theo thanh thai creatinin. Bénh nhan cd thanh thai creatinin 16m hon 30mi/phit: khéng cidn diéu chinh liéu. Véi bénh nhian cé ™~
thanh thai creatinin nhé han 30mi/phat: khéng khuyén ding amoxicillin/acid clavulanic vai ty 1é 7:1. Nén dung amoxicillinfacid clavulanic véi ty 1é 4:1. (=
- Bénh nhin suy gan: Diing than trong cho bénh nhin suy gan.

o
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Cich sit dung;: b

Co-Amoxiclav ¢é thé u6ng khong cin quan tim dén bira an; ty nhién sy hap thu Kali clavulanat tang lén khi Co-Amoxiclav ding vao ddu bia an. D€ giam thiéu kha

nang bt dung nap cia dudmg tieu hod, nén ding Co-Amoxiclav vio ddu bira an.

Chong chidinh

Bénh nhin min cim véi penicillin. Nén chii y dén kha nang xdy ra midn cim chéo vai cdc khang sinh beta-lactam khic nhu cic cephalosporin. i

Bénh nhin co tién sir ving da/ r6i loan chire ning gan ¢ lién quan téi ding Co-Amoxiclav hay penicillin. —

Cinh bio va than trong dac biét khi su dung:

Di thay thay déi cic thir nghiém chife ning gan trén mot s6 bénh nhan diing Co-Amoxiclav. Y nghia wén lim sang cta cdc thay d6i nay chira 16 rang nhumg c4n thin
trong khi ding Co-Amoxiclav cho bénh nhan cé diu hiéu réi loan chiic nang gan.

Vang da @ mit hiém khi duoc théng bio, cé thé nang nhumg thuémg héi phue duge. Cic dau hiéu va triéu chimg cé thé khang biéu 16 trong vai tudn sau khi ngimg diéu
.

Liéu diing cho bénh nhin suy thin ciin diéu chinh tuy vao mie dé suy thin.

Rat hiém khi quan sat thly niéu tinh thé wén bénh nhan gidm luong nude tiéu, thuéng gap hon khi ding thuge dudng tiém. Khi ding liéu cao amoxicillin, cin duy tri do
lrgng nude cho bénh nhan va lvu hrgng nuée tidu dé gidm nguy co két tinh amoxicllin trong nude tiéu

Dén khi gap cdc phan img min cam ning ¢d thé ur vong (phan vé) & nhitng bénh nhin diéu tri bing penicillin. Cdc phdn Ung qua min nay thudng gap ¢ nhitng bénh nhan
cd tién sif mdn cam vén penicillin. Ban da lién quan dén s6t hach 6 thé xdy ra.

Diéu tri dai ngay doi khi lam qud phat cdc vi khudn khéng nhay cam.

Tuong tde véi cac thube khac va cac dang tuong tic khic:

Di c6 thong bio vé kéo dai thai gian chay mau va thai gian prothrombin trén mét s6 bénh nhin ding Co- Amoxiclav, do dé edn than trong khi ding Co-Amoxiclav cho
bénh nhin dang diing thuéc chéng déng mau.

Ciing giéng véi cic khadng sinh phé rong khic, Co-Amoxiclav cé thé lam gidm tdc dung cia cic thuée trinh thai dimg uéng, do dé cic bénh nhan cdn duge canh bio vé
diéu nay.

Sir dung cho phu nif ¢ thai va nudi con hii:

Cic nghién ciru vé khi ning sinh sin & déng vit (chu6t nhit va chuét cong) cho thdy Co-Amoxiclav dudmg udng va dudmg 1iém khong gy qudi thai, Trong mét nghién
ciiu don 6 @ nhimg phu ni truge khi sanh bi bong rau sém, di ¢6 bio cdo ghi nhan ring diéu tri du phang bing Co-Amoxiclav ¢é thé cé lién quan tdi ting nguy co viém
rudt hoai oy & wré sarsinh. Nlur tdt ¢ cde thube khdc, nén trinh diing trong théi ki mang thai, dac biét 13 trong ba thing ddu thai ky. trir khi ¢6 chi dinh coa bic sy.
Co-Amoxiclav c6 thé diing trong thai ky nuoi con bi. Ngoai trit nguy co min cim lién quan téi mét luong bai tiét 1t it trong sita me, chua thdy 6 tac dung bt loi nao
cho tré dang bi me.



Anh huang lén kha nang ki xe va vin hanh may mée:
Ciin thin trong vi déi khi cé thé ¢é kich dong, chong mat, dau diu, co giit.

Tac dung khong mong mudn:

Cic tic dung khéng mong muén thudmg it gap va da s6 1 nhe va thodng qua.

- Hé tiéu hod:

D3 c6 bdo cdo vé tieu chay, khé uéu, buén non, non va nhiém nidm candida niém mac. Hiém gip truomg hop viém rudt két lién quan dén khing sinh (bao gom viém ruét
ket gia mac va viém rudt két xudt huyét). Buén nén, div it gap nhumg thuémg xay khi ding duémg ubng liéu cao. Céc tic dung bt loi trén tiéu hod xdy ra khi diing duémg
udng cé thé giam di khi diing Co-Amoxiclav vao diu bira an.

Hiém khi gap théng bio vé déi mau bé mit rang, da s6 gip véi dang hén dich. D61 mau trén ring thuémg ¢ the loai bd bang cdch danh riang.

- Ro1 loan than-tiét niéu:

Rt hiém khi xdy ra chimg niéu tinh the.

- Niéu-sinh duc:

Ngira dm dao, viém vi ting xudt tiét ¢d thé xay 1a,

- Gan:

Poi khi xay ra ting nhe va khong cd triéu chimg AST va/hodc ALT va phesphatase kiém. Hiém khi xay ra viém gan, vang da i mat. Cic phan Ung trén gan thuémg xay
ra hem véi Co-Amoxiclav so vél cic penicillin khae.

Cic phan (mg trén gan xay ra thuéng xuyén hon trén bénh nhan nam gidi va nguéi cao wéi, dic biét la trén 65 twéi. Nguy co gip tic dung phu trén gan tang lén khi thii
gian diéu tri kéo dai hon 14 ngay. Cic tdc dung nay rit hiém gap & tré em.

Cic dau hiéu va triéu chimg thuong xudt hién trong va ngay sau khi diéu tri, nhimg cé mot s6 truémg hop xudt hién sau khi két thic diéu tri vai tudn. Cic phan img trén
gan thuimg héi phuc dugc, nhung ciing cé thé nang, tuy nhién rdt hiém khi xdy ra tr vong.

- Phan tmg qua min:

D61 khi xay ra may day va ban do trén da. 11iém khi xdy ra ban d6 da dang. héi chimg Steven-Johnson, hoai ti biéu bi nhiém déc, viém da tréc vdy, ngoai ban cé mi
cip, hoi chimg gi6ng bénh huyét thanh va viem mach qud min. Nén ngimg diéu i néu ¢6 bt ky phin img qua min nao trén ddy xay ra. Co thé xay ra phit mach thin
kinh vi phan vé giéng nhu ding cdc khing sinh beta-lactam khdc. Hiém khi xdy ra viém than ké.

- Tic dung trén huyét hoc:

Ciing gidng cdc beta-lactam khic, higém khi xdy ra giam bach cdu (bao gém giam bach cdu trung tinh vi giam bach ciu hat), gidm tiéu ciu va thi€u mau tan miu. Ciing
hiém khi ¢é truomg hop kéo dan tha gian chay mdu va thii gian prothrombin.

- Tdc dung trén hé thin kinh trung vong:

Rét hiém gap tdc dung phu trén hé thin kinh tung vong, cic biéu hién nay bao gém kich dong, chéng mat, dau ddu, co giit cé hai phuc. Co giat cd thé xdy ra & bénh
nhan suy than hay khi ding liéu cao.

Quii lién

Cic triéu chimg ve tiéu hod va réi loan cin bang nuée vi dién gidi 6 thé |3 didu hiéu coa dung qud liéu Khi dé cin diéu tri triéu ching voi chi § can bing nudc va dién
gidi. Co-Amonxiclav cé thé loai khoi vong in hoan biang thim tich mdu

Tinh thé amoxicillin niéu trong mat sé truémg hop ¢o thé din téi suy than, do dé cin duge gidm sdt chit ché.

‘ v
TINH CHAT DUQOC LY (V ;
Tinh chat duge dang hoe: N7
Duoe déng hoc cba hai thanh phén trong Co- Amoxiclav la tuong ty nhau. Néng dé dinh trong Herét thanh ciia hai thutic dat dac 1rong khodng mét gity sau khi uéng
thude. Su hidp thu coa Co-Amoxiclav [a cao nhit kln ding vao ddu bira an. Ca clavulanat va amoxicillin déu ¢6 miic gin protein huyét tuong thip : khoing 70 % thude o
dang tr do trong huyét thanh. Khi tang liéu gip dé1, nong dd thube trong huyét thanh ciing tang gdp d6i.
Tinh chat duoe luc hoc:
Mot s6 vi khudn ti€l ra enzym beta-lactamase phd huy cic khing sinh beta-lactam trudc khi né cé thé tic dung 1én vi khuin, gitip chiing khing lai nhiéu khing sinh.
Clavulanat trong Co-Amoxiclav tic dung vao co ché phong vé nay bang cich iic ché enzym beta-lactamase, do viy duy 1 sy nhay cim cha céc vi khudn véi tic dung
diét khudn nhanh cla amoxicillin
Bén thin clavulanar 6 tic dung diét khuln yéu, tuy nhién khi két hop véi amoxicillin trong Co-Amoxiclav, né tao ra mét thude khing sinh c6 phd tic dung rong duoc
dung rong 13i trong thuc hinh diéu tri néi chung va trong bénh vién.

Co-Amoxiclav c6 tac dung diét khuin véi pham vi rong cic vi khuan bao gom:
+ Gram duong:

Hiéu khi: Enterococcus faecalis*, Enterococcus faecium®, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus viridans, Staphylococcus
aureus*, Coagulase negative staphylococci* (bao gom Staphylococcus epidermidis*), Corynebacterium species, Bacillus anthracis*, Listeria monocytogenes,

Ki khi: Clostiidium species, Peptococcus, Peptostreptococcus.

+ Gram am: .
Hiéu khi: Haemophilus influenzae*, Maoraxella catarrhalis*( Branhamella catarrhalis), Escherichia coli*, Proteus nurabilis*, Proteus vulgaris*, Klebsiella

species*, Shigella species*, Bordetella pertussis, Brucella species, Neisseria gonorrhoeae®, Neisseria meningitidis*, Vibrio cholerae, Pasteurella multocida. 4
Ki khi: Bacteroides species® bao gém B3 fragilis v

* Nhiéu vi khudn trong cic loai trén tiét ra mem beta-lactamase [am chiing khéng nhay cam vai Amoxicillin don déc

Tinh tuong ky: Khéng co

Bao guan: Bio quan & nhiét dé khéng qua 30'C, trinh dm.

Pdng goi: Vi 5 vien. 1lop 3 vi.

Dé xa tdm tay tré em.

Thdng bao cho bac st nhitng tac dung khong mong muén gdp phdi trong si dung thuoc

Han diing: 24 thing ké tir ngay sin xudt Khong ding thude qua han siy dung
Ti¢u chuan: BP 2007

San xudt bdi e
AUROBINDO PHARMA LIMITED o
Unit-XII, Snvey. No. 314, Bachupally village, Quthubullapur Mandal, PHO Cuc TQU@NG

R R District, Andhra Pradesh, India
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