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1- Pour the powder into a glass.

2- Add a little water into the glass.

3- Stir well for a few seconds.

4- Use immediately after reconstitution.
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@D Prescription only medicine

Imefed®SC

250 mg / 62,5 mg

Powder for oral suspension

| Amoxicilin 250 mg
Clavulanic acid 62.5 mg

Box of 1 bag x 12 sachets x 0.8 g

COMPOSITION:

Each sachet contains:
Amoxicillin............ 250 mg
{as Amoxicillin trihydrate
powder)
Clavulanicaad........ 62.5mg
(as Potassium clavulanate with
Syloid (1:1))

Excipients g.s for 1 sachet.
INDICATIONS, CONTRA -
INDICATIONS, DOSAGE AND
OTHER INFORMATION:

See enclosed leaflet.

DO NOT STORE ABOVE 30°C,
PROTECT FROM MOISTURE
AND LIGHT.

SPECIFICATION: USP.

Manufacturer:

BRANCH OF IMEXPHARM CORPORATION
VINH LOC HI-TECH PHARMACEUTICAL
ANTIBIOTIC PLANT
Lot B15/ - B184, Street 24, Vinh Loc
Industnal Park, Binh Hung Hoa B Ward,

Binh Tan District, Ho Chi Minh City, Vietnam.

KEEP OUT OF REACH
OF CHILDREN.
CAREFULLY READ THE
INSTRUCTIONS BEFORE USE.

GMP - EU

0 Impcpram

@ Thubc ke don

Imefed®SC

250 mg / 62,5 mg

Thuéc bot pha hén dich uéng

Amoxicilin 250 mg

Acid clavulanic 62,5 mg

Hop 1tuix12go6ix0,8g

NSX / Mfg. Date:
S6 16 5X / Batch No.:

HD / Exp. Date:

THANH PHAN:

Méi goi chua:
Amoxicilin.......... 250 mg
(duoi dang Amoxicilin trihydrat
powder)

Acid clavulanic, ....... 62,5mg

(duai dang Kali clavulanat - Syloid
(1:1))
Ta dugc vua du 1 goi.
cHI BINH, CHONG CHI BINH,
CACH DUNG VA CAC THONG
TIN KHAC: Xin doc trong tor
huong dan s dung.
BAO QUAN KHONG QUA 30°C,
TRANH AM VA ANH SANG.
THUGC DAT THEO TIEU CHUAN
DUQC BIEN MY.
SPK / Visa No.: XX-X000-Xx

Co 56 san xugt:

CHI NHANH CTY CPDP IMEXPHARM
NHA MAY KHANG SINH CNC VINH LOC
L6 B15/1 - B164, Buang 24, KCN Vinh Loc,
Phutng Binh Hung Hoa B, Quan Binh Tan,
TP. HB Chi Minh, Viét Nam.

DE XA TAM TAY TRE EM.
BOC KY HUONG DAN sUf
DUNG TRUGC KHI DUNG.
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ONG DAN SU DUNG: (Néi dung gom 10 trang)

(’)Q;r
e FED® SC 250 me / 62,5 mg

THUOC BQT PHA HON DICH UONG

= Doc ki hwomg din sir dung truée khi dung.
= Péxatim tay tré em. :
»  Thudc nay chi dung theo don thudc.

THANH PHAN CONG THU'C THUOC:
M3i géi thudc bot pha hdn dich uéng Imefed SC 250 mg / 62,5 mg chira:
Thanh phan dugc chit:
Amoxicilin (dudi dang amoxicilin trihydrat pOWAer)........cceceeieicieieccieceeeececeee e 250 mg
Acid clavulanic (dudi dang kali clavulanat - SY10id (1:1)) ovvevreiiiiiiieieeeiee e 62,5 mg
Thanh phan td duge: Acid citric, Natri citrat, Bt mui dau, Colloidal anhydrous silica, Aspartam
(E951), Manitol (E421), Hydroxypropyl methylcellulose.
DANG BAO CHE:
Thubc bét pha hdn dich udng.
Thudc bdt kho toi, mau tring nga, cé mui thom.
CHI PINH:
Thudc bot pha hén dich uéng Imefed SC 250 mg / 62,5 mg duoc chi dinh trong diéu trj cac nhiém
khuan do c4c vi khuan nhay cam véi thudc gay ra & ngudi Iém va tré M
- Viém xoang cp tinh do vi khuin.
- Viém tai giira cp tinh.
- Dot cép tinh cua viém phé quan man.
- Viém phdi mac phai tai cdng dong.
- Viém bang quang.
- Viém thin - bé than.
- Nhiém khuin da vd md mém dc biét trong viém md té bao, con tring cin dét, 4p xe b ring
nghiém trong dan dén viém mé té bao.
- Nhiém khuan xuong va khép dic biét 1a viém tiy xuong.
LIEU DUNG - CACH DUNG:
Liéu diing:
Liéu lwong thudng duoc thé hién theo ham luong amoxicilin/ acid clavulanic ngoai trir dugc néu
rd theo liéu cua timg thanh phin riéng 1é.
Viéc lura chon liéu cua Imefed SC 250 mg / 62,5 mg phu thudc vio céc yéu td sau:
- Loai vi khuin gy bénh va kha ning nhay cam vdi chit khéng khuin.
- Mirc d6 va vi tri nhiém khuén.
_  Tudi, c4n ning va chirc ning than cua bénh nhén.
Viéc st dung san pham thay thé cho Imefed SC 250 mg / 62,5 mg (amoxicilin liéu cao hon v/
hoic ti 1¢ khac ctia amoxicilin véi acid clavulanic) nén duge xem xét khi can thiét.
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16n hogc tré em nang > 40 kg, tong liéu hing ngay 12 1500 mg amoxicilin/375 mg acid
anic.

em ning < 40 kg, lidu tdi da hing ngay 1a 2400 mg amoxicilin/600 mg acid clavulanic. Néu
mudn diing amoxicilin liéu cao hon, nén lua chon ti 1¢ phdi hop khéc dé tranh viéc qua liéu acid
clavulanic khéng can thiét.

Thoi gian diéu tri nén dugc xem xét tiry theo sy ddp img cta bénh nhin. Mét s6 trurdng hop nhu
viém tity xuong doi hoi thi gian diéu tri dai hon. Khéng nén kéo dai thoi gian diéu trj qué 14 ngay
ma khong dénh gid lai tinh trang ciia bénh nhén.

Ngudi 16n hoac tré em ning > 40 kg:

Liéu 500 mg/125 mg x 3 1in/ngay.

Tré em ning <40 kg

20 mg/5mg/kg/ngdy dén 60 mg/15mg/kg/ngdy, chia lam ba lin/ngay.

Tré em cé thé sir dung dang vién nén hoic hdon dich. Tré em < 6 tudi nén str dung dang hdn dich.
Chua c6 dir liéu lam sang khi sir dung ti 1& amoxicilin/ acid clavulanic 4:1 véi lidu trén
40 mg/10 mg/kg/ngay & tré em dudi 2 tudi.

Khéng cin chinh lidy, diing liéu nhu nguoi 1én.

Bénh nhin suy thin:

Viéc diéu chinh lidu dua trén lidu khuyén cdo tdi da cia amoxicilin. Khong can chinh lidu déi véi
bénh nhén c¢6 d6 thanh thai creatinin 1én hon 30 ml/phit

Nguéri 16n hodc tré em > 40 ke

Do thanh thai creatinin Khyen cio
(Cler) ;
Cl : 10 - 30 ml/phat 500 mg/125 mg x 2 lzinfng@{«/
Cl; < 10 ml/phut 500 mg/125 mg x 1 lan/ngay
Tham phan mau 500 mg/125 mg moi 24 gidy, thém 500 mg/125 mg trong
qua trinh tham phan, 13p lai vao cuéi thim phin (do
ndng d6 cia amoxicilin va acid clavulanic trong huyét
thanh giam)
Tré em <40 kg
D¢ thanh thai creatinin o Fe 1
(Cler)
Cler : 10 - 30 ml/phit 15 mg/3,75 mg/kg x 2 lan/ngay (t5i da 500 mg/125 mg
X 2 lan/ngay)
Cler < 10 ml/phut 15 mg/3,75 mg/kg x 1 lan/ngay (t5i da 500 mg/125 mg)
Tham phan mau 15 mg/3,75 mg/kg/ngay x 1 lan/ngay
Truéc khi thdm phén méu dung 1 lidu
15 mg/3,75 mg/kg. Dé khéi phuc ndng dé thudc trong
fuan hoan dung thém 15 mg/3,75 mg/kg sau thim phan

Bénh nhin suy gan: thin trong vé lidu luong khi st dung va dinh ky kiém tra chirc ning gan

Trang 2/10
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A trinh sir dung thudc.

efed SC 250 mg / 62,5 mg dugc dung bing dudng udng: Cho bét thude vao ly, cho thém
mot it nude (khoang 5 ml), khuay déu cho dén khi bot thuée phén tan hoan toan va dung ngay.
Thoi diém ding thude: Nén uéng vao déu bira an dé giam kha ning khong dung nap & duong
tiéu hoa.

Can 1am gi khi mot 1an quén khong dung thudc: Udng thude ngay khi nh ra. Dung liéu ké tiép
sau tbi thiéu 4 gid. Khong ding licu gép d6i dé bu cho lidu da bi bo 15.

Mot s6 hru ¥ v dic biét vé xir I¥ thudc trwée va sau khi siv dung thudc:

Khéng co yéu cau dic biét vé xir Iy thudc sau khi sir dung.
CHONG CHI PINH:

Bénh nhén di ing véi amoxicilin, acid clavulanic, cic khéng sinh khac thude nhém penicilin
hodc bat ky thanh phén nao cua thuée (xem muc Thanh phan cong thiec thuéc).

Bénh nhan cé tién str man cam tirc thei nghiém trong (nhu sdc phan vé) véi thude khac thudc
nhom beta-lactam (nhu cephalosporin, carbapenem hoic monobactam).

Bénh nhan ¢ tién s vang da hoic réi loan chirc nang gan do amoxicilin va acid clavulanic.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thude 6 thé gdy ra cdc phan (g qud man nghiém trong, ddi khi din dén tur vong (nhur sdc
phan v¢ va cdc phan tmg da nghiém trong), dic biét & nhimg bénh nhén c6 tién sir di ung vdi
penicilin hoidc céc di nguyen khdc. Do do, trurde khi bit dau didu tri bing Imefed SC 250 mg /
62,5 mg phai diéu tra k¥ tién st di ung cta bénh nhan vdi penicilin, cephalosporin hodc céc
thudc beta-lactam khéc. Néu phan img di (mg xay ra trong khi diéu tri véi thuée, phai ngung

ngay thudc va c6 céc bién phép xu tri thich hop. %/ :
Trong trudng hop nhiém khuin duge chimg minh do vi khu gdy bénh nhay cam véi |

amoxicilin nén chuyén sang diing amoxicilin don tri lidu.

Thudc nay khéng thich hop dé diéu tri c4c nhiém khuin gay ra boi cac vi khuan di dé khéng
v6i céc khéng sinh nhém beta-lactam theo co ché khéng qua trung gian cdc enzym
beta-lactamase bi irc ché bai acid clavulanic. Khéng ding thudc nay dé didu tri cic nhidm
khuén gay ra boi S preumoniae dé khang véi penicilin.

Co giat ¢6 thé xay ra & nhitng bénh nhan suy giam chic nang than hodc ding thude véi lidu
cao.

Tranh dung amoxicilin/ acid clavulanic cho nhitng bénh nhan nghi ng& ¢6 ting bach ciu don
nhin nhiém khuin do cdc bénh nhin nay cd nguy co bi phit ban dang sdi khi sir dung
amoxicilin.

Duing allopurinol khi dang diéu tri véi amoxicilin ¢6 thé lam tang nguy co di ung da.

Dung thudc kéo dai dbi khi gdy nén sy phat trién qua mirc cac vi khuén khdng nhay cam véi
thude.

Sw xudt hién cia st ban do toan than kém theo mun mu & giai doan dau diéu trj ¢6 thé 1a biéu
hién cua héi ching ngoai ban mun mu toan thén cip tinh (AGEP). Néu xuit hién cic bidu
hién nay, nén cho bénh nhan ngimg thudc va chéng chi dinh véi bit ky ché phim nao c6 chira
amoxicilin,

Trang 3/10
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~0<3f an trong khi ding phoi hop amoxicilin/ acid clavulanic cho bénh nhén suy gidm chirc ning

an. Cac tac dung phu cua thude & gan chu yéu xay ra & bénh nhan nam, ngudi cao tudi va bénh
nhan phéi diéu trj kéo dai, hiém xay ra & tré em. Thoéng thuong, céc déu hiéu va tridu chimg
thuong xay ra trong sudt qud trinh hay sau khi diéu trj mot thoi gian ngin, nhung trong mét vai
truong hop cé thé khong rd rang cho dén vai tudn sau khi ngimg diéu tri. C4c triéu ching nay
thutmg c6 thé tw hdi phuc. Tuy nhién vin ¢6 tnrong hop trd nén trim trong, thdm chi tir vong,
nhung rét hiém, chit yéu & nhitng bénh nhan bj bénh hidm nghéo hodc ding phéi hop véi thude
0 nguy co gdy anh huéng dén gan.
Viém dai trang do dung thude khang sinh c6 thé xay ra khi dung bit ky mot thudc khang sinh
nao va dao dong trong mirc d9 tir nhe dén de doa tinh mang. Do d6, can tién hanh chin doin
bénh nay & nhimg bénh nhén bj tiéu chay trong hodc sau khi didu tri véi bat ky khang sinh nao.
Néu viém dai trang do khang sinh xay ra, phai ngung ngay amoxicilin/ acid clavulanic va cé
lidu phép diéu trj thich hop. Khéng ding cdc thudc e ché nhu dong ruét trong céc trudng hop
nay.
Trong cac truong hop phai diéu trj kéo dai véi thude, dinh ky danh gia chirc ning cia cic co
quan, ddc biét la chirc ning gan, than va hé tao mau.
Kéo dai thoi gian prothrombin da duoc bao cdo & nhirng bénh nhén diéu trj véi amoxicilin/ acid
clavulanic, tuy nhién rat hiém khi xay ra. Nén theo dai tinh trang ciia bénh nhan khi sit dung
dong thoi véi thude chéng dong mau. C6 thé didu chinh lidu thude chéng ddéng mau néu cin dé
duy tri néng do cia thudc chéng doéng mau nhu mong mudn.
Trong truong hop bénh nhén suy than, liéu ¢6 thé dugc didu chinh tuy theo mirc d6 suy than.
D quan sit thdy tinh thé niéu ¢ nhitng bénh nhan tiéu it, nhung rat hiém, chu yéu & bénh
nhén dung thudc qua dudng tiém. Bénh nhan nén duy tri du luong dich udng vao va bai xudt
vao nudc tiéu dé giam kha nang gay tinh thé amoxicilin niéu, dé@iﬁ/kl;i dung thude véi lidu
cao. O bénh nhan ¢6 dat 6ng thong tiéu, cin kiém tra thuomg xuyén tinh trang 6ng théng tiéu.
Trong thoi gian diéu trj véi amoxicilin, nén sir dung phuong phép enzym glucose oxidase khi
cin xét nghiém glucose trong nuéc tiéu vi cac phuong phdp phi enzym c6 thé cho két qua
duong tinh gia.
Acid clavulanic gdy nén su gin két khong dac hiéu cua IgG va albumin Ién mang té bao héng
cdu din dén két quéa duong tinh gia cua nghiém phap Coombs.
Thube ¢6 thé gay duong tinh gia xét nghiém Bio-Rad Laboratories Platelia Aspergillus EIA do
phan img chéo véi céc polysaccharid va polyfuranose khéng phai 1a Aspergillus. Do d6, déi véi
bénh nhan dang ding amoxicilin vi acid clavulanic, thén trong néu c6 két qua duong tinh khi
xét nghiém bang phuong phdp nay va nén xdc dinh thém béng phuong phép chin doan khic.
Cac théng tin lién quan dén thanh phan cia thudc:
Thanh phan aspartam (E951) trong thudc duoc chuyén héa trong dudng tiéu hoda thanh
phenylalanin, do d4, cé thé gdy hai cho bénh nhén bj phenylketon niéu. Vi vdy, ding thudc thin
trong cho cdc cdc bénh nhan nay.
Ta duoc manitol (E421) trong thuéc cé thé gay nhuan trang nhe & bénh nhan.
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G THUOC CHO PHU NU CO THAI VA CHO CON BU:

dung thubc cho phu nir cé thai:

Céc nghién ciru trén déng vat cho thdy thudc khéng gay hai truc tiép hodc gian tiép dén kha

ning mang thai, su phat trién ctia phéi/ bao thai, su sinh nd hay su phat trién sau khi sinh.

- Céc dir liéu vé viéc sir dung amoxicilin/ acid clavulanic & phu nit mang thai ciing cho thiy
khong 1am gia ting nguy co xuat hién di tat bam sinh & tré, tuy nhién, cac dir liéu nghién ciru
ndy con nhiéu han ché. M6t nghién ciru don & nhitng phu nit sinh non do v& mang i sém da
bao cdo viéc diéu tri dir phong véi amoxicilin/ acid clavulanic ¢6 thé lam ting nguy co viém
rudt hoai tir ¢ tré so sinh.

- Do viy, bénh nhdn nén tranh diing thudc trong thoi gian mang thai, trir khi ¢6 chi dinh cua bac
si.

St dung thudc cho phu nit cho con bii:

- Amoxicilin v acid clavulanic déu qua drgc sira me va c6 thé gay phan ung nhay cam & tré.
Diéu nay c6 thé din dén tiéu chay hoic nhim nim trén mang nhay & tré bii me, do d6 nén
ngung cho con bu khi dang dung thudc dé ¢am bao an toan cho tré.

- Amoxicilin/ acid clavulanic chi sir dung trong giai doan cho con bu sau khi dugc béc si dénh gia
gifia lgi ich st dung va nguy co tiém 4n.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 cic nghién ciru vé anh hudng cia thudc 1én kha ning l4i xe va van hanh may méc. Tuy
nhién, mot sd tic dung khéng mong mudn cia thude nhu phan ng di ng, chéng mit, co giat...cé
thé 1am giam kha ning tap trung va phan g ctia bénh nhan. Vi vy, than trong khi sir dung thudc
cho cdc déi twgng nay. Néu bénh nhan gip phai céc tic dung khéng mong mudn ké trén thi khéong
nén lai xe hodc van hanh mdy moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac cia thude:

Thudc chéng dong mau dang udng:

Thudc chéng dong mau ding duong udng va cic khéng sinh nhém peM duoc st dung rong rii
trong thue t& ma khong ghi nhin duoc bét ky twong tic nao. Tuy nhién, trong cac y van ¢6 dé cip dén viée
tang chi sé binh thudng héa quéc té (INR) & nhitng bénh nhén ding acenocoumarol hodc warfarin
ddng thoi v6i amoxicilin, Néu can thiét phai ding dong thoi, nén theo ddi cén than thai gian
prothrombin hoic INR khi bt ddu hodc ngung diing amoxicilin. Cé thé didu chinh lidu thudc
chéng d6ng mau néu can.

Methotrexat:

Céc khang sinh nhém penicilin lam giam bai tiét methotrexat, do d6, lam ting déc tinh ciia methotrexat.
Probenecid:

Tranh diing ddng thoi véi probenecid. Probenecid lam giam bai tiét amoxicilin & dng than vi thé 1am
tang va kéo dai ndng d amoxicilin trong mau nhung khong anh huwéng dén acid clavulanic.
Mycophenolat mofetil

O bénh nhan dang ding mycophenolat mofetil, amoxicilin va acid clavulanic ¢6 thé lam giam 50%
nf“mg d trude liéu cua chat chuyén héa cé hoat tinh acid mycophenolic (MPA). Sur thay dbi nong
d6 trude liéu nay cd thé khong biéu hién rd rang qua sur thay ddi vé mirc phoi nhiém MPA tdng thé.
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@ viéc thay déi liéu mycophenolat mofetil thuong khong can thiét khi khong ¢ bing ching
oan chirc ning cay ghép. Tuy nhién, cin theo ddi 1am sang trong qué trinh phéi hop va ngay
u khi diéu tri bing khéng sinh.

Thubc tranh thai dwdmg udng:

Gidng nhu céc khang sinh ¢6 phé tac dung rong, thude c6 thé 1am giam hiéu qua cua cdc thude
tranh thai dang udng.

Nifedipin:

Lam tang hép thu amoxicilin.

Cic chit kim khuén:

C6 thé c6 su ddi khang giita céc chét diét khudn amoxicilin vé cac chit kim khuin nhu acid fusidic,

cloramphenicol, tetracyclin.

Allopurinol:

Diing allopurinol khi dang diéu trj véi amoxicilin cé thé 1am ting nguy co di img da.

Cic xét nghiém chéin dodn:

- Xét nghiém glucose trong nudc tiéu: Trong thdi gian diéu tri véi amoxicilin, nén st dung
phuong phip enzym glucose oxidase khi can xét nghiém glucose trong nuée tidu vi céc phuong
phép phi enzym c6 thé cho két qua duong tinh gia.

- Nghiém phap Coombs: Acid clavulanic giy nén su gin két khéng dic hiéu cta IgG va albumin
1én mang té biao hdng ciu din dén két qua dwong tinh gia ciia nghiém phép Coombs.

- Xét nghiém Bio-Rad Laboratories Platelia Aspergillus EIA: Thudc c6 thé giy duong tinh gia
xét nghiém Bio-Rad Laboratories Platelia Aspergillus EIA do phan Umg chéo vdi cac
polysaccharid va polyfuranose khéng phai 1a Aspergillus. Do d6, d6i véi bénh nhan dang dung
amoxicilin va acid clavulanic, than trong néu cé két qua duong tinh khi xét nghiém bing
phuong phap nay va nén xéc dinh thém bing phuong phap chan doan khéc.

Tuong ky ciia thudc: ‘

Do khéng cé cc nghién cimu vé tinh tuong ky ctia thude, khong tron IEMC nay vdi cac thudc

khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Phan tmg khong mong mudn ctia thudc thong thudng nht 14 tiéu chay, budn nén va nén.

Thwéng gip (1/100 < ADR <1/10):

- Nhiém khuén va nhiém ky sinh tring: nhiém nidm Candida trén niém mac da.

- Hé tiéu héa: tiéu chay, budn nén, ndn.

It gip (1/1.000 < ADR < 1/100):

Hé than kinh: chéng mat, dau dau.

- Hé tiéu hda: kho tiéu.

- Gan - mat: taing AST va/ hoac ALT.

~  Davaté chitc dudi da: ban da, ngra, may day.

Hiém gip (1/10.000 < ADR < 1/1.000):

- Mau va hé bach huyét: giam bach cau c6 hoi phuc (ké ca giam bach cau trung tinh) va giam tiéu

cau.

- Davatd chirc dudi da: héng ban da dang.
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at chwa x4c dinh:

hiém khuan va nhiém ky sinh triing: bdi nhiém cdc vi sinh vét khong nhay cam véi thudc.
Maéu va hé bach huyét: mit bach cau hat ¢6 héi phuc, thiu mau tan huyét, kéo dai thoi gian
chay mau va thoi gian prothrombin.

- Hé mién dich: phit mach thin kinh, séc phan v&, hoi chimg giéng bénh huyét thanh, viém mach
qua man.

- Hé than kinh: chimg ting déng c6 hdi phuc, co giat, viém mang ndo vé khuin.

- Hé tiéu hoa: viém dai trang do khang sinh (ké ca viém dai trang gia mac va viém dai trang xuét
huyét), ludi xudt hién 16ng mau den (hoi chimng ludi 16ng den), thay déi mau ring & tré (vé sinh
rang miéng tot c6 thé phong tranh vi tridu chimg nay c6 thé bi loai bo bang cach danh rang).

- Gan mat: Viém gan va vang da 1 mat.

- Davatd chirc dudi da: hoi ching Stevens-Johnson, hoai tir biéu bi da nhiém ddc, viém da béng
nude bong vay, ngoai ban mun mu toan than cap tinh (AGEP), phan {mg phat ban do thude véi
chimg tang bach cau wra acid va nhimg triéu chimg toan than (DRESS).

- Than va tiét niéu: viém than k&, tiéu tinh thé.

Hwéng dan cach xir tri ADR:

- Néu xdy ra cdc phan ing di ‘mg nghiém trong nhu phi mach, séc phan vé, hoi chirng
Stevens-Johnson, phai ngimg thudc va lap tirc diéu tri cip ciru bang adrenalin, thé oxygen, liéu
phap corticoid tiém tinh mach va thong khi, ké ca dat ndi khi quan va khong bao gitr duoc diéu
tri bﬁng céc thude c6 chira khdng sinh nhém penicilin hodc cephalosporin nita.

- Xir tri khi viém dai trang gia mac:

+ Nhe: ngimg thudc.
+ Ning: bdi phy nuréc va dién giai, ding khang sinh chéng Clostridium (metronidazol,
vancomycin). :

Théng bao ngay cho bac s§ hofic duge s§ nhirng phan tmg cé hai gip p i sir dung thude.

QUA LIEU VA CACH XU TRI:

Qua lidu:

- Céc triéu chimg trén duong tiéu héa va réi loan cin bing nudc, dién giai c6 thé 1a biéu hién cua
qua liéu.

— P quan sét thiy tinh thé amoxicilin niéu, trong mot s trudng hop dan dén suy than. Tinh thé cua
amoxicilin ciing da duge tim thiy trong cdc dng thong bang quang, dic biét sau khi sur dung
lidu cao qua duong tiém.

- Co giat c6 thé xay ra trén nhitmg bénh nhan suy than hoac bénh nhan dimg liéu cao.

Cach xir tri:

- Ngimg str dung thudc, diéu tri céc triéu chimg trén duong tiéu hoa va theo dbi cin bing nude,
dién giai.

- C6 thé loai bo amoxicilin v acid clavulanic ra khoi tudn hoan bing phuong phap thim phan
mau.

PAC TINH DUQC LUC HOC:
Nhém dwge 1y: Phéi hop clia nhém penicilin, bao gdm chit trc ché beta-lactamase.
Mi ATC: JO1CRO2.
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hoat djng:

oxicilin 12 khang sinh bén téng hgp thuéc nhém penicilin (khang sinh beta-lactam), irc ché

mét hodc nhidu enzym (goi 13 protein gin penicilin, PBP) trong qua trinh sinh téng hop
peptidoglycan, 1a mot thanh phin cia thanh té bao vi khuin. Viéc wc ché sinh tong hop
peptidoglycan lam yéu thanh té bao vi khuin va té bao s& bi phén hiy.

- Amoxicilin d& bi pha huy béi cic enzym beta-lactamase va do d6 phd khing khuin cua
amoxicilin dimg don doc khong bao gdm nhimg vi khuan sinh cdc enzym nay.

- Acid clavulanic 1a mt beta-lactam, c6 lién quan vé mit cdu tric véi cdc penicilin. Acid
clavulanic c6 kha ning trc ché cac enzym beta-lactamase va do d6, ngan ngira su bit hoat ddi
v6i amoxicilin. Acid clavulanic ding don ddc khong ¢6 tac dung khang khuan trén 1am sang.

MGéi lién quan dwgc dong hoc/ dwge lwe hoc: Thoi gian ndng d6 khang sinh duy tri & mic cao

hon néng d9 trc ché téi thiéu (T > MIC) 14 thong s6 chinh thé hién tic dung ciia amoxicilin.

Co ché dé khang:

- Hai co ché chinh cia vi khuan dé khang ddi vdi phdi hop amoxicilin va acid clavulanic la:

+ BAt hoat thudc boi cdc beta-lactamase khdng bi tic ché bai acid clavulanic bao gf‘)m cac
beta-lactamase lép B, C, D.

.+ Bién ddi c4c protein gin penicilin (PBPs), do d6 lam giam 4i luc ctia chat khang khuan tai vi
tri tac dung.

- Su giam tinh thim ctia té bao vi khuin hodc co ché bom day thudc co thé gy ra hoic gép phan
vao sir dé khang thudc ctia vi khuan, dic biét 13 & vi khuan Gram am.

Phé khéng khuén ciia thube:

Céc vi khudn thudng nhay cam:

- Vi khuin Gram duong hiéu khi: Enterococcus faecalis, Gardnerella vaginalis,
Staphylococcus aureus (nhay cam vdéi methicilin), tu ciu 4m tinh ¥&i coagulase,
Streptococcus agalactiae, Streptococcus pneumoniae, Strepto s pyogenes Va
Streptococcus spp. tan mau nhom B khac, Streptococcus viridans.

~ Vi khuin Gram am hiéu khi: Capnocytophaga spp., Eikenella corrodens, Haemophilus
influenzae, Moraxella catarrhalis, Pasteurella multocida.

- Vikhuan ky khi: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Céc vi khufn c6 thé c6 van dé vé su khang thude mic phai:

- Vi khuin Gram duong hiéu khi: Enterococcus faecium.

- Vi khuin Gram am hiéu khi: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumonia,
Proteus mirabilis, Proteus vulgaris.

Cac vi khudn vén da khang thudc:

- Vi khuin gram am hiéu khi: Acinetobacter sp., Citrobacter freundii, Enterobacter sp.,
Legionella pneumophila, Morganella morganii, Providencia spp. Pseudomonas sp.,
Serratia sp., Stenotrophomonas maltophilia.

- Khac: Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetii, Mycoplasma
pheumoniae.
PAC TINH DUGC DPONG HOC:
Hap thu:
- Amoxicilin va acid clavulanic bi phéan ly hoan toan trong dung dich nude ¢ pH sinh ly. Ca hai
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phan déu dugc hip thu tot va nhanh chéng sau khi udng. Sau khi uéng, sinh kha dung

amoxicilin va acid clavulanic khoang 70%. Djc tinh cua hai thanh phin trong huyét

ong 14 nhw nhau va thoi gian dat ndng dé dinh trong huyét irong (Tmax) cia mbi thanh phén
la khoéang 1 gio.

- Céc két qua dugc dong hoc trong mét nghién ciru ma amoxicilin/ acid clavulanic (vién nén
500 mg/125mg x 3 lan/ngay) dugc udng khi dang d6i & nhimg nhém tinh nguyén vién khoe
manh dugc trinh bay dudi day:

Cde théng sé dugc dong hoc trung binh (= SD)
) Liéu
DU‘(_)’C C!lﬁ[ hTO’I'lg Crnax Tmax* AUC (0-24 giov) Tin
dugc udng (mg) (ng/mL) (gid) (ng.gio/mL) (gio)
Amoxicilin
AMX/ CA 500 7,19 1.5 53,5 1,15
500 mg/ 125 mg +2,26 (1,0 -2,5) + 8,87 + 0,20
Acid clavulanic
AMX/ CA 125 2,4 1,5 15,72 0,98
500 mg/ 125 mg + 0,83 (1,0-2,0) + 3,86 0,12
AMX - Amoxicilin, CA - Acid clavulanic
* Trung vi (khoang)

- Nong dd amoxicilin va acid clavulanic trong huyét thanh khi sir dung phdi hgp amoxicilin/
acid clavulanic twong duong vdi néng d6 dat duoc khi su dung amoxicilin hoic acid
clavulanic riéng 1& theo dudng uéng & cling mirc lidu.

Phan bé:

- Khoang 25% acid clavulanic va 18% amoxicilin gin két vdi protein huyét trong. Thé tich
phén b biéu kién khoang 0,3 - 0,4 L/kg déi v6i amoxicilin va khoang 0,2 L/kg déi véi acid
clavulanic.

- Sau khi tiém tinh mach, ca amoxicilin va acid clavulanic da dugc tWong tui mat, mo
bung, da, m&, mé co, hoat dich va dich mang bung, méit va mua cia vét thuong. Amoxicilin
khéng phén bé nhiéu trong dich nio tiy.

- Céc nghién ciru trén dong vat cho thiy khéng co su tich trir cac chit chuyén héa cia thude
trong co thé. Gidng nhu cic khang sinh khac nhém penicilin, amoxicilin ¢é thé phan bé vao
trong sita me. M6t hrong rét nho acid clavulanic ciing 3 duge phat hién trong sita me.

- Caamoxicilin va acid clavulanic déu qua dugc hang rao nhau thai.

Chuyén héa:

- Khoang 10 - 25% amoxicilin trong liéu khai dau duge bai tiét trong mrdce tiéu dudi dang acid
peniciloic khong hoat dong. Acid clavulanic chuyén héa nhiéu trong co thé ngudi, duge bai
tiét vao nudc tiéu, phan va dudi dang carbon dioxid trong khi tho ra.

Thai trir:

- Amoxicilin duoc thai trir chu yéu qua thén, trong khi acid clavulanic duogc thai trir theo co
ché qua ca than va ngoai than.

- Phdi hgp amoxicilin/ acid clavulanic ¢6 thoi gian ban thai trung binh trong khoang 1 gitr va
do thanh thai toan phan khoang 25 L/h & nhitng nguai khoe manh. Gén 60 - 70% amoxicilin
va 40 - 65% acid clavulanic duoc thai trir vao nudc tiéu dudi dang khong bién ddi trong
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|gi&r dau sau khi udng mot liéu don vién nén cé thanh phan amoxicilin/ acid clavulanic véi

am lugng 250 mg/ 125 mg hodc 500 mg/ 125 mg. Cic nghién ciru khac nhau chi ra rang

khoang 50 - 85% amoxicilin va 27 - 60% acid clavulanic dugc thai trir qua nudc tiéu trong
sudt 24 gio. Acid clavulanic dugc thai trir nhiéu nhit trong 2 gid du sau khi ding thude.

~  Dung ddng thai véi probenecid c6 thé 1am cham thai trir amoxicilin, nhung khong anh hudng
dén sy thai trir clia acid clavulanic qua thén.

Tuoi tac:

- Thoi gian bén thai cia amoxicilin ¢ tré tir 3 thang dén 2 tudi trong duong vdi tré 16n hon va
ngudi trudng thanh. O tré so sinh (bao gdm ca tré sinh non), trong tudn dau tién sau khi chao
doi, khéng nén ding qué 2 lin/ngay vi dudng thai trir qua than chwa phat trién hoan thién.
Do nhitng ngudi cao tudi ¢é kha ning suy giam chirc nang thdn cao hon nén cin thdn trong
khi Iya chon lidu va theo ddi chirc ning thin trong sudt qué trinh diéu tri.

Giéi tinh:

- Sau khi cho ubng amoxicilin/ acid clavulanic & nhitng phy nit va nam gigi khoe manh cho
thdy gi6i tinh khong anh hudng ding ké dén dugc dong hoc cia cd amoxicilin va acid
clavulanic.

Suy thén:

- Hé sé thanh thai toan phin trong huyét thanh ciia amoxicilin/ acid clavulanic giam twong tmg
vGi sur suy giam chitc nang than. Sy giam thanh thai amoxicilin r6 rét hon so vdi acid
clavulanic, vi ti 1é amoxicilin thai trir qua duong thdn cao hon. Do do, liéu cho bénh nhan
suy than phai ngin ngira sy tich lily qua mirc amoxicilin trong khi van duy tri mic acid
clavulanic phu hgp.

Suy gan:
- Nhimng bénh nhan suy gan nén dugc chi dinh liéu mot cach than trong thﬁc ning
gan dinh k. 3
QUY CACH PONG GOI: *
Hop 1 thix 12 g6ix 0,8 g. O
PIEU KIEN BAO QUAN: ;
Khéng qua 30°C, tranh 4m va anh séng, ;
HAN DUNG:
24 thang ké tir ngay san xut.
TIEU CHUAN CHAT LUQNG CUA THUOC:
Thudc dat theo tidu chuin Dugc dién My.

Co s6 sdn xudt:
\ CHI NHANH CONG TY CO PHAN DUQC PHAM IMEXPHARM
Ag) NHA MAY KHANG SINH CONG NGHE CAO VINH LOC
< e L6 B15/1 - B16/1, Puomg 2A, Khu cong nghiép Vinh Léc, Phuong Binh Hung
IMEXPHAHM Hoa B, Quan Binh Tan, TP.HCM, Viét Nam
Hotline: 1800 555 535  Email: imp@imexpharm.com
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