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| m ' ?‘lhébr,m&l:"'g"’lm"‘hu cephalosporin, carbapenem hoac monobactam)
NG da/ rol logn chy andoa | |
| CLAMIN AT® 1000 ma 1100 mg & o0ng thir thasde) trc NAng g moxicilin/ acid clavulanic (xem myc Thanh phén
e T P T _ ANHBAOVA THAN TRONG KHIDUNG THUOC
4 halfsz,? kl': :"160 I ;Ol amoxicilin/ acid clavulanic, nén didu tra ky tién sir qud mancia | —
Doc ky hmr din sir dyung trrére khi dang. muc Chéng chi dinh 3:';; nhém penicilin, cephalosporin hodc céc beta-lactam khéc (xem
- D& xa tAm tay tré em. + Phain img qua ,A acdyng khéng mong muébn cia thuéce) -
e Thubc nay chi dung theo don thude. da)va ani i?hl Am er nghiém trong (bao gbm séc phan vé va cac phan (g nghiém trong trén | =
b —v— panicilin. Nh O‘J y W Von_g da duoc ghinhan & nhirmng bé&nh nhan didu tri véi khang sinh nhém
| 5 NG phén (mg nay thuéng xdy ra & nhirmg banh nhan cb tidn st 4 mh -
THANH PHAN CONG THUC THUOC: Ken cllin va cac dj nguyén khac. Néu phén (rng qua man xay ra, phai n i s e bt
MAi 1o chira TP SN acid clavulanic va lya chon ligu phap didu tri khac thich hgg:g: gl e
Thanh phén duge chit: « Trong qua trinh didu tri, néu da xac dinh vi khun gay bénh nhay cam v&i amoxicilin nén
mox‘d“n .......... v bevosateasevs et isctdststotodenalsn PN BITY W sy oh Iveoeb'd oo 1 000 mg Chuy n sang dUng amOXIcmn don lﬂ “00
ACK CLEVUIBINIC << .xivi.ndineedaniilitilianashaniend cosbe TR Ty 100mg - Thubc nay khdng thich hop dé dibu trj cac nhidm khudn gay ra b&i cac vi khudn da a8 khang
| (durdri dang hBn hop amoxicilin natri va clavulanat kality & (10:1 ) VOl céc khang sinh nhém beta-lactam theo co ché khbng qua trung gian cac enzym beta-
} Théanh phén té dwge: Khong cd lactamase bj (rc ché b acid clavulanic. Lidu khuyén céo t4i da 1000 mg amoxicilin/ 100 mg
| DANG BAO CHE: acid clavulanic mdi 8 gi¢r khéng thich hop a8 didu trj nhidm khun do S. pneumoniae d&
.. Thubc bdt pha tidm khang voi penicilin. D& didu tri nhidm khudn trén, it nhat cAn sir dung lidu 2000 mg
.' B&t mau trdng hodic gAn nhu trdng, ddng trong 1o thay tinh nat kin. gmof‘;?l"g/ ﬁgo mg acid clavulanic mdi 12 gié.
! CHI D|NH: - Lo giatco the xay ra & nhirng b&nh nhan suy gidm chir ' 1l
" cumi'nn 1000 mg/ 100 mg didu trj cac trudng hop nhi®m khuAn do cac vi khudn nhay cam voi cao (xemmuc Tdc dung khdr?g r?wong mudnugdga thudc). ¢ nang than hodc ding thubc véi lidu
| thudc gy ra, bao gdm. - Tranh dung thubc cho nhirng bénh nhan nghi ngé&r c6 tang bach cau don nhan nhidm khuln
i . Céc nhidm khuén tai — mbi - hong nang (nhu viém xurong chim, nhiém khudn quanh dq cac bénh nhan nay c nguy co bj phat ban dang s&i khi str dyng amoxicilin
-" amidan, viém ndp thanh quan, viém xoang di kém véi cac trigu chirng va ddu hidu todn than Ding allopurinol khi dang dibu tr véi amoxicilin c6 thd lam tang nguy co qua mAn da.
‘ nghiém trong). - Dung thubc kéo dai asi khi gay phat tridn qua marc cac vi khudn khéng nhay cAm véi thube
- Dot cép cua viém phé quan mantinh - Sy xuét hién cua sét ban dd toan than kém theo mun ma & gial doan dau ddu tr] v
| - Viém phdi méc phaitai cdng ddng. amoxicilin/ acid clavulanic 6 thé 14 biéu hién cda hbi chirng ngoai ban myn ma toan than cip
| - Viémbang quang. tinh (Acute generalised exanthemous pustulosis - AGEP) (xem myc Téc dyung khéng mong
! - Viém than - bé than. mubn cia thubc). Ngung sir dung thube néu bénh nhan xuét hién cac bidu hign nay va chéng
: - Nhi&m khuan da va md mém dac biét trong viém md té bao, con triung c&n dbt, 4p xe 8 rang chidinh v&i bAt ky thube ndo cé chira amoxicilin.
nghiém trong d&n 6én viém md té bao. - Than trong khi diing phéi hop amoxicilin/ acid clavulanic cho bénh nhan c6 dau hiéu suy
- Nhiém khuan xwong va khérp, d3c bidt 13 viém tly xuwong. gidm chirc nang gan (xem muc Libu dung - céch dung, Chbng chi dinh va Téc dung khéng
- Nhiém khuén 6 byung. mong mubn cua thubc).
- Nhiém khuan dudng sinh duc & nir. - Céc tac dung khdng mong mubn & gan chli yu xay ra & bénh nhan nam, ngudi cao tudi va
Claminat 1000 mg/ 100 mg dy phdng nhiém khuan cho ngudri 1én sau phau thudt dudng tiéu ¢6 thé lién quan dén qué trinh didu trj kéo dai, hiém khi xay ra & tré em. Cac dAu hiéu va triéu
h6a, khoang xurong chau, dau va od, duwéng mat. chimg thudng xay ra trong hodc sau khi diéu tri mot théi gian ngén, nhung trong mét vai
LIEUDUNG - CACH DUNG: truding hop cb thé khéng rd rang cho dén vai tuan sau khi ngirng mgu trj. C4c triéu chirng nay
Liéu dung: . thuérng co thé hdi phyc. Tuy nhién, mét sb truéng hop hiém gap cac triéu chirng trén gan trés
Vigclyra chon li&u dung phy thudc vao cac yéu té sau: nén trAm trong, c6 thé tir vong, chii yéu & nhiing bénh nhan bj bénh hiém nghéo hodc dung
- Loai vi khuan va kha nang nhay cam voi chat khang khudn. (xem muc Canh béo va thén phéi hop véi thube c6 nguy co gdy nh huding dén gan (xem muc Téc dung khéng mong
trong khi diing thubc) mubn ctia thubce).
- Mirc 30 nhiém khun va vj tri nhiém khuén. - Viém @ai trang lién quan dén thubc khang sinh da dugc b4o cao & hau hét cac tac nhan
- Tubi, c&n ndng va chirc nang than cua bénh nhan. khang khu&n bao gdm ca amoxicilin vé&i mirc 3 tir nhe dén de doa tinh mang (xem muc Tac

Theo hurédng dan lidu dung bén dudn, tdng lidu hang ngay khdng vurgt qua 6000 mg amoxicilin/ dung khbng mong mubn caa thuée). Do @6, cAn tién hanh chan doan & nhirng bénh nhan ¢
600 mg acid clavulanic. Néu cAn sir dung amoxicilin liéu cao hon, khéng nén tang lidu bidu hién tidu chay trong hoc sau khi diing thubc. Néu viém dai trang lién quan khang sinh
Claminat 1000 mg/ 100 mg @& tranh sir dung lidu cao acid clavulanic khong can thiét. xay ra, can ngung str dyng phéi hop amoxicilin/ acid clavulanic ngay lap tirc, thong bao voi
Théi gian diéu trj thy thudc vao dap trng cia bénh nhan. Mét sb nhiém khudn (vi dy: viém tuy bac sT dé c6 phuong phap didu trf thich hgp. Chéng chi dinh thubc (rc ché nhu déng rudt
xuong) cAn didu tri kéo dai. Khdng nén diing thudc qua 14 ngay ma khdng kiém tra, xem xét lai trong trudrng hgp nay.

cach didu tri. (xem myc Cénh béo va than trong khi dung thube - phan diéu trj kéo dai). - Trong trudng hop didu trj kéo dai, khuyén cao nén kiem tra dinh ky chirc ndng ctia cac hé co
Nguw&i lén va tré em 2 40 kg: quan nhw chirc n&ng than, gan va hé théng tao mau.
- Didu trj nhiém khuan: . Cac truong hop hiém gap 43 dugc b4o cio gay kéo dai théi gian prothrombin khi diéu tri véi

1000 mg amoxicilin/ 100 mg acid clavulanic mbi 8 - 12 gidr hodc amoxicilin/ acid clavulanic. Nén theo déi tinh trang bénh nhan khi sir dung ddng thdi véi

2000 mg amoxicilin/ 200 mg acid clavulanic mbi 12 gid. thubc chdng déng mau. Diéu chinh lidu thubc chéng ddng mau duéng ubng (néu can) dé duy
Trurdmg hop nhiém khuén néng, liéu dung co thé tang tbi da la 2000 mg amoxicilin/ 200 mg acid tri mirc 4§ ddng mau mong mudn (xem muyc Twong tac, tuong ky cla thube va Téc dung
clavulanicmdi 8 gid. | khéng mong mudn ctia thubc). |

- Dy phong nhiém khuén trong phau thuat: il - D6bi v&i bénh nhan suy than, liéu ding nén dugc diéu chinh tiy theo mirc 40 suy than (xem
+ Phéu thust kéo dai khéng qué 1 gicr Libu khuyén cao 1a 1000 mg amoxicilin/ 100 mg acid muc Liéu diing - céch dung).

clavulanic dén 2000 mg amoxicilin/ 200 mg acid clavulanic dugc chidinh vao thdiky khot - Rat hiém trudng hop quan sat thay hién tugng tinh thé niéu & nhirng bénh nhan gidm bai tiét
APy nudc tiéu, chl yéu xay ra khi chi djnh dudng tiém. Khi ding amoxicilin véi lidu cao, cAn duy

+ Phéu thuét kéo dai trén 1 gior Lidu khuyén céo 1a 1000 mg amoxicilin/ 100 mg acid tri sy can bang gira lrgng dich dura vao va lugng nudrce tiéu bai xuat dé giam kha nang gay
clavulanic dén 2000 mg amoxicilin/ 200 mg acid clavulanic vao théi ky khdi mé, tiém lap tinh thé amoxicilin niéu. O' bénh nhan cé dat dng théng tiéu, cAn thudng xuyén kiém tra éng

lai liu 1000 mg amoxicilin/ 100 mg acid clavulanic trong qua trinh phau thuat voi toi da 3 thdng tiéu (xem muc Qué liéu va cach xirtri).

i lan trong 24 gidr. - Trong th&i gian diéu trj véi amoxicilin, nén st dung phurong phép enzym glucose oxidase khi
+ Néu o6 cac dhu hiéu nhidm khun, nén bd sung mdt dot didu tri bang dudong tiém tinh  * xét nghiém glucose trong nuéc tiéu vi cac phurong phap khac cé thé cho két qua deong tinh
mach hoac durdng ubng sau khi phau thust. gia. |
*~ | Tréeem<40kg: - Acid clavulanic trong thudc c6 thé gay nén sir gan két khdng dac hidu cia IgG va albumin [én
E_ - Liéu khuyén céo: mang té bao hdng cau, dan dén két qua duong tinh gia xét nghiém Coombs.
+ Tré emtir 3 thang tudi trd 1én: 50 mg amoxicilin/ 5 mg acid clavulanic/ kg moi 8 gid. - Pa ghi nhan két qua duong tinh gia & xét nghiém Aspergillus Platelia tir phdng xét nghiém
+ Tré em dudi 3 thang tudi hoac n&ng dwéi 4 kg: 50 mg amoxicilin/ 5 mg acid clavulanic/ kg Bio-Rad & nhirng bénh nhan str dung amoxicilin/ acid clavulanic mac di ho khdng bi nhiém
mbi 12 gio. ’ khuan bdi Aspergillus. Phan (rng chéo gitra polysaccharide va polyfuranose khdng phai la
‘ Ngwori cao tudi: Khong can diéu chinh liéu dung. ' /' Aspergillus da dugc ghi nhan khi st dung ky thut ELISA (enzyme-linked immunosorbent

Bé&nh nhan suy than: assay) dé thyre hién xét nghiém Aspergillus Platelia tir phong xét nghiém Bio-Rad. Do do, o

- Piéu chinh liéu dung dyra vao liéu tbi da clia amoxicilin. bénh nhan dang dung amoxicilin/ acid clavulanic, than trong néu xét nghiém bang phuong

- Khong cin chinh liéu 46i véi bénh nhén c6 4§ thanh thai creatinin > 30 mL/ phot. phap nay cho két qua duong tinh va nén xac djnh thém bang phuong phép chan doén khac.

- Dbi véi bénh nhan c6 dd thanh thai creatinin < 30 mL/ phat, viéc st dyng amoxicilin/ acid - M&i lo Claminat 1000 mg/ 100 mg chira khodng 62,8 mg (khoang 2,7 mmol) natri, twong
clavulanic theo ty 1& (10:1) khéng phi hgp a8 didu chinh liéu. Phdi hop amoxicilin/ acid ~ duong véi 3,1% lugng natri ti da trong khau phan &n hang ngay cla ngudi [on (2 g/ ngay)
clavulanic theo ty 1 (5:1) dugre khuyén céo sir dung cho dbi tirong nay. theo khuyén céo cia T6 chirc Y té thé giéi (WHO). '

Bénh nhan suy gan: Dung thubc thén trong va dinh ky theo dai chirc nang gan (xem myc  SU'DYNG THUOC CHO PHY NU CO THAIVA CHO CON BU:

Chéng chi dinh va Canh béo va thén trong khi dung thubc). Strdyng thubc cho phy nircé thai:

Céach ding: - Céc nghién ctru trén ddng vat cho thy thube khdng gay hai trye tiép hodc gian tiép dén kha

- Khdng dugctiém bap. nang mang thai, sy phat trién clia phoi thai/ bao thai, sy sinh n& hay sy phét trién sau khi sinh.

- Tiém tinh mach cham trong 3 -4 pht; . Céc dir liéu han ché vé viéc str dung amoxicilin/ acid clavulanic & phyu nir mang thai cho thay
- Tiém truyén tinh mach trong 30 - 40 pht. khdng lam gia tdng nguy co xuét hién dj tat bAm sinh & tré. Mdt nghién ctru don & nhirng phy
n céach m: ni¥ sinh non do v& mang i sém cho thay didu trj dy phdng véi amoxicilin/ acid clavulanic cé
. D& tranh bién chirng nhiém khuan khi tiém, phai thire hién thao tac vo tring khi pha thube. thé 1am tang nquy co viém rudt hoai tlr & tré so sinh.
DUNG D|CH SAU KHI PHA PHAI DUNG NGAY dé ngan ngira nguy co nhidm khuan. Néu - Dovay, b&nhnhan nén tranh dung thubc trong théri gian mang thai, trir khi co chi dinh clia bac
dung dich sau khi pha khéng dugc sir dung ngay thi thoi gian va diéu kién bao quan dung sT.
dich la trach nhiém cla ngudi str dung. Strdung thube cho phy ni¥cho con bu:
- Dung djch tiém tinh mach: Hoatan 1 lo thubc véi 20 mL nuéc cat pha tiém. - Amoxicilin va acid clavulanic déu bai tiét dugc qua stra me (chwa cé thdng tin vé anh hudng
- Dung djch tiém truyén tinh mach: Hoa tan 1 lo thubc véi 20 mL nuéc catphatiém, saudd clia acid clavulanic ddi voi tré bi me). Diéu nay c6 thé dan dén tiéu chay hogc nhiém nam
tiép tuc pha lodng véi dung mi pha tiém tuong hop dé dugc 50 mL dung dich tiém truyen. mang nhay & tré bu me, do d6 nén ngung cho con bu dé dam bado an toan cho tré. Kha nang
Cacdung mbi trong hgp: nhay cam cua tré dbi véi thube nén dugc xem xét.
- Nwéccatphatiém. - Amoxicilin/ acid clavulanic chi sir dung trong giai doan cho con bu sau khi dwgc bac sTdanh
- Dungdich NaCl0,9%. gia lgiich str dung va nguy co tiém an. ‘
D6 én djnh Iy héa cua dung djch tiém hogc tiém truyén tinh mach: ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
D Hich Gim Gah mach D6 6n dinh & 30°C Chuwa cb cac nghién clru vé dnh hudng cta thude 18n kha nang lai xe va van hanh may moc.
B o , Tuy nhién, mdt sb tac dyng khdng mong muédn clia thude nhuw phan (rng qua mén, chdng mat,
Nuéc cét pha tiém 1910 co giat... cd thd &nh hudng dén kha naing lai xe va van hanh may mée cia bénh nhan (xem myc
Dung djch tiém truyén tinh mach D6 6n djnh & 30°C Téc dung khéng mong mudn cla thube). Vi vay, than trong khi str dung thube cho cac doi
’ Nuwde cat pha tiém 0,5 gity . trong ndy. Néu bénh nhan gép phai cac tac dung khéng mong mudn k& trén thi khdng nén |4l
' o —  Ga&8aly 0 xe hoac van hanh may méc.
| ge i s - ol 2 TUONG TAC, TWONG KY CUATHUOC:

M6t 56 Iwu y dac biét vé xir Iy thubc trurére va sau khi s dung thudc: Twong tac cua thubc;

- Dung dich thubc sau khi pha c6 mau vang nhat dén vang rom. Thubc chéng dbng mau dang uéng: |

- Trudc khi str dyng, can kiém tra cdm quan dung djch th'uéc. Chistrdyngnéudungdichthubc  Chura ghi nhan bat ky tuong tac nao du thude chéng ddng mau dudng udng va cac khang sinh

trong sut va khéng c6 cac tiéu phan nhin thay bang mat thuong. nhém penicilin da duoc st dung rong rai trong thyc t8. Tuy nhién, trong cac y van c6 de cap
- Thubc chiding mét lan. Dung djch thubc con thira phai dugclogi bo. dén viéc tang chi sé binh thudng hba quéc té (International normalised ratio - INR) & nhirng
CHONG CHIBINH: bénh nhan ding acenocoumarol hoac warfarin ddng thai véi amoxicilin. Néu can thiet phai
- Qua méan vai amoxicilin, acid clavulanic, cac khang sinh khac thudc nhém penicilin hoac bat  dung dong thdi, nén theo doi can than thdl gian prothrombin hodc chi sd INR khi thém hoac
ky thanh ph&n nao ctia thubc (xem myc Thanh phén céng thirc thuée). giam lidu amoxicilin. Cé thé diéu chinh lidu thubc chong déng mau khi can thiét (xem myc Canh
- Tién s qué man tlre théri nghiém trong (nhw soc phan vé) vai thube khang sinh khac thubc  béo va thén trong khi dung thubc va Tac dung khéng mong mudn cua thudc).
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Methotrexal: + Bién dbi cac protein g&n penicilin (PBPs), do d6 1am gidm 4i lyc ctia chét khang khudn tai

Cac khang sinh nhém penicilin 1am gidm bai tiét methotrexat, do 6, 1am ting ddc tinh cua vitritac dung.
methotrexat . Su gidm tinh thdm cua té bao vi khuan hogc co ché bom dél thube c6 thé gay ra hodc gop
Probenecid phAn vao sy d& khang thuc cia vikhuan, d4c biét 1a & vi khuan Gram 4m.

Trénh ding dbng théri véi probenecid. Probenecid |am gidm bai tiét amoxicilin & éng than,  Phd khang khudn cuathube:
Duing ddng théri véi probenecid o6 thd Iam kéo dai ndng 46 amoxicilin trong méu nhungkhdng - Céacvi khudn thudmg nhay cam:

anh hudng dén acid clavulanic + Vi khuAn Gram dwong hibu khi: Enferococcus faecalis, Gardnerella vaginalis,
Mycophenolat mofetil: Staphylococcus aureus (nhay cam véi methicilin)', Staphylococcus spp. 4m tinh véi
O nhirng bénh nhan dang dung mycophenolat mofetil, 4 c6 bao céo vd sy gidm 50% ndng 46 coagulase (nhay cdm v&i methicillin), Streptococcus agalactiae, Streptococcus
trurdrc lidu cua cht chuydn héa cb hoat tinh acid mycophenolic (MPA) sau khi didu trj véi pneumoniae °, Streplococcus pyogenes va Streptococcus spp. tan mau nhém B khéc,
amaxicilin/ acid clavulanic. Sy thay d6i ndng 49 trurdre lidu nay c6 thé khong bidu hién ro rang nhém Streptococcus viridans. |
qua sy thay 48 v& mirc phoi nhidm MPAtSng thé. ‘ + Vi khuln Gram &m hidu khi: Actinobacillus actinomycetemcomitans, Capnocytophaga

Do 36, khang can thiét didu chinh lidu mycophenolat mofetil khi chira ¢ bang chirng 1Am sfdng
vé bién chung thai ghép. Tuy nhién, nén theo doi 1Am sang chit ché trong sudt qud trinh ding

thubc va mot thoi gian ngéin sau khi ngirng didu tri véri khang sinh. v VikhuAn ky khi: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.
Tuong ky cia thudc; | . CAcvikhudn co thd cb vAn db vb s khang thube mac phai.
Khang tron 18n thudc véi cac san phdm tr méu, cdc dich gidu protein nhu protein thiy phan + VikhuAn Gram duong hibu khi: Enterococcus faecium’,

hoac nha dich lipid | . VikhuAn Gram Am hibu khi: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae,
Khi sir dung phdi hop vé&i aminoglycosid, hai khang sinh khdng nén tron 13n véi nhau, cln sir Proteus mirabllis, Proteus vulgaris,

dung dyng cy tiém truyén va thdv gian chi dinh réng bigt do amoxicilin 1am bAt hoattdéc dyng . CacvikhuAnvbnda khang thubc:

clia aminoglycosid. | | + Vi khuln gram 4m hidu khi: Acinetobacter sp., Citrobacter freundii, Enterobacter sp.,
Amoxicilin/ acid clavulanic khdng nén trdn 1an trong dung dich glucose, dung dich chira Legionella pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp.,

spp., Eikenella corrodens, Haemophilus influonzae’, Moraxella catarrhalis. Neisseria
gonorrhoeae’, Pasteurella multocida.

dextran hodc bicarbonal. Serratia sp., Stenotrophomonas maltophilia.
Khdng pha hodc trdn 1&n Claminat 1000 mg/ 100 mg vai Céc thubc hodc dung mdi khac ngoal Khac: Chlamydia trachomatis, Chlamydophila pneumoniae. Chlamvdophi '
trir céc dung mdi dugre 3& cAp trong muc Liéu dang - céch dung. ; 4 Tove P -G yuophoa paiiac,

\ Coxiella burnetti, Mycoplasma pneumoniae.
TAC DUNG KHONG MONG MUON CUATHUOC: | . - i o
Ack gwc i it 66 hghion GLr 14m sang vA trong qui Irinh iy hénh thubc, Thn su 1: Tht ca Staphylococcus spp. dé khang véi methicilin ddu d& khang véi phbi hop amoxicilin/

acid clavulanic.
duoc xac dinh nhur sau:

2: Phbi hgp amoxicilin/ acid clavulanic c6 thd khéna th ‘ '
RA! thuong gap (ADR 2 1/10), thudmg gap (1/100 S ADR < 1/10). It g4p (1/1.000 SADR < pnoumoniae ab khang véi penicilin. ng thich hop dé didu trj Streptococcus

| 0.000), chua biét (k - L i
1/100), hiémqap (1/10.000 <ADR < 1/1.000), rat hiém gap (ADR< 1/1 ( hong 3: DA ghi nhan mot sb chang qidm d nhay ci . :
thd o lroma durorc thn sudt tr 6 li6u sBn c6) & i g glam d6 nhay cam & cac nuére thude Lién minh Chau Au véi tn
[ HE é;Gh;\ .. | TAn suét Tac dung khéng mong muén T 4:TAtcacac chiing dé khéng v&i amoxicilin theo co ché khéng qua trung gian cac enzym beta-
"Nhidm khuldn va ky sinh| Thuonggap | Nhim ném Candida trén niém mac da. ) lq(#?r:\‘ase. dg; aé khéng v&i phbi hgp amoxicilin/ acid clavulanic. |
| tring Chuabiét | Phat trién qua mirc clia c4c vi Sinh VALKhONG | o acTint: borare o oy ihién khong c6 co ché 4é khang méc phi.
| . : QCPONGHOQC:
L nhay cam véi thubc, Hap thu:
 R&i loan mau va hé bach| Hiémgap | Giam bach cu c6 hdi phyc (ké ca gidm bach | . Két qua nghién ciru duge dong hoc khi s dyng phdi hgp amoxicilin/ acid clavulanic liéu
| huyét cautrung tinh), gidm tiéu cAu | 2000 mg/ 200 mg trén nhém ngudi tinh nguyén khde manh bang dudng tiém truyén finh
| Chuabiét | M4t bach cAu hat c6 hdi phyc, thiéu mau tan ‘mach trong 30 phit nhu sau:
| huyét, kéo_ d‘ai thei gian chdy méu va thoi gian Dwoc chit Lidu Néng dé dinh T, AUC Ti 18 thu hai
{ - d prq‘th_rclrpbm £ ;. — tmﬂg binh (giey) (gir.mg/L) qua nw&c tibu
| Réiloan hé miéndjch® Churabiét | Phi Quinck's, sb¢ phan vé, hdi chirng giong trong huyét thanh (%, 0 - 6 gi®y)
bénh huyét thanh, viém mach qua man. (pg/ mL)
Rbiloan hé thAn kinh Hiémgap | Chong mat, nhirc dAu. Amoxicilin__| 2000 mg 108 £+ 21 - | 119+106 74,7
Chuabiét | Cogidt', viém mang n&ovd khuén., Acid clavulanic| 200 mg 13,9428 -7 1182430 51.4
Rbi loan mach méau Hiémgap | Viémtinh mach huyétkhéi’, Phan bé:
Rbiloan hé tibu hoa Thuomgoap | Tiéu chay. - Khoéng 25% acid clavulanic va 18% amoxicilin trong huyét tuvong lién két véi protein. Thé
| Hiémgap | Budnndn, ndn, réiloantiéu hoa. ts';r:]‘::’?z gr?\tt)‘ﬁw:‘?ntx acg":"c'"f' ',‘;‘04529 2.3 -0/4 ';”‘9 V:;:'d da(;’”'am”éic khoang 0,2 L/ kg.
. : TRY y ; moxicilin va acid clavulanic uwQc tim thay trong tai mat, mé
.l : Chua biét | Viém daitrang do khéngssnnh ' bung, da, m&, mé co, hoat dich va dich mang byng, mat va ma cla vét thurong. Amoxicilin
Rbiloan gan mat Hiémgap | TangASTva/ho3cALT". khéng phan bé nhiéu trong dich nZo tuy.
Chuabiét | Viémgan®, vangda i mat’. - Cacnghién cuu trén dong vat cho thay khdng c sy tich Iy dang ké cac chét chuyén héa clia
R&iloan da va td chirc dudri | Hiémgap | Banda, nglra, may day, hdng ban da dang. Cig- thanh P',}é” amoxicilin/ acid c!éavulanic trong mé co thé_- Gibng nhu cac khang sinh khac
da’ Churabiét | Hai chirng Stevens-Johnson, hoai tir biéu bi da 'c‘lavz‘la""?:'c%r"”' daé";f’x"z"ft‘\ act?\ ‘éh trp"é" b6 vao trong sra me. MGt lugng rét nhé acid
| nhibm ddc, viém da béng nurdrc bong vay, ngoa e ba)g ¢ phat hién trong sra me (xem myc Stz dung thube cho phy niz c6 thai
| ' ban mun mu toan than cép tinh (AGEP) ', hdi Vé icili ’é 4 claviiaricai ) , _
| ching phét ban do thubc véi chirng tng bach | - Ca amoxicilin va acid clavulanic deu duge chirng minh c6 thé di qua hang rao nhau thai (xem

cau ua acid va nhirng triéu chirng toan than muyc Strdung thubc cho phu ntr cé thai va cho con ba).
(Drug reaction with eosinophilia and systemic Chuyén héa:

symptoms - DRESS) . . Kho.éqg‘ 1 (')(r-‘ o25% c(asr;\ox:ct:iilir;‘ t::ng l(i:Iéu k?bi"d?; duéoch%éi tiét étrong nuérc tjééu duéi dang acid
Rdiloanthanvatiétniéu | Chuabiét | Viemthankeé, tinh thé nieu". gg{‘\:‘;‘oﬂ;‘;@c t?gu, phgz va" s l}a? dang"; ;’;‘f\ dk;‘z d't‘m n; "k:]‘: ul:;:g co the ngudi, dugc bai
1: Xem myc Cénh béo va thén trong khi dung thuée. Thai trie:
2: Xem myc Chéng chidinh va Cénh bao va thén trong khi dung thudc. - Amoxicilin dugrc thai trir chli yéu qua than, trong khi acid clavulanic duoc thai trir theo co ché
3:Taivitritiém. . qua than va ngoai than.
’ ;tro Ba?( gb{;n viétr: udéal) trang gia mac va viém dai trang xuat huyét (xem myc Cénh baovathan | . Phéihop amoxicilin/ acid clavulanic cé théi gian ban thai trung binh trong khong 1 giér va 46
ng khi dung thubc).

thanh thai toan phan khoang 25 L/ gi& & nhirng ngudi khde manh. Khoang 60 - 70%
amoxicilin va 40 - 65% acid clavulanic dugc thai tnr vao nudce tiéu dudi dang khdng bién ddi
trong 6 gi& dau sau khi tiém tinh mach phéi hop amoxicilin/ acid clavulanic véi lidu duy nhét

5: Tang trung binh AST va/ hoac ALT da dugc ghi nhan & nhirng bénh nhan diéu trj véi cac

khang sinh nhém beta-lactam, tuy nhién, y nghia cla nhirng phat hién nay chua dugc biét

dén.: A i ~ : S| 500 mg/ 100 mg hodc 1000 mg/ 200 mg. Cac nghién ciru khac nhau chi ra ring khoang 50 -

' 6: Tac dung khéng mong mubn nay da dugc ghi nhan & nhing bénh nhan diéu tri voi cac 85% amoxicilin va 27 - 60% acid clavulanic dugc thai tnr qua nuéc tidu trong subt 24 gid.
khang sinh nhém cephalosporin va cac thube khac nhém penicilin (xem myc Cénh bédo va Acid clavulanic dugc thai trir nhidu nhat trong 2 gior dau sau khi dung thuébe.

| than trong @/ dQng thuéf:). | - Dung ddng th&i véi probenecid cd thé 1am cham thai trir amoxicilin, nhung khong anh huedng
| 7: Ngung diéu trj véi thube néu phan (rng viém da quéa man xay ra. dén sy thai trr cOa acid clavulanic qua than.

| 8: Xem myc Qué liéu va céch xur tr. Tré em:

Théng bao ngay cho béc si hoac dwgc sinhirng phan (rng c6 hai gép phai khi sirdung - Thoi gian ban thai cia amoxicilin & tré tir 3 thang dén 2 tudi trong duwong vdi tré 16n hon va

thubec. ngudi trrdng thanh. O' tré so ' sinh (bao gdm ca tré sinh non), trong tudn dau tién sau khi chao

QUA LIEU VA CACH XU TRI: dol, khdng nén diing qua 2 1an/ ngay vi dwdmng thai trir qua than chua phat trién hoan thién.

Quaé liéu: Ngudi cao tudi:

- Céctnéu chimg trén duréng tiéu héa va rbi loan can bang nuéc - dién gidi co thé 1a bibu hién - Do ngudi cao tudi cé kha nang suy gidm chirc nang than cao hon nén cAn than trong khi lya
cua qué lidu. D4 quan sat thay tinh thé amoxicilin niéu trong mét sé truéng hop dAndénsuy  chonlidu va theo ddi chirc nang than trong subt qua trinh didu tri.

than (xem muc Cénh béo va thén trong khi dang thubce). Bénh nhan suy thén:

. Cogi&t cd thé xay ra & nhirng bénh nhan suy than hoac bénh nhan dung liéu cao. - Hé sb thanh thaitoan phan trong huyét thanh ciia amoxicilin/ acid clavulanic giam lrong &rng

- Tinh thé amoxicilin cang dwgctim théy trong cac 6ng théng tiéu, d4c biét sau khi str dyung lidu vol sy suy giam chuc nang than. Sy giam thanh thai amoxicilin rd rét hon so véi acid

cao bang duong tiém. Do doé, nén dinh ky kiém tra 6ng théng liéu (xem myc Canh bdo va clavulanic, vitil§ amoxicilin thai tnr qua dudng than cao hon. Do @9, liéu cho bénh nhan suy

thén trong khi ding thubc). th@n phai ngan ngura s tich [0y qua mdrc amoxicilin trong khi van duy tri mirc acid clavulanic
Céch xirtri; phu hop.
- Ngung st dyng thubc, didu trj cac triéu chirng trén dudéng tiéu héa va theo doi cAn bang  Bénh nhan suy gan:
nwéc—dién giai. - CaAndung thudc than trong va theo ddi chirec ndng gan dinh ky.
- Cb thé loai bd amoxicilin/ acid clavulanic ra khéi tudn hoan bang phuong phap thAm phan  QUY CACHDONG GOI:
mau. ; HOp 0119 x 1,1 gamoxicilin va acid clavulanic;
DAC TINH DUQC LUC HOC: Hop 1010 x 1,1 g amoxicilin va acid clavulanic,
Nhém dwere ly: Phbi hop khang sinh nhém penicilin véi chat (re ché men beta-lactamase. DIEU KIEN BAO QUAN:
MaATC: JO1CRO2. Khéng qua 30°C, tradnh &m va anh sang.
Co ché hoat dong: HAN DUNG:

- Amoxicilin 14 khang sinh ban tong hgp thudc nhém penicilin (khdng sinh beta-lactam), (rc 24 thang k& tir ngay san xuAt.

ché mét hoac nhiéu enzym (thudng dugce goi la protein gan penicilin - PBP) clia qua trinh ~ TIEU CHUAN CHAT LUQNG CUATHUOC:
sinh tbng hop peptidoglycan, la mét thanh phan cta thanh té bao vi khuan. Sy trc ché ténz Tiéu chuan chat lwgng: BP (Dugc dién Anh)
hop peptidoglycan dén dén sy suy yéu cla thanh té bao, vi khuan ty ly giai va lam chét t

bao. Amaxicilin dé bj phé hiy béi cac enzym beta-actamase va do dé phd an o

amoxicilin don tri liéu khéng bao gbm nhirng vi khuén sinh cac enzym nay. | i S

- Acid clavulanic 18 mdt beta-lactam, c6 lién quan v& mat chu trac véi cac ponlcllln: Acid
clavulanic ¢ kha nang (rc ché cac enzym beta-lactamase va do d6, ngan ngua sy bt hoat

abi véri amoxicilin. Acid clavulanic don tri liéu khéng c6 tac dyng khang khuan trén lam sang.

Méi lien quan dwec ddng hoc! duwge lyc hoc (PK/PD): Thoi gian nbéng dd khang sinh duy tri

TKS0061P-1/04

At W loe y

& mrc cao hon nbng 46 (rc ché t8i thiéu (T > MIC) 1a théng s6 chinh thé hign tac dyng cla IMWHARM
amoxicilin. Co s& san xuét:
Coché dé khang: it O YL ' Chinhanh 3 - CONG TY CO PHAN DUQC PHAM IMEXPHARM tai Binh Dwong.
- Hai co ché chinh cta vi khuén dé khang véi phdi hgp amoxicilin/ acid davular)lc: S6 22, duéng sb 2, KCN Viét Nam - Singapore Il, phuéng Hoa Phu,
+ BAt hoat thubc do cac beta-lactamase khéng bj (rc ché béi acid clavulanic, bao gbm cac TP. Thi Dau Mét, tinh Binh Duong.

beta-lactamase lop B, C,D. Hotline: 1800 555 535 Email: Imp@imexpharm.com




