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AOX 8T RS,

TO HUGNG DAN SU DUNG THUOC

Curam QuickTabs 625 mg Vién phan tin
Hoat chit: Amoxicilin/ acid clavulanic

Thubc nay chi ding theo don cia béc sy

DPoc ky huéng din sir dung truée khi ding

Dé xa tam tay tré em

- Giir lai toa huéng dan sir dung nay, ban ¢6 thé can doc lai no6.

- Néu c6 cau héi nao khac, hay héi bac sy hay dugc sy cia ban.

- Thubc nay dugc ké don cho c4 nhin ban, khong nén ap dung né cho nguoi
khéc. Piéu nay c6 thé gy hai cho ho mic di cac tridu chimg cta ho ciing
gidng nhu ctia ban.

- Néu gip bt ky tac dung phu nao nghiém trong hay chua dugc liét ké trong
t& huéng din sir dung nay hay thong bdo cho béac sy hay duge s¥. / (("(

DUQC LUC HQC

Nhém dwoe ly: Khang sinh nhém penicilin, két hop chit trc ché men beta-lactamase. i
Mi ATC: J01CRO02 ‘

Co ché hoat dong

Amoxicilin 1a mdt penicilin ban téng hop (khang sinh nhom beta-lactam) trc ché mot
hodc nhleu enzym (thudng duoc goi 1a cac protein gin penicilin, PBP) trong qua trinh
sinh tdng hop peptldoglycan cua vi khuan, l[a mot thanh phan cau trac khong the thiéu
cla thanh té bao vi khuan Uc ché tong hop peptidoglycan dan dén lam suy yéu thanh
té bio, thuong dan dén té bao bi ly giai va b chét. _
Amoxicilin dé bi phan hiiy béi men beta-lactamase dwgc tao ra bai nhitng vi khuén dé
khéng, vi thé, ph6 khang khuén ctia amoxicilin khi ding don doc khong c6 tac dung
dbi véi nhitng vi khudn san sinh ra cac enzym nay.

Acid clavulanic la c6 cdu triic beta-lactam gan giéng voi penicillin. N6 v6 hidu hoa
mot sb enzym beta-lactamase, nho thé ngdn chin sy vé hiéu héa amoxicilin. Acid
clavulanic ding don doc khéng cho thiy tac dung khang khuén hitu hiéu vé& mat 14m
sang.

Tu’u’ng quan dwgc dong hoc/ duge lyc hoe

Thoi gian trén nong d6 e ché tdi thiu (T>MIC) duge coi 1a yéu td quyét dinh hiéu
qua cua amoxicilin.

Co ché dé khang
C6 hai co ché dé khang chinh v6i amoxicilin/ acid clavulanic la:
- Bét hoat bdi men beta-lactamase ctia nhitng vi khuén ma khong phai tu ban than
chting bj trc ché béi acid clavunalic, bao gdm nhom B, C va D.
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- Thay ddi cac PBP, trong d6 giam mdi lién két gitra yéu t6 khang khuén va dich.

Kha néng chong thiAm ctia vi khudn va co ché bom ra ngoai ¢6 thé dan dén hodc g6p

phan vio sy d& khan cia vi khuén, dac biét & vi khudn Gram am.

Pitm ngwdng

biém ngudng MIC ciia amoxicilin/ acid c¢lavulanic theo Uy ban Chéau Au vé Kiém tra

d6 nhay cdm véi tinh khang khuén (EUCAST)

Vi khuéan Ngudng nhay cam (mcg/ml)
Nhay cam Trung gian | Dé khang

Haemophilus influenzae’ - - >}
Moraxella catarrhalis’ <1 - > ]
Staphylococcus aureus’ <2 - i
Staphylococci coagulase Am tinh® <0.25 >0.25
Enterococcus' <4 8 > 8
Streptococcus A, B, C, & <0.25 - > (.25
Streptococcus pneumoniae’ <035 1-2 »2
Enterobacteriaceqe”’ <8 - > 8
Vi khuan ky khi Gram duong ' <4 8 > 8
Vi khuan ky khi Gram duong | <4 8 > 8
Ngudng khong lién quan dén loai' <2 4-8 > 8

' Gia tri bao cao dwa trén nong d¢ cia amoxicilin. Vi muc dich kiém tra do nhay cam,

nong dd cua acid clavulanic acid duge ¢ dinh & liéu 2 mg/l.
2Gia tri bdoe cao dya trén nong d¢ cua oxacilin.

* Gia tri ngudng trong ban dua trén ngudng cia ampicilin.
*Nguong dé khang cia R > 8 mg/l dam béo ring tit ca cdc phan 1ap vdi cac co ché dé

khang dugc bédo cdo 1a khang.

’ Gi4 tri ngudng trong bang duwa trén ngudng cia benzylpenicilin.

Ty 18 khang c6 thé khac nhau vé mit dia 1y, voi thod gian cho cac lodi duge lua chon,
va thong tin & co s vé sir dé khang duoc mong doi, dac biét khi diéu tri nhidm khuén
nang. Khi cin thiét, chuyén gia tu vin nén tim hidu ty 18 khang tai co s¢, ma theo do

con nghi ngd su thiét thire cia thdng tin ndy & it nhit mét sb loai nhidm khuén.

Cic loai nhay ¢Am phd bién
Vi khuén ky khi Gram dwong
Enterococcus faecalis
Gardnerella vaginalis

Staphylococcus aureus (nhay cam methicilin)®

Staphylococei coagulase m tinh (nhay cam methicilin) *

#



Streptococcus agalactiae

Streptococcus preumoniae’

Streptococcus pyogenes va céc beta-haemolytic streptococci kKhac
Nhom Streptococcus viridans

Vi khuén ky khi Gram 4m

Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzae
Moraxella catarrhalis
Pasteurella multocida
Vi khuan ky khi
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

2

Loai c6 strc dé khang c6 thé 1a vin dé
Vi khuén ky khi Gram dwong
Enterococcus faecium®

Vi khuén ky khi Gram 4m
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Vi khuén tw khing

Vi khuén ky khi Gram am
Acinetobacter sp.
Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia
Vi khuén khac
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$D("J nhay cam trung gian tu nhién khdng cé mait co ché khéng dat dugc.



“Tét ca Sraphylococci dé khang methicilin la khang v6i amoxicilin/acid clavulanic
'Streptococcus preumoniae hoan toan nhay cam véi penicilin ¢6 thé duoc diéu tri voi
amoxicilin/ acid clavulanic. Cac vi khuan cho thay bét ky mirc do giam nhay cam vdi
pemclhn khéng nén didu tri vdi ché phdm nay (xem muc 4.2 va 4.4)

“Céc chiing gidm nhay cam duge béo cdo & mdt sé nude Chau Au véi tn xudt cao hon
10%.

DUQC DPONG HOC

Hap thu:

Amoxicilin va acid clavulanic hdp thu tdt qua dwong tiéu hoa sau khi udng. Ca hai dat

nong dd dinh trong huyét thanh sau gén 1 gio. Khong co sg tich lily amoxicilin va acid
clavulanic ¢ nhitng ngudi khdée manh khi dung lidu 13p lai. Su két hgp cia amoxicilin

va acid clavulanic khong anh hudng dén hip thu cta timg hoat chét. Sinh kha dung
dudng uong cua amoxicilin khodng 90% va ctia acid clavulanic khoang 60-70%.

Phdn bé: , 0.
Thé tich phan b6 (Vd) khoang 25%. 7y
Ca amoxicilin va acid clavulanic déu di vao dich ciia co thé (phbi, dich mang phdi, |
dich tai gifta, dich xoang mili, amidan, nude bot, dich phé quan, dich mang bung, gan,

tai mét, tuyén tién 1iét, tr cung, budng trimg, co, hoat dich). Néng db cao trong nude

tiéu.

Amoxicilin va acid clavulanic qua hang rao nhau thai va mdt lugng nhd vio sita me.
Amoxicilin va acid clavulanic déu khong gén nhidu véi protein [uc dau 1a 17% téi 20%

sau d6 12 22 dén 30%.

Chuyén hoa:

Amoxicilin chi chuyén hoéa mét phan. Amoxicilin thai telr khoéi co thé chi yéu & dang

khéng déi, acid clavulanic chuyén hoéa hoan toan.

Thai trie:

Thoi gian ban thai ctia amoxicilin [a 78 phit va ciia acid amoxicilin 14 tir 60 dén 70

phit.

Ca amoxicilin va acid clavulanic déu thai trir qua nuéce tidu, amoxicilin chi yéu thai

trir & dang khong ddi, acid clavulanic chuyén héa mét phan, Ca hai thanh phin déu co

thé loai khoi co thé bang thim tdch mau, va mét lugng nhd qua tham phin mang bung.

1. Chi dinh

Curam QuickTabs 625 mg duge ding dé diéu tri cac nhiém khufn gdy ra boi cac vi

khuan nhay cam:

- Nhiém khuin dudng ho hz’ip trén (bao gdm ca viém tai, viém mii, viém hong)

- Nhi&m khudn dudng hd hap dudi (viem phé quan, viém phdi).

- Nhiém khuidn dudng tiét nidu (vidm bang quang, viém niéu dao, viém than-bé
than).

- Nhiém khuin phu khoa

- Lau



- Nhlem khuan da va mé mem (4p xe da, viém mé té bao, nhidm khudn vét thuong
bao gom ca nhiing vét cin do dong vat hodic ngudi).

- Nhiém khuén xirong khép

- Viém duong mét, viém t0i mat

- Hacam

- Nhiém khudn ring miéng

- Nhiém khuin 6 bung hodic bdi nhidm 6 bung hau phau.

s Mot s6 nhiém khudn Gram (+), Gram (-) va khuan ki khi nhay cam véi thube.

2. Chong chi dinh

Tién st ¢6 phan tmg qud mén tirc thi ning (vi du sbéc phan vé&) ning véi bit ky

khéng sinh nao thudc nhém beta-lactam.

- Pia timg ¢6 vAn dé vé& gan hoic vang da khi dung khang sinh amoxicilin/acid

clavulanic (Xem phin TAC DUNG KHONG MONG MUON)

3. Canh bao va thén tron )
2 Trudce Ighi bat dau diéu tri bang amoxicilin/ acid clavulanic, phai ti€n hanh diéu
tra cAn thin vé cac phan tng qua man trir¢e do voi penicilin, cephalosporin hodc cac

[y

thube khac thude nhém beta-lactam (xem phin CHONG CHI DINH va TAC DUNG / e

KHONG MONG MUON)

- P4 ¢6 bao céo vé nhitng phan ing qui min (dang phan v&) nghiém trong va doi
khi gdy tir vong & nhitng bénh nhan dang diéu tri bang penicilin. Cac phan tng nay cé
nhiéu kha ning xiy ra hon & nhitng ngudi ¢6 tidn st qui man véi penicillin va nhitng
ngudi ¢6 co dia di tng. Néu mdt phan tng di Gng xay ra, phai ngung didu tri véi
amoxicilin/ acid clavulanic va thiét 1ap diéu tri thay thé thich hop.

- Trong truedmg hop chirng minh dige nhidm khuén 13 do cac sinh v4t nhay cam
v§i amoxieilin, nén xem xét dé chuyén tir amoxicilin/ acid clavulanic sang amoxicilin
theo su huéng dan chinh thie.

- Co gift ¢ thé xay ra & bénh nhan bi suy chirc nang thin hodc & nhing ngudi
dang ding liéu cao (xem phan TAC DUNG KHONG MONG MUON).

- Nén tranh sir dung amoxicilin/ acid clavulanic néu nghi ng® bi bénh tang bach
cAu don nhan nhiém khudn vi sy xudt hién ban dang sdi timg lién quan véi tinh trang
nay sau khi sit dung amoxicilin,

- Sir dung ddng thdi véi allopurinol trong thoi gian didu tri véi amoxicilin ¢6 thé
lam tang kha néng bi cdc phan tng di rng da.

- Sir dung thube kéo dai doi khi c6 thé dan dén sw phat tridn qua muc vé cac sinh
vat khong nhay cam.

- Sir xuét hién ban d6 toan than cé sbt 1ac bat dau didu tri két hop v mun mu ¢o
thé 1a mot triGu chimg cta ngoai ban mun mu toan than cép tinh (AGEP) (xem phéin
TAC DUNG KHONG MONG MUON). Phin tng nay doi hoi phai ngung ding
amoxicilin/acid clavulanic va chdng chi dinh ding bit cit dang amoxicilin nao sau dé.

- Can thdn trong khi dung amoxicilin/ acid clavulanic ¢ nhitng b¢nh nhén cé bang
chiing vé suy gan (xem céc phan LIEU LUGNG VA CACH DUNG, CHONG CHI
PINH VA TAC DUNG KHONG MONG MUON),




- Dd ¢6 bao cdo cac phan tmg phu vé gan, chu yéu & nam gidi va ngudi cao tudi,

c6 thé lién quan véi dleu tri kéo dai. Rét hiém khi c6 bdo cdo vé nhitng phan Gng phy
ndy & tré em. Trong tit ¢ cic nhém dbi twong nghién cdu, nhiing ddu hiéu va triéu
chimg thudng xay ra trong thoi gian diéu tri hodc mdt thoi gian ngin sau khi didu tri,

nhung mét sO truong hop xay ra khong rd rang cho dén vai tudn sau khi ngung diéu tri.

Nhitng triéu chirng nay thudng co thé hoi phue. Cac phan Ung phu vé gan c6 thé ning
va trong mdt s6 trudng hop cue ky hiém gip da c6 béo cao vé tir vong. Nhimg truong
hop nay hdu nhu luén ludn xay ra trén nhitng bénh nhén ¢ bénh nghiém trong sin tir
trude hogc dang ding ddng thoi voi cée thube ¢ kha ning gay cac phan Gng phu trén
gan (xem phin TAC DUNG KHONG MONG MUON)

- Viém dai trang lién quan v&i khang sinh d3 dugce bao cao véi gin nhu tit ca cac
thubc khéng khuén va d6 ning c6 thé trong pham vi tr nhe dén de doa tinh mang (xem
phan TAC DUNG KHONG MONG MUON). Vi vdy, diéu quan trong 1a xem xét chén
do4n ndy & nhitng bénh nhan bi tiéu chay trong hodc sau khi dung bat ky khang sinh
n&o. Néu viém dai trang lién quan véi khang sinh xay ra, phai ngiing ngay amoxicilin/
acid clavulanic, hoi ¥ kién bac si va bit ddu mot trj liéu thich hop. Chéng chi dinh
ding cac thube 1am gidm nhu dong rudt trong tinh trang nay.

- Can danh gia dinh ky cac chirc ning hé théng co quan, bao goém chirc ning
thin, gan va co quan tao mau trong thoi gian didu tri kéo dai.

- P ¢6 bao co hidm giip v& su kéo dai thoi gian prothrombin & nhirng bénh nhén
dang sir dung amoxicilin/ acid clavulanic. Can theo ddi thich hop khi thudc chdng
déng duge ké don déng thdi. Cé thé cdn didu chinh liéu cua thude chéng déng dung
dudng uong dé duy tri nong 4o thude chdng déng mong mubn (xem cdc phin TUONG
TAC THUOC VA TAC DUNG KHONG MONG MUON).

- 9] bénh nhan suy than, nén diéu chinh liéu dung theo mirc dd suy than (xem
phan LIEU LUGNG VA CACH DUNG).

- O bénh nhan ¢6 lugng nude tleu giam, trong nhimg truong hop rat hiém gip da
quan sat thay tinh thé niéu, chi yéu khi didu tri bang duong tiém. Trong khi ding
amoxicillin liéu cao, nén duy tri luong dich dua vao day da va luong nude tidu thai ra
dé giam kha ning xuét hién tinh thé amoxicilin niéu. O nhitng bénh nhén cé dit dng
théng bang quang nén duy tri kiém tra déu dan tinh trang thong sudt (xem phin QUA
LIEU).

Anh leong t6i cde xét nghiém.

Néu ban s& tién hanh mét sb x4t nghiém cén nhé k¥ ring Curam QuickTabs 625 mg ¢d
thé lam sai léch két qué xét nghiém . Thubc ¢6 thé gay két qua duong tinh gid & mét sb
xét nghigm mau va nude tiéu.

Trong qué trinh didu trj v6i Curam QuickTabs 625 mg nén udng nhidu nwde hon mure
binh thudng.

Xét nghiém méau va nude tidu: Trong thoi gian diéu tri béng amoxictlin, nén ding
phwong phap glucose oxidase enzym bat cir khi ndo cin kiém tra su hién dién cia

glucose trong nuée tidu vi két qua duong tinh gia ¢6 thé xay ra voi phuong phép khong
diung enzym.

/%4



Sur hién dién clia acid clavulanic trong amoxicilin/acid clavulanic ¢ thé gay ra su gﬁn
két IgG va albumin khong dic hiéu béi mang hdng ciu din dén thir nghiém Coombs
duong tinh gia.

b3 cé bdo cdo vé& két qua xét nghidm dwong tinh, khi st dung xét nghiém Platelia
Aspergillus EIA cua Bio-Rad Laboratories & nhitng bénh nhén dang ding amoxicilin
/acid clavulanic 13 nhiing ngudi sau d6 duge nhén thiy khong bi nhidm Aspergillus.
Phan tmg chéo vé&i cic polysaccharid khong Aspergillus va polyfuranose véi thi
nghiém Bio-Rad Laboratories Platelia Aspergillus EIA dd dugce bao cao. Vi vay, nén
xem xét mot cach thén trong céc két qua thir nghiém duong tinh & bénh nhan dang
ding amoxicilin/acid clavulanic va can x4c nhén bang nhimg phuong phap chin doén
khic.

Phu nit co thai va cho con bu:

Phu nir ¢6 thai

Cac nghién ctru trén dong vat khong cho thé"‘ty cic tac dung c¢6 hai truc tiép hodc gian
tiép dbi voi thai ky, su phat trién ctia phoi/thai, su sinh dé va phat trién sau sinh (xem
phin CAC DU LIEU AN TOAN TIEN LAM SANG). Cac dit liéu cdn han ché vé viéc
st dyung amoxicilin/acid clavulanic trong thai ky & ngudi khong cho thiy tdng nguy co
di tat bam sinh. Trong mét nghién clru don trén nhitng phy nir v& mang 61 sém trude /
ky sinh, d& c6 béo cdo 1a diéu tri dy phong vdi amoxicilin/acid clavulanic ¢6 thé lam
tdng nguy co viém rudt hoai to & tré so sinh. Nén tranh str dung thude trong thai ky, trir
khi duge béc si cho 12 ¢in thiét.

Phu nit cho con bt

Ca hai chit nay ddu dugc bai tiét qua sita me (chua 16 cac tac dung cia acid clavulanic
dbi véi tré duge nudi bang stra me). Do d¢, ¢6 thé gip tiéu chay va nhidm ndm niém
mac & tré duge nudi bing sira me, vi viy c6 thé phai ngimg viéc nuéi con bing sira me,
Amoxicilin/acid clavulanic chi nén sit dung trong thoi gian cho con bt sau khi dugc
bac si didu tri danh gia loi ich so v6i nguy co.

Anh hieong 1én i xe vé vdn hanh mdy maoc:

Chua ¢6 nghién ctru ndo dugc thyc hién vé tac déng trén kha nang lai xe va vén hanh
may méc. Tuy nhién, cé thé gdp cac tac dung khong mong muén (vi dy phan ng di
ung, chong mit, co gidt), co thé anh hudng dén kha ning lai xe va vén hanh may méc
(xem phin TAC DUNG KHONG MONG MUON). Do d6 khong 14i xe hay van hanh
mdy moc trong thoi gian ding thuoc

Thong tin quan trong vé mot 56 thanh phan cua thudc:

Thudc chira kali, khéng t6t cho bénh nhan cin in it kali, ting kali mau. Mdi vién chira
25 mg (0,63 mmol) kali.

Dung dudng udng cé thé gay réi loan dudng tiéu hoa.

Curam QuickTabs 625 mg cé chira aspartam, mdt ngudn phenylalanin, chiing cé hai
cho nhitng ddi twong bi ceton nidu. Mbi vién chira 6,5 mg aspartam.

4. Liéu lwgng va cach dung
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Phéi dung Curam QuickTabs 625 mg theo ding chi din ctia bac s§. Néu cin thém
thong tin hay héi bac s§ hodc dugce s§.

Béc sy s& x4c dinh lidu diing cho ban. Khong duoc tr y didu chinh lidu.

Vién nén Curam QuickTabs 625 mg dé pha hdn dich duoc géi trong vi chua 2 vién.
Trude hét chia vi ra thanh 2 theo dudng chia trén vi. Béc & goc tam gide c6 mau va
kéo theo chiéu chi din ctia miii tén. Khong nén 4n dé 14y vién thudc ra khoi vi.

Hinh 1 Hinh 2 Hinh 3

Hoa mdi vién thude vao 1/2 cbe nuée, khudy déu trude khi udng. Ban c6 thé dit vién
thude vao miéng cho nhanh tan ra sau d6 nudt.

pé giam thiéu tac dung bt lgi trén dwong tiéu héa, dung thude ngay trudce bira in.

Nén ubng thudc v6i mot lugng 16n nude dé tranh kha nang tao soi than.

Khong ngimg thude trude thdi gian bac s§ chi dinh, mic d ban da thdy kha hon. Néu
ban ngung sir dung thubc trude thoi glan chi dinh, bénh c6 thé tai phat va nang hon.
Tuy nhién néu sau khi diéu tri ma van khong do, hay dén bac sy dé kidm tra.

Vi dang bao ché ciia thube khong hd tro cho viée chia liéu chinh xéc cho tré em cé
cin ning dwéi 40 kg, nén thude chi ding cho nguoi 16m va tré em cAn ning lém
hon hodc bang 40 kg.

D&i v6i ngudi 16n va tré em c6 can ning trén 40 kg, liéu 1a 1500 mg amoxicilin va 375
mg acid clavulanic/ ngay. Néu cin lidu amoxicilin hang ngay cao hon, khuyén céo nén
chuyén sang sir dung ché phdm khac dé tranh dung nap méot lwong 16n khong cin thiét
acid clavulanic.

Thoi gian didu tri dwa theo dap tmng cia bénh nhin. Mot sé nhim khudn ning (nhu
viém tiy xuong) doi hoi thoi gian diéu tri dai hon. Piéu tri khong nén vuot qua 14
ngay ma khong tai kham.

Liéu nguoi l6m:Liéu uong thong thuong cia amoxicilin/ acid clavulanic ¢ ngudi 16n
cho céc chi dinh 1a 1 vién 500 mg (chira 500 mg amoxicilin va 125 mg acid clavulanic)
x 3 1an/ ngay



Ha cam

Ubng lidu 500 mg amoxicilin va 125 mg hodc 250 mg acid clavulanic mai § gio trong
7 ngay, thoi gian diéu tri trung binh cdc vet loét 1a 6,5 — 11,4 ngay va hét sung hach
bach huyét trong 4 tuan.

Ldu do N.gonorrhoeae sinh penicilinase hodic khong sinh penicilinase
Li¢u don chira amoxicilin (3 g) va acid clavulanic (125-500 mg) ket hgp ho#c khong
két hogp vai probenecid udng (1g).

Liéu tré em
Tré em c6 cén ndng trén 40 kg udng liéu thong thudng amoxicilin/ acid clavulanic nhu
clia ngudi [6n.

Liéu trén bénh nhin suy gan va suy thin

Khi ¢6 tén thurong than, phai thay ddi liéu va/hodc sé 14n cho thube clia amoxicilin/
acid clavulanic dé dép tng véi mixc do tbn thwong than. Néu d6 thanh thai creatinin
Ién hon 30 ml/phut, khéng can didu chinh lidu. Néu do thanh thai creatinin 12 15-30
ml/phat: liéu théng thudng cach nhau 12-18 gid/ 1an. Néu do thanh thai creatinin 5-15
ml/phut, 1idu théng thudng cach nhau 20-36 gid/ 1an. Néu d6 thanh thai creatinin dudi
5 ml/phut: liéu thdng thudmg cdch nhau 48 gio/ lan.

/

Néu chay thdn nhéan tao, cho 1 vién §00 mg (chtra 500 mg amoxictlin va 125 mg acid
clavulanic) gifta thoi gian moi 18n tham phén va thém 1 vién 500 mg sau moi 1an tham
phan.

Bdng: Liéu nguoi 16w va tré em 2 40 kg trong suy than

P6 thanh thii creatinin Liéu

D6 thanh thai creatinin > 30 mlU/phut | Khong céan didu chinh lidu

D6 thanh thai creatinin: 10-30 ml/ phat | 500 mg/125 mg x 2 ldn/ngdy

D§ thanh thai creatinin < 10 ml/phit 500 mg/125 mg x 1 1an/ ngay

Chay than nhan tao 500 mg/125 mg/24 gid, thém 500
mg/125 mg gitra thoi gian madi 1an thAm
phén, nhic lai sau m&i 1an thAm phan (vi
ndng d6 huyét thanh cia ca amoxicilin
va acid clavulanic déu bi giam)

Trén bénh nhén suy gan, ¢én than trong khi st dung va kiém tra chirc ning gan dinh ki
(xem muc 4.3 va4.4).

5. Qua liéu
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Khi qua lidu, phan 16n bénh nhén diéu tri co triéu ching. Mot sb truong hop ¢ biéu
hién r6i loan tiéu hoa gbébm dau bung va dau da day, ndn, ti€u chay, phat ban da, ting
man cam hodc chong mit, hodc nhay cam than kinh co, co giét tuong ty nhu con co
giat trong bénh dong kinh. P4 ¢6 bao cdo vé séi than do amoxicilin ddn dén suy than.
Khi qué liéu cin ngung dung thube va diéu tri triéu chimg. Bénh nhan cén dugc theo
ddi va c6 nhiing bién phap hd tro thich hop. Néu méi bi~ng6 ddc (trong vong 4 git) va
khong ¢6 céac chong chi dinh, bénh nhéan can dugc lam rong da day bang cach nén hodc
rira da day va ding than hoat tinh dé giam hip thu. C6 thé lam giam nong dd coa
amoxicilin va acid clavulanic bang thim tach mau.
6. Tac dung khong mong mudn

“Théng bdo cho bdc sy nhitng tdc dung khong mong muon

gdp phdi khi sir dung thuée”

Céc phan mg phu cia thude (ADR) da dugc béo cdo thuong gip nhat 1a tiéu chay,
budn ndn va nén.
Céc phan ng phu ctia thude tir nhitng nghién ctru 1am sang va theo doi hau mai da
dugc phan loai béi MedDRA theo nhom hé co quan dugc liét ké dudi day.
Cac thudt nglr sau déy dugc sur dung dé phan loai tan xut ctia tic dung khong mong
muodn.

, %
Rat thuong gap (=1/10) / %é '
/

Thuong gap (21/100 dén <1/10)

ft gap (=1/1.000 dén <1/100)

Hiém gap (=1/10.000 dén <1/1.000)

RAt hiém gap (<1/10.000)

Khong rd (khong thé wéc tinh tir cac dit liéu hién c6)

Nhiém khuén va nhiém ndm
Nhiém ndm Candida ¢ da va niém mac Thuodng gip
Phat trién qud mirc vi sinh vat khong nhay cam Khong rd

Réi loan mau va hé bach huyét

Giam bach cau c6 hdi phuc (bao gdm giam bach cdu Hiém gép
trung tinh)

Giam tiéu cu Hiém gap |
Miét bach cau hat c6 hdi phuc Khong rd |
Thiéu mau tan huyét Khéng rd
Thoi gian chay méu va thoi gian prothrombin kéo dai ' Khong rd

Rébi loan hé mién dich'®
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Phii than kinh mach Khong rd
Phan vé Khong rd
Hoi chitng giéng bénh huyét thanh Khong rd
Viém mach qua man Khong rd
R6i loan hé than kinh

Choéng mat it gap

Nhte dau It gap

Co giat? Khéng ro
Réi loan tiéu héa

Tiéu chay Thuodng gip
Budn nén Thuong gip
Non Thuong gép
Kho tidu it gip

Viém dai trang do khang sinh’ Khong rd
Roi loan gan mit

Tang AST vi/hogc ALT’ it gap

Viém gan® Khong rd
Vang da (r mat° Khéng rd
R6i loan da va mé duéida’

N&i ban da It gap
Ngura it gap

Nbi mé day It gip

Ban doé da dang Hiém gap
Hdi chirng Stevens-Johnson Khoéng rd
Hoai tir da nhiém doc Khong rd
Viém da béng nude tréc vay Khoéng rd
Ngoai ban mun mii toan than cap tinh (AGEP)’ Khong rd
Roi loan thin va tiét niéu

Viém than ké Khong ro
Tinh thé nigu® Khong 15

* Xem phan THAN TRONG
? Xem phan THAN TRONG
3 Tai chd tiém

* Bao gdm ca viém dai tring méang gia va viém dai trang xuét huyét (xem phan

THAN TRONG)

> Da ghi nhén tang trung binh mirc AST va/hoic ALT & nhitng bénh nhan diéu
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tri bing cdc khang sinh nhém beta-lactam, nhung chua ré y nghia ciia nhitng
ghz’lt hién nay.
Nhitng phan Ung nay di dugc ghi nhén v&i cac penicilin khiac va

cephalosporm (xem phan THAN TRONG).

" Néu bit ky phan {ng viém da qui mén nao xdy ra, phai ngung diéu tri (xem
phin THAN TRONG).
¥ Xem phan QUA LIEU
? Xem phén THAN TRONG
' Xem phin CHONG CHI BINH va THAN TRONG

7. Twong tic thube:

Hay thong bdo cho béc s§ hodc duge sy cac thude ma ban dang ding hodc méi dung
gz"in day ké ¢4 cac thude khong ké don, thude tir thao duoc hodc thuce phém chire ndng,
vi khi sit dung ddng thoi ¢6 thé anh hudng t6i hiéu lue cha thube.

Thude chéng déng dang ubng

Trong thuc tién, cac thudc chdng dong dang udng va khang sinh penicilin d& dwge sir
dung mét cach rong rdi ma khong c6 bao cdo nao vé tuong tac thue. Tuy nhién trong
y van ¢o6 nhitng truomg hop ting ty sb chudn héa qudc té (INR) & nhitng bénh nhén
duge didu tr bilng acenocoumarol hodc warfarin va duge ké don mét liéu trinh
amoxicilin. Néu can s dung ddng thoi, nén theo doi cin than thoi gian prothrombin
hodc INR véi sy cong thém hodc ngimg amoxicilin. Ngoai ra, ¢6 thé cdn diéu chinh ,.
lieu thubc chéng dong dang ubng (xem cic phian THAN TRONG va TAC DUNG /(’ 778
KHONG MONG MUON),

Probenecid

Khong duge st dung dbng thdoi véi probenecid. Probenecid lam giam bai tiét
amoxicilin & bng than. Str dung ddng thoi voi probenecid ¢6 thé dan dén tang kéo dai
ndng dd amoxicilin trong mau, ma khéng phai nong do acid clavulanic.

Dung ddng thoi véi cac thude tranh thai duomg udng c6 thé lam giam hiéu qua tranh
thai.

Methotrexat

Penicilin ¢6 thé lam gidm bai tiét methotrexat, lam ting nguy co doc tinh.

Str dung Curam QuickTabs 625 mg véi thike dn va doé uébng:

C6 thé ding Curam QuickTabs 625 mg cung hodc khong cuing voi thire an.

Néu ban thudng xuyén gip phai vin dé vé da day khi ding thube nay, nén ding thude
ngay truéce bita an.

Trong qua trinh diéu tri véi Curam QuickTabs 625 mg nén dung nhiéu nude hon mirc
binh thudng.

8. Bao quin va han dung
Béo quén trong bao bi kin dudi 30°C.
Han dung: 36 thang ké tir ngay san xuat

1.2



9. Thanh phén

M3i vién nén chira 875 mg amoxicilin du6i dang mudi amoxicilin trihydrat va 125 mg
acid clavulanic dudi dang muébi kali clavulanat.

T4 duge: Huong hoa qua, bot cam ngot, aspartam, colloidal anhydrous silica, sit oxid
(vang) E 172, talc, ddu thau dau hydrogen hoa, silicified cellulose vi tinh thé.

10. Céc dit liéu an toan tién IAm sang:

Cac dir liéu phi lam sang khong cho thdy nguy co dic biét nao dbi véi nguoi dya trén
céc nghién ciu v& dugce 1y an toan, doc tinh gen va doc tinh d6i véi sinh san.

Nhimg nghién ctru vé doc tinh khi ding liéu lgp lai thuc hién trén ché véi
amoxicillin/acid clavulanic cho thay c6 su kich ang da day, ndn va ludi doi mau,

Céc nghién ctu vé tinh gly ung thu chua dugc tién hanh véi amoxicilin/acid
clavulanic hodc nhitng thanh phén cta thudc.

Pong goi: Hop 7 vi x 2 vién

Tiéu chuin: Nha sin xuét

Ngay duyét ndi dung t& huéng dan sir dung: 18/09/2013

Nha san xuit:
Lek pharmaceuticals d.d., {/ é/[

Perzonali 47, S1-2391 Prevalje, Slovenia
Hexal AG
| Industriestr. 25
83607 Holzkirchen
Tel. 08024-908-0
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TUQ. CUC TRUONG
P.TRUONG PHONG

/@uyén Ho uy Han g
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