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For details see enciosed leafiet.
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COMPOSITION: When reconstituted as

directed, each 5mL of suspension contains

Amoxicillin Trihydrate equivalent to

Amoxicillin 200.0 mg

Clavulanate Potassium equivalent to

Clavulanic Acid 28.5mg

INDICATIONS/ CONTRA-INDICATIONS:
For details see enclosed leafiet
DOSAGE & ADMINISTRATION:

For details see enclosed leaflat
STORAGE:

Store below 30°C in a cool and dry place,
protect from light.

KEEP OUT OF REACH OF CHILDREN.
QUALITY SPECIFICATION: USP 37.

|mum wphlﬂndiehdln
OXNAS DUO Suspemsion. Budng ding: Ung. Hop chie |
1 chai 50mL. M3 5mL hbn dich chia: Amoxiciliin trinydrat |
tuong duong amaxicillin 200mg, Clavulanat potassium tuang |
duong clavuianic acid 28,5mg. Bao oudn O nhigt d) dudi
30°C, & nchi khb vA mét, trénh dnh sing. Sau khi pha, hn
dich phdi dupc bdo quin trong til tanh § nhiét 49 tif 2°C dén
8 va sl dyng trong vong 7 ngdy. Chi djnh, 1éu ding &
cheh ding, ching chl dinh: Xin doc trong 1 hutng ddn s
dyng. Doc kf hutng din st dyng trutc khi dimg. D8 xa
tm tay tré em. Sdn xedt Penmix Ltd. 33, Georimak-gil
Jiksan-gup, Seobuk-gu, Cheonan-si, Chungcheongnam-do,
Han Quic. 55 K SX, NSX, HD, SDK: xem “Lot No,

Mg Date, Exp.Date, Visa No.” trén bao b Gdc thdag fin
khéc: 08 nghj xem trong t hudng dlin sa dyng kém theo.
DNNK:

134

50 mL x 1 Bottles
200 mg/28.5 mg/5 mL

OXNAS DUO

SUSPENSION
Powder for Oral suspension

Manufactured by
PENMIX LTD
33, Georimak-gil, Jhsar-eup,
Secbuk-gu, Cheonan-si,
PENMIX Chungcheangnam-do, Kuruaf

—

DIRECTIONS FOR PREPARING
SUSPENSION:

Tap the bottle to loosen the powder,
open the cap of the bottle and add a small
quantity of boiled and cooled water to
mixing, replace the cap and shake well.
Further add water up to the mark on
bottle, and shake vlgomusly until unifo

days.
Shake well before taking each dose.

Lot No.:

Mfg. Date: dd/mm/yy
Exp. Date: dd/mmlyy
Visa No. :
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Hudng déin sit dung thuée cho cdn b y 1é:
OXNAS Duo Suspension
Rx Thubc bdn theo don
Doc ky hudng dén si dung trude khi ding. Dé xa tim tay 1ré em.
Thong bao ngay choe bdc sy hodc duge sy nhiing tic dung khong mong muén gdp phai
khi sit dung thuéc. Thubc nay chi diing theo don ciia bdc si.

THANH PHAN CAU TAO CUA THUOC:

Mdi SmL hdn dich chita:
Amoxicillin trihydrat twong dudng amoxicillin..........cceeveiereeneen...200,0 mg
Clavulanat potassium twong dudng clavulanic acid ........................28,5 mg
T'd duwgc: D-Mannitol, silicon dioxid, xanthan gum, povidon K30, colloidal silicon dioxid
(aerosil 200), acid citric khan, sodium citrat hydrat, enzymatically modificd stevia,
orange flavor cotton.

DANG BAO CHE:

Bo6t mau triang, khi hoa véi nudce hinh thanh hdn dich déng nhit mau tring, ¢6 huong cam.

CAC PAC TINH DUQC LUC HOC:

Ma ATC: JOIC R02
Pay la ch€ phdm phdi hgp khang khudn ding dudng uéng gdm khéng sinh amoxicillin
bin (Gng hdp va chit e ché B-lactamase, clavulanat kali (dang mudi kali cia acid
clavulanic). Amoxicillin 1a mot déng déng ciia ampicillin, ¢6 céu tric nhan penicillin co
ban, acid 6-aminopenicillanic. Acid clavulanic dudc sian xudt t¥ su Ién men
Streptomyces clavuligerus.
Amoxicillin tdc dong thdng qua sy c ché sinh t8ng hgp mucopeptide thanh € bao vi
khudn. N6 ¢6 tdc dong diét khudn d6i vdi nhiéu vi khuidn gram-duong va gram-am trong
giai doan nhan d6i chit dong. Tuy nhién, né d& bi phd hily bdi enzym B-la¢idiphse ya do
d6, phd khang khuin clia n6 khong bao gdm cac vi khudn sdn xuét nhitng \¢yz
Acid clavulanic 12 mdt B-lactam ¢6 ciu tric gan véi penicillin, ¢6 kha ning bat hoat
nhiéu loai enzyme B-lactamase thudng gip & nhitng vi khuan dé khang véi penicillin va
cephalosporin. Péc biét 1a n6 tdc ddng 6t dGi vdi nhitng B-lactamase truyén qua trung
gian plasmid quan trong trén 1im sang thudng dim nhiém viéc truyén sy d¢ khing
thudc.
Amoxicillin/ clavulanic acid ¢6 tdc dung ddi véi hdu hét cdc chlng vi khuén sau trén in
vitro va trong cdc nhiém tring 14m sang:
Vi khudn gram-duong ua khi: Staphylococcus aureus (sén xuat va khong san xuat enzym

B-lactamase).

Luu ¢: Staphylococcus dé khdng vdi methicillin/ oxacillin phdi duge xem 12 dé khéng
v@i amoxicillin/ clavulanic acid.

Vi khudn gram-am wua khi: Cac loai Enterobacter, Escherichia coli (sin xudt va khong
sin xuit enzym PB-lactamase), Haemophilus influenzae (san xuit va khong sdn xuat
enzym B-lactamase), cc loai Klebsiella (1at ca céc ching sdn xuat enzym B-lactamase),
Moraxella catarrhalis (sin xuit va khong san xuat enzym f-lactamase).

Amoxicillin/ clavulanic acid ciing c6 tdc dung d6i vdi hdu hét cdc chiing vi khudn sau
trén in vitro nhung tAm quan trong trén ldm sang chua dude bict:
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Vi khudn gram-duong wa khi: Streptococcus faecalis, Staphylococcus epidermidis (san
xudt va khong sdn xudt cnzym B-lactamase), Staphylococcus saprophyticus (sin xuil va
khéng san xuit enzym B-lactamase), Streptococcus pneumoniae, Streptococcus
pyogenes, Streptococcus nhém viridans.
Vi khudin gram-am ua khi: Neisseria gonorrhoeae (san xuit va khong san xuit enzym B-
lactamase), Proteus mirabilis (san xuat va khong san xuit enzym B-lactamase).
Vi khudin ky khi: Céc loai Bacteroides bao gbm Bacteroides fragilis (sin xuil va khong
san xudt enzym B-lactamase), cdc loai Fusobacterium (san xuat va khong san xuit
enzym B-lactamase), cdc loai Peptostreptococcus.

CAC PAC TINH DUGC PONG HOC:
Amoxicillin va clavulanat kali duge hap thu t6t qua dudng ti€u héa sau khi udng. Khi
uong 10mL hdn dich (125mg/5ml) dat duge ndéng do dinh trung binh trong huyét thanh
sau khodng 1 gi® vdi ndng do amoxicillin 12 6,9 pg/ml va acid clavulanic 12 1,6 pg/ml.
Amoxicillin d&é dang khuéch tdn vao hau hét cdc mé va dich cd th€ ngoai trir dich nio
tiy. K&t qué cilia cdc thit nghiém lién quan dén viée ding acid clavulanic trén sic vat
cho thady ring chat nay ciing nhir amoxicillin, phan ph&i t6t vao cdc mo6 trong cd thé.
Khéng ¢6 thanh phin ndo ctia thude nay gin k&t cao vdi protein; acid clavulanic gdn két
v@i huyét thanh ngudi x4p xi 25% va amoxicillin 12 khodng 18%.
Trong vong 6 gidd dau sau khi u6ng thudc nay, khoang 50% dén 70% amoxicillin va
khodng 25% dén 40% acid clavulanic bai ti€t vao nudc tiéu dudi dang khong ddi.

QUY CACH PONG GOI:

Hop gidy chita chai nhuwa mau tring chita bot d€ pha hdn dich uéng (50mL) ¢6 ndp xoay

bing nhya mau tring.

CHI DINH:

Oxnas Duo Suspension duge chi dinh trong diéu tri nhitng nhiém khuédn sa gudiddn va

tré em:

- Viém xoang c4p tinh do vi khudn (d3 dudc chin dodn day du)

- Viém tai gifta c4p tinh

- D¢t cdp tinh trAm trong ctia viém phé quan man tinh

- Viém phdi mic phai cong dong

- Viém bang quang

- Viém than b€ than

- Nhi®m khuin da vi mé6 mém & viém md (€ bao dic biét, vét cdn dong vat, 4p xe ring

ning k&m theo viém m6 t€ bao lan toa

- Nhiém khudn xudng va khdp, dic biét 1a viém xucng tiy

Cén phai xem xét hudng din chinh thitc vé viéc sit dung cdc chit khdng khudn thich hgp.

LIEU DUNG VA CACH DUNG:
Thuéc nay chi dung theo sy ké don ciia thay thuéc.

Khi Iira chon liéu dung phai lvu ¥ nhitng y&u (0 sau:

- Chiing vi khudn nhay cam vdi thudc.

- Mitc d6 trdm trong va vi tri nhiém khudn.

- PO wdi, cAn ning va chifc nang than ciia nhitng bénh nhén.

P&i vdi tré em < 40kg, Oxnas Duo Suspension cung cap liéu ding t8i da mbi ngay 1000-

2800 mg amoxicillin/143-400 mg clavulanic acid, khi dang nhu li¢u khuy€n nghi dudi day.

N&u cin phéi ding liéu amoxicillin mbi ngay cao hon, nén diing thudc khéc d€ tranh vige

diing liéu clavulanic acid m3i ngay cao hon mifc cén thiét.
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Qua trinh diéu tri nén dugc xdc dinh bdi dap ng clia bénh nhan. Vai nhiém khuén (nhuw
viém xuong tly) cin thdi gian diéu tri 14u hon. Piéu tri khéng nén kéo dai hon 14 ngay ma
khéng xem xét lai.

Tré em > 40kg

Nén dudce diéu tri vdi thudc Oxnas khdc ma danh cho ngudi 16n.

Tré em < 40kg

- Diing liu 25mg/3,6mg/kg/ngay d&€n 45mg/6,4mg/kg/ngay, chia 1am 2 14n.

- Dung liéu d&n 70mg/10mg/kg/ngay chia 1am 2 1an, cdn phai cAn nhic khi diéu tri nhirng
nhiém khudn (nhv viém tai giita, viém xoang va nhiém khuin dudng hé hap dudi).

Khong ¢6 dir liéu 1dm sang cho cOng thitc amoxicillin/clavulanic acid: 7/1 lién quan dén
viéc dung li€u cao hdn 45mg/6,4kg cho mdi kg cdn ning mdi ngay & ré em dudi hai tudi.
Khdng c¢6 dit li€u 1am sang cho cong thifc amoxicillin/clavulanic acid: 7/1 cho tré em dudi
2 thdng. Chua ¢6 liéu dung khuyén nghi cho tré em dudi hai théng.

Ngudi cao tudi

Khong can thiét phai diéu chinh liéu

Suy than

Khéng can thiét phai diéu chinh liéu & nhitng bénh nhin c6 dé thanh thai creatinin (CrCl)
16n hon 30ml/phut.

Nhitng bénh nhdn c¢6 d6 thanh thai it hon 30ml/phdt, viéc ding c¢éng thic
amoxicillin/clavulanic acid: 7/1 thi khéng khuyén nghi.

Suy gan

Ding than trong va theo ddi chifc ning gan & nhitng khoang thdi gian déu dén.

Luu ¥: D€ gidm dén mic 61 thi€u kha ning khong dung nap trén dudng tiéu héa, nén udng
thudc vao lic bit ddu bita n. Thdi gian diéu tri phai pht hgp vdi sy chi dinh va khdng nén
diing qué 14 ngay ma khong c6 sy ki€m tra.

Hudng dén pha hén dich thudc: '
- V& nhe vao chai dé cho bot rdi ra, md ndp chai va thém vao chai mot Iu'(_mgWun

s0i d€ ngudi d€ hoa bot thudc véi nude, ddy ndp chai lai va 1dc ky.

- Thém nudc vao cho dén vach trén chai va lic k§ cho dén khi tao thanh hdn dich ddng

nhit.

- Sau khi pha thuéc thanh hdn dich, nén bao quan thudc trong ti lanh tir 2°C dén 8°C va

dung trong vong 7 ngay.

- L4c k§ truéc mdi liéu dung.

CHONG CHI PINH:

Bénh nhan ¢6 tién sit ¢6 phan wng di ¢ng véi bat ky penicillin nao. Thudc ciing chong
chi dinh & nhitng bénh nhén c6 tién sit vang da i mat loan chifc nang gan do ding phdi
hdp amoxicillin va clavulanat kali. .

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

1) Phén ttng qud min cam (phan v¢) nghiém trong va do6i khi gay uf vong da dudc bdo cdo
& nhitng bénh nhan diéu tri vdi penicillin. Nhitng phén #ng nay d& xdy ra & nhifng ngudi
¢6 tién st qud mén cdm vGi penicillin va/ hodc ¢6 tién sit nhay cam véi nhiu di @ng
nguyén. Trude khi ti€n hanh diéu tri véi thudc nay, cdn phdi héi ky bénh nhin vé cac
phédn ing qua man cam trude d6 Vi penicillin, cephalosporin hodc cac di ing nguyén
khdc.




2) Viém két trang gid mac da dugc bdo cdo vGi gin nhi tat ca cdc khang sinh, bao gdm
amoxicillin/ clavulanat kali, va & mic d6 tir nhe dén nguy hi€m tinh mang. Vi vy, cdn
phai xem xét chdn dodn bénh nay & nhitng bénh nhan bi tiéu chay do dung khang sinh.

3) Mic du s phdi hgp amoxicillin va clavulanat kali biéu hién doc tinh thap tiéu biéu ciia
khédng sinh nhém penicillin, nhung nén ddnh gid dinh k¥ chitc ndng hé ¢d quan bao gdm
thdn, gan va chic ning tao mdu trong khi diéu tri kéo dai.

4) MOL ty 1¢ cao nhitng bénh nhdn mdc bénh ting bach ciu don nhian nhiém khu&n khi
ding ampicillin xuét hién triéu chitng phét ban da. Do d6, khéng nén diing nhitng khédng
sinh nhém ampicillin cho nhitng bénh nhin bi ting bach cdu don nhan nhiém khuin.

5) Nén lvu y dé€n khd nzing boi nhiém ndm hay vi khuin ¢6 th€ xay ra trong thdi gian ding
thudc. NEu x4y ra tinh trang bdi nhiém (thudng lién quan d€n Pseudomonas hay nam
Candida), nén ngung ding thudc va tién hanh céc bién phap diéu tri thich hgp.

SUDUNG G PHU NU CO THAT VA CHO CON BU:

Si dung cho phu nit cé thai: Chua c6 nhitng nghién cttu thich hdp va ki€m soét 16t cho
phu ni ¢6 thai. Do nhitng nghién cttu v€ sy sinh sdn trén sic vat khong luén luén du
dodn ding cdc dap ng cho ngudsi, vi vay chi ding thudc nay trong thai ky néu that sy
can thiét.

Si dung cho phu nit cho con bi: Cic khing sinh nhém ampicillin bai ti€t vao sira
ngudi; do vay, nén thin trong khi ding thudc nay cho phu nif cho con ba.

TAC DUNG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

C6 thé xay ra cdc phidn @ng khong mong mudn (nhv cdc phdn @ng di ng, chéng mat, co

giat) ma ¢6 th€ dnh hudng d€n kha ning ldi xe va van hanh may moéc. Do d6 phai lvu y khi

stt dung thudc.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG TAC

KHAC:

Probenecid 1am gidm sy bai ti€t ctia amoxicillin ¢ 6ng than. Ding dong thdi vdi
probenecid ¢6 thé 1am cho ndng dd amoxicillin trong mdu ting cao va kéo dai. Khong
nén diing dong thdi thudc nay véi probenecid.
Diing ddng thdi allopurinol vdi ampicillin 1am ting ddng k& ty 1& ndi min & nhit
nhéan diéu tri v6i ci hai thude nay. Chua ¢6 dif liéu khi ding déng thdi thude n¥y
allopurinol.

Thong thudng nhv véi céc khang sinh phd rong khéc, thude nay ¢6 thé lam gidm hi¢u
qué cla cdc thude ngira thai dudng udng.

C4c twong tdc thudc/ xét nghiém: USng thudc nay ¢6 th€ 1am cho ndng d6 amoxicillin
trong nudc tidu ting cao. Nong do ampicillin trong nudc ti€u cao ¢6 thé cho phin ing
duong tinh gid khi xét nghiém tim glucose trong nwdc tiu diing phuong phap Clinitest,
dung dich Benedict hodc dung dich Fehling. Do tic dong nay cling c6 thé xdy ra vdi
amoxicillin va vi viy khi ding thudc ndy ma cin phéi xét nghi¢m tim glucose thi nén ap
dung cdc phan ing enzym glucose oxidase (nhu Clinistix hodc Tes-Tape).

TAC DUNG KHONG MONG MUON:

Nhw véi amoxicillin, cdc tic dung phu 12 khéng phd bi€n, chii yéu la nhe va thodng qua.
Tiéu hda: Ticu chay, budn ndn, ndn mita, khé tiéu, viém da day, viém mi¢ng, viém ludi,
Iwdi c6 twa den, viem tiéu-két trang va viém két tring gid mac. Céc tri¢u ching khdi
dAu viém kél trang gid mac 6 thé xdy ra trong khi hozc sau khi ngung diéu tri phéi hop
amoxicillin va clavulanat kali.




Phdn ung qud man cam: NGi mé day va ban d6 c¢6 thé xay ra. Hi€m khi ¢6 bdo cdo vé
ban d6 da hinh, hdi chitng Stevens-Johnson, hoai tir biu bi nhiém ddc va viém da trée
vay. Bt cit lic nao x4y ra céc phan @ng nhu thé, nén ngung thudc.
Gan: Tang trung binh AST va/ hodic ALT & nhitng bénh nhén diu tri cdc khdng sinh
nhém ampicillin nhung tim quan trong ctia nhitng phat hién nay chwa duge biét. Hiém
khi c6 bdo cdo vé viém gan va vang da & mat do diing thudc nay nhung s& phd bién hon
& ngudi gia hodc nhitng bénh nhan tri liéu kéo dai.
Thdn: Hi€m khi ¢6 bao cdo vé viém than ké.
Huyét hoc: Thi€u méu, giam ti€u clu, gidm bach cAu va mat bach cdu hat da c6 bdo cdo
khi diéu tri c4c penicillin. Nhitng phdn ing nay thudng tv hdi phuc khi ngung diéu tri.
H¢ thdn kinh trung uong: Tang hoat dong c6 hdi phuc, bdn chdn, lo 4u, mat ngi va
ch6ng mét hi€m khi xay ra.
Thong btia cho bdc si nhiing tic dung khong mong muén gip phdi khi sit dung thuéc.
QUA LIEU VA CACH XU TRi:
Triéu chitng: Sau khi qua 1iéu, bénh nhan c6 céc tricu chitng trén dudng tiéu héa 1a chi yéu
bao gdm dau da diy va dau bung, nén mifa va tiéu chiy. N&i ban, ting hoat dong hoic
budn ngii ciing quan sit thdy rén mét s6 nhd bénh nhan.
Piéu tri: Trong trudng hdp qué liu, ngung thudc, diéu tri triéu chitng va ding cédc bién
phdp hd trg néu can. N€u vira méi qud liéu va khong c¢6 chdng chi dinh, ¢d ging gdy ndn
hoic ding cdc bién phap khdc d€ loai thudc ra khéi da day. Ca amoxicillin va clavulanat
kali dudc loai ra khdi tudn hoan bdi sy thim tdch méu.
PILU KIEN BAO QUAN:
B4o quan & nhié¢t do dudi 30°C, & ndi kho va mdt, trénh 4nh séng. D€ xa tdm tay ré em.
Sau khi pha, hdn dich phai dudc bdo quan trong ti lanh tir 2°C dén 8°C va sit dung trong
vong 7 ngay.
HAN DUNG CUA THUOC:
24 thang ké ur ngay san xual /
NGAY XEM XET SUA BOl CAP NHAT LAI N()l DUNG HUONG DAN’ UNG
l‘HUOL:
San xudt bdi:
PENMIX LTD.

' 33, Georimak-gil, Jiksan-cup, Seobuk-gu,
PENMIX Cheonan-si, Chungcheongnam-do, Han Quéc.
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Huidng dan sit dung thude cho nguoi bénh:

OXNAS DUO Suspension
Rx Thuéc bdn theo don

khi siz dung thuée. Thuéc nay chi ding theo don ciia béc s¥.

THANH PHAN, HAM LUONG CUA THUOC:
MOdi SmL hdn dich chia:
Amoxicillin trihydrat tuong duong amoxicillin ..........c.cocc.....e..... 200,0 mg
Clavulanat potassium tudng dudng clavulanic acid .........coe0vvvvennn. 28,5 mg
Td dugc: D-Mannitol, silicon dioxid, xanthan gum, povidon K30, colloidal silicon dioxid
(aerosil 200), acid citric khan, sodium citrat hydrat, enzymatically modified stevia,
orange flavor cotton.
MO TA SAN PHAM:
Bot mau tring, khi hda véi nude hinh thianh hdn dich déng nhat mau tring, ¢6 huong cam.
QUY CACH PONG GO1I:
Hop gidy chita chai nhya mau tring chita bot d€ pha hdn dich udng (50mL) ¢6 nip xoay
biing nhwa miu tring.
THUOC DUNG CHO BENH Gi:
Oxnas Duo Suspension dugc chi dinh trong diéu tri nhitng nhiém khuén sau & ngudi 16n va
tré em:
- Viém xoang cAp tinh do vi khudn (da duge chin dodn ddy di)
- Viém tai giffa cip tinh
- Pgt ¢dp tinh trdm trong clia viém phé& quin mdn tinh
- Viém phéi mic phdi cong dong
- Viém bang quang
- Viém thian bé thin
- Nhiém khudn da vd mo mém & viém mo t& bao dic biét, vét cin ddng vat xe rang
ning kém theo viém mo t€ bao lan tda
- Nhiém khuin xudng va khdp, dic biét 1a viém xuong tiy
Cin phdi xem xét hudng din chinh thic vé viéc st dung cdc chi't khdng khudn thich hgp.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
Thube nay chi ding theo sy ké don ciia thay thuéc.
Khi lua chon liéu ding phdi lvu ¥ nhitng yéu 18 sau:
- Chiing vi khuén nhay ¢cdm véi thudc.
- Mifc dé trdm trong va vi tri nhiém khuan.
- P6 tudi, cAn ning va chic ning than cla nhitng bénh nhén.
Do véi tré em < 40kg, Oxnas Duo Suspension cung cip liéu dung t5i da mdi ngay 1000-
2800 mg amoxicillin/143-400 mg clavulanic acid, khi dung nhu li€u khuy€n nghi dudi day.
Né&u cin phdi ding liéu amoxicillin mdi ngay cao hon, nén ding thudc khéc dé trénh viéc
dung liéu clavulanic acid m&i ngiy cao hon mifc can thiét.
Qud trinh diéu tri nén dude xdc dinh bdi ddp ting ctia bénh nhan. Vai nhiém khudn (nhu
viém xuong tiy) cin thdi gian diéu tri 1du hon. Diéu tri khong nén kéo dai hon 14 ngay ma
khong xem xét lai.
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Tré em > 40kg
Nén duge diéu tri v6i thude Oxnas khdc ma danh cho ngudsi 16n.
Tré em < 40kg
- Dung liGu 25mg/3,6mg/kg/ngdy dén 45mg/6,4mg/kg/ngay, chia 1am 2 1n.
- Diing liéu d&n 70mg/10mg/kg/ngay chia 1am 2 1an, cdn phdi cin nhdc khi didu tr nhitng
nhi€m khuén (nhv viém tai giifa, viém xoang va nhi&m khu#n dudng ho hip dudi).
Khong ¢6 dif liéu ldm sang cho cdng thite amoxicillin/clavulanic acid: 7/1 lién quan dén
viéc dung liéu cao hon 45mg/6,4kg cho mdi kg cin ning mdi ngdy & tré em dudi hai tudi.
Khong ¢6 dit li€u ldm sang cho cbng thifc amoxicillin/clavulanic acid: 7/1 cho tré em dudi
2 thang. Chua ¢6 liéu diing khuy&n nghi cho tré em du6i hai théng.
Negudi cao tudi
Khdng cén thiét phdi diéu chinh liéu
Suy thin
Khong can thi€t phdi diéu chinh liéu & nhitng bénh nhan c6 do thanh thai creatinin (CrCl)
16n hdn 30ml/phuit.
Nhimng bénh nhdn c¢é dO thanh thdi it hon 30ml/phit, viéc dung cong thifc
amoxicillin/clavulanic acid: 7/1 thi khong khuyén nghi.
Suy gan
Diing thén trong va theo ddi chifc nding gan & nhitng khodng thdi gian déu din.
Luu y: D€ gidm dén mic t6i thi€u khd ning khong dung nap trén dudng tiéu héa, nén udng
thudc vao lac bit dau bita dn. Thdi gian diéu tri phdi phd hgp vdi sy chi dinh va khong nén
dung qua 14 ngay ma khong co6 su kiém tra.
Hudng din pha hén dich thudc:
- V3 nhe vao chai dé€ cho bot rdfi ra, md ndp chai va thém vao chai mét lugng nhé nude dun
sOi d€ ngudi dé hoa bot thudc vai nude, ddy ndp chai lai va lic k§.
- Thém nudc vao cho dén vach trén chai va lic k§ cho dén khi tao thinh hdn dich déng
nhat.
- Sau khi pha thudc thanh hén dich, nén bdo quin thudc trong td lanh tir 2°C dén 8°C va
dung trong vong 7 ngay.
- Lic k¥ trude mdi liéu ding.
KHI NAO KHONG NEN DUNG THUOC NAY:

Bénh nhin ¢6 tién sif ¢6 phdn ting di ting véi bat ky penicillin nao. Thudc ong
chi dinh @ nhitng bénh nhin c6 tién sit ving da  mat/ loan chic ning gan do hoi
hgp amoxicillin va clavulanat kali.

TAC DUNG KHONG MONG MUON:
Nhu véi amoxicillin, cdc tdc dung phu 12 khong phd bién, chd y&u 1a nhe va thodng qua.
Tiéu hda: Tiéu chay, budn ndén, ndn mifa, khé tiéu, viém da day, viém mié€ng, viém luai,
ludi ¢6 tuta den, viém ti€u-két tring va viém két trang gid mac. Céc triéu ching khdi
ddu viém két trang gid mac ¢6 thé xdy ra trong Khi hodic sau khi ngung diéu tri phdi hop
amoxicillin va clavulanat kali.
Phén ng qud mén cdm: N&i mé day va ban dd c6 thé xdy ra. Hi€m khi c6 bdo cdo vé
ban dd da hinh, hoi chiing Stevens-Johnson, hoai t& bi€u bi nhiém ddc va viém da trée
vdy. Bt cif lic ndo xdy ra cdc phdn ing nhu th€, nén ngung thudc.
Gan: Tang trung binh AST va/ hodc ALT & nhitrng bénh nhdn diéu tri cdc khdng sinh
nhém ampicillin nhung tim quan trong clia nhitng phét hién nay chua dude biét. Hi€ém




khi ¢6 bdo cdo vé viém gan va vang da & mat do diing thudc nay nhung s& phd bién hon

d ngudi gia hodc nhitng bénh nhién tri liéu kéo dai.

Than: Hi€m khi ¢6 bdo cdo vé viém thin keé.

Huyét hoc: Thi€u méu, gidm ti€u ciu, gidm bach ciu va mét bach ciu hat di ¢6 bdo cdo

khi diéu tri cdc penicillin. Nhting phédn ng nay thudng tu héi phuc khi ngung diéu tri.

H¢ than kinh trung wong: Ting hoat déng c6 hdi phuc, bdn chdn, lo au, mat ngd va

chong mat hi€m khi xdy ra.
Théng bdo cho bdc st nhitng tdc dung khong mong muén gap phm khi sit dung thuée.
NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI DANG SU
DUNG THUOC NAY:

Probenecid lam gidm sy bai ti€t cla amoxicillin & &ng than. Ding ddng thdi véi

probenecid ¢6 thé 1am cho ndng dé amoxicillin trong mdu ting cao va kéo dai. Khong

nén ding dong thdi thude nay vai probenecid.

Dung déng thdi allopurinol véi ampicillin 1am ting ddng ké ty 1& ndi médn & nhiing bénh

nhin diéu tri vdi ¢d hai thudc nay. Chua c6 dit lidu khi ding ddng thdi thude niy véi

allopurinol.

Thong thudng nhu véi cdc khang sinh phd rong khéc, thude nay ¢6 thé 1am gidm hiéu

qud cta cdc thude ngira thai dudng udng.

Ciéc tong tdc thude/ xét nghiém: USng thudc nily ¢6 thé 1am cho ndng d6 amoxicillin

trong nudc ti€u ting cao. Nong do ampicillin trong nude ti€u cao ¢6 thé cho phin ting

duong tinh gid khi xét nghiém tim glucose trong nudc tiéu ding phuong phdp Clinitest,

dung dich Benedict hodc dung dich Fehling. Do tdc dong nay ciing c¢6 thé xdy ra vdi

amoxicillin va vi viy khi ding thudc ndy ma cin phdi xét nghiém tim glucose thi nén 4p

;Il_lng Fa’u: ph\i-in ing enzym glucose"oxiclaseﬁ(nhu Cl\inistix hoacA’Tes-Tape)‘ -
CANLAM GI KHIMOT LAN QUEN KHONG DUNG THUOC: 2,
Néu ban b6 18 mot liéu, sit dung liu d6 ngay khi nhd ra. Néu gan thdi diém liéu k& tiép, “:.‘
bé qua liéu da quén va tiép tuc lich trinh dung thudc thong thudng. Ping gdp doi liéu dé b
bat kip. &
CAN BAO QUAN THUOC NAY NHU THE NAO: -
Bdo quin & nhiét do dudi 30°C, & ndi kho va mdt, trdnh 4nh sdng. PE xa tim tay tré em/ -

Sau khi pha, hén dich phdi dugc bdo qudn trong ti lanh tir 2°C dén 8°C va si g

vong 7 ngay

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU: 5
Sau khi qud liéu, bénh nhin cé cdc triu ching trén dudng tiéu héa la chl y&u bao gém ;
dau da day va dau bung, ndn mifa va tiéu chdy. N&i ban, ting hoat dong hodc budn ngi .;m
cling quan st 1hay trén mot s6 nhd bénh nhan. <P
CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO: '

Trong trudng hgp qud liéu, ngung thude, dieu tri triéu ching va ding cdc bién phdp hd trg =
néu cin. N&u vira mdi qud liéu va khong c6 chong chi dinh, c¢d gdng gdy nén hojc ding ;
cdic bién phdp khdc d€ loai thudc ra khoi da day. Cd amoxicillin va clavulanat kali duge
loai ra khéi tuan hoan bdi sy thim tich mdu. ‘
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:
1) Phin tng qud min cidm (phdn vé) nghiém trong va déi khi giy tif vong di dugc bdo cdo

& nhitng bénh nhan diéu tri véi penicillin. Nhitng phén @ng ndy d& xdy ra ¢ nhiing ngui

c6 tién s qud min cdm vdi penicillin va/ hodc ¢6 tién st nhay cdm vdi nhiéu di tng

nguyén. Trudc khi tién hanh diéu tri vdi thude nay, cin phdi hdi ky bénh nhan vé cdc



phidn Ung qud min cdm trude dé véi penicillin, cephalosporin hodc cdc di tng nguyén
khdc.

2) Viém két trang gid mac di dugc bdo cdo vdi gin nhu tat cd cdc khdng sinh, bao gém
amoxicillin/ clavulanat kali, vd 8 mifc dd tit nhe dén nguy hi€m tinh mang. Vi vdy, cin
phdi xem xét chin dodn bénh nay & nhitng bénh nhan bj tiéu chdy do ding khédng sinh.

3) Mic di su ph&i hgp amoxicillin va clavulanat kali biéu hién doc tinh thap tiéu biéu cia
khdng sinh nhém penicillin, nhung nén ddnh gi4 dinh k¥ chiic ning hé cd quan bao gdm
than, gan va chifc ning tao mdu trong khi diéu tri kéo dai.

4) Mot ty 1é cao nhitng bénh nhin mic bénh ting bach ciu don nhin nhiém khuin khi
dung ampicillin xudt hién triéu ching phdt ban da. Do d6, khong nén dung nhirng khdng
sinh nhém ampicillin cho nhitng bénh nhén bi ting bach cau don nhian nhiém khuan.

5) Nén luu y dén khd ning boi nhidm nam hay vi khudn c6 thé xdy ra trong thdi gian ding
thudc. Néu xdy ra tinh trang boi nhiém (thudng lién quan dén Pseudomonas hay nim
Candida), nén ngung dung thudc va tién hanh cdc bién phip diéu tri thich hgp.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Khi st dung qud liéu.

Khi xuit hién phan ung khong mong mudn.

HAN DUNG CUA THUOC:

24 thang k€ ti ngdy sdn xudt. )

TEN, PIA CHI, BIEU TUYNG (n&u ¢6) CUA CO SO SAN XUAT:

PENMIX LTD.

a 33, Georimak-gil, Jiksan-eup, Seobuk-gu,
PENMIX Cheonan-si, Chungcheongnam-do, Han Quac.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DW
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