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THONG TIN SAN PHAM

TEN THUOC: CURAM® 250 mg/ Sml

Amoxicillin 250 mg va acid dlavulanic 62,5 mg/ 5 ml hén dich.

Bot pha hon dich udng cho tré em.

THANH PHAN:

Hoat chat: Mai 5 ml han dich sau khi pha c6 chifa 287 mg amoxicillin
trihydrate, tuong (ng véi 250 mq amoxicillin va 74,5 mg potassium
clavulanate, tuong (ng véi 62,5 mg acid clavulanic. Gac thanh phan
khdc: Aspartame, guar gum, talc, trisodium citrate khan, silicon
dioxide, acid citric khan, chat tao mui: chanh (chifa trong sd nhiing
sorbitol khdc (Ph.Eur), sulphur dioxide), mi dao-mo (chia trong s6
nhiing sorbitol khdc (Ph.Eur), sulphur dioxide), mii cam.

Dang bao ché: Dang bot dé pha hdn dich: bot mau tring nhat ¢6 mui
trdi cdy va mui ddc trung cda hoat chat. Dang hén dich pha san dé
dung: hon dich mau trang nhat cd mui trdi cay va mui dic trung cla
hoat chat; vi ngot, ddng.

Qui cich dong géi: Hop 1 chai thudc chida 7,5 g bit (dung dé pha 60
ml hon dich).

CHi DINH DIEU TRI:

Curam 250 mg/5 ml la mgt khéng sinh ¢6 tac dung diét khuan la
nguyén nhan gay nhiém khuan. Thudc gom hai hoat chét khac nhau la
amoxicillin va acid clavulanic. Curam 250 mg/5 ml duoc st dung cho
tré nha va tré em @€ diéu tri cic nhiém khudn sau:

1.Viém tai gida va nhiém khudn xoang mii

2. Nhiém khuan duting hd hap

3. Nhiém khuan dutng tiét niéu

4. Nhiém khudn da va mé mém bao gém nhiém khuan ring

5. Nhiém khuan xuong va khdp

LIEU DUNG VA CACH DUNG:

Ngudi I6n va tré em can ndng tir 40 kg tré én: Dang hon dich nay
thudng khong dugc khuyén cao cho ngui I6n va tré em > 40 kg.

Tré em can nang dudi 40 kg: Tat ca cc liéu duoc tinh toan dua trén can
ndng cla tré (kg). Bc si sé khuyén nén diing bao nhiéu Curam 250
mg/5 ml cho con clia ban. Trong hdp thudc cd thé chita thia nhua dé do
thé tich hodc Gng bom phan liéu. Ban nén ding dung cu d6 dé [dy ra
liéu diing chinh xdc cho con cdia ban. Liéu théng thuéng la 20 mg/5
mg/kg/ngay dén 60 ma/15 ma/kg/ngay, chia lam 3 lan/ngay.

Bénh nhan ¢6 cdc van dé vé gan, than: Néu tré ¢ cac van dé vé than, c
thé diéu chinh liéu. Bac s7 6 thé cho sit dung ham luong khac hay
thudc khdc. Néu tré cd cdc van dé vé gan, can lam xét nghiém mau
thudng xuyén de kiém tra chiic nang gan.

Cach dung Curam 250 mg/5 ml:

« Cho tré udng hén dich thudc trudc bira an hay bia an nhe trudc do.

Tai lieu thong tin thuoc

+ Diing cdc liéu trong mot ngay cich déu nhau, it nhat 4 gic. Khang
udng 2 liéu trong 1 gi.

« Khdng cho tré diing Curam 250 mg/5 ml qud 2 tudn. Néu cdm thdy
chua khde, nén gdp lai bac si.

Ludn 13c ky chai thudc trudc khi ding. Ban 6 thé bom hon dich thudc

truc tiép vao trong miéng tir ng bom phén liéu hodc diing mudng dé

udng thudc. Tré can phai ngdi thang khi udng thudc truc tiép vao trong

miéng. Bom thudc ra chdm tir ng bom phén liéu tot nhat 13 6 mat

trong ma dé tré khdng bi sic.

Néu st dung Curam 250 mg/5 ml qua liéu khuyén céo:

Néu tré ding qud nhiéu Curam 250 mg/5 ml, c6 thé xdy ra cam gidc

khd chiu & da day (ndn, budn nén, tiéu chay) hay co giat. Bao cho bac

s ngay khi ¢d thé. Hay mang theo hop thudc hay chai thudc dén gap

bdcsi.

Néu quén khéng ding Curam 250 mg/5 ml:

Néu quén cho tré udng 1 liéu, hay cho udng ngay khi nhd ra. Khong cho

tré ding liéu tiép theo qud sdm, chd khodng 4 gid trudc khi ding liéu

tiép theo.

Néu ngung diing Curam 250 mg/5 ml:

Tiép tuc cho tré dung Curam 250 mg/5 ml cho dén khi viéc diéu tri hoan

tat ngay ca khi tré cdm thdy khée hon. Cén duing hét cac liéu dé gidp

kiém sodt s nhiém khuan. Néu vi khuan van con ton tai, chiing c6 thé

gdy nhiém khudn tré lai.

CHONG CHI DINH:

Khdng cho tré diing Curam 250 mg/5 ml khi:

1. Tré bi qud man (di ung) véi amoxicillin, acid davulanic, sulphur

dioxide hay bat ky thanh phan nao khac ciia thudc.

2.7Tré da tiing 0 phan ting di ing nang (tang nhay cam) vdi bat ky

khang sinh nao. Phn ting di tng bao gém mé day, sung mat hay cd.

3.Tré da timg cd van dé vé gan hodc vang da khi diing khang sinh.

CANH BAO DACBIET VA THAN TRONG KHI DUNG:

Trudc khi bat dau diéu tri bang Curam 250 mg/5 ml, nén thuc hién kiém

tra can than phan ting qua man véi penidillin, cephalosporin va cic

khang sinh beta-lactam khac. Da cd bdo cdo vé cac ca qud man nghiém

trong va tlrvong (phan vé) & nhiing bénh nhan diéu tri bang penicillin.

Nhiing phan ting nay thutng xay ra & nhiing bénh nhan cd tién s qua

man vdi penicillin hodc ¢6 co dia di ting. Néu xdy ra bét ky phan ting di

(ing nao, phai dimg diéu tri bang Curam 250 mg/5 ngay lap tiic va dp

dung bién phdp diéu tri thay thé. Trong trudng hgp nhiém tring dugc

chiing minh |3 do nhiing vi khuan nhay cdm véi amoxicillin thi viéc

chuyén tir Curam sang st dung amoxicillin can dugc can nhac dua theo

hudng dan chinh thdng. Co giat c6 thé xdy ra & bénh nhan suy than
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hodc & bénh nhan ding liéu cao. Nén tranh diing Curam 250 mg/5 ml
néu nghi ngd nhiém triing bach cau don nhan ke tir khi xuat hién phat
ban gidng bénh sdi cd lién quan tdi tinh trang nay ké tir khi sit dung
amoxicillin. S& dung ddng thai allopurinol trong sudt qua trinh diéu tri
vdi amoxicillin ¢6 thé lam tang nquy co xay ra phan (ing di ing & da. St
dung trong thoi gian dai cd thé gay ra su phat trién qua miic cia cac vi
khudn khdng nhay cam. Su xuat hién clia sét ban do toan than két hop
v6i mun khi bat dau diéu tri ¢d thé la triéu chiing cia hoi chiing ngoai
ban mun md toan than cap tinh (AGEP). Néu phan ting nay xdy ra can
dng ngay viéc diéu tri bang Curam va chdng chi dinh véi viéc st dung
amoxicillin. Curam 250 mg/5 nén dugc st dung that sy than trong &
nhiing bénh nhan ¢ bang chiing vé suy giam chic ndng gan. Nhiing
van dé & gan da dugc bao cdo chll yéu & nam gidi va nqudi Idn tudi va
¢6 thé lién quan dén viéc diéu trj kéo dai. Nhiing van dé nay rat hiém
khi dugc béo co & tré em. 0 tat ca cdc nhom, nhiing dau hiéu va triéu
chiing thudng xdy ra trong hodc ngay sau khi diéu tri nhung & mot s6
truting hgp nd ¢ thé xuat hién vai tuan sau khi két thic diéu tri. Ching
thutng xuyén tu phuc hdi. Nhitng van dé & gan ciing cé thé ndng hoac
trong mét vai trudng hop cuc hiém géy tif vong da dugc bdo cdo.
Nhiing trudng hgp nay hau hét xdy ra d nhiing bénh nhan bi bénh nang
hodc st dung déng thai cac thudc da duoc biét |a cd nquy co gdy doc
cho gan. Khéng sinh lién quan dén viém dai trang da duoc béo cdo véi
hau hét cic nhom khang khudn va c6 thé dao dong trong miic do
nghiém trong tif nhe dén de doa tinh mang. Do d6, diéu quan trong la
phdi can nhdc chan dodn & nhiing bénh nhan c6 biéu hién tiéu chay
trong hodc sau khi diéu tri bang khang sinh. Néu xay ra viém dai trang
lién quan dén khang sinh, Curam 250 mq/5 phai duoc dimg ngay lap
tifc, bac 57 can tu van va diéu tri thich hgp. Chang chi dinh thudc chdng
nhu ddng trong trudng hop nay. Khuyén céo danh gia dinh ky cac chiic
ndng cUa cac co quan bao gom than, gan va cc quan tao mau trong
sudt qué trinh diéu tri kéo dai. Hiém khi cd bdo cdo vé tac dung lam
tang thoi gian dong méu & bénh nhan ding amoxicillin/davulanic
acid. Khi diing ddng thai vdi thudc chang ddng méu can phai theo dai
thich hop. Thay doi liéu thuc chong dong duing udng cd thé can thiét
nham duy tri dn dinh néng d6 mong muén thudc chéng dong. § bénh
nhan bi suy than, can diéu chinh liéu thich hgp dua trén mic do suy
than. ( bénh nhan giam luong nudc tiéu, rit it khi quan sét thay tinh
thé niéu, thudng xdy ra & bénh nhan dung thudc dudng tiém. Trong
sudt qua trinh ding amoxicillin vdi liéu cao, nén duy tri di luang nudc
udng va nudc tiéu dé gidm thiéu nquy co tinh thé niéu. §'bénh nhan ¢
ong thong bang quang, nén duy tri viéc kiém tra thutng xuyén. Trong
sudt qud trinh diéu tri bang amoxicillin, nén st dung phuong phap

SANDOZ 5~
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enzym khi thir glucose nudc tiéu vi phutong phap khdng enzym ¢4 thé
gdy két qua duong tinh gid. Su hién dién ca acid davulanic trong
Curam 250 mg/5 ml cd thé gay nén lién két khong dac trung giira lgG
va albumin béi mang té bao @6 dan dén qay két qua duang tinh gid
trong thirnghiém Coombs. Dd c6 bdo cdo vé két qua thirnghiém duong
tinh khi st dung thd nghiém Bio-Rad Laboratories Platelia Aspergillus
EIA ¢ bénh nhan da duoc khang dinh 1a mién nhiém vdi Aspergillus khi
dung amoxicillin/clavulanic acid. Phan tng chéo giila nhiing
polysaccharide khong-Aspergillus va polyfuranose vdi thi nghiém
Bio-Rad Laboratories Platelia Aspergillus EIA da dugc béo cdo. Do do,
Két qua duong tinh & bénh nhan st dung amoxicillin/davulanic acid
can dugc dién gidi mot cach than trong va khang dinh béng cac
phutang phap chan dodn khac,

Thong tin quan trong vé mét s thanh phan ciia Curam 250
mg/5 ml:

Curam 250 mg/5 ml 6 chifa aspartam la mot ngudn cung cap
phenylalanine va cd thé gay hai cho tré bi bénh phenylketo niéu
bam sinh.

Thudc nay ¢d chia sorbitol. Chi diing Curam 250 mg/5 ml cho tré sau
khi da tham van bac s néu ban biét rang tré khong dung nap véi mot
50 loai duting

TUONG TAC VGI CAC THUGC VA CAC DANG TUONG TAC KHAC:
Chong ddng dang udng: Thudc chdng dong méu va khang sinh
penicillin da dugc dung rong ri trong thuc té va khong ¢ bdo cdo vé
tuong tac. Tuy nhién, trong y van ¢d nhiing ca tang ti 1é chudn hda quéc
t€ & nhitng bénh nhén duy tri st dung acenocoumarol hoac warfarin va
dugc ke them amoxicillin. Néu viéc diing dong thai la can thiét, nén
theo ddi can than théi gian chdy mau hoac ti & chudn héa quéc té khi
dung thém hodc ngung st dung amoxicillin. Ngoai ra, viéc chinh liéu
thudc chdng dong cd thé la can thiét.

Methotrexat: Cac Penicillin ¢6 thé lam gidm su bai tiét methotrexat gay
tang nquy co ddc tinh.

Probenecid: Khdng khuyén cdo s dung ddng thoi véi
probenecid. Probenecid lam giam bai tiét amoxicillin & dng than.
St dung ddng thai véi probenecid ¢6 thé gdy két qua lam tang va
kéo dai mic amoxicillin @ mau nhung khong anh huéng dén mic
dd acid clavulanic.

Mycophenolat mofetil: § nhiing bénh nhén sit dung mycophenolat
mofetil, da cd bdo cdo vé viéc gidm ndng do liéu khéi dau clia viéc
chuyén hoa acid mycophenolic (MPA) xap xi 50% khi sir dung
amoxicillin va acid davulanic dutng udng. Sy thay ddi trong mic khdi
dau liéu 6 thé khdng dai dién cho su thay ddi tdng thé mic phoi
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nhiém MPA. Do dd, su thay ddi liéu mycophenolat mofetil thdng
thutng khong can thiét trong truing hop khdng cé bang ching ldm
sang trong viéc rdi loan chic nang ghép. Tuy nhién, viéc theo doi sat
sa0 can duoc thuc hién trong sudt qué trinh diing dong thai cac thudc
va thai gian ngan sau khi két thic diéu tri bang khdng sinh.

PHU NU €O THAI VA CHO CON BU:

Phu nir ¢6 thai:

Nghién c(u trén ddng vat khong cho thdy mdi lién quan tryc tiép hay
gidn tiép doi vdi viec mang thai, phan chia/phdt trién bao thai, qua
trinh sinh @é hodc phat trién sau kinh. Dif liéu han ché trong viéc st
dung amoxicillin/clavulanic acid trong suét qua trinh mang thai @
ngudi khong thé cho biét viéc tang nguy cu di tat bam sinh. Trong mét
nghién c(u don 1é & phu ni sinh non, da cd bdo cdo rang viéc diéu tri
du phong v 6i sém béng amoxicillin/clavulanic acid c6 thé lién quan
tdi viec tang nquy ca viém rudt hoai ti & tré so sinh. Viéc st dung thudc
nén tranh trong sudt thai ky, chi trir khi duoc can nhac loi ich thuc su
thiét thuc bdi thy thudc.

Cho con bii:

(3 hai chdt déu duoc bai tiét qua sifa me (tac dung cla acid clavulanic
|én tré so'sinh qua siia me van chua dugc biét dén). Do d6, tiéu chay va
nhiém nam & niém mach c6 thé xdy ra & tré bii me, cho nén c6 thé phai
dimg cho con bd. Amoxicillin/clavulanic acid cd thé dugc sit dung trong

thdi ky cho con bd sau khi dugc can nhac nquy co/lgi ich bdi thay thuac.

ANH HUONG LEN KHA NANG LAl XE VA VAN HANH MAY MOC:
Chua c6 nghién cttu nao dugc tién hanh vé anh hudng cla thudc Ién
kha ndng Idi xe va van hanh mdy méc. Tuy nhién, cdc phan ting khéng
mong mudn cd thé xay ra (nhu phén (g di ting, chdng mit, co gidt) va
cd thé anh hudng dén kha nang I4i xe va van hanh méay méc.

TAC DUNG KHONG MONG MUGNN:

Téc dung khng mong mudn thutng dugc bao céo la tiéu chdy, budn
ndn va ndn. (ac tac dung khong mong mudn dugc thu thap tir cac
nghién c(fu lam sang va bdo cdo hau mai cta amoxicillin/clavulanic
acid, dugc sap xép theo hé thang phan loai co' quan ctia MedDRA duoc
liét ké dudi day. Thuat nqi dudi day duoc diing dé phén loai muic @6 cta
cac téc dung khong mong mudn: Rat thudng gap (= 1/10) Thuting gap
(= 1/100 dén < 1/10) Khdng thutng gdp (= 1/1,000 dén < 1/100)
Hiém gap (= 1/10,000 dén < 1/1,000) Rt hiém gip (< 1/10,000)
Chua biét (khong thé danh gia dua trén dir liéu hién cd)

Tai lieu thong tin thuoc

Nhiém triing va nhiém ky sinh tring:

Thuttmg gdp: Nhiém nam candida & niém mac;

Chua biét: céc vi khudn khong nhay cdm phat trién qué muc.

Rdi loan mau va hé bach huyét:

Hiém gdp: Gidm té bach cau cd hoi phuc (bao gém gidm bach cdu trung
tinh), giam tiéu cau;

Chuta biét: mat bach cau hat cd hoi phuc, thiéu mau tan mau, kéo dai
thi gian chdy mdu va thdi gian prothrombin.

Rdi loan hé mién dich:

(hua biét: phi mach than kinh, soc phan vé, hi chiing gidng bénh
huyét thanh, viém mach qua man.

Rdi loan hé than kinh:

Khdng thudng gdp: Chong mat, dau dau;

Chua biét: Tang ddng c6 phuc héi, co gidt, viém mang ndo vd tring.
Rdi loan hé tiéu hoa:

Rdt thuomg gdp: tiéu chay;

Thutng gdp: Budn ndn, ndn;

Khong thuomg gdp: kho tiéu;

Chua biét: viém dai trang do khang sinh, den lugi.

Rdi loan gan mat:

Khéng thugng gdp: tang chi s AST va/hodc ALT;

Chua biét: viém gan, vang da (f mét.

Réi loan da va cic mé dudi da:

Khdng thuong gdp: phdt ban, ngifa, may day;

Hiém gdp: hong ban da dang;

Chua biét: hdi chiing Stevens-Johnson, hoai tir thugng bi nhiém ddc,
viém da bong nudc trac vy, hdi chiing ngoai ban mun mi toan than
cap tinh (AGEP).

Réi loan than va tiét niéu:

Chua biét: viém than ké, tinh thé niéu

HAN DUNG:

36 thang ké tir ngay san xuat. Hon dich pha san 6n dinh trong vong 7
ngay khi bao quan & nhiét do 2-8°C.

NHA SAN XUAT:

Sandoz GmbH. Biochemiestrasse 10, A-6250 Kundl, Austria.

NHA PHAN PHOI:

(ong ty cd phan Dugc liéu TW2, 24 Nguyén Thi Nghia, Quan 1, Thanh
phé H6 Chi Minh.

Moi thdng tin xin lién hé:
TP. Hd Chi Minh: Ha Nai:
HCM: Toa nha Centec, tang 16, 72-74 Nguyén Thi Minh
Khai, Phuting 6, Quén 3, TP HCM

DT (028) 3824 7700 Fax: (028) 3823 5761

Q.bang Ba, Ha Noi

HN:Téng 124, tda nha Geleximco, 36 Hoang Ciu

Tel: (024) 3787 7979 Fax: (024) 3787 7676

Nha phan phéi:
CONGTY CO PHAN DUGC LIEUTW 2
24 Nguyén Thi Nghia, Quan 1

TR H CHi Minh @



